The Drugs and Cosmetics Act, 1940 and Rules, 1945

The Drugs and Cosmetics
Rules, 1945
[As amended
upto
15" August, 2013]



Department of Health, Notification No. F.28-10/45-H(1), New Delhi, the 21st December, 1945. - In
exercise of the powers conferred by Sections [6(2), 12, 33 and 33 N] of the Drugs and Cosmetics
Act, 1940 (23 of 1940), the Central Government is pleased to make the following Rules :-

PARTI
PRELIMINARY

1. Short title, extent and commencement. -(1) These Rules may be called the Drugs and
Cosmetics Rules, 1945.
(2) They extend to the whole of India [* * *].
2. Definitions. - Inthese Rules, unless there is anything repugnantin the subject or context-
(@) “theAct” meansthe Drugs and Cosmetics Act, 1940 (23 of 1940), as amended from
time to time;
[(b) “Central Licence Approving Authority”, means the Drugs Controller, India, or the
Joint Drugs Controller (India) or the Deputy Drugs Controller (India) appointed by
the Central Government
(c) “Director” means the Director of the Central Drugs Laboratory;
(d) “Form” means a form set forth in Schedule A;

(dd) Homoeopathic medicines include any drug which is recorded in Homoeopathic
provings or therapeutic efficacy of which has been established through long clinical
experience as recorded in authoritative Homoeopathic literature of India and abroad
and which is prepared according to the techniques of Homoeopathic pharmacy and
covers combination of ingredients of such Homoeopathic medicines but does not
include amedicine which is administered by parenteral route;

(e) “Laboratory” means the Central Drugs Laboratory;
(ea) “Registered Homoeopathic medical practitioner” means a person who is registered
in the Central Register or a State Register of Homoeopathy;
(ee) “Registered medical practitioner” means a person -

0

(i)

(i)

(iv)
v)

holding a qualification granted by an authority specified or notified under
Section 3 ofthe Indian Medical Degrees Act, 1916 (7 of 1916), or specified in
the Schedules to the Indian Medical Council Act, 1956 (102 of 1956) ; or
registered or eligible for registration in a medical register of a State meant for
the registration of persons practising the modern scientific system of medicine
[excluding the Homoeopathic system of medicine]; or

registered in a medical register other than a register for the registration of
Homoeopathic practitioners of a State, who although not falling within sub-
clause (i) or sub-clause (ii) is declared by a general or special order made by
the State Government in this behalf as a person practising the modern scientific
system of medicine for the purposes of this Act ; or

registered or eligible for registration in the register of dentists for a State
under the Dentists Act, 1948 (16 of 1948); or

who is engaged in the practice of veterinary medicine and who possesses
qualifications approved by the State Government ;

[( ‘Retail sale’ means a sale other than a sale by way of wholesale dealing; whether
to a hospital, or a dispensary, ora medical, educational or research institute or to
any other person

(9) ‘Sale by way of wholesale dealing’ means sale to a person for the purpose of selling
again and includes sale to a hospital, dispensary, medical, educational or research
institution;

(h) “Schedule” means a Schedule to these Rules;

[(i) State Government inrelation to aUnion Territory means the Administrator thereof;

[() “Poisonous substance” means a substance specified in Schedule E.



PART Il THE CENTRAL DRUGS
LABORATORY
3. Functions. - It shall be the function of the Laboratory -
(i) to analyse or test such samples of drugs as may be sentto it under sub-section (2)
of Section 11, or under sub-section (4) of Section 25 of the Act;

(i|) * * *
(i) tocarry out such other duties as may be entrusted to it bythe
Central Government

or, with the permission of the Central Government, by a State Government after
consultation with the Drugs Technical Advisory Board.
3-A. (1) The functions of the Laboratory in respect of the following drugs or classes of drugs
shall be carried out at the Central Research Institute, Kasauli, and the functions of the Director
in respect of the said drugs or classes of drugs shall be exercised by the Director of the said
Institute: -
(1) Sera
(2) Solution of serum proteins intended for injection
(8 Vaccines
(4) Toxins
(5) Antigens
(6) Anti-toxins
(7) Sterilized surgical ligature and sterilized surgical suture
(8) Bacteriophages:
[Provided that the functions of the Director in respect of Oral Polio Vaccine shall be exercised
by the Deputy Director and Head of the Polio Vaccine Testing Laboratory in case of Central
Research Institute, Kasauli only.
[(2-A) The functions of the Laboratory in respect of Oral Polio Vaccine shall be carried out by
the following Institutes and the functions of the Director in respect of the said drugs shall be
exercised by the Director of the respective Institutes: -
(@  Pasteur Institute of India, Conoor.
(b) Enterovirus Research Centre (Indian Council of Medical Research), Haffkine Institute
Compound, Parel, Bombay - 400 012.
(c) TheNational Institute of Biologicals, NOIDA
(2) The functions of the Laboratory in respect of the following drugs or classes of drugs shall
be carried out at the Indian Veterinary Research Institute, Izatnagar or Mukteshwar and the
functions of the Director in respect of the said drugs or classes of drugs shall be exercised by
the Director of either of the said institutes:-
(1) Anti-sera for veterinary use.
(@ Vaccines for veterinary use.
(3 Toxoids for veterinary use.
(4) Diagnostic Antigens for veterinary use.
(3) The functions of the laboratory in respect of testing of condoms shall be carried out at the
Central Drugs Testing Laboratory, Chennai, and the functions of the Director in respect of the
said products shall be exercised by the Director of the said Laboratory.
(4) The functions of the Laboratoryin respect of the following drug shall be carried out at
the Laboratory of the Serologist and Chemical Examiner to the Government of India, Calcutta
and the functions of the Director in respect of the said drug shall be performed by the Serologist
and Chemical Examiner of the said Laboratory:
VDRL Antigen.
(5) The functions of the Laboratory in respect of Intra Uterine Devices and Falope Rings shall be
carried out at the Central Drugs Testing Laboratory, Thane, Maharashtra and the functions of
the Director in respect of the said devices shall be exercised by the Director of the said
Laboratory.
(6) The functions of the Laboratory in respect of human blood and human blood products
including components, to test for freedom from HIV antibodies, shall be carried out by the



following Institutes/Hospitals and the functions of the Director in respect of the above mentioned
products shall be exercised by the head of the respective Institute, namely :

(@ National Institute of Communicable Disease, Department of Microbiology, Delhi.

(b) National Institute of Virology, Pune.

(c) Centrefor advanced Research in Virology, Christian Medical College, Vellore.
(7) The functions of the Laboratory in respect of Homoeopathic medicines shall be carried out at
the Homoeopathic Pharmacopoeia Laboratory, Ghaziabad and the functions of the Director in
respect of the Homoeopathic medicines shall be exercised by the Director of the laboratory.
(8) The function of the Laboratory in respect of Blood Grouping reagents and diagnostic Kkits
for Human Immunodeficiency Virus, Heptatitis B surface Antigen and Hepatitis C Virus shall be
carried out at the National Institute of Biologicals, NOIDA and the function of the Director in
respect of the said drugs shall be exercised by the Director of the said laboratory.
4. Despatch of samples for test or analysis. - (1) Samples for test or analysis under sub-section
(4) of Section 25 of the Act shall be sent by registered post in a sealed packet, enclosed, together
with amemorandum in Form 1, in an outer cover addressed to the Director.
(2) The packet aswell asthe outer cover, shall be marked with a distinguishing number.
(3) A copy of the memorandum in Form 1 and a specimen impression of the seal used to seal the
packet shall be sent separately by registered post to the Director.

5. Recording of condition of seals.- On receipt of the packet, it shall be opened by an officer
authorised in writing in that behalf by the Director, who shall record the condition of the seal on
the packet.

6. Report of result of test or analysis. - After test or analysis, the result, of the test or analysis,
together with full protocols of the tests applied, shall be supplied forthwith to the sender in
Form 2.

7. Fees. - The fees for test and analysis shall be those specified in Schedule B.

8. Signature of certificates. - Certificates issued under these Rules by the Laboratory shall be
signed by the Director or by an officer authorised by the Central Government by notification in
the Official Gazette to sign such certificates.

PARTIII
(RULES 9t0 20)
[* * *]
PART IV

[IMPORTAND REGISTRATION]
21. In this Part-

(& ‘Import licence’ means either a licence in Form 10 to import drugs [***], excluding
those specified in Schedule X, or a licence in Form 10-A to import drugs specified in
Schedule X;

(b) “licensing authority” means the authority appointed by the Central Government to
perform the duties of the licensing authority under these Rules and includes any
person to whom the power of a licensing authority may be delegated under Rule 22;

(c) “licence for examination, test or analysis” means alicence in Form 11 to import
small quantities of drugs, the import of which is otherwise prohibited, for the purpose
of examination, test or analysis.

(d). “manufacturer”, includes a manufacturer of drugs, who may be a Companyor a unit or
abody corporate or any other establishment in a country other than India, having its
drugs manufacturing facilities duly approved by the National Regulatory Authority
of that country, and who also has a freesale approval of the drugs approved by the
said authority in the concerned country, and/or in other major countries.

(e). “Registration Certificate” means a certificate issued under rule 27A by the licensing
authority in Form 41 for registration of the premises and the drugs manufactured by
the manufacturer means for import into and use in India’.

22. The licensing authority may with the approval of the Central Government by an order in
writing delegate the [power to sign licences and Registration Certificates and]such other



powers asmay be specified in the order to any other person under his control.

23. Import licences. - An import licence in Form 10 shall be required for [import of drugs],
excluding those specified in Schedule X, and animport licence in Form 10-A shall be required for
the import of drugs specified in Schedule X.

24. Form and manner of application for import licence - (1). An application for an import
licence shall be made to the licensing authority in Form 8 for drugs excluding those specified in
Schedule X, and in Form 8-A for drugs specified in Schedule X, either by the manufacturer
himself having a valid wholesale licence for sale or distribution of drugs under these rules, or by
the manufacturer’s agent in India either having a valid licence under the rules to manufacture for
sale of a drug or having a valid wholesale licence for sale or distribution of drugs under these
rules, and shall be accompanied by a licence fee of one thousand rupees for a single drug and an
additional fee at the rate of one hundred rupees for each additional drug and by an undertaking
in Form 9 duly signed by or on behalf of the manufacturer:

Provided that in the case of any subsequent application made by the same importer for import
licence for drugs manufactured by the same manufacturer, the fee to accompany each such
application shall be one hundred rupees for each drug.

(2). Any application for import licence in Form 8 or Form 8-A, as the case may be, shall be
accompanied bya copy of Registration Certificate issued in Form 41 under rule 27-A:

Provided that in case of emergencies the licensing authority may, with the approval of
the Central Government, issue an import licence in Form 10 or 10-A, asthe case may be, without
the issuance of Registration Certificate under rule 27-A, for reasons to be recorded in writing.”

Provided further that Registration Certificate shall not be required to be accompanied

with an application for animport licence under the rules for the import of invitro diagnostics kits
and reagents except for the diagnostic kits notified from time to time under sub-clause (iv) of
clause (b) of Section 3.
(3). A fee of two hundred and fifty rupees shall be paid for a duplicate copy of the licence issued
under this rule, if the original is defaced, damaged or lost.
24-A. Form and manner of application for Registration Certificate -
(1). An application for issue of a Registration Certificate shall be made to the licensing authority
in Form 40, either by the manufacturer himself, having a valid wholesale licence for sale or
distribution of drugs under these rules, or by his authorized agent in India, either having a
valid licence under the rules to manufacture for sale of a drug or having a valid wholesale
licence for sale or distribution of drugs under these rules, and shall be accompanied by
the fee specified in sub-rule (3) and the informations and undertakings specified
in Schedules D-I and D-Il duly signed by or on behalf of the manufacturer:
(2). The authorization by a manufacturer to his agent in India shall be documented by a
power of attorney executed and authenticated either in India before a First Class Magistrate,
or in the country of origin before such an equivalent authority, the certificate of
which is attested by the Indian Embassy of the said country, and the original of the
same shall be furnished alongwith the application for Registration Certificate.
(3 (@) A fee of one thousand and five hundred US dollars [or its equivalent in Indian
Rupees] shall be paid alongwtih the application in Form 40 as registration fee for his
premises meant for manufacturing of drugs intended for import into and use in India.
(i) A fee of one thousand US dollars [or its equivalent in Indian Rupees] shall be paid
alongwtih the application in Form 40 for the registration of a single drug meant for
import into and use in India and an additional fee at the rate of one thousand US
dollars for each additional drug:

Provided that in the case of any subsequent application for registration of additional

drugs by the same manufacturer, the fee to accompany shall be one thousand US dollars [or its
equivalent in Indian Rupees]for each drug.
(4). The fees shall be paid through a Challan in the Bank of Baroda, Kasturba Gandhi Marg, New
Delhi-110001 or any other branch or branches of Bank of Baroda, or any other bank, as natified,
from time to time, by the Central Government, to be credited under the Head of Account “0210-
Medical and Public Health, 04-Public Health, 104-Fees and Fines”:



Provided that in the case of anydirect payment of fees by a manufacturer in the
country of origin, the fees shall be paid through Electronic Clearance System (ECS) from any
bank in the country of origin to the Bank of Baroda, Kasturba Gandhi Marg, New Delhi, through
the Electronic Code of he bank in the Head of Account “0210-Medical and Public Health, 04-
Public Health, 104-Fee and Fines”, and the original receipt of the said transfer shall be treated as
an equivalent to the bank challan, subject to the approval by the Bank of Baroda that they have
received the payment.

(5). The applicant shall be liable for the payment of a fee of five thousand US dollars [or its
equivalent in Indian Rupees] for expenditure as may be required for inspection or visit of the
manufacturing premises or drugs, by the licensing authority or by any other persons to whom
powers have been delegated in this behalf by the licensing authority under rule 22:

(6). The applicant shall be liable for the payment of testing fees directly to a testing laboratory
approved by the Central Government in India or abroad, as may be required for examination,
tests and analysis of drug.

(7). A fee of three hundred US dollars [or its equivalent in Indian Rupees] shall be paid for a
duplicate copy of the Registration Certificate, if the original is defaced, damaged or lost.

(8). No Registration Certificate shall be required under these rules in respect of an inactive bulk
substance to be used for a drug formulation, with or without pharmacopeal conformity.]

25. Licences for import of drugs manufactured by one manufacturer. (1) A single application
may be made, and a single licence may be issued, in respect of the import of more than one drug
or class of drugs manufactured by the same manufacturer:

Provided that the drugs or classes of drugs are manufactured at one factory or more than
one factory functioning conjointly as a single manufacturing unit:

Provided further that if a single manufacturer hastwo or more factories situated in different
places manufacturing the same or different drugs a separate licence shall be required in respect
of the drugs manufactured by each such factory.

@ *~
[25-A. Conditions to be satisfied before alicence in Form 10 or Form 10-Ais granted. - (1) A
licence in Form 10 or in Form 10-A shall be granted by the licensing authority having regard to-
() the premises, where the imported substances will be stocked are equipped with
proper storage accommodation for preserving the properties of the drugs to which
the licence applies ; and
(i) the occupation, trade or business ordinarily carried out by the applicant: Provided
that the licensing authority may refuse to grant a licence in Form 10-A in respect of
any applicant where he is satisfied,-
(@ that the applicant hasnot complied with the provisions of the Act or these rules, or
(b) that byreasons of -
[(i) hisconviction under the Act or these rules or the Narcotic Drugs and Psychotropic
Substances Act, 1985 (61 of 1985) or the rules made thereunder.]
(i) previous suspension or cancellation of the licence granted to him; he is not a fit
person to whom licence shall be granted.
(2) Any person who is aggrieved by the order passed by the licensing authority under this rule
may, within thirty days of the receipt of the order, appeal to the Central Government and the
Central Government may after such enquiry into the matter as it considers necessary and after
giving the appellant an opportunity for making a representation in the matter, make such orders
in relation thereto asit thinks fit.
25-B. Registration Certificate for import of drugs manufactured by one manufacturer.-(1). A
single application may be made, and a single Registration Certificate in Form 41 may be issued in
respect of the import of more than one drug or class of drugs, manufactured by the same
manufacturer:
Provided that the drug or classes of drugs, are manufactured at one factory or more
than one factory functioning conjointly as a single manufacturing unit:



Provided further thatif a single manufacturer has two or more factories situated in
different places manufacturing the same or difference drugs, separate Registration Certificate
shall be required in respect of the drugs manufactured by each such factory.

26. Conditions of import licence. - An import licence shall be subject to the following conditions-
(@) the manufacturer shall at all times observe the undertaking given by him or on his

(i)

(i)

(iv)

v)

(Vi)

behalfin Form 9;

the licensee shall allow any Inspector authorised by the licensing authority in
that behalf to enter with or without notice any premises where the imported
substance is stocked, to inspect the means, if any, employed for testing the
substance and to take samples;

the licensee shall on request furnish to the licensing authority from every batch
of each substance or from such batch or batches as the licensing authority may
from time to time specify a sample of such amount as the licensing authority may
consider adequate for any examination required to be made, and the licensee
shall, if so required, furnish full protocols of the tests, if any, which have been
applied ;

if the licensing authority so directs the licensee shall not sell or offer for sale any
batch in respect of which a sample is or protocols are furnished under the last
preceding sub-rule until a certificate authorizing the sale of the batch has been
issued to him by or on behalf of the licensing authority ;

the licensee shall, on being informed by the licensing authority that any part of
any batch of the substance has been found by the licensing authority not to
conform with the standards of strength, quality and purity prescribed by Chapter
[l of the Act, or the Rules thereunder and on being directed so to do, withdraw
the remainder of that batch from sale and, sofar as mayin the particular
circumstances of the case be practicable, recall the issues already made from that
batch;

the licensee shall maintain arecord ofall sales by him of substances for the import
of which a licence is required, showing particulars of the substance and of the
person to whom sold and such further particulars, if any, as the licensing authority
may specify and such record shall be open to the inspection of any Inspector
authorised in that behalf by the licensing authority :

Provided that in respect of the sale or distribution of drugs specified in Schedule X, the
licensee shall maintain a separate record or register showing the following particulars, namely:
Name of the drug,

Batch Number,

Name and address of the manufacturer,

Date of transaction,

Opening stock on the business day,

Quantity of drug received, if any, and the source from which received,

Name of the purchaser, his address and licence number,

Balance quantity of drug atthe end of the business day;,

Signature of the person under whose supervision the drugs have been supplied;]
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(vii)

the licensee shall comply with such further requirements, if any, applicable to the
holders of import licences, as may be specified in any Rules, subsequently made
under Chapter Il of the Act and of which the licensing authority has given to him
not less than four months’ notice.

27.Grant of import licence.- On receipt of an application for an import licence in the form and
manner prescribed in Rule 24, the licensing authority shall, on being satisfied, that, if granted,
the conditions of the licence will be observed, issue an import licence in Form 10 [or Form 10-
A, asthe case may be].

27-A Grant of Registration Certificate:- (1). On receipt of an application for Registration
Certificate in the Form and manner specified in rule 24-A, the licensing authority shall, on being



satisfied, that, if granted, the conditions of the Registration Certificate will be observed, issue a
Registration Certificate in Form 41:

Provided further that if the application is complete in all respects and informations
specified in schedules D-I and D-II are in order, the licensing authority shall, within nine months
from the date of receipt of an application, issue such Registration Certificate, and in exceptional
circumstances and for reasons to be recorded in writing, the Registration Certificate may be
issued within such extended period, not exceeding three months as the licensing authority, may
deem fit.

(2). If the applicant does not receive the Registration Certificate within the period as specified in
provisio to sub rule (1), he may appeal to the Central Government and the Central Government
may after such enquiry into the matter, as it considers necessary, may pass such orders in
relation thereto as it thinks fit.

28. Duration of import licence.- A licence, unless, it is sooner suspended or cancelled, shall
also be valid for a period of three years from the date of itsissue:

Provided that if application for a fresh licence is made three months before the expiry of
the existing licence the current licence shall be deemed to continue in force until orders are
passed onthe application.

28.A. Duration of Registration Certificate.-A Registration Certificate, unless, it is sooner
suspended or cancelled, shall be valid for a period of three years from the date of its issue:

Provided that if the application for a fresh Registration Certificate is made nine months

before the expiry of the existing certificate, the current Registration Certificate shall be deemed
to continue in force until orders are passed on the application.
29. Suspension and cancellation of import licence. - If the manufacturer or licensee fails to
comply with any of the conditions of an import licence, the licensing authority may after giving
the manufacturer or licensee and opportunity to show cause why such an order should not be
passed, byan order in writing stating the reasons therefor, suspend or cancel it for such period
as it thinks fit, either wholly or in respect of some of the substances to which it relates:

[Provided that a person who is aggrieved by the order passed by the licensing
authority under this rule may, within thirty days of the receipt of the order, appeal to the Central
Government, and the Central Government may, after such enquiry into the matter, as it considers
necessary and after giving the said appellant an opportunity for representing his views, pass
such orders in relation thereto asit thinks fit.

29-A. Suspension and cancellation of Registration Certificate.- If the manufacturer fails to
comply with any of the conditions of the Registration Certificate, the licensing authority may
after giving him an opportunity to show cause why such an order should not be passed, by an
order in writing stating the reasons therefore suspend or cancel the Registration Certificate for
such period asit thinks fit either wholly or in respect of some of the substances to which it
relates:

Provided that a person, who is aggrieved by the order passed bythe licensing authority
under this rule may, within thirty days of the receipt of the order, appeal to the Central Government,
and the Central Government may, after such enquiry into the matter as it considers necessary
and after giving the appellant an opportunity for representing his views in the matter, pass such
orders in relation thereto as it thinks fit.

30. Prohibition of import after expiry of potency.- No biological or other special product
specified in Schedule C or C(1) shall be imported after the date shown on the label, wrapper or
container of the drug as the date up to which the drug may be expected to retain a potency not
less than, or not to acquire atoxicity greater than, that required, or as the case may be, permitted
by the prescribed test.

30-A. [* * *]

30-AA. Import of New Homoeopathic medicines.-(1) No New Homoeopathic medicine shall be
imported except under and in accordance with the permission in writing of the Licensing Authority.
(2) Theimporter of a New Homoeopathic medicine when applying for permission shall produce
before the Licensing Authority such documentary and other evidence as may be required by the
Licensing Authority for assessing the therapeutic efficacy of the medicine including the minimum



provings carried out with it.
Explanation.- For the purpose of this rule, ‘New Homoeopathic medicine’ means.-

() aHomoeopathic medicine which is not specified in the Homoeopathic Pharmacopoeia
of India or the United States of America or the United Kingdom or the German
Homoeopathic Pharmacopoeia ; or

@)  which is not recognised in authoritative Homoeopathic literature as efficacious under
the conditions recommended ; or

(i)  acombination of Homoeopathic medicines containing one or more medicines which
are not specified in any of the Pharmacopoeias referred to in clause (i) as Homoeopathic
medicines and also not recognised in authoritative Homoeopathic literature as
efficacious, under the conditions recommended.

30-B. Prohibition of import of certain drugs. - No drug, the manufacture, sale or distribution of
which is prohibited in the country of origin, shall be imported under the same name or under
any other name except for the purpose of examination, test or analysis.

31. Standard for certain imported drugs.- Nodrug shall beimported unless it complies with
the standard of strength, quality and purity, if any, and the test prescribed in the rules shall be
applicable for determining whether any such imported drug complies with the said standards:

Provided that the drugs intended for veterinary use, the standards of strength, quality
and purity, if any, shall be those that are specified in Schedule F(1) and the test prescribed in that
Schedule shall be applicable for determining whether any such imported drug complies with the
said standards and where no standards are specified in Schedule F(1) for any veterinary drug,
the standards for such drug shall be those specified in the current edition, for the time being in
force, of the British Pharmacopoeia Veterinary:

Provided further that the licensing authority shall notallow the import of any drug
having less than sixty per cent residual shelf-life period as on the date of import:

Provided also that in exceptional cases the licensing authority may, for reasons to be
recorded in writing, may allow, the import of any drug having lesser shelf-life period, but before
the date of expiry as declared on the container of the drug.

32. Packing and labelling of imported drugs. - No drug shall be imported unlessit is packed
and labelled in conformity with the rules in Parts IX and X [* * *] and further conforms to the
standards laid down in Part XII provided that in the case of drugs intended for veterinary use,
the packing and labelling shall conform to the rules in Parts IX and X and Schedule F(1).
[32-A. Packing and labelling of Homoeopathic medicine.- No Homoeopathic medicine shall

be imported unless it is packed and labelled in conformity with the rules in Part I X-A.

33. Import of drugs for examination, test or analysis. - Small quantities of drugs the import of
which is otherwise prohibited under Section 10 of the Act may be imported for the purpose of
examination, test or analysis subject to the following conditions:

(@ Nodrug shall beimported for such purpose except under alicence in Form 11;

(b) the licensee shall use the substances imported under the licence exclusively for
purposes of examination, test or analysis and shall carry on such examination, test or
analysis in the place specified in the licence, or in such other places as the licensing
authority may from time to time authorize ;

(c) the licensee shall allow any Inspector authorized by the licensing authority in this
behalf to enter, with or without prior notice, the premises where the substances are
kept, and to inspect the premises, and investigate the manner in which the substances
are being used and to take samples thereof ;

(c) the licensee shall keep a record of, and shall report to the licensing authority, the
substances imported under the licence, together with the quantities imported, the
date of importation, and the name of the manufacturer;

(d) the licensee shall comply with such further requirements, if any, applicable to the
holders of licences for examination, test or analysis as may be specified in any rules
subsequently made under Chapter 1l of the Act and of which the licensing authority
has given to him not less than one month’s notice.



33-A. Import of drugs by a Government Hospital or Autonomous Medical Institution for the
treatment of patients.- Small quantities of a new drug, as defined in rule 122-E, the import of
which is otherwise prohibited under section 10 of the Act, may be imported for treatment of
patients suffering from life threatening diseases, or diseases causing serious permanent disability;
or such disease requiring therapies for unmet medical needs, by a Medical Officer of a Government
Hospital or an Autonomous Medical Institution providing tertiary care, duly certified by the
medical Superintendent of the Government Hospital, or Head of the Autonomous Medical
Institution, subject to the following conditions, namely:-

(@ nonewdrug shall be imported for the said purpose except under a license in Form 11-
A, and the said drug has been approved for marketing in the country or origin;

(b) the licensee shall use the substances or drugs imported under the licence exclusively
for the purpose of treatment of patients suffering from life threatening diseases, or
diseases causing serious permanent disability, or such diseases requiring therapies
for unmet medical needs, under the supervision of its own Medical Officers at the
place, specified in the license or at such other places, as the licensing authority, may
from time to time authorize;

(c) the licensee shall allow an Inspector authorized by the licensing authority in this
behalf to enter, with or without prior notice, the premises where the substances or
drugs are stocked, and to inspect the premises and relevant records and investigate
the manner in which the substances or drugs are being used and to take, if necessary,
samples thereof;

(d) the licensee shall keep a record of, and shall submit the said report half yearly to the
licensing authority, the substances or drugs imported under the licence, together
with the quantities imported and issued to the patients, the date of importation, the
name of the manufacturer, the name and address of the patient for whom the drug is
prescribed and the name of disease;

(e) the licensee shall comply with such other requirements, if any, applicable to the
holders of import licences for import of new drugs for treatment of patients by
Government Hospitals, as may be specified from time to time in any rule subsequently
made under Chapter 11l of the Act and of which the licensing authority has given to

him not less than one month’s notice.
under the supervision of a registered
pharmacist;

(9) the quantity of anysingle drug soimported shall not exceed 100 average dosages per
patient:
Provided that the licensing authority may, in exceptional circumstances, sanction the
import of drug alarger quantity.

34. Application for licence for examination, test or analysis. - (1) An application for a licence

for examination, test or analysis shall be made in Form 12 and shall be made or countersigned by

the head of the institution in which, or by a proprietor or director of the company or firm by
which the examination, test or analysis will be conducted.

(2) The licensing authority may require such further particulars to be supplied as he may consider

necessary.

(3). Every application in Form 12 shall be accompanied by a fee of one hundred rupees for a

single drug and an additional fee of fifty rupees for each additional drug.

(4). The fees shall be paid through a challan in the Bank of Baroda, Kasturba Gandhi Marg, New

Delhi - 110 001 or any other branch or branches of Bank of Baroda, or any other Bank, as notified,

from time to time, by the Central Government, to be credited under the Head of Account “0210-

Medical and Public Health, 04-Public Health, 104-Fees and Fine.]

34-A. Application for licence to import small quantities of new drugs by a Government

Hospital or Autonomous Medical Institution for the treatment of patients.-

(1). An application for animport licence for small quantities of a new drug, asdefined in rule
122-E for the purpose of treatment of patients suffering from life threatening diseases, or
diseases causing serious permanent disability, or such diseases requiring therapies for
unmet medical needs, shall be made in Form 12-AA, by a Medical Officer of the Government
Hospital or Autonomous Medical Institution, which shall be certified by the Medical



Superintendent of the Government Hospital or Head of the Autonomous Medical Institution,
as the case may be.

(2) The licensing authority may require such further particulars to be supplied, as he may
consider necessary.

(3) Everyapplication in Form 12-AA shall be accompanied by a fee of one hundred rupees for
asingle drug and an additional fee of fifty rupees for each additional drug.

(4) The fees shall be paid through a challan in the Bank of Baroda, Kasturba Gandhi Marg,
New Delhi - 110 001 or any other branch or branches of Bank of Baroda, or any other Bank,
as notified, from time to time, by the Central Government, to be credited under the Head of
Account “0210-Medical and Public Health, 04-Public Health, 104-Fees and Fine.

35. Cancellation of licence for examination, testor analysis. - (1) A licence for examination,

test or analysis may be cancelled by the licensing authority for breach of any of the conditions

subject to which the licence was issued.
(2) A licensee whose licence has been cancelled may appeal to the Central Government
within three months of the date of the order.

35-A. Cancellation of licence for import of small quantities of new drugs.- (1). A licence for

import small quantities of new drugs, defined in rule 122-E, for the purpose of the treatment of

patients suffering from life threatening diseases, or diseases causing serious permanent disability,
or such diseases requiring therapies for unmet medical needs, by a Government Hospital or an

Autonomous Medical Institution may be cancelled by the licensing authority for breach of any

of the conditions subject to which the licence was issued or for contravention of any of the

provisions of the Act and rules made thereunder.

(2). Alicensee whose licence has been cancelled may appeal to the Central Government within

three months form the date of the receipt of the order, and the Central Government may after

such enquiry into the matter, as it considers necessary and after giving the appellant an
opportunity for representing his views, may pass such orders in relation thereto, as it thinks fit.

36. Imports of drugs for personal use.- Small quantities of drugs, the imports of whichis

otherwise prohibited under Section 10 of the Act, may be imported for personal use subject to

the following conditions -
() thedrugs shall form part of a passenger’s bona fide baggage and shall be the property
of, and be intended for, the exclusive personal use of the passenger;
(i) the drugs shall be declared to the Customs Authorities if they so direct;
(i)  the quantity of any single drug so imported shall not exceed one hundred average
doses :
Provided that the licensing authority may in an exceptional case in any individual case
sanction the imports of alarger quantity:
[Provided further that anydrug, imported for personal use but not forming part of bona fide
personal baggage, may be allowed to beimported subject to the following conditions, namely -
(i) thelicensing authority, on an application madeto itin Form 12-Ais satisfied that the

drug is for bonafide personal use;
(i) thequantity tobeimported is reasonable in the opinion of the licensing authorityand
is covered by prescription from a registered medical practitioner; and
(i)  thelicensing authority grants a permit in respect of the said drug in Form 12-B.
37. Packing of patent or proprietary medicines. - Patent or proprietary medicines shall be
imported in containers intended for retail sale:

Provided that such medicine may be imported in bulk containers by any person who
holds a licence to manufacture, if such person has obtained permission in writing to import such
medicines from the licensing authority at least three months prior to the date of import [and the
imports are made within a period of twelve months from the date of issue of such permission.
shall be accompanied by an invoice or other statement showing the name and address of the
manufacturer and the names and quantities of the drugs.

39. Documents to be supplied to the Customs Collector. - Before drugs for the import of which
a licence is notrequired are imported a declaration signed by or on behalf of the manufacturer or
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by or on behalf of the importer that the drugs comply with the provisions of Chapter Il of the
Drugs and Cosmetics Act, 1940 and the Rules thereunder shall be supplied to the Customs
Collector.

40. Procedure for the import of drugs. - (1) If the Customs Collector has reason to doubt
whether any drugs comply with the provisions of Chapter Il of the Act and Rules thereunder he
may, and if requested by an officer appointed for this purpose by the Central Government shall,
take samples of any drugs in the consignment and forward them to the director of the laboratory
appointed for this purpose by the Central Government and may detain the drugs in the
consignment of which samples have been taken until the report of the director of the said
laboratory or any other officer empowered by him on this behalf, subject to the approval of the
Central Government on such samples is received:

Provided that if the importer gives an undertaking in writing not to dispose of the
drugs without the consent of the Customs Collector and to return the consignment or such
portion thereof as may be required, the Customs Collector shall make over the consignment to
the importer.

(2) If animporter who has given an undertaking under the proviso to sub-rule (1) is required by
the Customs Collector to returnthe consignment or any portion thereof he shall return the
consignment or portion thereof within ten days of receipt of the notice.]

41. (1) If the director of the laboratory appointed for the purpose by the Central Government
[or any other officer empowered by him on this behalf, subject to the approval of the Central
Government] reports to the Customs Collector that the samples of any drug in a consignment
are not of standard quality, or that the drug contravenes in any other respect the provisions of
Chapter Il of the Act or the Rules thereunder and that the contravention is such thatit cannot
be remedied by the importer, the Customs Collector shall communicate the report forthwith to
the importer who shall, within two months of his receiving the communication, either export all
the drugs of that description in the consignment, to the country in which they were manufactured
or forfeit them to the Central Government which shall cause them to be destroyed :

Provided that the importer may within fifteen days of receipt of the report make a
representation against the report to the Customs Collector, and the Customs Collector shall
forward the representation with a further sample to the licensing authority, who after obtaining,
if necessary, the report of the Director of the Central Drugs Laboratory, shall pass orders
thereon which shall be final.

(2) If the director of the laboratory appointed for the purpose by the Central Government or
any other officer empowered by him on this behalf, subject to the approval of the Central
Government reports to the Customs Collector that the samples of any drug contravene in any

respect the provisions of Chapter Il of the Act or the Rules thereunder and that the contravention
forthwith to the importer and permit him toimport the drug on his giving an undertaking in writing not to
dispose of the drug without the permission of the officer authorised in this behalfby the Central Government.

42, [** *]
43. The drugs specified in Schedule D shall be exempt from the provisions of Chapter Il of the
Act and of the Rules made thereunder to the extent, and subject to the conditions specified in

that Schedule.

43-A. Nodrugshall be imported into India except through one of the following places, namely: -
Firozepur Cantonment and Amritsar Railway Stations: in respect of drugs imported by rail across the
frontier with Pakistan.

Ranaghat,Bongaon and Mohiassan Railway Stations: In respect of drugs imported by rail across the
frontier with Bangladesh.

Petrapole Road in West Bengal, Sutarkandi in Assam, Old Raghna Bazar and Agartala in Tripura : in
respect ofdrugs imported by Road from Bangladesh.

Raxual: In respect of drugs imported by road and railway lines connecting Raxual in India and Birganj in
Nepal.

Chennai, Kolkatta, Mumbai, Cochin, Nhava Sheva, Kandla and Inland Container Depots at Tuglakabad
and Patparganj in Delhi and Tuticorin in Tamil Nadu and Marmugao port in Goa: in respect of drugs
imported by sea into India.

Chennai, Kolkata, Mumbai, Delhi, Ahmedabad, Hyderabad, Goa and Bengaluru: in respect of drugs imported
by airinto India.

43-B. Drugs, consignments of which are in transit through India to foreign countries and which shall not be
sold or distributed in India shall be exempted from the requirements of Chapter Il of the Drugs and
Cosmetics Act, 1940 (23 of 1940) and rules made thereunder:



Provided that if the Government of the countries to which the drugs are consigned regulate their
import by the grant of import licences, the importer shall at the time of import into India, produce such
import licences.

GOVERNMENT ANALYSTS, INSPECTORS, LICENSING
AUTHORITIES AND CONTROLLING AUTHORITIES

44. Qualifications of Government Analyst. - A person appointed as a Government Analyst
under the Act shall be a person who :

@)

(b)

0

is agraduate in Medicine or Science or Pharmacy or Pharmaceutical Chemistry of a

University established in India by the law or has an equivalent qualification

recognised and notified by the Central Government for such purpose] and has had

not less than five years’ post-graduate experience in the testing of drugs in a laboratory

under the control of

() aGovernment Analyst appointed under the Act, or

(i) the head of an institution or testing laboratory approved for the purpose by the
appointing authority [or has completed two years’ training on testing of drugs,
including items stated in Schedule C, in Central Drugs Laboratory, or

Possesses a post-graduate degree in Medicine or Science or Pharmacy or

Pharmaceutical Chemistry of a University established in India by the law or has an

equivalent qualification recognised and notified by the Central Government for such

purpose or possesses the Associateship Diploma of the Institution of Chemists

(India) obtained by passing the said examination with ‘Analysis of Drugs and

Pharmaceuticals’ as one of the subjects and has had after obtaining the said post-

graduate degree or diploma not less than three years’ experience in the testing of

drugs in alaboratory under the control of

() aGovernment Analyst appointed under the Act, or

(i) the head of an institution or testing laboratory approved for the purpose by the
appointing authority or has completed two years’ training on testing of drugs,
including items stated in Schedule C, in Central Drugs Laboratory:

Provided that-

for purpose of examination of items in Schedule C,-

(i-a) the persons appointed under clause (a) or (b) and having degree in Medicine,
Physiology, Pharmacology, Microbiology, Pharmacy should have experience or
training in testing of said items in an institution or laboratory approved by the
appointing authority for a period of not less than six months ;

(i-b) the person appointed under clause (a) or (b) but not having degree in the above

subjects should have experience or training in testing of said Schedule C drugs
for a period of not less than three years in an institution or laboratory approved

drugsincluding item stated in Schedule C in Central Drugs Laboratory;

(ii) for a period of four years from the date on which Chapter IV of the Act takes
effect in the States, persons, whose training and experience are regarded by the
appointing authority as affording, subject to such further training, if any, as may
be considered necessary, a reasonable guarantee of adequate knowledge and
competence may be appointed as Government Analysts. The persons so appointed
may, if the appointing authority so desires, continue in service after the expiry of
the said period of four years;

(i) nopersonwho is engaged directlyor indirectly in anytrade or business connected
with the manufacture of drugs shall be appointed asa Government Analyst for
anyarea:

Provided further that for the purpose of examination of Antisera, Toxoid and Vaccines

and Diagnostic Antigens for veterinary use, the person appointed shall be a person who is a
graduate in Veterinary Science, or general science, or medicine or pharmacy and has had not less
than five years’ experience in the standardisation of biological products or a person holding a
post-graduate degree in Veterinary Science, or general science, or medicine or pharmacy or
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pharmaceutical chemistry with an experience of not less than three years in the standardisation
of biological products :

Provided also that persons, already appointed as Government Analysts may continue
to remain in service, if the appointing authority so desires, notwithstanding the fact that they do
not fulfil the qualifications as laid down in clause (a), clause (b) or the preceding proviso.

45. Duties of Government Analysts. - (1) The Government Analyst shall cause to be analysed
or tested such samples of drugs "[and cosmetics] as may be sent to him by Inspectors or other
persons under the provisions of Chapter IV of the Act and shall furnish reports of the results of
test or analysis in accordance with these Rules.

(2) A Government Analyst shall from time to time forward to the Government, reports giving the
result of analytical work and research with a view to their publication at the discretion of
Government.

46. Procedure on receipt of sample. - On receipt of a package from an Inspector containing a
sample for test or analysis, the Government Analyst shall compare the seals on the [packet or
on portion of sample or container] with the specimen impression received separately and shall
note the condition of the seals on the [packet or on portion of sample or container]. After the
test or analysis has been completed, he shall forthwith supply to the Inspector a report in
triplicate in Form 13 of the result of the test or analysis, together with full [protocols of the tests

or analysis applied.

Explanation. - It shall be deemed to be full and sufficient compliance with the requirement of
the rule in respect of the supply of “protocols of the tests or analysis applied”, if -
(1) for pharmacopoeial drug, where the tests or methods of analysis prescribed in the
official pharmacopoeia are followed, references to the specific tests or analysis in the
pharmacopoeias are given in the report ;
(2 for patent or proprietary medicines for which the tests and methods prescribed in any
of the official pharmacopoeias are applicable and are followed, references to the
specific tests or analysis in the pharmacopoeias are given in the report ;
(3) for patent or proprietary medicines containing pharmacopoeial drugs for which the
official tests or analysis or methods of assays are modified and applied, a description
of the actual tests or, as the case may be, analysis or methods of assays so applied is
given in the report ;
(4) for patent or proprietary medicines for which no pharmacopoeial tests or methods of
analysis are available or can be applied but for which tests or methods of analysis
given in standard books or journals are followed, a description of such tests or
methods of analysis applied together with the reference to the relevant books or
journals from which the tests or methods of analysis have been adopted, is given in
the report;
(5) for those drugs for which methods of test are not available and have been evolved by
the Government Analyst, a description of tests applied is given in the report.
47. Report of result of test or analysis. - An application from a purchaser for test or analysis of
a drug under Section 26 of the Act shall be made in Form 14-A and the report of test or analysis
of the drug made on such application shall be supplied to the applicantin Form 14-B.
48. Fees. - The fees to be paid bya person submitting to the Government Analyst under Section
26 of the Act for test or analysis of a drug **)[or cosmetic] purchased by him shall be those
specified in Schedule B.
49. Qualifications of Inspectors. - A person who is appointed an Inspector under the Act
shall be a person who has a degree in Pharmacy or Pharmaceutical Sciences or Medicine with
specialisation in Clinical Pharmacology or Microbiology from a University established in India
by law:

Provided that only those Inspectors: -



() Who have not less than 18 months’ experience in the manufacture of at least one
of the substances specified in Schedule C; or
(i) Who have not less than 18 months’ experience in testing of at least one of the
substances in Schedule C in a Laboratory approved for this purpose by the
licensing authority; or
(i) Who have gained experience of not less than three years in the inspection of
firms manufacturing any of the substances specified in Schedule C during the
tenure of their services as Drugs Inspectors; shall be authorised to inspect the
manufacture of the substances mentioned in Schedule C.
Provided further thatthe requirement as to the academic qualification shall not
apply to persons appointed as Inspectors on or before the 18th day of October, 1993.
49-A. Qualification of a Licensing Authority. - No person shall be qualified to be a Licensing
Authority under the Act unless: -

() he is a graduate in Pharmacy or Pharmaceutical Chemistry or in Medicine with
specialisation in Clinical Pharmacology or Microbiology from a University established
in India by law; and

@) he has experience in the manufacture or testing of drugs or enforcement of the
provisions of the Act for a minimum period of five years :

Provided that the requirements as to the academic qualification shall not apply to those
Inspectors and the Government Analysts who were holding those positions on the 12th day of
April, 1989.

50. Controlling Authority. - (1) All Inspectors appointed by the Central Government shall be
under the control of an officer appointed in this behalf by the Central Government.

(2) All Inspectors appointed by the State Government shall be under the control of an officer
appointed in this behalf by the State Government.

(3) For the purposes of these rules an officer appointed by the Central Government under sub-
rule (1), or asthe case may be, an officer appointed bythe State Government under sub-rule (2),
shall be a controlling authority.]

50-A. Qualification of a Controlling Authority. -(1) No person shall be qualified to be a
Controlling Authority under the Act unless: -

() he is a graduate in Pharmacy or Pharmaceutical Chemistry or in Medicine with
specialisation in Clinical Pharmacology or Microbiology from a University established
in India by law ; and

(i) he has experience in the manufacture or testing of drugs or enforcement of the
provisions of the Act for a minimum period of five years :

Provided that the requirements as to the academic qualification shall not apply to those
Inspectors and the Government Analysts who were holding those positions on the 12th day of
April, 1989.

51. Duties of Inspectors of premises licensed for sale. - Subject to the instructions of the
controlling authority, it shall be the duty of an Inspector authorised to inspect premises licensed
for the sale of drugs-

() to inspect [not less than once a year all establishments licensed for the sale of
drugs within the area assigned to him;

(@  tosatisfy himself that the conditions of the licences are being observed,

(3) to procure and send for test or analysis, if necessary, imported packages which he
has reason to suspect contain drugs being sold or stocked or exhibited for sale in
contravention of the provisions of the Act or Rules thereunder ;

(4) toinvestigate any complaint in writing which may be made to him;

(5) toinstitute prosecutions in respect of breaches of the Act and Rules thereunder;

(6) tomaintain arecord of all inspections made and action taken by him in the performance
of his duties, including the taking of samples and the seizure of stocks, and to submit
copies of such record tothe controlling authority ;

(7)  to make such enquiries and inspections as may be necessary to detect the sale of
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drugs in contravention of the Act ;

(8) when soauthorised by the State Government, to detain imported packageswhich he
has reason to suspect contain drugs, the import of which is prohibited.

52. Duties of inspectors specially authorised to inspect the manufacture of drugs or
cosmetics. - Subject to the instructions of the controlling authority it shall be the duty of an
Inspector authorized to inspect the manufacture of [drugs or cosmetics-

(1) toinspect not less than once a year, all premises licensed for manufacture of
drugs or cosmetics within the area allotted to him and to satisfy himself that the
conditions of the licence and provisions of the Act and Rules thereunder are being
observed ;

(@ inthe case of establishments licensed to manufacture products specified in Schedules
C and C(1) to inspect the plant and the process of manufacture, the means employed
for standardizing and testing the drug, the methods and place of storage, the technical
qualifications of the staff employed and all details of location, construction and
administration of the establishment likely to affect the potency or purity of the product;

(3 tosend forthwith to the controlling authority after each inspection a detailed report
indicating the conditions of the licence and provisions of the Act and Rules thereunder
which are being observed and the conditions and provisions, if any, which are not
being observed ;

(4)  totake samples of the [drugs or cosmetics manufactured on the premises and send
them for test or analysis in accordance with these Rules ;

(5) toinstitute prosecutionsin respect of breaches of the Act and Rules thereunder.

53. Prohibition of disclosure of information. - Except for the purposes of official business or
when required by a Court of Law, an Inspector shall not, without the sanction in writing of his
official superior, disclose to any person any information acquired by him in the course of his
official duties.

54. Form of order not to dispose of stock. - An order in writing by an Inspector under clause (c)
of Section 22 of the Act requiring a person not to dispose of any stock in his possession shall
bein Form 15.

54-A. Prohibition of sale. - No personin possession of a drug or cosmetic in respect of

which an Inspector has made an order under clause (c) of sub-section (1) of Section 22 of the Act
shall in contravention of that order sell or otherwise dispose of any stock of such drug [or
cosmetic.

55. Form of receipts for seized drug, cosmetic, record, register, documents or any other
material objects.- A receipt by an Inspector for the stock of any drug or cosmetic or for any
record, register, document or any other material object seized by him under clause (c) or
clause (cc) of sub-section (1) of Section 22 of the Act shall be in Form 16.

55-A. Manner of certifying copies of seized documents. - The Drugs Inspector shall return
the documents, seized by him under clause (cc), or produced before him under clause (cca), of
sub-section (1) of Section 22 of the Act, within a period of twenty days of the date of such
seizure or production, to the person from whom they were seized or, as the case may be, the
person who produced them, after copies thereof of extracts therefrom have been signed by the
concerned Drugs Inspector and the person from whom they were seized, or as the case may be,
who produced such records.

56. Form of intimation of purpose of taking samples. - Where an Inspector takes a sample of
adrug for the purpose of test or analysis, he shall intimate such purpose in writing in Form 17 to
the person from whom he takesit.

[56-A. Form of receipt for samples of drugs where fair price tendered is refused. -Where the
fair price, for the samples of drugs taken for the purpose of test or analysis, tendered under sub-
section (1) of Section 23 has been refused, the Inspector shall tender a receipt therefor to the
person fromwhom the said samples have beentaken as specified in Form 17-A.)

57. Procedure for despatch of sample to Government Analyst. - (1) The portion of sample or the
container sent by an Inspector to the Government Analyst for test or analysis under sub-



section (4) of Section 23 of the Act shall be sent by registered post or by hand in a sealed packet,
enclosed together with a memorandum in Form 18, in an outer cover addressed to the Government
Analyst.

(2) A copy of the memorandum and a specimen impression of the seal used to seal the packet

shall be sent to the Government Analyst separately by registered post or by hand.
58. Confiscation of drugs, implements, machinery, etc. - (1) Where any person has been

convicted for contravening any of the provisions of Chapter IV of the Act or any rule made
thereunder, the stock of the drug in respect of which the contravention has been made shall be
liable to confiscation.

(2) Where any person has been convicted for the manufacture, of any drug deemed to be
misbranded under clause (a), clause (b), clause (c), clause (d), clause (f); or clause (g) of Section
17 of the Act, or adulterated drug under Section 17-B of the Act, or for manufacture for sale, or
stocking or exhibiting for sale or distribution of any drug without a valid licence as required
under clause (c) of Section 18 of the Act, any implements or machinery used in such manufacture,
sale or distribution and any receptacle, packages, or coverings in which such drug is contained
and the animals, vehicles, vessels or other conveyances used in carrying such drug shall also
be liable to confiscation.

58-A. Procedure for disposal of confiscated drugs.- (1) The Court shall refer the confiscated
drugs to the Inspector concerned for report as to whether they are of standard quality or
contravene the provisions of the Act or the Rules in any respect.

(2) If the Inspector, on the basis of Government Analyst’s report finds the confiscated drugs to
be not of standard quality or to contravene any of the provisions of the Act or the rules made
thereunder, he shall report to the Court accordingly. The Court shall thereupon order the
destruction of the drugs. The destruction shall take place under the supervision of the Inspector
in the presence of such authority, if any, as may be specified by the Court.

(3) If the Inspector finds that the confiscated drugs are of standard quality and do not contravene
the provisions of the Act or the rules made thereunder, he shall report to the Court accordingly.
The Court may then order the Inspector to give the stocks of confiscated drugs to hospital or
dispensary maintained or supported by the Government or by Charitable Institutions.

PARTVI SALEOFDRUGSOTHERTHAN HOMOEOPATHIC
MEDICINES

59. (1) The State Government shall appoint licensing authorities for the purpose of this Part for
such areas as may be specified.
(2) Application for the grant or renewal of a licence to sell, stock, exhibit or offer for sale or
distribute drugs, other than those included in Schedule X shall be made in Form 19 accompanied
by a fee of rupees one thousand and five hundred or in Form 19-A accompanied by a fee of
rupees five hundred, as the case may be; or in the case of drugs included in Schedule X shall be
made in Form 19-C accompanied by a fee of rupees five hundred, to the licensing authority:

Provided that in the case of an itinerant vendor or an applicant who desires to establish
ashop in avillage or town having population of 5,000 or less, the application in Form 19-A shall
be accompanied by a fee of rupees ten.
(3) A fee of rupees one hundred and fifty shall be paid for a duplicate copy of a licence *[to
sell, stock, exhibit for sale or distribute drugs other than those included in Schedule X, or for a
licence to sell, stock, exhibit for sale or distribute drugs included in Schedule X, if the original is
defaced, damaged or lost:

Provided that in the case of anitinerant vendor or an applicant who desires to establish
ashop in avillage or town having a population of 5,000 or less, the fee for a duplicate copy of a
licence if the original is defaced, damaged or lost, shall be rupees two.
(4) Application for renewal of a licence 5[to sell, stock, exhibit or offer for sale or distribute
drugs, after its expiry but within six months of such expiry shall be accompanied by a fee of
rupees one thousand and five hundred plus an additional fees at the rate of rupees five hundred
per month or part thereof in Form19, rupees five hundred plus an additional fee at the rate of
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rupees two hundred fifty per month or part thereof in Form 19.A and rupees five hundred plus an
additional fee at the rate of rupees two hundred and fifty per month or part thereof in Form 19-
C

Provided that in the case of an itinerant vendor or an applicant desiring to open a shop
in a village or town having a population of 5,000 or less, the application for such renewal shall be
accompanied by a fee of rupees ten, plus an additional fee at the rate of rupees eight per month
or part thereof.
60. A licensing authority may with the approval of the State Government by an order in
writing delegate the power to sign licences and such other powers as may be specified in the
order to any other person under his control.

61. Forms of licences to sell drugs. - (1) A licence to sell, stock, exhibit or offer for sale or
distribute drugs other than those specified in Schedules C, C(1) and X and by retail or restricted
licence or bywholesale, shall be issued in Form 20, Form 20-A or Form 20-B, as the case may be:
Provided that alicence in Form 20-A shall be valid for only such drugs as are specified
in the licence.

(2) A licence to sell, stock, exhibit for sale or offer for sale or distribute drugs specified in
Schedules C and C(1) excluding those specified in Schedule X, by retail or restricted licence or

bywholesale shall be issued in Form 21, Form 21-A or Form 21-B, asthe case may be:

Schedule C and shall be valid for only such Schedule C(1) drugs as are specified in the licence.
(3) A licence to sell, stock or exhibit for sale or offer for sale or distribute drugs specified in
Schedule X by retail or by wholesale shall be issued in Form 20-F or Form 20-G, as the
case may be.
62. Sale at more than one place. - If drugs are sold or stocked for sale at more than one
place, separate application shall be made, and a separate licence shall be issued, in respect of
each such place:

Provided that this shall not apply to itinerant vendors who have no specified place
of business and who will be licensed to conduct business in a particular area within the
jurisdiction of the licensing authority.
62-A. Restricted licences in Forms 20-A and 21-A. - (a) Restricted licences in Forms
20-A and 21-A shall be issued, subject to the discretion of the licensing authority, to dealers
or persons in respect of drugs whose sale does not require the supervision of a qualified
person.
(b) Licences to itinerant vendors shall be issued only in exceptional circumstances for bona
fide travelling agents of firms dealing in drugs or for a vendor who purchases drugs from a
licensed dealer for distribution in sparsely populated rural areas where other channels or
distribution of drugs are not available.
(c) The licensing authority may issue a licence in Form 21-Ato a travelling agent of a firm but
to no other class of itinerant vendors for the specific purpose of distribution to medical
practitioners or dealers, samples of biological and other special products specified in Schedule
C:
Provided that travelling agents of licensed manufacturers, agents of such manufacturers and
of importers of drugs shall be exempted from taking out licence for the free distribution of
samples of medicines among members of the medical profession, hospitals, dispensaries and
the medical institutions or research institutions.
62-B. Conditions to be satisfied before a licence in Form 20-A or Form 21-A is
granted. (1) A licence in Form 20-A or Form 21-A shall not be granted to any person, unless
the authority empowered to grant the licence is satisfied that the premises in respect of which
the licence is to be granted are adequate and equipped with proper storage accommodation
for preserving the properties of drugs to which the licence applies:

Provided that this condition shall not apply in the case of licence granted to itinerant
vendors.

(2) In granting a licence under Rule 62-A the authority empowered to grant it shall have regard
to-



(i) thenumber of licences granted in the locality during one year immediately preceding
; and
(i) the occupation, trade or business carried on by such applicant :

Provided thatthe licensing authority may refuse to grant or renew a licence to any
applicant or licensee in respect of whom it is satisfied that by reason of his conviction of an
offence under the Act or these Rules or the previous cancellation or suspension of any licence
granted thereunder, he is not a fit person to whom a licence should be granted under this Rule.
(3) Any person who is aggrieved by the order passed by the licensing authority in sub-rule (1)
may, within 30 days from the date of the receipt of such order, appeal to the State Government
and the State Government may, after such enquiry into the matter as it considers necessary and
after giving the appellant an opportunity for representing his views in the matter, make such
order in relation thereto as it thinks fit.

62-C. Application for licence to sell drugs by wholesale or to distribute the samefrom a
motor vehicle. - (1) Application for the grant or renewal of a licence to sell by wholesale or to
distribute from a motor vehicle shall be made to the licensing authorityin Form 19-AA and shall
be accompanied by a fee of rupees five hunded:

Provided that if the applicant applies for the renewal of a licence after its expiry but
within six months of such expiry, the fee payable for renewal of such licence shall be ***[rupees
five hundred plus an additional fee at the rate of rupees two hundred and fifty per month or part
thereof.

(2) A fee of [rupees one hundred and fifty shall be paid for a duplicate copy of a licence
issued under this rule, if the original is defaced, damaged or lost.

62-D. Form of licences to sell drugs by wholesale or distribute drugs from a motor vehicle. -
A licence shall be issued for sale by wholesale or for distribution from a motor vehicle of drugs
other than those specified in Schedule C and Schedule C(1) in Form 20-BB and of drugs specified
in Schedule C and Schedule C(1) in Form 21-BB :

Provided that such a licence shall not be required in a case where a public carrier or a
hired vehicle is used for transportation or distribution of drugs.

63. Duration of licence. - An original licence or a renewed licence to sell drugs, unless sooner
suspended or cancelled, shall be [valid for a period of five years on and from the date on
which] itis granted or renewed:

Provided that if the application for renewal of licence in force is made before its
expiry or if the application is made within six months of its expiry, after payment of additional fee,
the licence shall continue to be in force until orders are passed on the application. The licence
shall be deemed to have expired if application for its renewal is not made within six months
after its expiry.

licence in Forms 20, 20-A, 20B, [20-F and 20-G, 21, 21-A and 21-B shall be issued in
Form 21-C.

63-B. Certificate of renewal of licence. - A certificate of renewal of a licence in Form
20-BB or Form 21-BB shall be issued in Form 21-CC.

64. Conditions to besatisfied before alicence in [Form 20, 20-B, 20-F, 20-G, 21 or
21—Bis granted [or renewed]. - (1) A licence in [Form 20, 20-B, 20-F, 20-G, 21 or
21-B to sell, stock, exhibit or offer for sale or distribute] drugs shall not be granted [or
renewed] to any person unless the authority empowered to grant the licence is satisfied that
the premises in respect of which the licence is to be granted [or renewed are adequate,
equipped with proper storage accommodation for preserving the properties of the drugs to
which the licence applies and are in charge of a person competent in the opinion of the licensing
authority to supervise and control the sale, distribution and preservation of drugs:

Provided that in the case of a pharmacy a licence in Form 20 or 21 shall not be
granted [or renewed] unless the licensing authority is satisfied that the requirements prescribed
for a pharmacy in Schedule N have been complied with:

Provided further that licence in Form 20-F shall be granted [or renewed] only to a
pharmacy and in areas where a pharmacy is not operating, such licence may be granted [or
renewed] to a chemist and druggist.
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Explanation. - For the purpose of this rule the term ‘pharmacy’ shall be held to mean and
include every store or shop or other place- (1) Where drugs are dispensed, that is, measured
or weighed or made up and supplied; or (2) where prescriptions are compounded; or (3) where
drugs are prepared; or (4) which has upon it or displayed within it, or affixed to or used in
connection with it, a sign bearing the word or words “Pharmacy”, “Pharmacist”, “Dispensing
Chemist”, or “Pharmaceutical Chemist”; or (5) which, by sign, symbol or indication within it
or upon it gives the impression that the operations mentioned at (1), (2) and (3) are carried
out in the premises; or (6) which is advertised in terms referred to in (4) above.
(2) In granting [or renewing] a licence under sub-rule (1) the authority empowered to
grant it shall have regard-
(i) tothe average number of licences granted [or renewed] during the period of 3
years immediately preceding, and]
(ii)  tothe occupation, trade or business ordinarily carried on by such applicant during
the period aforesaid :
Provided thatthe licensing authority may refuse to grant or renew a licence to any
applicant or licensee in respect of whom it is satisfied that by reason of his conviction

of an offence under the Act or these rules, or the previous cancellation or suspension of any
licence granted [or renewed] thereunder, he is not a fit person to whom a licence should be
granted [or renewed] under this rule. Every such order shall be communicated to the licensee as
soon as possible:

[Provided further that in respect of an application for the grant of a licence in Form
20-B or Form 21-B or both, the licensing authority shall satisfy himself that the premises in
respect of which a wholesale licence is to be granted [or renewed] are-

() of an area of not less than ten square metres; and
(i)  inthe charge of a competent person, who; (a) is a Registered Pharmacist, or; (b) has
passed the Matriculation Examination or its equivalent examination from a recognised
Board with four years experience in dealing with sale of drugs or; (c) holds a degree of
arecognised University with one year’s experience in dealing with drugs.
Provided also that, -
() inrespect of an application for the grant of a licence in Form 20 or Form 21 or both, the
licensing authority shall satisfy itself that the premises are of an area of not less than
10 square meters, and
(i) inrespect of an application for the grant of licence-
(@ InForm 20 or Form 21 or both, and
(b) InForm 20-Bor Form 21-B or both.
the licensing authority shall satisfy itself that the premises are of an area not less than 15 square
meters :

Provided also that the provisions of the preceding proviso shall not applyto the
premises for which licences have been issued by the licensing authority before the commencement
of the Drugs and Cosmetics (1st Amendment) Rules, 1997.

(3) Anyperson who is aggrieved by the order passed by the licensing authority in sub-rule (1)
may, within 30 days from the date of the receipt of such order, appeal to the State Government
and the State Government may, after such enquiryinto the matter as it considers necessary and
after giving the appellant an opportunity for representing his views in the matter, make such
order in relation thereto as it thinks fit.

65. Conditions of licences. - Licences in Forms 20, 20-A, 20-B, 20-F, 20-G, 21 and 21-B shall be
subject to the conditions stated therein and to the following general conditions-

(1)Any drug shall, if compounded or made on the licensee’s premises, be compounded or
made by or under the direct and personal supervision of a[registered Pharmacist.

(@) The supply, otherwise than by way of wholesale dealing [* * *] of any drug supplied on
the prescription of a Registered Medical Practitioner shall be effected only by or under the
personal supervision of a [registered Pharmacist.

(3)(1) The supply of any drug [other than those specified in Schedule X on a prescription of a
registered medical practitioner shall be recorded at the time of supply in a prescription



register specially maintained for the purpose and the serial number of entryin this regard shall
be entered on the prescription. The following particulars shall be entered in the register:-

(@  serial number of the entry,
(b) the date of supply,
(c) the name and address of the prescriber,
[d) the name and address of the patient, or the name and address of the owner of the
animal if the drug supplied is for veterinary use,]
(e) thename of thedrug or preparation and the quantity or in the case of a medicine made
up by the licensee, the ingredients and quantities thereof,
()  inthe case ofadrug specified in [Schedule C or Schedule H] the name of manufacturer
of the drug, its batch number and the date of expiry of potency, if any,
(g) the signature of the [registered Pharmacist] by or under whose supervision the
medicine was made up or supplied :
Provided that in the case of drugs which are not compounded in the premises and
which are supplied from or in the original containers the particulars specified in items (a) to (g)
above may be entered in a cash or credit memo book, serially numbered and specially maintained
for this purpose:

Provided further that if the medicine is supplied on a prescription on which the
medicine has been supplied on previous occasion and entries made in the prescription register,
it shall be sufficient if the newentry in the register includes a serial number, the date of
supply, the quantity supplied and a sufficient reference to an entry in the register recording
the dispensing of the medicine on the previous occasion:

Provided further that it shall not be necessary to record the above details in the register
or in the cash or credit memo particulars in respect of-.

() anydrugs supplied against prescription under the Employees State Insurance Scheme
if all the above particulars are given in that prescription, and
(i)  anydrugs other than that specified in *[Schedule C or Schedule H] if it is supplied in
the original unopened container of the manufacturer and if the prescription is duly
stamped at the time of supply with the name of the supplier and the date on which the
supply was made and on condition that the provisions of sub-rule (4)(3) of this rule
are complied with.
(2) The option to maintain a prescription register or a cash or credit memo book in respect of
drugs and medicines which are supplied from or in the original container, shall be made in writing
to the Licensing Authority at the time of application for the grant or renewal of the licence to sell
byretail :

Provided that the Licensing Authority may require records to be maintained onlyin
prescription register if it is satisfied that the entries in the carbon copy of the cash or credit
memo book are not legible.]

[(4)(1) The supply by retail, otherwise than on a prescription of a drug specified in
Schedule C[* * *]shall berecorded at the time of supply either:-
(i) inaregister specially maintained for the purpose in which the following particulars
shall be entered :-
(@) Serial number of the entry,
(b) the date of supply,
(c) the name and address of the purchaser,
(d) the name of the drug and the quantity thereof,
(e) in the case of a drug specified in Schedule C, the name of the manufacturer, the
batch number and the date of expiry of potency,
(N the signature of the person under whose supervision the sale was effected, or
(i)  inacash or credit memo book, serially numbered containing all the particulars specified
in items (b) to (f) of sub-clause (i) above.
Note. -The entries in the carbon copy of the cash or credit memo which is retained by the
licensee shall be maintained in alegible manner.
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(2) The option to maintain aregister or cash or credit memo book shall be made in writing to the
Licensing Authority at the time of application for the grant or renewal of a licence to sell by

retail:

Provided that the Licensing Authority may require records to be maintained in a

register if it is satisfied that the entries in the carbon copy of the cash/credit memo book are
not legible.

3) ()

(i)

4 ()

(if)

The supply by retail of any drug shall be made against a cash/credit memo which
shall contain the following particulars :-

(a) Name, address and sale licence number of the dealer,

(b) Serial number of the cash/credit memao.

(c) the name and quantity of the drug supplied,

Carbon copies of cash/credit memos shall be maintained by the licensee as record.
Records of purchase of a drug intended for sale or sold by retail shall be maintained
by the licensee and such records shall show the following particulars, namely:-

(a) the date of purchase,

(b) the name and address of the person from whom purchased and the number of

the relevant licence held by him,

(c) the name of the drug, the quantity and the batch number, and

(d) the name of the manufacturer of the drug.

Purchase bills including cash or credit memos shall be serially numbered by the
licensee and maintained by him in a chronological order.

(5) (1) Subject to the other provisions of these rules, the supply of a drug by wholesale

shall be made against a cash or credit memo bearing the name and address of the

licensee and his licence number under the Drugs and Cosmetics Act, 1940 in which

the following particulars shall be entered :-

(a) the date of sale,

(b) the name, address of the licensee to whom sold and his sale licence number. In
case of sale to an authority purchasing on behalf of Government, or to a hospital,
medical, educational or research institution or to a Registered Medical
Practitioner for the purpose of supply to his patients the name and address of
the authority, institution or the Registered Medical Practitioner as the case may
be,

(c) the name of the drug, the quantity and the batch number,

(d) the name of the manufacturer,

(e) the signature of the competent person under whose supervision the sale was
effected.

(2) Carbon copies of cash or credit memos specified in clause (1) shall be preserved as
records for a period of three years from the date of the sale of the drug.

(3)()

(i)

Records of purchase of a drug intended for resale or sold by wholesale shall be
maintained by the licensee and such records shall show the following particulars,
namely :-

(a) the date of purchase,

(b) the name, address and the number of relevant licence held by the person from
whom purchased,

(c) the name of the drug, the quantity and the batch number, and

(d) the name of the manufacturer of the drug.

Purchase bills including cash or credit memos shall be serially numbered by the

licensee and maintained by him in a chronological order,

(6) The licensee shall produce for inspection by an Inspector appointed under the Act on
demand all registers and records maintained under these Rules, and shall supply to the Inspector
such information as he may require for the purpose of ascertaining whether the provisions of
the Act and Rules thereunder have been observed.

(7) Except, where otherwise provided in these Rules, all registers and records maintained under
these Rules shall be preserved for a period of not less than two years from the date of the last
entrytherein.

(8) Notwithstanding anything contained in this Rule it shall not be necessary to record any



particulars in aregister specially maintained for the purpose if the particulars are recorded in any

other register specially maintained under any other law for the time being in force.

(9@  Substances specified in Schedule H or Schedule X shall not be sold by retail except on
and in accordance with the prescription of a Registered Medical Practitioner and in the
case of substances specified in Schedule X, the prescriptions shall be in duplicate, one
copy of which shall be retained by the licensee for a period of two years.

(b) The supply of drugs specified in Schedule H or Schedule X to Registered Medical
Practitioners, Hospitals, Dispensaries and Nursing Homes shall be made only against
the signed order in writing which shall be preserved by the licensee for a period of two
years.

(10) For the purposes of clause (9) a prescription shall -

(@ bein writing and be signed by the person giving it with his usual signature and be
dated by him ;

(b) specify the name and address of the person for whose treatment it is given, or the
name and address of the owner of the animal if the drug is meant for veterinary use ;

(c) indicate the total amount of the medicine to be supplied and the dose to be taken.

(11) The person dispensing a prescription containing a drug specified in Schedule H and

Schedule X shall comply with the following requirements in addition to other requirements of

these Rules-

(@ the prescription must not be dispensed more than once unless the prescriber has
stated thereon that it may be dispensed more than once;

(b) if the prescription contains a direction that it may be dispensed a stated number of
times or at stated intervals it must not be dispensed otherwise than in accordance
with the directions;

(c) atthetime of dispensing there must be noted on the prescription above the signature
of the prescriber the name and address of the seller and the date on which the
prescription is dispensed.

(11-A) No person dispensing a prescription containing substances specified in Schedule H or

X, may supply any other preparation, whether containing the same substances or not in lieu

thereof.

(12) Substances specified in Schedule X kept in retail shop or premises used in connection

therewith shall be stored -

(@  under lock and key in cupboard or drawer reserved solely for the storage of these
substances ; or

(b) inapart ofthe premises separated from the remainder of the premises and to which
only responsible persons have access;

(13) [ * ~1

a4 >~

(15)(a) The description “Drug store” shall be displayed by such licensees who do not require
the services of a [registered Pharmacist

(b)  The description “Chemists and Druggists” shall be displayed by such licensees who
employ the services of a [registered Pharmacist] but who do not maintain a
“Pharmacy” for compounding against prescriptions.

() Thedescription “Pharmacy”, “Pharmacist”, “Dispensing Chemist” or “Pharmaceutical
Chemist” shall be displayed by such licensees who employ the services of a
registered Pharmacist and maintaina “Pharmacy” for compounding against
prescriptions.

Explanations.- For the purpose of this rule :-

@  “registered Pharmacist” means a person who is a registered Pharmacist as defined in
clause (i) of Section (2) of the Pharmacy Act, 1948 (Act 8 of 1948) : Provided that the
provisions of sub-clause (i) shall not apply to those persons who are already approved
as “qualified person” by the Licensing Authority on or before the 31st December,
1969.

(i)  “Date of Expiry of Potency” means the date that is recorded on the container label or
wrapper asthe date up to which the substance may be expected to retain a potency
not less than or not to acquire a toxicity greater than that required or permitted by the
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prescribed test.
(16) The licensee shall maintain an Inspection Book in Form 35 to enable an Inspector to
record his impressions and the defects noticed.

(17) No drug shall be sold or stocked by the licensee after the date of expiration of potency
recorded on its container, label or wrapper, or in violation of any statement or direction
recorded on such container, label or wrapper:

Provided that any such drugs in respect of which the licensee has taken steps with

the manufacturer or his representative for the withdrawal, reimbursement or disposal of the
same, may be stocked after the date of expiration of potency pending such withdrawal,
reimbursement or disposal, asthe case may be, subject to the condition that the same shall be
stored separately from the trade stocks [and all such drugs shall be keptin packages or
cartons, the top of which shall display prominently, the words ‘Not for sale’.
(18) No drug intended for distribution to the medical profession as free sample which bears a
label on the container as specified in clause (ix) of sub-rule (1) of Rules 96, and no drug meant
for consumption by the Employees’ State Insurance Corporation, the Central Government Health
Scheme, the Government Medical Stores Depots, the Armed Forces Medical Stores or other
Government institutions, which bears a distinguishing mark or any inscription on the drug or on
the label affixed to the container thereof indicating this purpose shall be sold or stocked by the
licensee on the premises :

Provided that this sub-rule shall not be applicable to licensees who have been
appointed as approved chemists, by the State Government in writing, under the Employees’
State Insurance Scheme, or have been appointed as authorised agent or distributor, by the
manufacturer in writing, for drugs meant for consumption under the Central Government Health
Scheme, the Government Medical Stores Depots, the Armed Forces Medical Stores or other
Government Institutions for drugs meant for consumption under those schemes [or have been
appointed as authorised Depots or carrying and forwarding agent by the manufacturer in writing,
for storing free samples meant for distribution to medical profession subject to the conditions
that the stock shall be stored separately from the trade stocks and shall maintain separate
records of the stocks received and distributed by them.

(19) The supply by retail of any drug in a container other than the one in which the
manufacturer has marketed the drug, shall be made only by dealers who employ the services of
aregistered Pharmacist and such supply shall be made under the direct supervision of the
registered Pharmacist in an envelope or other suitable wrapper or container showing the
following particulars on the label-

(@ nameofthedrug,

(b) the quantity supplied,

(c) the name and address of the dealer.

(20)  The medicines for treatment of animals kept in a retail shop or premises shall be
labelled with the words “Not for human use- for treatment of animals only” and shall be stored-
(@ inacupboard ordrawer reserved solely for the storage of veterinary drug, or
(b) in a partof the premises separated from the remainder of the premises to which
customers are not permitted to have access.

(2D)(@) The supply of drugs specified in Schedule X shall be recorded at the time of supplyin a
register (bound and serially page numbered) specially maintained for the purpose
and separate pages shall be allotted for each drug.

(b) Thefollowing particulars shall be entered in the said register, namely:-
() Date of transaction;
(i) quantity received, if any, the name and address of the supplier and the number of
the relevant licence held by the supplier;

(i) Name of the drug;

(iv) Quantity supplied,;

(v) Manufacturer’s name;

(vi) Batch No. or Lot No.;



(vii) Name and address of the patient/purchaser;
(viii) Reference Number of the prescription against which supplies were made;
() Bill No. and date in respect of purchases and supplies made by him;
(®) Signature of the person under whose supervision the drugs have been supplied.]

65-A. Additional information to be furnished by an applicant for licence or a licensee to the
licensing authority. - The applicant for the grant of a licence or any person granted a licence
under this Part shall, on demand, furnish to the licensing authority, before the grant of the
licence or during the period the licence is in force, as the case may be, documentary evidence in
respect of the ownership or occupation on rental or other basis of the premises, specified in the
application for licence or in the licence granted, constitution of the firm, or any other relevant
matter which may be required for the purpose of verifying the correctness of the statements
made by the applicant or the licensee while applying for or after obtaining the licence, as the
case may be.

66. Cancellation and suspension of licences. - (1) The licensing authority may, after giving the
licensee an opportunity to show cause why such an order should not be passed by an order in
writing stating the reasons therefor, cancel a licence issued under this Part or suspend it for
such period as he thinks fit, either wholly or in respect of some of the substances to which it
relates, if, in his opinion, the licensee has failed to comply with any of the conditions of the
licence or with any provisions of the Act or Rules thereunder:

Provided that, where such failure or contravention is the consequence of an act or omission
on the part of an agent or employee, the licence shall not be cancelled or suspended if the
licensee proves to the satisfaction of the licensing authority-

(@ that the act or omission was not instigated or connived at by him or, if the licensee is
a firm or company, by a partner of the firm or adirector of the company, or
(b) that he or his agent or employee had not been guilty of any similar act or omission
within twelve months before the date on which the act or omission in question took
place, or where his agent or employee had been guilty of any such act or omission, the
licensee had not or could not reasonably have had, knowledge of that previous act or
omission, or
(c) if the act or omission was a continuing act or omission, he had not or could not
reasonably have had knowledge of that previous act or omission, or
(d) thathe had used due diligence to ensure thatthe conditions of the licence or the
provisions of the Act or the rules thereunder were observed.
(2) A licensee whose licence has been suspended or cancelled may, within three months of
the date of order under sub-rule (1), prefer an appeal against that order to the State Government,
which shall decide the same.

66-A. Procedure for disposal of drugs in the event of cancellation of licence.- (1) In case a
licensee, whose licence has been cancelled, desires to dispose of the drugs he has in his
possessions in the premises in respect of which the licence has been cancelled, he shall apply
in writing to the licensing authority for this purpose, giving the following particulars, namely :-

(@ the name and address of the person to whom the drugs are proposed to be sold or
supplied together with the number of the licence for sale or manufacture, asthe case
may, be held by him.
(b) the names of drugs together with their quantities, batch numbers, the names and
addresses of their manufacturers and the dates of their expiry, if any, proposed to be
sold to the person mentioned in clause (a).
(@) The licensing authority may, after examination of the particulars referred to in sub-rule (1)
and, if necessary, after inspection by an Inspector of the premises where the drugs are stocked,
grant the necessary permission for their disposal.]
67. [* * *]
PART VI-A SALEOFHOMOEOPATHIC
MEDICINES
67-A. (1) The State Government shall appoint Licensing Authorities for the purpose of this Part
for such areas as may be specified.
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(2) Application for the grant or renewal of a licence to sell, stock, exhibit or offer for sale or
distribute Homoeopathic medicines shall be made in Form 19-B to the Licensing Authority and
shall be accompanied by a fee of rupees two hundred and fifty:

Provided that if the applicant applies for renewal of licence after its expiry but within
six months of such expiry the fee payable for renewal of such licence shall be [rupees two
hundred fifty plus an additional fee at the rate of rupees fifty or part thereof.

(3) If the original licence is either defaced, damaged or lost, a duplicate copythereof may be
issued on payment of *[a fee of rupees fifty.

67-B. A Licensing Authority may, with the approval of the State Government, by an order in
writing, delegate the power to sign licences and such other powers, asmay be specified, to any
other person under his control.

67-C. Forms of licences to sell drugs.- (1) A licence °[to sell, stock, exhibit or offer for sale or
distribute] Homoeopathic medicines by retail or by wholesale shall be issued in Form 20-C or
Form 20-D asthe case may be.

67-D. Sale at more than one place.- If drugs are sold or stocked for sale at more than one
place, a separate application shall be made and a separate licence shall be obtained in respect
of each place.

67-E. Duration of licences.- An original licence or a renewed licence unless it is sooner
suspended or cancelled shall bevalid for a period of five years on an from the date of which] it is
granted or renewed :

Provided that if the application for renewal of a licence in force is made before its

expiry or if the application is made within six months of its expiry, after payment of additional fee,
the licence shall continue to be in force until orders are passed on the application and the licence
shall be deemed to have expired if application for itsrenewal is not made within six months after
its expiry.
67-EE. Certificate of renewal.- The certificate of renewal of a sale licence in Forms 20-C and
20-D shall be issued in Form 20-E.
67-F. Conditions to be satisfied before alicence in Form 20-C or Form 20-D is granted.- (1) A
licence in Form 20-C or Form 20-D [to sell, stock, exhibit or offer for sale or distribute]
Homoeopathic medicines shall not be granted to any person unless the authority empowered to
grant the licence is satisfied that the premises in respect of which the licence is to be granted are
clean and in the case of a licence in Form 20-C the sale premises are in charge of a person who
is or has been dealing in Homoeopathic medicines and who is in the opinion of the Licensing
Authority competent to deal in Homoeopathic medicines.

Provided that no registered Homoeopathic medical practitioner who is practising
Homoeopathy in the premises where Homoeopathic medicines are sold shall deal in
Homoeopathic medicines.

(2) Any person who is aggrieved by the order passed by the licensing Authority under sub-
rule (1) may within 30 days from the date of the receipt of such order appeal to the State
Government and the State Government may, after such enquiry into the matter as it considers
necessary and after giving the appellant an opportunity for representing his case, make such
order in relation thereto as it thinks fit.

67-G. Conditions of licence.- Licence in Form 20-C or 20-D shall be subject to the conditions
stated therein and to the following further conditions, namely :-

() The premises where the Homoeopathic medicines are stocked for sale or sold are
maintained in a clean condition.

(2) The sale of Homoeopathic medicines shall be conducted under the supervision of a
person, competent to deal in Homoeopathic medicines.

(8 The licensee shall permitan Inspector to inspect the premises and furnish such
information as he may require for ascertaining whether the provisions of the Act and
the Rules made thereunder have been observed.

(4) The licensee in Form 20-D shall maintain records of purchase and sale of
Homoeopathic medicines containing alcohol together with names and addresses of
parties to whom sold.

(5) Thelicensee in Form 20-C shall maintain records of purchase and sale of Homoeopathic



medicines containing alcohol. No records of sale in respect of Homoeopathic
potentised preparations in containers of 30ml. or lower capacity and in respect of
mother tinctures made up in quantities up to 60ml. need be maintained.
(6) The licensee shall maintain an Inspection Book in Form 35 to enable an Inspector to
record his impressions and the defects noticed.
67-GG. Additional information to be furnished by an applicant for licence or a licensee to the
licensing authority.- The applicant for the grant of a licence or any person granted a licence
under this part shall, on demand furnish to the licensing authority, before the grant of the licence
or during the period the licence is in force, as the case may be, documentary evidence in respect
of the ownership or occupation on rental or other basis of the premises specified in the application
for licence or in the licence granted, constitution of the firm, or any other relevant matter which
may be required for the purpose of verifying the correctness of the statements made by the
applicant or the licensee, while applying for or after obtaining the licence, as the case may be.]
67-H. Cancellation and suspension of licences. - (1) The Licensing Authority may, after giving
the licensee an opportunity to show cause why such an order should not be passed, by an order
in writing stating the reasons therefor, cancel a licence issued under this Part or suspend it for
such period as he thinks fit, if, in his opinion, the licensee has failed to comply with any of the
conditions of the licence or with any provisions of the Act or Rules made thereunder :
Provided that, where such failure or contravention is the consequence of an act or
omission on the part of an agent or employee, the licence shall not be cancelled or suspended if
the licensee proves to the satisfaction of the licensing authority-
(@ that the act or omission was not instigated or connived at by him or, if the licensee is
a firm or company, by a partner of the firm or adirector of the company, or
(b) that he or his agent or employee had not been guilty of any similar act or omission
within twelve months before the date on which the act or omission in question took
place, or where his agent or employee had been guilty of any such act or omission, the
licensee had not or could not reasonably have had, knowledge of that previous act or
omission, or
(c) if the act or omission was a continuing act or omission, that he had not or could not
reasonably have had knowledge of that previous act or omission, or
(d) thathe had used due diligence to ensure thatthe conditions of the licence or the
provisions of the Act or the rules thereunder were observed.
(2) A licensee whose licence has been suspended or cancelled may, within three months of
the date of the order under sub-rule (1), prefer an appeal against that order to the State Government,
which shall decide the same

PART VII
MANUFACTURE FOR SALE[OR FOR DISTRUBUTION] OF DRUGS
OTHER THAN HOMOEOPATHIC MEDICINES

68. Manufacture on more than one set of premises.- If drugs are manufactured on more
than one set of premises a separate application shall be made and a separate licence shall be
issued in respect of each such set of premises.
68-A. Grant or Renewal of Licences by the Central Licence Approving Authority.- (1)
Notwithstanding anything contained in this Part, on and from the commencement of the Drugs
and Cosmetics (Amendment) Rules, 1992, a licence for the manufacture for sale or distribution of
drugs as specified from time to time by the Central Government by notification in the Official
Gazette, for the purpose of this rule, shall be granted or renewed, as the case may be, by the
Central Licence Approving Authority (appointed by the Central Government):
Provided that the application for the grant or renewal of such licence shall be made to the
licensing authority.
(2) On receipt of the application for grant or renewal of a licence, the licensing authority shall,-

@ verifythe statement made in the application form ;

(i) cause the manufacturing and testing establishment to be inspected in accordance

with the provisions of Rule 79 ; and
(i)  in case the application is for the renewal of licence, call for the information(s) of the
past performance of the licensee.
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(3) If the licensing authority is satisfied that the applicant is in a position to fulfil the requirements
laid down in these rules, he shall prepare a report to that effect and forward it alongwith the
application 3[and the licence (in triplicate) to be granted or renewed, duly completed] to the
Central Licence Approving Authority:

Provided that if the licensing authority is of the opinion that the applicantis notin a

position to fulfil the requirements laid down in these rules, he may, by order, for reasons to be
recorded in writing, refuse to grant or renew the licence as the case may be.
(4) If on receipt of the application and the report of the licensing authority referred to in sub-rule
(3) and after taking such measures including inspection of the premises by the Inspector,
appointed by the Central Government under Section 21 of the Act, with or without an expertin
the concerned field if deemed necessary, the Central Licence Approving Authority, is satisfied
that the applicant is in a position to fulfil the requirements laid down in these rules, he may grant
or renew the licence, as the case may be:

Provided that if the Central Licence Approving Authority is of the opinion that the
applicant is not in a position to fulfil the requirements laid down in these rules, he may,
notwithstanding the report of the licensing authority, by order, for reasons to be recorded in
writing, reject the application for grant or renewal of licence as the case may be.

68-B. Delegation of Powers by the Central Licence Approving Authority.- The Central Licence

Approving Authority may with the approval of the Central Government, by notification delegate

his powers of signing licences and any other power under the rules to any person under his

control having same qualifications as prescribed for controlling authority under Rule 50-A for
such areas and for such periods as may be specified.]

69. Application for licence to manufacture drugs other than those specified in Schedules C

and C(1) tothe Drugs and Cosmetics Rules.-

(1) Application for grant or renewal of licence to manufacture for sale [or for distribution] of

drugs, other than those specified in Schedules C and C(1) shall be made to the licensing authority

appointed by the State Government for the purpose of this Part (hereinafter in this Part referred
toasthe licensing authority) and shall be made -

(@ inthe case of repacking of drugs excluding those specified in Schedule X for sale or
distribution in Form 24-B;

(b) inthe case of manufacture of drugs included in Schedule X in Form 24-F;

() inanyother case,in Form 24.

2 @ Every application in Form 24-B shall be made up to ten items for each category of
drugs categorised in Schedule M and shall be accompanied by a licence fee of rupees
five hundred plus and an inspection fee of rupees two hundred for every inspection
or for the purpose of renewal of the licence.

(b) Every application in Form 24-F shall be made up to ten items for each category of
drugs categorised in Schedule M and shall be accompanied by a licence fees of
rupees six thousand and an inspection fees of rupees one thousand and five hundred
for every subsequent inspection or for the purpose of renewal of the licence.

(c) Everyapplication in Form 24 shall be made up to ten items for each category of drugs
categorised in Schedule M and Schedule M-Il and shall be accompanied by a licence
fees of rupees six thousand and an inspection fee of rupees one thousand and five
hundred for every inspection or for the purpose of renewal of the licence.]

(3) If aperson applies for the renewal of a licence after the expiry thereof but within six months

of such expiry the fee payable for the renewal of such licence shall be -

0] in the case of Form 24-B a licence fee of rupees five hundred plus an additional fee at
the rate of rupees two hundred and fifty per month or part thereof in addition to an
inspection fee of rupees two hundred;

(i) inthe case of Form 24-F alicence fee of rupees six thousand plus an additional fee at
the rate of rupees one thousand per month or part thereof in addition to an inspection
fee of rupees one thousand.;

(i)  inthe case of Form 24 a licence fee of rupees six thousand plus an additional fee at the
rate of rupees one thousand per month or part thereof in addition to an inspection fee



of rupees one thousand and five hundred.]
(4) A fee of [rupees one thousand shall be paid] for a duplicate copy of the licence issued under
clause (a), clause (b) or clause (c) of sub-rule (1) if the original is defaced, damaged or lost.
(5) Applications for manufacture of more than ten items of each category of drugs as categorized
under Schedule M and M-Il or for manufacture of additional items of drugs by licensees in
Form 24 or Form 24 F shall be accompanied by an additional fee at the rate of rupees three
hundred for each additional item of drug. Applications in Form 24B for licence to manufacture
for sale and distribution for repacking for more than 10 items of each category or for manufacture
of additional items of drugs shall be accompanied by additional fee of rupees one hundred for
each additional item of drugs as categorized in Schedule M and M-III.
(6) Where an application under this rule is for the manufacture of drug formulations falling
under the purview of new drug as defined in rule 122-E, such application shall also be
accompanied with approval, in writing in favour of the applicant, from the licensing authority as
defined in clause (b) of rule 21.
Explanations.- For the purpose of these rules, the term ‘repacking’ means the process of breaking
up any drug from a bulk container into small packages and the labelling of each such package
with aview toits sale and distribution, but does not include the compounding or dispensing or
the packing of any drug in the ordinary course of the retail business.

69-A. Loan licences.- (1) Application for the grant of renewal of loan licences to
manufacture for sale or for distribution of drugs other than those specified in Schedule C,
Schedule C1) and Schedule X shall be made up to ten items for each category of drugs
categorised in Schedule M and Schedule M-Il and shall be made in Form 24-A accompanied
by a licence fee of rupees six thousand and an inspection fee of rupees one thousand and five
hundred to the licensing authority:

Provided that if the applicant applies for the renewal of a licence after its expiry but
within six months of such expiry, the fee payable for renewal of such licence shall be accompanied
by a licence fee of rupees six thousand and an inspection fee of rupees one thousand and five
hundred plus an additional fee at the rate of rupees one thousand per month or part thereof.
Explanation.- For the purpose of this rule a loan licence means a licence which a licensing
authority may issue to an applicant who does not have his own arrangements for manufacture
but who intends to avail himself of the manufacturing facilities owned bya licensee in Form 25.
(2) The licensing authority shall, before the grant of a loan licence, satisfy himself that the
manufacturing unit has adequate equipment, staff, capacity for manufacture, and facilities for
testing, to undertake the manufacture on behalf of the applicant for aloan licence.

(3) subject to the provisions of sub-rule (2), application for manufacture of more than tem
items for each category of drug onaloan licence shall be accompanied by an additional fee of
rupees three hundred per additional item specified in Schedule M and Schedule M-III.

(4) If the licensing authority is satisfied that a loan licence is defaced, damaged or lost or
otherwise rendered useless, he may, on payment of [a fee of rupees one thousand] issue a
duplicate licence.

69-B. [* * *]

70. Form of licence to repack or manufacture drugs other than those specified in Schedules
C and C(1).- Licences for repacking of drugs against application in Form 24-B shall be granted
in Form 25-B, licences for manufacture of drugs included in Schedule X against application
in Form 24-F shall be granted in Form 25-F and licences for manufacture of drugs against
application in Form 24 shall be granted in Form 25.

70-A. Form of loan licence to manufacture for sale [or for distribution]drugs other than
those [specified in Schedules C, C(1) and X.- Aloan licence to manufacture for sale [or for
distribution] of drugs other than those specified in [Schedules C, C(1) and X shall be issued
in Form 25-A.

71. Conditions for the grant or renewal of a licence in Form 25 or Form 25-F.-
Before a licence in Form 25 or Form 25-F is granted or renewed the following conditions
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shall be complied with by the applicant-

() the manufacture shall be conducted under the active direction and personal
supervision of competent technical staff consisting at least of one person who is a
whole-time employee and whoiis-

(@) agraduate in Pharmacy or Pharmaceutical Chemistry of [a University established in
India by law or has an equivalent qualification recognised and notified by the
Central Government for such purpose] and has had at least [eighteen months’
practical experience] after the graduation in the manufacture of drugs. This period
of experience may, however, be reduced by six months if the person has undergone
training in manufacture of drugs for a period of six months during his University
course; or

(b) a graduate in Science of [a University established in India by law or has an
equivalent qualification recognised and notified by the Central Government for
such purpose] who for the purpose of his degree has studied Chemistry as a
principal subject and has had at least three years’ practical experience in the
manufacture of drugs after his graduation; or

(c) agraduate in Chemical Engineering or Chemical Technology or Medicine of [a
University established in India by law or has an equivalent qualification recognised
and notified by the Central Government for such purpose] with general training
and practical experience, extending over a period of not less than three years in
the manufacture of drugs, after his graduation ; or

(d) holding any foreign qualification, the quality and content of training of which are
comparable with those prescribed in clause (a), clause (b) or clause (c) and is
permitted to work as competent technical staff under this rule by the Central
Government:

Provided that any person who was immediately before the 29th June, 1957, actively
directing and personally supervising the manufacture of drugs and whose name was accordingly
entered in any licence granted in Form 25 or Form 25-F as it existed before that date shall be
deemed to be qualified for the purposes of this rule:

Provided further that for drugs other than those specified in Schedules C, C(1)
and X and meant for veterinary use, the whole-time employee under whose supervision the
manufacture is conducted shall be a graduate in Veterinary Science or Pharmacy or General
Science or Medicine of a University recognised by the Central Government and who has had
at least three years’ practical experience in the manufacture of drugs excluding graduate in
Pharmacy who shall have at least eighteen months’ practical experience in the manufacture of
drugs.

Provided also that the Licensing Authority may, in the matter of manufacture of
disinfectant fluids, insecticides, liquid paraffin, medicinal gases, non-chemical contraceptives,
plaster of paris and surgical dressings, for the manufacture of which the knowledge of
Pharmaceutical Chemistry or Pharmacy is not essential, permit the manufacture of the
substance under the active direction and personal supervision of the competent technical staff,
who, although not having any of the qualifications included in clauses (a), (b) or (c) of this
rule, has, in the opinion of the Licensing Authority, adequate experience in the manufacture
of such substance.

(2) The factory premises shall comply with the conditions prescribed in Schedule

M.

(3) The applicant shall provide adequate space, plant and equipment for the
manufacturing operations ; the space, plant and equipment recommended for
various operations asgiven in Schedule M.

(4) The applicant shall provide and maintain adequate staff, premises and laboratory
equipment for carrying out tests of the strength, quality and purity of the
substances at the testing unit, which shall be separate from the manufacturing
unit and head of the testing unit shall be independent of the head of the
manufacturing unit ;

Provided that the manufacturing units, which, before the commencement of the



Drugs and Cosmetics (Amendment) Rules, 1977, were making arrangements
with institutions approved by the licensing authority for such tests to be carried
out on their behalf may continue such arrangement up to the 30th June, 1977 :
Provided further that for tests requiring sophisticated instrumentation techniques
or biological or microbiological methods other than sterility the licensing
authority may permit such tests to be conducted by institutions approved by it
under Part XV(A) of these Rules] for this purpose.

(4-A) The head of the testing unit referred to in condition (4) shall possess a degree
in Medicine or Science or Pharmacy or Pharmaceutical Chemistry of a
University recognised for this purpose and shall have experience in the testing
of drugs, which in the opinion of the licensing authorityis considered adequate.]

(5) The applicant shall make adequate arrangements for the storage of drugs
manufactured by him.

(6) Theapplicant shall, while applying for a licence to manufacture patent or proprietary
medicines, furnish to the Licencing Authority evidence and data justifying that the
patent or proprietary medicines -

(i) contain the constituent ingredients in therapeutic/prophylactic quantities as
determined in relation to the claims or conditions for which the medicines are
recommended for use or claimed to be useful;

(i) are safe for use in the context of the vehicles, excipients, additives and
pharmaceutical aids used in the formulation and under the conditions in which
the formulations for administration and use are recommended,;

(i) are stable under the conditions of storage recommended; and

(iv) contain such ingredients and in such quantities for which there is therapeutic
justification.
(v) have the approval, in writing, in favour of the applicant to manufacture drug
formulations falling under the purview of new drugs as defined in rule 122-E, from
the licensing authority as defined in clause (b) of rule 21.
7 The licensee shall comply with the requirements of ‘Good Manufacturing Practices’
aslaid down in Schedule M.]
71-A. Conditions for the grant or renewal of alicencein Form 25-B .- Before a licence in
Form 25-Bis granted or renewed the following conditions shall be complied with by the applicant-
(1) therepacking operation shall be carried out under hygienic conditions and under the
supervision of a competent person;

(2) the factory premises shall comply with the conditions prescribed in Schedule M; and]

(3) the applicant shall have adequate arrangements in his own premises for carrying out
tests for the strength, quality and purity of the drugs at a testing unit which shall be
separate from the repacking unit :

Provided that the repacking units, which, before the commencement of the Drugs and
Cosmetics (Second Amendment) Rules, 1977, were making arrangements with institutions
approved by the licensing authority for such tests to be carried out on their behalf, may continue
such arrangement up to the 31st July, 1977 :

Provided further that for tests requiring sophisticated instrumentation techniques or
biological or microbiological methods the licensing authority may permit such test to be conducted
by institutions approved by it [under Part XVV(A) of these Rules ] for this purpose.

Explanation.- A person who satisfies the following minimum qualifications shall be deemed
to be a “competent person” for the purposes of Rule 71-A or 74-A of these rules, namely-

(@ apersonwho holds the Diploma in Pharmacy approved by the Pharmacy Council of
India under the Pharmacy Act, 1948 (VIII of 1948) or a person who is registered under
the said Act, or

(b) aperson who has passed the Intermediate examination with Chemistry as one of the
principal subjects or an examination equivalent to it or an examination recognised by
the licensing authority as equivalent to it, or

(c) aperson who has passed the Matriculation examination or an examination recognised
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by the licensing authority as equivalent to it and has had not less than four years
practical experience in the manufacture, dispensing or repacking of drugs.
71-B. Conditions for the grant or renewal of a licence in Form 25-A.- Before a licence in
Form 25-A is granted or renewed, the applicant shall, while applying for a licence to manufacture
patent or proprietary medicines, furnish to the Licensing Authority evidence and data justifying
that the patent or proprietary medicines-

0] contain the constituent ingredients in therapeutic/prophylactic quantities as
determined in relation to the claims or conditions for which the medicines are
recommended for use or claimed to be useful;

(i) are safe for use in the context of the vehicles, excipients, additives and pharmaceutical
aids used in the formulations and under conditions in which the formulations for
administration and use are recommended ;

(i)  are stable under the conditions of storage recommended; and

(iv)  contain such ingredients andin such quantities for which there is therapeutic
justification.

72. Duration of licence.- An original licence or a renewed licence in Form 25,[Form25-B or
Form 25-FJunless sooner suspended or cancelled shall be valid for a period of five years on
and from the date on whichiit is granted or renewed:

Provided that if the application for the renewal of a licence is made before its expiry, or
if the application is made within six months of its expiry, after payment of additional fee, the
licence shall continue to be in force until orders are passed on the application and the licence
shall be deemed to have expired if the application for its renewal is not made within six months
of its expiry.

73. Certificate of renewal.- The certificate of renewal ofa licence in Form 25 or Form 25-F
shall be issued in Form 26 or Form 26-F respectively.

73-A. Acertificate of renewal of loan licence.- The certificate of renewal of aloan licence in
Form 25-A shall beissued in Form 26-A.

[73-AA. Duration of loan licence.- An original loan licence in Form 25-A or a renewed loan
licence in Form 26-A, unless sooner suspended or cancelled, shall be [valid for a period of five
years on and from the date on which] it is granted or renewed:

Provided that if the application for the renewal of a licence is made before its expiry, or
if the application is made within six months of its expiry, after payment of the additional fees, the
licence shall continue to be in force until orders are passed on the application and the licence
shall be deemed to have expired if the application for its renewal is not made within six months
of its expiry.

73-B. Certificate of renewal of licence in Form 25-B.- The certificate of renewal of a
licence in Form 25-B shall be issued in Form 26-B.

74. Conditions of licence in Form 25 and Form 25-F.- Alicence in [Form 25 and Form 25- F
shall be subject to the conditions stated therein and to the following further conditions,
namely-

(@ thelicensee shall provide and maintain staff, premises and the equipment as specified
inRule 71;

(b) the licensee shall comply with the provisions of the Act and of these rules and with
such further requirements, if any, as may be specified in any rules subsequently made
under Chapter IV of the Act, provided that where such further requirements are
specified in the rules, these would come into force, four months after publication in
the Official Gazette;

(c) thelicensee shall either in his own laboratory or in any other laboratory approved by
the licensing authority “[under Part XV(A) of these Rules] test each batch or lot of
the raw material used by him for the manufacture of his products and also each batch
of the final product and shall maintain records or registers showing the particulars in
respect of such tests as specified in Schedule U. The records or registers shall be
retained for a period of 5 years from the date of manufacture;

(d) thelicensee shall keep records of the details of manufacture as per particulars given
in Schedule U of each batch of the drugs manufactured by him and such records shall
be retained for a period of five years;
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the licensee shall allow an [Inspector authorised by the Act] to enter, with or without

prior notice, any premises and to inspect the plant and the process of manufacture

and the means employed in standardising and testing the drugs;

the licensee shall allow an [Inspector authorised by the Act] to inspect all registers

and records maintained under these rules and to take samples of the manufactured

drugs and shall supply to such Inspector such information as he may require for the
purpose of ascertaining whether the provisions of the Act and the rules thereunder
have been observed ;

the licensee shall, from time to time, report to the licensing authority any changes in

the expert staff responsible for the manufacture or testing of the drugs and any

material alterations in the premises or plant used for the purpose which have been
made since the date of the last inspection made on behalf of the licensing authority ;
the licensee shall, on request, furnish to the licensing authority, the controlling
authority or to such authorities as the licensing authority or the controlling authority
may direct, from every batch or batches of drugs as the licensing authority or the
controlling authority may from time to time specify, a sample of such quantity as
may be considered adequate by such authority for any examination and, if so required,
also furnish full protocols of tests which have been applied,;

if the licensing authority or the controlling authority so directs and if requested by
the licensee who had also furnished prima facie reasons for such directions, the
licensee shall not sell or offer for sale any batch in respect of which a sample is or
protocols are furnished under clause (h) until a certificate authorising the sale of the
batch has been issued to him by or on behalf of the licensing authority or the
controlling authority;

the licensee shall on being informed by the licensing authority or the controlling

authority] that any part of any batch of the drug has been found by the licensing

authority or the controlling authority not to conform with the standards of strength,
quality or purity specified in these rules and on being directed so to do, withdraw the
remainder of the batch from sale, and, so far as may in the particular circumstances of
the case be practicable, recall all issues already made from that batch;

the licensee shall maintain an Inspection Book in Form 35 to enable an Inspector to
record his impressions and the defects noticed ;

the licensee shall maintain reference samples from each batch of the drugs manufactured
by him in a quantity which is at least twice the quantity of the drug required to
conduct all the tests performed on the batch. In case of drugs bearing an expiry date
on the label, the reference samples shall be maintained for a period of three months
beyond the date of expiry of potency. In case of drugs where no date of expiry of

potency is specified on the label, the reference samples shall be maintained for a

period of three years from the date of manufacture ;

the licensee, who has been granted a licence in Form 25-F, shall-

(i) forward to the licensing authority of the concerned States of manufacture and
supply of the drug a statement of the sales effected to the manufacturers,
wholesalers, retailers, hospitals, dispensaries and nursing homes and Registered
Medical Practitioners everythree months;

(i) maintain accounts of all transactions giving details as indicated below in a register
bound and serially page humbered and such records shall be retained for a period
of five years or one year after the expiry of potency, whichever is later :-

Accounts of the drugs specified in Schedule X used for the manufacture:-

1. Date of issue.

2. Name of the drug.

3. Opening balance of stock on the production day.

4. Quantity received, if any, and source from where received.

5. Quantity used in manufacture.

6. Balance quantity on hand at the end of the production day.

. Signature of the person in charge.

~
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Accounts of production :-
1. Date of manufacture.
2. Name of the drug.
3. Batch Number.
4. Quantity of raw material used in manufacture.
5. Anticipated yield.
6. Actual yield.
7. Wastage.
8. Quantity of the manufactured goods transferred.
Accounts of the manufactured drugs :-
1. Date of manufacture.
. Name of the drug.
. Batch Number.
. Opening Balance.
. Quantity manufactured.
. Quantity sold.
. Name of the purchaser and his address.
. Balance quantity at the end of the day.
9. Signature of the person in charge.
The licensee shall store drugs specified in Schedule X in bulk form and when any of
such drug is required for manufacture in a place other than its place of storage it shall
be kept in a separate place under the direct custody of a responsible person.
The licensee shall comply with the requirements of Good Laboratory Practices as laid
down in Schedule L-1 and ‘Good Manufacturing Practices’ as laid down in Schedule M..
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74-A. Conditions for licence in Form 25-B.- A licence in form 25-B shall be subject to the

condition
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s stated therein and to the following conditions-
the repacking of drugs shall at all times be conducted under the personal supervision
of atleast one person who is approved as a competent person bythe licensing authority;
the licensee shall either provide and maintain adequate arrangements in his own
premises for carrying out tests of the strength, quality and purity of the drugs repacked
or make arrangements with some intitution approved by the licensing authority **[under
part XV(A) of these Rules] for such tests to be regularly carried out on his behalf by
the institution;
the licensee shall make adequate arrangements for the storage of drugs;
the licensee shall comply with the provisions of the Act and of these rules and with
such further requirements, if any, as may be specified in any rules subsequently made
under chapter IV of the Act:
Provided that where such further requirements are specified in the rules, these
would come into force four months after publication in the Official Gazette;]
the licensee shall allow an [Inspector appointed under the Act ] to enter with or
without notice,any premises where the repacking of drugs in respect of which the
licence is issued is carried on, to inspect the premises and to take samples of repacked
drugs;
the licensee shall, either in his own laboratory or, in any other laboratory approved by
the Licensing Authority, test each batch or lot of raw material used by him for repacking
and also each batch of the product thus repacked and shall maintain records or
registers showing the particulars in respect of such tests as specified in Schedule U.
The records or registers shall be retained for a period of five years from the date of
repacking.The licensee shall allow the Inspector to inspect all registers and records
maintained under these rules and shall supply to the Inspector such information as he
may require for the purpose of ascertaining whether the provisions of the Act and
these rules have been observed;
the licensee shall maintain an Inspection Book, in Form 35, to enable an Inspector to
record his impressions and the defects noticed ;
the licensee shall maintain reference samples from each batch of the drugs manufactured by



him in a quantity which is at least twice the quantity of the drug required to
conduct all the tests performed on the batch. In case of drugs bearing an expiry date
on the label, the reference samples shall be maintained for a period of three months
beyond the date of expiry of potency. In case of drugs where no date of expiry of
potency is specified on the label, the reference sample shall be maintained for a period
of three years from the date of manufacture.
74-B. Conditions of licence in Form 25-A.- (1)The licence in Form 25-A shall be deemed to be
cancelled or suspended, if the licence owned by the licensee in Form 25 whose manufacturing
facilities have been availed of by the licensee is cancelled or suspended as the case may be,
under these rules.

(2) The licensee shall comply with the provisions of the Act and of these rules and with such
further requirements if any, as may be specified in any rules subsequently made under Chapter
IV of the Act; provided that where such further requirements are specified in the rules, these
would come into force four months after publication in the Official Gazette.

(3) The licensee shall test each batch or lot of the raw material used by him for the manufacture
of his products and also each batch of the final product and shall maintain records or registers
showing the particulars in respect of such tests as specified in Schedule U. The records or
registers shall be retained for a period of five years from the date of manufacture. The licensee
shall allow an Inspector to inspect all registers and records maintained under these rules and
shall supply to the Inspector such information as he may require for the purpose of ascertaining
whether the provisions of the Act and these rules have been observed.

(4) The licensee shall either -

() provide and maintain to the satisfaction of the licensing authority adequate staff and
adequate laboratory facilities for carrying out tests of strength, quality and purity of
the substances manufactured by him ; or

(i)  make arrangements with some institution approved by the licensing authority [under
Part XV(A) of these Rules] for such tests to be regularly carried out on his behalf by
the institution.

(5)The licensee shall maintain reference samples from each batch of the drugs manufactured by
him in a quantity which is at least twice the quantity of the drug required to conduct all the
tests performed on the batch. In case of drugs bearing an expiry date on the label the reference
samples shall be maintained for a period of three months beyond the date of expiry of potency.
In case of drugs where no date of expiry of potency is specified on the label, the reference
samples shall be maintained for a period of three years from the date of manufacture.]

(6) The licensee shall maintain an Inspection Book in Form 35 to enable an Inspector to record
his impressions and the defects noticed.

75. Forms of application for licence to manufacture for sale or distribution of drugs specified in
Schedules C, C(1) and X excluding those specified in Part X-B and Schedule X.- (1)
Applications for the grant or renewal of licence to manufacture for sale or distribution of drugs
specified in Schedules C and C(1) [excluding those specified in Part X-B and Schedule X, shall be
made to the licensing authority in Form 27, and [shall be made up to ten items for each
category of drugs categorised in Schedule M and Schedule M-Il and shall be accompanied by
a licence fee of rupees six thousand and an inspection fee of rupees one thousand and five
hundred for every inspection or for the purpose of renewal of licence] :

Provided that if the application for the renewal of licence is made after its expiry but
within six months of such expiry the fee payable for renewal of the licence shall be [a licence
fee of rupees six thousand plus an additional fee of rupees one thousand per month or a part
thereof in addition to an inspection fee of rupees one thousand and five hundred].

(2) Application for grant or renewal of licence to manufacture for sale or distribution of drugs
specified in Schedules C, C(1) and X shall be made to the licensing authorityin Form 27-B, and
shall be made up to ten items for each category of drugs categorised in Schedule M and
Schedule M-Il and shall be accompanied by a licence fee of rupees six thousand and an
inspection fee of rupees one thousand and five hundred for every inspection or for the purpose
of renewal of licences.
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Provided that the applicant shall possess a licence in Form 28 to manufacture such
drugs:

Provided further that if the application for renewal of a licence is made after its
expiry but within six months of such expiry, the fee payable for renewal of the licence shall be
rupees six thousand plus an additional fee of rupees one thousand per month or part thereof in
addition to an inspection fee of rupees one thousand five hundred.

(3) The application for grant or renewal of licence to manufacture for sale or for distribution
of drugs in [Large Volume Parenterals, Sera and Vaccine and Recombinant DNA (r-DNA)
derived drugs] shall be made to the licensing authority appointed under this Partin Form 27-D
and [shall be made up to ten items for each category of drugs categorised in Schedule M and
shall be accompanied by a licence fee of rupees six thousand and an inspection fee of rupees
one thousand and five hundred for everyinspection or for the purposes of renewal of licences.

Provided that if the application for renewal of a licence is made after its expiry but
within six months of such expiry, the fee payable for renewal of the licence [shall be rupees six
thousand plus an additional fee of rupees one thousand per month or a part thereof in addition
to the inspection fee of rupees one thousand and five hundred.

(4) A fee of rupees one thousand shall be paid for duplicate copy of the licence issued under
sub-rule (1), sub-rule (2) or sub-rule (3), asthe case may be, if the original licence is defaced,
damaged or lost.

(5) If the licensee applies for manufacture of more than ten items of each category of drugs, the
application shall be accompanied by an additional fee at the rate of rupees three hundred for
each additional item of drugs categorised in Schedule M and Schedule M-IIl.

(6) Where an application under this rule is for the manufacture of drug formulations falling
under the purview of newdrug as defined in rule 122-E, such application shall also be accompanied
with approval, in writing, in favour of the applicant, from the licensing authority as defined in
clause (b) rule 21.

75-A. Loan Licences.- (1) Applications for the grant or renewal of loan licences to manufacture for
sale or for distribution] of drugs specified in Schedules C and C(1) excluding those specified in
Part X-B and Schedule X shall be made in Form 27-A to the licensing authority and [shall be
made up to ten items for each category of drugs categorised in Schedule M and Schedule M-111
and shall be accompanied by a licence fee of rupees six thousand and an inspection fee of
rupees one thousand and five hundred for every inspection or for the purpose of renewal of
licences.:

Provided that if the applicant applies for the renewal of a licence after its expiry but
within six months of such expiry the fee payable for renewal of the licence shall be [rupees six
thousand and an inspection fee of rupees one thousand and five hundred plus an additional fee
at the rate of rupees one thousand] per month or a part thereof.

Explanation.- For the purpose of this rule a loan licence means a licence which a licensing
authority may issue to an applicant who does not have his own arrangements for manufacture
butwho intends to avail himself of the manufacturing facilities owned by another licensee in
Form 28 and Form 28D.

(1A) The application for grant or renewal of loan license to manufacture for sale or
distribution of drugs in ‘Large Volume Parenterals’, ‘Sera and Vaccine’ and ‘Recombinant DNA
(r-DNA) derived drugs’ shall be made to the licensing authority appointed under this Part, in
Form 27DA and be made upto ten items for each category of drugs categorized in Schedule M
and accompanied by a license fee of six thousand rupees and an inspection fee of one thousand
five hundred rupees for every inspection or for the purpose of renewal of licenses:

Provided that if the application for renewal of a license is made after its expiry but within six
months of such expiry, the fee payable for renewal of the license shall be six thousand rupees
plus an additional fee of one thousand rupees per month or a partthereof in addition to the
inspection fee of one thousand and five hundred rupees.;

(2) The licensing authority, shall, before the grant of a loan licence, satisfy himself that the
manufacturing unit has adequate equipment, staff, capacity for manufacture and facilities for
testing, to undertake the manufacture on behalf of the applicant for a loan licence.

Provided that if an item is a notified drug under rule 68A, the manufacturing unit undertaking
manufacture on behalf of the loan license shall have a valid manufacturing license approved by



the licensing authority and its manufacture on loan license shall not affect the quality of the
drug.

(3) subject to the provisions of sub-rule (2), the application for manufacture of more than ten
items of each category of drugs on a loan licence, shall be accompanied by an additional fee at
the rate of rupees three hundred for each additional item of drugs.

(4) If the licensing authority s satisfied that aloan licence is defaced, damaged or lost, he may,
on payment of a fee of rupees one thousand, issue a duplicate copy of aloan licence.

75-B. -[* * *]

76. Forms of licences to manufacture drugs specified in Schedules C and C(1),
excluding those specified in Part X-B and Schedule X, or drugs specified in Schedules C,
C(1) and X and the conditions for the grant or renewal of such licences.- A licence to
manufacture for sale or for distribution of drugs specified in Schedules C and C(1) other
than Large Volume Parenterals, Sera and Vaccine and Recombinant DNA (r-DNA) derived
drugs] drugs specified in Part X-B and Schedule X shall be issued in Form 28 and a licence to
manufacture for sale or distribution of drugs specified under Schedules C and C(1) (other
than Large Volume Parenterals, Sera and Vaccine and Recombinant DNA (r-DNA) derived
drugs drugs specified in Part X-B) and Schedule X shall be issued in Form 28-B. A licence
to manufacture for sale or for distribution [Large Volume Parenterals, Sera and Vaccine
and Recombinant DNA (r-DNA) derived drugs] shall beissued in Form 28-D. Before a
licence in Form 28 or Form 28-B or Form 28-D is granted or renewed, the following conditions
shall be complied with by the applicant]

(1) The manufacture will be conducted under the active direction and personal supervision
of competent technical staff, consisting at least of one person who is a whole-time
employee and who is-

(@) agraduate in Pharmacy or Pharmaceutical Chemistry of [a University established in
India by law or has an equivalent qualification recognised and notified by the
Central Government for such purpose] and has had at least [eighteen months’
practical experience] after the graduation in the manufacture of drugs to which
this licence applies, this period of experience may, however, be reduced by six
months if the person has undergone training in manufacture of drugs to which
the licence applies for a period of six months during his University course; or

(b) a graduate in Science of [a University established in India by law or has an
equivalent qualification recognised and notified by the Central Government for
such purpose] who for the purpose of his degree has studied Chemistry "4[or
Microbiologylas a principal subject and has had at least three years’ practical
experience in the manufacture of drugs to which this licence applies after his
graduation; or

(c) agraduate in Medicine of a University established in India by law or has an
equivalent qualification recognised and notified by the Central Government for
such purpose] with at least three years’ experience in the manufacture and
pharmacological testing of biological products after his graduation; or

(d) a graduate in Chemical Engineering of a University recognised by the Central

Government with at least three years’ practical experience in the manufacture of
drugs to which this licence applies after his graduation ; or

(e) holding any foreign qualification, the quality and content of training of which are
comparable with those prescribed in clause (a), clause (b), clause (c) or clause (d)
and is permitted to work as competent technical staff under this rule by the
Central Government:

Provided that any person who was approved by the Licensing Authority as an expert
responsible for the manufacture of drugs for the purpose of Rule 76 read with Rule 78 as these
rules were in force immediately before the 29th June, 1957, shall be deemed to be qualified
for the purposes of this rule :

Provided further that for the drugs specified in Schedules C and C(1) meant for
veterinary use, the whole-time employee under whose supervision the manufacture is conducted
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may be a graduate in Veterinary Science or General Science or Medicine or Pharmacy of a
University recognised by the Central Government and who has had at least three years’ experience
in the manufacture of biological products:

Provided further also that for the medical devices specified in Schedule C, the whole-
time employee under whose supervision the manufacture is conducted may be a Graduate in
Science with Physics or Chemistry or Microbiology as one of the subjects; or graduate in
Pharmacy; or Degree/Diploma holder in Mechanical or Chemical or Plastic
Engineering of a University recognised by the Central Government for such purposes.
(2)The factory premises shall comply with the conditions prescribed in Schedule M [and
Schedule M-Il in respect of medical devices.

(3) The applicant shall provide adequate space, plantand equipment for anyor all of the
manufacturing operations; the space, plant and equipment recommended for various operations
asgiven in Schedule M [and Schedule M-III.

(4) The applicant shall provide and maintain adequate staff, premises and laboratory equipment for
carrying out such tests of the strength, quality and purity of the substances as may be
required to be carried out by him under the provisions of Part X of these rules including proper
housing for animals used for the purposes of such tests, the testing unit being separate from the
manufacturing unit andthe head of the testing unit being independent of the head of the
manufacturing unit:

Provided that the manufacturing units which before the commencement of the Drugs
and Cosmetics (Amendment) Rules, 1977, were making arrangements with institutions approved
by the Licensing Authority for such tests to be carried out on their behalf may continue such
arrangement up to the 30th June 1977 :

Provided further that for tests requiring sophisticated instrumentation techniques or
biological or microbiological methods other than sterility the Licensing Authority may permit
such tests to be conducted by institutions approved by it [under Part XV(A) of these Rules for
this purpose.

(4-A) The head of the testing unit referred to in condition (4) shall possess a degree in
Medicine or Science or Pharmacy or Pharmaceutical Chemistry of a University recognised for
this purpose and shall have experience in the testing of drugs, which in the opinion of the
Licensing Authority is considered adequate.

(5) The applicant shall make adequate arrangements for the storage of drugs manufactured by
him.

(6) The applicant shall furnish to the Licensing Authority, if required to do so, data on the
stability of drugs which are likely to deteriorate for fixing the date of expiry which shall be
printed on the labels of such drugs onthe basis of the data so furnished.

(7) The applicant shall, while applying for a licence to manufacture patent or proprietary
medicines, furnish to the Licensing Authority evidence and data justifying that the patent or
proprietary medicines-

0] contain the constituent ingredients in therapeutic/prophylactic quantities as
determined in relation to the claims or conditions for which the medicines are
recommended for use or claimed to be useful;

(if)  aresafe for use in the context of the vehicles, excipients, additives and pharmaceutical
aids used in formulations, and under the conditions in which the formulations for
administration and use are recommended;

(iii)  are stable under the conditions of storage recommended; and
(iv)  contain such ingredients andin such quantities for which there is therapeutic
justification.
(v)  have the approval, in writing, in favour of the applicant to manufacture drug
formulations falling under the purview of new drugs as defined in rule 122-E, from
the licensing authority as defined in clause (b) of rule 21.
(8) The licensee shall comply, with the requirements of “Good Manufacturing Practices”
as laid down in Schedule M.
Explanation.- Forthe purpose of this rule, “Large Volume Parenterals” shall mean the sterile

solutions intended for parenteral administration with a volume of 100ml. or more (and shall include
anti-coagulant solutions) in one container of the finished dosage form intended for single use.



76-A. Forms of loan licenses to manufacture for sale or for distribution drugs
specified in Schedule C and C1 excluding drugs specified in Schedule X or of Large
Volume Parenterals, Seraand Vaccine and recombinant DNA (r-DNA) derived drugs,
and conditions for the grant or renewal of such license.— A loan license to manufacture
for sale or for distribution of drugs specified in Schedules C and C(1), excluding drugs specified
in Schedule X, and Large Volume Parenterals, Sera and Vaccine and Recombinant DNA(r-
DNA) derived drugs specified in Part X-B shall be issued in Form 28A and a loan license to
manufacture for sale or for distribution of Large Volume Parenterals, Sera and Vaccine and
Recombinant DNA(r-DNA) derived drugs shall be issued in Form 28DA, and the] applicant
shall, while applying for a licence to manufacture patent or proprietary medicines, furnish to
the Licensing Authority evidence and data justifying that the patent or proprietary medicines-

(i) contain the constituent ingredients in therapeutic/prophylactic quantities as
determined in relation to the claims or conditions for which the medicines are
recommended for use or claimed to be useful;

(ii)  aresafe for usein the context of the vehicles, excipients, additives and pharmaceutical

aids used in the formulations and under the conditions in which the formulations for
administration and use are recommended,;

(i)  are stable under the conditions of storage recommended; and

(iv)  contain such ingredients andin such quantities for which there is therapeutic
justification.

77. Duration of licence.- An original licence in Form28, Form 28-B and Form 28-D or

renewed licence in Forms 26, 26-F and Form 26-H], unless sooner suspended or cancelled shall

be valid for period of five years on and from the date on which] it is granted or renewed :

Provided that if the application for the renewal of a licence is made before its expiry, or
if the application is made within six months of its expiry, after payment of additional fee, the
licence shall continue to be in force until orders are passed on the application and the licence
shall be deemed to have expired if the application for its renewal is not made within six months
of its expiry.

78. Conditions of licence.- A licence in [Form28, Form 28-B or Form 28-D shall be subject to

the special conditions, if any, set outin Schedule F [or Schedule F(1), asthe case may be],

which relate to the substance in respect of which the licence is granted and to the following
general conditions :

(@) () Thelicensee shall provide and maintain an adequate staff and adequate premises and
plant for the proper manufacture and storage of the substances in respect of which
the licence is issued.

(i)  Without prejudice to the generality of the foregoing requirements, every holder of a
licence who for any purpose engaged in the culture or manipulation of pathogenic
spore-bearing micro-organisms shall provide to the satisfaction of the Licensing
Authority separate laboratories and utensils and apparatus required for the culture or
manipulation of such micro-organisms, the laboratories, utensils and apparatus so
provided not being used for the manufacture of any other substance.

(b) The licensee shall provide and maintain staff, premises and equipment as specified in
Rule 76.

(©) () The licensee shall maintain records of manufacture as per particulars given in
Schedule U.

(i)  The licensee shall either in his own laboratory or in any laboratory approved by the
Licensing Authority [under Part XV(A) to these Rules] test each batch or lot of the
raw material used by him for the manufacture of his product and also each batch of the
final product and shall maintain records or registers showing the particulars in respect
of such tests as specified in Schedule U. The records or registers shall be retained
in the case of a substance for which a potency date is fixed for a period of two years
from the expiry of such date, and in the case of other substances for a period of five
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(d)

(e)

(n)

(®

years from the date of manufacture.

The licensee shall allow an Inspector, appointed under the Act], to enter, with or
without prior notice, any premises, where the manufacture is carried on and to inspect
the premises, and in the case of substances specified in Schedules C and C(1), to
inspect the plant and the process of manufacture and the means employed for
standardizing and testing the substance.

The licensee shall allow an Inspector, appointed under the Act], to inspect all
registers and records maintained under these rules and to take samples of the
manufactured product and shall supply to such Inspector such information as he may
require for the purpose of ascertaining whether the provisions of the Act and Rules
thereunder have been observed.

The licensee shall from time to time report to the Licensing Authorityany changesin
the expert staff responsible for the manufacture or testing of the substances and any
material alterations in the premises or plant used for that purpose which have been
made since the date of the last inspection made on behalf of the Licensing Authority
before the issue of the licence.

(9) The licensee shall on request furnish to the Licensing Authority, controlling

(k)

(0

(m)

authority or to such authorities as the Licensing Authority or the controlling
authority may direct, from every batch of drugs as the Licensing Authority or
the controlling authority may from time to time specify, a sample of such quantity
as may be considered adequate by such authority for any examination and, if so
required, also furnish full protocols of the tests which have been applied.

(h)  If the Licensing Authority [or the controlling authority] so directs, the licensee
shall not sell or offer for sale any batch in respect of which a sample is, or
protocols are furnished under the last preceding sub-paragraph until a certificate
authorizing the sale of the batch has been issued to him by or on behalf of the
Licensing Authority [or the controlling authority.

0] The licensee shall on being informed by the Licensing Authority [or the
controlling authority] that any part of any batch of the substance has been
found by the Licensing Authority [or the controlling authority] not to conform
with the standards of strength, quality or purity specified in these Rules and on
being directed so to do, withdraw the remainder of that batch from sale and so
far as may in the particular circumstances of the case be practicable recall all
issues already made from that batch.

())  Nodrug manufactured under the licence shall be sold unless the precautions
necessary for preserving its properties have been observed throughout the
period after manufacture.

The licensee shall comply with the provisions of the Act and of these rules
and with such further requirements, if any, as may be specified in any rules
subsequently made under Chapter IV of the Act, provided that where such
further requirements are specified in the rules, these would come into force four
months after publication in the Official Gazette.

The licensee shall maintain an Inspection Book [in Form 35] to enable an
Inspector to record his impressions and defects noticed.

The licensee shall maintain reference samples from each batch of the drugs
manufactured by him in a quantity which is at least twice the quantity of the
drug required to conduct all the tests performed on the batch. In case of drugs
bearing an expiry date on the label the reference samples shall be maintained for
aperiod of three months beyond the date of expiry of potency. In case of drugs
where no date of expiry of potency is specified on the label, the reference samples
shall be maintained for a period of three years from the date of manufacture.

The licensee, who has been granted a license in Form 28-B shall -



(i) forward to the Licensing Authority of the concerned States of manufacture and
supply of drug a statement of the sales effected to the manufacturers, wholesalers,
retailers, hospitals, dispensaries, Nursing Homes and Registered Medical
Practitioners every three months.

(i) maintain accounts of all transactions giving details as indicated below in a register
bound and serially page numbered, and such records shall be retained for a
period of five years or one year after the date of expiry of potency, whichever is
later.

A.  Accounts of the drugs specified in Schedule X used for the manufacture:-

1. Date of issue.

2. Name of thedrug.

3. Opening balance of stock on the production day.

4. Quantity received, if any, and source from where received.

5. Quantity used in manufacture.

6. Balance quantity on hand at the end of the production day.

7. Signature of the person in charge.

B.  Accounts of Production :-

. Date of manufacture.

. Name of the drug.

. Batch Number.

. Quantity of raw material used in manufacture.

. Anticipated yield.

. Actual yield.

. Wastage.

. Quantity of the manufactured goods transferred to stock.
C.  Accounts of manufactured drugs :-

1. Date of manufacture.

2. Name of the drug.

3. Batch Number.

. Opening Balance.

. Quantity manufactured.

. Quantity sold.

. Name of the purchaser and his address.
. Balance quantity at the end of the day.

(o)  The licensee shall store drugs specified in Schedule X in bulk form and when any
such drug is required for manufacture it shall be kept in a separate place under direct
custody of a responsible person.

(p)  The licensee shall comply with the requirements of Good Laboratory Practices as laid

down in Schedule L-I and] ‘Good Manufacturing Practices’ as laid down in Schedule M.

78-A. Conditions of licence in Form 28A or Form 28DA. (1) The licence in
Form 28A or Form 28DA shall be deemed to be cancelled or suspended, if the licence
owned by the licensee in Form 28 or Form 28D and Form 28D whose manufacturing
facilities have been availed of by the licensee is cancelled or suspended, as the case may be,
under these rules.
(2) The Licensee shall comply with the provisions of the Act, and of these rules and with such
further requirements ifany, as may be specified in any rules subsequently made under Chapter
IV of the Act, provided that where such further requirements are specified in the rules, those
would come into force four months after publication in the Official Gazette.
(3) The licensee shall test each batch or lot of the raw material used by him for the manufacture
of his products and also each batch of the final product and shall maintain records or registers
showing the particulars in respect of such tests as specified in the Schedule U. Records or
registers shall be retained, in the case of a substance for which a potency date is fixed, for a
period of two years from the expiry of such date and in the case of other substances, for a period
of five years from the date of manufacture. The licensee shall allow an Inspector to inspect all
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registers and records maintained under these rules and shall supply to the Inspector such
information as he may require for the purpose of ascertaining whether the provisions of the Act
and these rules have been observed.

(4) The licensee shall either (1) provide and maintain to the satisfaction of the Licensing
Authority adequate staff and adequate laboratory facilities for carrying out tests of the strength,
quality and purity of the substances manufactured by him, or (2) make arrangements with some
institution approved by the Licensing Authority for such tests to be regularly carried out on
his behalf by the institution]

(5) The licensee shall furnish to the Licensing Authority, if required to do so, data on the
stability of drugs which are likely to deteriorate for fixing the date of expiry which would be
printed on the labels of such drugs on the basis of the data so furnished.

(6) The licensee shall maintain reference samples from each batch of the drugs manufactured by
him in a quantity which is atleast twice the quantity of the drug required to conduct all the tests
performed on the batch. In case of drugs bearing an expiry date on the labels, the reference
samples shall be maintained for a period of three months beyond the date of expiry of potency.
In case of drugs where no date of expiry of potency is specified on the label, the reference
samples shall be maintained for a period of three years from the date of manufacture.]

(7) The licensee shall maintain an Inspection Book in Form 35 to enable an Inspector to record
his impressions and the defects noticed.]

79. Inspection before grant or renewal of licence - Before a licence under this part is
granted or renewed the Licensing Authority or Central Licence Approving Authority, as the
case may be, shall cause the establishment in which the manufacture is proposed to be conducted
or being conducted to be inspected by one or more Inspectors appointed under the Act with or
without an expert in the field concerned. The Inspector or Inspectors shall examine all portions
of the premises, plant and appliances and also inspect the process of manufacture intended to
be employed or being employed along with the means to be employed or being employed for
standardising and testing the drugs to be manufactured or being manufactured and enquire
into the professional qualifications of the Technical Staff to be employed. He shall also examine
and verify the statements made in the application in regard to their correctness, and the capability
of the applicant to comply with the requirements of competent technical staff, manufacturing
plants, testing equipments and the ‘Requirements of Good Manufacturing Practices’ and the
‘Requirements of Plant and Equipment’ aslaid down in Schedule M read with the Requirements
of Maintenance of Records aslaid down in Schedule U.

80. Report by Inspector- The Inspector shall forward a detailed descriptive report giving his
findings on each aspect of inspection along with his recommendations after completion of his
inspection in accordance with the provisions of Rule 79, to the Licensing Authority or Central
Licence Approving Authority, as the case may be.

81. Procedure of Licensing Authority. - (1) If the Licensing Authority [or Central Licence
Approving Authority, asthe case may be,] after such further enquiry, if any, as he may consider
necessary, is satisfied that the requirements of the Rules under the Act have been complied with
and thatthe conditions of the licence and the rules under the Act will be observed, he shall
issue a licence [under this Part.

(2) If the Licensing Authority or Central Licence Approving Authority, as the case may be,

is not so satisfied, he shall reject the application and shall inform the applicant of the reasons
for such rejection and of the conditions which must be satisfied before a licence can be
granted and shall supply the applicant with a copy of the inspection report.

82. Further application after rejection- If within a period of six months from the
rejection of an application for a licence the applicant informs the Licensing Authority [or
Central Licence Approving Authority, as the case may be,] that the conditions laid down have
been satisfied and deposits an inspection fee of rupees two hundred and fifty the Licensing



Authority [or Central Licence Approving Authority, as the case may be,] may, if after causing a
further inspection to be made, he is satisfied that the conditions for the grant of a licence
have been complied with, [in respect of drugs notified under Rule 68-A] issue a licence in
Form 28 or Form 28-B.

83. Renewal.- On application being made for renewal, the Licensing Authority, may cause an
inspection to be made and, if satisfied that the condition of the licence and the rules under the
Act, are, and will continue to be observed, [he shall prepare areport to the effect in respect of
those drugs which have been notified by the Central Government under Rule 68-A and forward
it alongwith the application to the Central Licensing Approving Authority], and shall issue a
certificate of renewal [under this Part.

83-A. Certificate of renewal of a loan licence - The certificate of renewal of a loan
licence in [Form 28A or Form 28DA shall be issued in Form 26A or Form 26-J
respectively.]]

83-AA. Duration of loan licence- An original loan licence in Form 28-A or Form
28-DA or renewed loan licence in Form 26-A or Form 26-J, unless sooner suspended or
cancelled, shall be valid for period of five years on and from the date on which it is
granted or renewed:

Provided that if the application for renewal of licence is made before its expiry, or if
the application is made within six months of its expiry, after payment of the additional fee, the
licence shall continue to be in force until orders are passed on the application and the licence
shall be deemed to have expired if the application for its renewal is not made within six months
of its expiry.

84. The provisions of this part shall apply to the manufacture of drugs for sale notwithstanding
that such drugs are manufactured for sale outside India.

84-A. Provisions for appeal to the State Government or Central Government by party
whose licence has not been granted or renewed- Any person who is aggrieved by the order
passed by the Licensing Authority or the Central Licence Approving Authority, as the case
may be, refusing to grant or renew a licence [under this Part, may within 30 days from the
date of receipt of such order, appeal to the State Government or the Central Government, as
the case may be, and the State Government or Central Government may, after such enquiry
into the matter, asis considered necessary and after giving the said person an opportunity for
representing hisviews, may pass such order in relation thereto as it thinks fit.

84-AA. Additional information to be furnished by an applicant for licence or a licensee to
the licensing authority.- The applicant for the grant of a licence or any person granted a licence
under this Part shall, on demand, furnish to the Licensing Authority, before the grant of a licence
or during the period the licence is in force, as the case may be, documentary evidence in respect
of the ownership or occupation on rental or other basis of the premises, specified in the
application for licence or in the licence granted, constitution of the firm or any other relevant
matter which may be required for the purpose of verifying the correctness of the statements
made by the applicant or the licensee, while applying for or after obtaining the licence, as the
case may be.

84-B. Prohibition for the manufacture for sale of cyclamates and preparations
containing cyclamates.- No person shall manufacture for sale cyclamates and preparations
containing cyclamates.

85. Cancellation and suspension of licences.- (1) The Central Licence Approving
Authority may, after giving the licensee an opportunity to show cause why such an order
should not be passed, by an order in writing stating the reasons therefor, cancel a licence
issued under this Part, or suspend it for such period ashe thinks fit either wholly or in respect
of any of the drugs to which it relates *?*[or direct the licensee to stop manufacture, sale or
distribution of drugs and] [thereupon order the destruction of drugs and the stock thereof in
the presence of an Inspector], if in his opinion, the licensee has failed to comply with any of



the conditions of the licence or with any provisions of the Act or rules made thereunder.
(2) The Licensing Authority may, for such licences granted or renewed by him, after giving
the licensee an opportunity to show cause why such an order should not be passed, by an order
in writing stating the reasons therefor, cancel a licence issued under this Part or suspend it for
such period as he thinks fit either wholly or in respect of any of the drugs to which it relates [or
direct the licensee to stop manufacture, sale or distribution of the said drugs and [thereupon
order the destruction of drugs and] the stocks thereof in the presence of an Inspector], if in his
opinion, the licensee has failed to comply with any of the conditions of the licence or with any
provisions of the Act or rules made thereunder.
(3) A licensee whose licence has been suspended or cancelled by the Central Licence
Approving Authority or Licensing Authority under sub-rule (1) or sub-rule (2), as the case may
be, may within ninety days of the receipt of the copy of the order by him prefer an appeal to the
Central Government or the State Government, asthe case may be, and the Central Government
or the State Government may after giving the licensee an opportunity of being heard, confirm,
reverse or modify such order.
PART VII-A
MANUFACTURE FOR SALE [OR FOR DISTRIBUTION] OFHOMOEOPATHIC
MEDICINES

85-A. Manufacture on more than one set of premises. - If Homoeopathic medicines are
manufactured in more than one set of premises a separate application shall be made and a
separate licence shall be obtained in respect of each such set of premises.
85-B. Application for licence to manufacture Homoeopathic medicines. (1) Application
for grant or renewal of licences of manufacture for sale [or for distribution] of Homoeopathic
medicines shall be made to the Licensing Authority appointed by the State Government for
the purpose of this Part (hereinafter in this Part referred to asthe Licensing Authority) and
shall be made in Form 24-C.

(2) The application in From 24-C shall be accompanied-

(a) by afee of [rupees two hundred] for the manufacture of Homoeopathic mother
tinctures and potentised preparations and an inspection fee of rupees one
hundred for the first inspection or [rupees fifty in case of inspection for
renewal of licence ;

(b) by a fee of [rupees two hundred] for the manufacture of Homoeopathic
potentised preparations only, and an inspection fee of [rupees one hundred] for
the firstinspection or rupees fifty in case of inspection for renewal of licence;

(c) by afee of 4[rupees two hundred] for the manufacture of potentised preparations
from back potencies by pharmacies which are already licensed to sell
Homoeopathic medicines by retail and an inspection fee of [rupees one hundred]
for the first inspection or rupees fifty in case of inspection for renewal of
licence.

(3) If a person applies for renewal of a licence after its expiry but within six months of such
expiry, the fee payable for the renewal of such a licence shall be-

(@) rupees two hundred] plus an additional fee at the rate of [rupees one hundred]
per month or part thereof and an inspection fee of rupees fifty for the
manufacture of Homoeopathic mother tinctures and potentised preparations;

(b) [rupeestwo hundred] plus an additional fee at the rate of [rupees one hundred]
per month or part thereof and an inspection fee of rupees fifty for the manufacture of
Homoeopathic potentised preparations only;

(c) rupees two hundred] plus an additional fee at the rate of [rupees one hundred]
per month or part thereof and an inspection fee of rupees fifty for the
manufacture of potentised preparations from back potencies by pharmacies who
are already licensed to sell Homoeopathic medicines by retail.

(4) A fee of [rupees fifty shall be paid for a duplicate copy of the licence for the manufacture of



Homoeopathic mother tincture and potentised preparations issued under sub-rule (1) if the
original is defaced, damaged or lost; while the fee to be paid for such a duplicate copy of the
licence for the manufacture of Homoeopathic potentised preparations only shall be [rupees
fifty.

(5) Applications by licensee to manufacture additional items of Homoeopathic medicines shall

be made to the Licensing Authority and such applications shall be accompanied by a fee of
[rupees fifty for each additional item.

85-C. Application to manufacture ‘New Homoeopathic medicines’.- Subject to the other
provisions of these Rules :

() no ‘New Homoeopathic medicine’ shall be manufactured unless it is previously
approved by the Licensing Authority mentioned in Rule 21;

(2) the manufacturer of ‘New Homoeopathic medicine’, when applying to the Licensing
Authority mentioned in sub-rule (1) shall produce such documents and other evidence
as may be required by the Licensing Authority for assessing the therapeutic efficacy
of the medicine including the minimum provings carried out with it ;
applicant shall produce alongwith his application evidence that the ‘New
Homoeopathic medicine’ for the manufacture of which application is made has
already been approved.

Explanation.- The term ‘New Homoeopathic medicine’ in this rule shall have the same meaning
asin Rule 30-AA.

85-D. Form of licence to manufacture Homoeopathic medicines.- Licence for manufacture of
Homoeopathic medicines is a licence to manufacture potentised preparations from back potencies
by Pharmacies who are already licensed to sell Homoeopathic medicines by retail and shall be
granted in Form 25-C.

85-E.  Conditions for the grant or renewal of alicencein Form 25-C. - Before a licence in
Form 25-C is granted or renewed the following conditions shall be complied with by the applicant:-
(1)The manufacture of Homoeopathic medicines shall be conducted under the direction and
supervision of competent technical staff consisting at least of one person who is a whole time
employee and who is.-

(@ agraduate in Science with Chemistry as one of the Subjects with three years’ experience
in manufacture of Homoeopathic Medicines; or

(b) a graduate in Pharmacy with 18 months of experience in the manufacture of
Homoeopathic medicines; or

(c) holds qualification as defined under sub clause (g) of clause (1) of Section 2 of
Homoeopathy Central Council Act, 1973 (59 of 1973) with 18 months of experience in
the manufacture of Homoeopathic medicines:

Provided that the persons who are already in employment with five years’ experience in
the manufacture of Homoeopathic medicines and whose name was accordingly entered in any
licence granted in Form 25-C for manufacture of different classes of Homoeopathic medicines
included in them shall be deemed to be qualified for the purpose of this rule.

(2) The factory premises shall comply with the requirements and conditions specified in
Schedule M-1:

Provided that where the Licensing Authority considers it necessary or expedient so
to do, it may having regard to the nature and extent of manufacturing operations, relax or
suitably alter the said requirements or conditions in any particular case for reasons to be recorded
in writing.

(3) The applicant for manufacture of Homoeopathic mother tinctures shall either (i) provide

and maintain adequate staff, premises and laboratory equipment for identifying the raw
materials and for testing the mother tinctures wherever possible, or (i) make arrangements
with some institution approved bythe Licensing Authority under Part XV(A) of these Rules

for such tests, wherever possible, to be regularly carried out on his behalf by that institution.



(4)The premises where Homoeopathic medicines are manufactured shall be distinct and
separate from the premises used for residential purposes.

(5)Homoeopathic medicines shall not be manufactured simultaneously with drugs pertaining
to other systems of medicine.

(6)The applicant shall make arrangements for proper storage of Homeoopathic medicines
manufactured by him :

Provided that in case potentised preparations are made in a Pharmacy holding
licence in Form 20-C, the conditions (2) and (3) shall not apply. The Licensee shall ensure to
the satisfaction of the Licensing Authority thatthe products manufactured by it, conform to
the claims made on the label.
85-EA. Inspection before grant or renewal of licence- Before a licence under this Part is
granted or renewed in Form 25-C or Form 26-C, the Licensing Authority shall cause the
establishment, in which the manufacture is proposed, to be conducted or being conducted, to
be inspected by one or more Inspectors appointed under the Act. The Inspector or Inspectors
shall examine all portions of the premises, plant and appliances and also inspect the process
of manufacture intended to be employed or being employed alongwith the means to be
employed or being employed for standardising and testing the substances to be manufactured
and enquire into the professional qualifications of the technical staff to be employed. He
shall also examine and verify the statements made in the application in regard to their
correctness, and the capability of the applicant to comply with the requirements of competent
technical staff, manufacturing plants, testing equipments and the requirements of plant and
equipment as laid down in Schedule M-1 read with the requirements of maintenance of records
as laid down in Schedule U.
85-EB. Report by Inspector.- The Inspector or Inspectors shall forward a detailed descriptive
report giving his or their findings on each aspect of inspection along with his or their
recommendations after completion of his or their inspection to the Licensing Authority.
85-EC. Grant or refusal of licence.- (1) If the Licensing Authority after such further enquiry,
if any, as he may consider necessary is satisfied that the requirements of the rules under the
Act have been complied with and that conditions of the licence and the rule under the Act
shall be observed, he shall grant or renew a licence in Form 25-C or Form 26-C.

(2) If the Licensing Authority is not so satisfied, he shall reject the application and shall
inform the applicant of the reasons for such rejection and of the conditions which must be
satisfied before alicence can be granted or renewed and shall supply the applicant with a copy
of inspection report.

85-ED. Further application after rejection- If within a period of six months from the
rejection of an application for a licence, the applicant informs the Licensing Authority that
the conditions laid down have been fulfilled and deposits an inspection fee of rupees two
hundred and fifty, the Licensing Authority may, if, after causing further inspection to be
issue a licence in Form 25-C or Form 26-C.

85-EE. Appeal to the State Government.- Any person who is aggrieved by the order passed
by the Licensing Authority refusing to grant or renew a licence under this Part may within
ninety days from the date of receipt of such order, appeal to the State Government and the
State Government may, after such enquiry into the matter as is considered necessary and after
giving the said person an opportunity for representing the case pass such order asit thinks fit.
85-F. Duration of licence.- An original licence or arenewed licence unless it is sooner suspended
or cancelled shall be valid for period of five years on and from the date on which it is granted or
renewed :

provided that if the application for renewal of a licence in force is made before its
expiry or if the application is made within six months of its expiry, after payment of additional fee,
the licence shall continue to be in force until orders are passed on the application and the
licence shall be deemed to have expired if application for its renewal is not made within six
months of its expiry.

85-G. Certificate of renewal.- The certificate of renewal of a licence in Form 25-C shall be issued
in Form 26-C.
85-H. Conditions of licence.- A licence in Form 25-C shall be subject to the conditions stated



therein and to the following further conditions, namely:

(a) the licensee shall provide and maintain staff and premises as specified in Rule 85-
E;

(b) the licensee shall allow an Inspector appointed under the Act to enter, with or
without prior notice, any premises where the manufacture of a Homoeopathic medicine
in respect of which licence is issued, is carried on, to inspect the premises and to take
samples of the manufactured Homoeopathic medicines ;

(c) the licensee shall allow an Inspector to inspect all registers and records maintained
under these rules and shall supply to the Inspector such information as he may
require for the purpose of ascertaining whether the provisions of the Act and the
rules made thereunder have been observed;

(d) thelicensee shall maintain anInspection Book in Form 35 to enable an Inspector
to record his impressions and defects noticed;

(e) thelicensee shall comply with the following conditions in respect of mother tinctures
manufactured by him-

(i) the crude drug used in the manufacture of mother tincture shall be identified and
records of such identification shall be kept for a period of five years;

(ii) the total solids in the mother tincture shall be determined and records of such
tests shall be kept for a period of five years;

(iii) the alcohol content in the mother tincture shall be determined and records of
the same shall be maintained for a period of five years ;

(iv) the containers of mother tinctures shall preferably be of glass and shall be clean
and free from any sort of impurities of adhering matter. The glass shall be neutral
as far as possible ;

(v) in the process of manufacture of mother tinctures hygienic conditions shall be
scrupulously observed by the licensee. Storage and handling conditions shall
also be properly observed by the licensee according to Homoeopathic principles;

no colour shall be added to any Homoeopathic medicines : Provided that caramel may

be added to combinations of Homoeopathic preparations with syrup base;

(f) records shall be maintained of Homoeopathic medicines containing alcohol and the
quantities sold together with names and addresses of parties to whom sold. Such
records shall be maintained for a period of five years.

85-HH. Additional information to be furnished by an applicant for licence or a licensee to the
licensing authority- The applicant for the grant of licence or any other person granted a licence
under this Part shall, on demand, furnish to the Licensing Authority, before the grant of the
licence or during the period the licence is in force, as the case may be, documentary evidence in
respect of the ownership or occupation on rental or other basis of the premises, specified in the
application for licence or in the licence granted, constitution of the firm, or any other relevant
matter which may be required for the purpose of verifying the correctness of the statements
made by the applicant or the licensee, while applying for or after obtaining the licence, as the
case may be.
85-1. Cancellation and suspension of licences- (1) The Licensing Authority may, after giving
the licensee an opportunity to show cause why such an order should not be passed, by an order
in writing stating the reasons therefor, cancel a licence issued under this Part or suspend it for
such aperiod as he thinks fit, either wholly or in respect or some of the substances to which it
relates, if, in his opinion the licensee has failed to comply with any of the conditions of the
licence or with any provisions of the Act or rules made thereunder.
(2) A licensee whose licence has been suspended or cancelled may, within three months of
the date of the order under sub-rule(1), prefer an appeal against that order to the State Government,
which shall decide the same.
PART VIII

MANUFACTURE FOR EXAMINATION, TESTORANALYSIS
86. Conditions relating to manufacture for examination, test or analysis- The provisions
of Section 18 of the Act shall not apply to the manufacture of any drug in small quantities for
the purpose of examination, testor analysis if the conditions prescribed in this Part are
fulfilled.



87. Labelling- Any drug manufactured for the purpose of examination, test or analysis shall
be kept in containers bearing labels indicating the purpose for which it has been manufactured.
88. Labelling of drugs supplied to other persons- If any drug manufactured for the purpose
of examination, testor analysis is supplied by the manufacturer to any other person, the
container shall bear a label on which shall be stated the name and address of the manufacturer,
the accepted scientific name of the substance if known, or if not known a reference which
will enable the substance to be identified and the purpose for which it has been manufactured.
89. Licence- If the person proposing to manufacture a drug for the purpose of examination, test
or analysis does not hold a licence in Form 25 or Form 28 in respect of such drugs he shall before
commencing such manufacture, obtain a licence in Form 29:

Provided that in the case of a drug the composition of which is such that the drug is not
generally recognised among experts qualified by scientific training and experience to evaluate
the safety of drugs as safe for use, no licence in Form 29 shall be granted unless the applicant
produces a certificate from the “Licensing Authority” mentioned in Rule 21, to the effect that
there would be no objection to such licence being granted.

90. Form of Application- (1) An application for a licence in Form 29 shall be made to the Licensing
Authority appointed by the State Government for the purposes of this Part (hereafter in this Part
reffered to as the Licensing Authority) in Form 30 and shall be made by or countersigned by the
head of the institution in which, or a director of the firm or company by which, the substance will
be manufactured.

2) Every application in Form 30 shall be accompanied by a fee of rupees two hundred and
fifty.

91. Duration of Licence- A licence in Form 29 shall, unless sooner cancelled, be in force for a
period of one year from the date of issue, and may thereafter be renewed for periods of one year
atatime.

92. Conditions of licence.- A licence in Form 29 shall be subject to the following conditions

(@  thelicensee shall use the drugs manufactured under the licence exclusively for purpose
of examination, test or analysis, and shall carry on the manufacture and examination,
test or analysis at the place specified in the licence;

(b) the licensee shall allow an Inspector appointed under the Act to enter, with or
without notice, the premises where the drugs are manufactured and to satisfy himself
that only examination, test or analysis work is being conducted;

(c) the licensee shall keep a record of the quantity of drugs manufacured for examination,
test or analysis and of any person or persons to whom the drugs have been supplied;

(d) the licensee shall comply with such further requirements, if any, applicable to the
holders of licences in Form 29 as may be specified in any Rules subsequently made
under the Act and of which the Licensing Authority has given him not less than one
month’s notice;

(e) the licensee shall maintain an Inspection Book to enable an Inspector torecord his

impressions and defects noticed.

93. Cancellation of licences- (1) The Licensing Authority may, after giving the licensee an
opportunity to show cause why such an order should not be passed, by an order in writing
stating the reasons therefor, cancel a licence issued under this Part, either wholly or in respect
of some of the substances to which it relates, if, in his opinion, the licensee has failed to comply
with any of the conditions of the licence or with any provision of the Act or Rules thereunder.
(2) A licensee whose licence has been suspended or cancelled may appeal to the State
Government within three months from the date of the order.

PART IX LABELLINGAND PACKING[OFDRUGS
OTHERTHAN HOMOEOPATHIC MEDICINES
94. Exemption of certain drugs from certain provisions of this Part. - (1) Labels on packages or
containers of drugs for export shall be adapted to meet the specific requirements of the law of
the country to which the drug is to be exported but the following particulars shall appear in a
conspicuous position on the innermost container in which the drug is packed and every other
covering in which that container is packed:



(@ name ofthe drug;

(b) thename, address of the manufacturer and the number of the licence under which the
drug has been manufactured;

(c) batch orlot number;

(d) date of expiry, if any:

Provided that where a drug, not classified under Schedule F, Schedule F(1) and
Schedule X, or blood products defined under Rule 122EA is required by the consignee to be not
labelled with the name and address of the manufacturer, the labels on packages or container
shall bear a code number asapproved by the Licensing Authority mentioned in Rule 21.

Provided further that where a drug classified as Narcotic Drug or Psychotropic
Substance

is to be exported under acode number, the same may be permitted by the said licensing authority
on the following conditions, namely:-

(i) Each consignment of export shall be accompanied with requisite import license
from the importing country;

(i)  The applicant shall obtain ano objection certificate from the Drugs Controller, India
for manufacture of such formulations to be exported with code number against
each export order alongwith certificate from the regulatory authority of the
importing country controlling Narotic Drugs and Psychotropic Substances that
they do not have any objection for the import of the drug with code number;

(iii)  The State Licensing Authority shall issue the manufacturing license for these
formulations on each export order on the basis of a No Objection Certificate from
Drugs Controller, India;

(iv)  Ano objection certificate shall be obtained from the drugs Controller, India for export
of each consignment; and

(v) A no objection certificate shall be obtained from the Narcotic Commissioner of
India, Gwalior for export of each consignment of the drug

(2) The provisions of Rules 96 to 101 inclusive, shall not apply to a medicine made up ready for
treatment, whether after or without dilution, which is supplied on the prescription of a registered
medical practitioner provided that-

() themedicine is labelled with the following particulars-

(@) the name and address of the supplier;

(b) the name of the patient and the quantity of the medicine;

(c) the number representing serial number of the entryin the prescription register ;

(d) the dose, if the medicine is for internal use ;

(e) thewords ‘For External use only’ shall be printed on the label if the medicine is for
external application;

(i) Condition (3) of the conditions in Rule 65 is satisfied.]

95. Prohibition of sale or distribution unless labelled- Subject to the other provisions of
these Rules, no person shall sell or distribute anydrug (including a patent or proprietory
medicine)

unless it is labelled in accordance with these Rules.

96. Manner of Labelling- (1) Subject to the other provisions of these rules, the following
particulars shall be either printed or written in indelible ink and shall appear in a conspicuous
manner on the label of the innermost container of any drug and on every other covering in
which the container is packed, namely: -

(i) The name of the drug:

(A) For this purpose the proper name of the drug shall be printed or written in a more
conspicuous manner than the trade name, if any which shall be shown immediately after or
under the proper name and shall be-

(@ fordrugsincluded in Schedule F or Schedule F(1), the name given therein;

(b) fordrugsincluded in the Indian Pharmacopoeia or the official pharmacopoeias and
official compendia of drug standards prescribed in Rule 124, the name or synonym,
specified in the respective official pharmacopoeias and official compendia of drug
standards followed by the letters ‘IP’. or, as the case may be, by the recognised
abbreviations of the respective official pharmacopoeia and official compendia of



drug standards;

(c) fordrugs included in the National Formulary of India, the name or synonym specified
therein followed by the letters ‘N.F.I.”;

(d) for other drugs, the international non-proprietary name, if any, published by the
World Health Organisation or where an international non proprietary name is not
published, the name descriptive of the true nature or origin of the substance.

(B)

(i) A correct statement of the net contents in terms of weight, measure, volume, number
of units of contents, number of units of activity, as the case may be, and the weight,
measure and volume shall be expressed in Metric system.

(i)  The content of active ingredients :-

This shall be expressed -

(a) fororalliquid preperations in terms of the content per single dose, the dose being
indicated in 5 millilitres:

Provided that where the dose is below 5 millilitres the contents of active ingredients
may be expressed in terms of one millilitre **[or fraction thereof:

Provided further that where the single dose is more than 5 millilitres, the
content of active ingredients shall be expressed in terms of minimum single dose
as approved by the licensing authority.

(b) for liquid parenteral preparations ready for administration, in terms of 1 millilitre
or percentage by volume or per dose in the case of a single dose container :
Provided that if the preparation is contained in an ampoule it will be enough if the
composition is shown on the label orwrapper affixed to any package in which
such ampoule is issued for sale;

(c) for drugsin solid form intended for parenteral administration in terms of units or
weight per milligramme or gramme;

(d) for tablets, capsules, pills and the like, in terms of the content in each tablet,
capsule, pill or other unit, asthe case may be;

(e) for other preparations, in terms of percentage by weight or volume or in terms of
unitage per gram or millilitre as the case may be ;

Provided that clause (iii) shall not apply to a pharmacopoeial preparation where the

composition of such preparation is specified in the respective pharmacopoeia and to
apreparation included in the National Formulary of India ;

(iv)  The name of the manufacturer and the address of the premises of the manufacturer
where the drug has been manufactured.
it shall be enough if only the name of the manufacturer and his principal place
of manufacture is shown.

(v) Adistinctive batch number, that is to say, the number by reference to which details
of manufacture of the particular batch from which the substance in the container is
taken are recorded and are available for inspection, the figure representing the batch
number being preceded by the words ‘Batch No.” or ‘B.No. ” or ‘Batch’ or ‘Lot No.’
or ‘Lot

Notes- (1) In the case of drugs manufactured by continuous process, like manufacture of
magnesium sulphate, pharmaceutical chemicals, etc., the production resulting in one
homogeneous mix of the finished products shall be considered as one “Batch”.

(2) In the case of powders, liquid orals, ointments, etc., one “Batch Number” shall be
assigned to all the containers filled from one homogeneous bulk.

(3) In the case of tablets, capsules, lozenges, troches, etc., one “Batch Number” shall be
assigned to the products manufactured from one homogeneous mix ready for compression or
filling.

(4) In the case of parenteral preparations sterilized by steam under pressure, one “Batch
Number”shall be assigned to all containers filled from one homogeneous bulk solution and
sterilized in one sterilizer load.

(5) In the case of containers of parenteral preparations filled from one homogeneous bulk
solution and sterilized in more than one sterlizer load, the “Batch Number” as is assigned to the



homogeneous bulk solution, provided that samples are taken from all the sterilizer loads pass

the sterility test, and are kept separate from one another until the report of the sterility test is

available.

Explanation- For the purpose of chemical and other tests, representative samples from all

containers filled from the homogeneous bulk solution should be taken.

(6) In the case of parenteral and other sterile products filled aseptically, a “Batch Number” shall

be assigned to all containers filled from one homogeneous mix during one filling operation, the

filling operation being completed in a period of not more than a day and during which no
scheduled change in the filling assembly is made.

When containers are filled from one homogeneous mix in a number of filling operations, the

“Batch Number” assigned to the containers filled in individual filling operations shall be the

same “Batch Number” as is assigned to the homogeneous mix, provided the samples taken

from all the different filling operations pass the sterility tests, and are kept separate from one
another until the report of the sterility test is available.

Explanation- For the purpose of chemical and other tests, representative samples from all

containers filled from the homogeneous mix should be taken.

(7) In the case of medicinal gases produced by a continuous process of operation a week’s

production from one tank load shall be considered as Batch;

(vi)  Every drug manufactured in India shall bear on its label the number of the licence
under which the drug is manufactured, the figure representing the manufacturing
licence number being preceded by the words ‘Manufacturing Licence Number’ or
‘Mfg. Lic.No.” or ‘M.L.’

(vii)  Drugs specified in Schedule P and their preparations including combinations with
other drugs shall bear on their labels the date of manufacture and the date of expiry of
potency, and the period between the date of manufacture and the date of expiry shall
not exceed that laid down in the said Schedule under the conditions of storages
specified therein. Drugs and their preparations not included in Schedule P, shall
bear on their labels the date of their manufacture and also the date of their expiry
which shall not exceed sixty months from the date of manufacture:

Provided that this period may be extended by the Licensing Authority specified in
clause (b) of Rule 21 in respect of any specified drug if satisfactory evidence is produced by the
manufacturer to justify such an extension.

(viii) drugs specified in Schedule C(I) and their preparations including combinations in
other drugs shall bear on their labels (a) the date of manufacture, and (b) date of expiry
of potency fixed by the manufacturer

Provided that drugs in bulk form included in Schedule C(1) which are not ready for
use and not included in Schedule P need not bear on the label the date of expiry of potency].

Provided further that no reference shall be made to any other licence number granted
by any authority outside India on any label or container or in any covering in which the container
is packed or in any other matter or advertisement enclosed therewith.

(ix)  Every drugintended for distributionto the medical profession as a free sample
shall, while complying with the labelling provisions under clauses (i) to (viii), further
bear on the label of the container the words ‘Physician’s sample-Not to be sold’
which shall be overprinted.

()  If any preparation contains not lessthan 3 per cent by volume of alcohol the quantity of
alcohol shall be stated in terms of the average percentage by volume of absolute
alcohol in the finished products.

(xi) In addition to the other particulars which are required to be printed or written
under these rules, the label of innermost container of the following categories of
drugs and every other covering in which the container is packed shall beara
conspicuous red vertical line on the left side running throughout the body of the
label which should not be less than 1 mm in width and without disturbing the other
conditions printed on the lable under these rules, namely:-

Narcotic analgesics, hypnotics, sedatives, tranquillisers, corti-costeriods, hormones,

hypoglycemics, antimicrobials, antiepileptics, antidepressants, anticoagulants, anti-cancer
the above list:
Provided that the provisions of this clause shall not apply to -



(@)
(b)
(c)
(d)

(xii)

() ()
(if)

preparations intended for animal treatment;

preparations intended for external use;

Ophthalmic preparations and ear drops, and

Sterile preparations such as sutures, surgical dressings and preparations intended
for parenteral use.

Drugs and their preparations including combinations with other drugs imported into the

country shall also bear on the label, the license number under which the drug is

imported, preceded by the words “Import License” and the name and address of the

importer.

The particulars to be printed or written on the label of a mechanical

contraceptive shall be as specified in Schedule R.

The following particulars, in addition to those specified under sub-rule (1) shall be

either printed or written in indelible ink and shall appear in a conspicuous manner

on the label of the innermost container and on every other covering in which the

container of a contraceptive, other than a mechanical contraceptive, is packed,

namely-

(a) the date of manufacture;

(b) the date up to which the contraceptive is expected to retain its properties;

(c) the storage conditions necessary for preserving the properties of the
contraceptive up to the date indicated in sub-clause (b):

Provided that for oral contraceptives it shall be sufficient to display on the lable of

the container the date of manufacture only.
(3)(i) The particulars prescribed in sub-rule (1) shall be printed or written in indelible ink

(i)

either on the label borne by a container or vaccine lymph or on a label or wrapper
affixed to any package in which the container is issued for sale. The said particulars
shall be indelibly marked on the sealed container of surgical ligature or suture or
printed or written in indelible ink onthe label enclosed therein.

Nothing in these rules shall be deemed to require the labelling of any transparent
cover or of anywrapper, case or other covering used solely for the purpose of packing,
transport or delivery.

(4) Where by any provision of these rules any particulars are required to be displayed on
a label on the container such particulars may, instead of being displayed on a label, be
etched, painted or otherwise indelibly marked on the container:

Provided that, except where otherwise provided in these rules, the name of the

drug or any distinctive letters intended to refer to the drug shall not be etched, painted or
otherwise indelibly marked on any glass container other than ampoules.

Explanation - For the purpose of this rule, the date of expiry shall be in terms of

month and year and it shall mean that the drug is recommended till the last day of the
month. The date of expiry shall be preceded by the words ‘Expiry date’.

97. Labelling of medicines. (1) The container of a medicine for internal use shall

(@) ifit contains a substance specified in Schedule G, be labelled with the words
‘Caution: it is dangerous to take this preparation except under medical
supervision’ - conspicuously printed and surrounded by a line within which
there shall be no other words;

(b) ifitcontains asubstance specified in Schedule H belabelled with the symbol
Rx and conspicuously displayed on the lefttop corner of the label and be also
labelled with the following words:

‘Schedule H drug - Warning: To be sold by retail on the prescription of a
Registered Medical Practitioner only’;

(c) if it contains a substance specified in Schedule H and comes within the
purview of the *[Narcotic Drugs and Psychotropic Substances Act, 1985 (61
of 1985)] be labelled with the symbol NRx which shall be in red and
conspicuously displayed on the left top corner of the label, and be also labelled
with the following words:

‘Schedule H drug - Warning: To be sold by retail on the prescription of a
Registered Medical Practitioner only’;

(d) if it contains a substance specified in Schedule X, be labelled with the symbol

XRx which shall be in red conspicuously displayed on the left top corner of the



label, and be also labelled with the following words :-

‘Schedule X drug - Warning: To be sold by retail on the prescription of a Registered
Medical Practitioner only’.
(2) The container of an embrocation, liniment, lotion, ointment, antiseptic cream, liquid
antiseptic or other liquid medicine for external application shall be labelled with the words in
capital ‘For External use only’.
(3) The container of a medicine made up ready only for treatment of an animal shall be
labelled conspicuously with the words ‘Not for human use; for animal treatment only’ and
shall bear a symbol depicting the head of a domestic animal.
(3A) The container of a medicine for treatment of food producing animals shall be labeled
with the withdrawal period of the drug for the species on whichit is intended to be used:
Provided that if the specific withdrawal period has not been validated, the withdrawal period
shall not be less than seven days for eggs or milk, twenty eight days for meat from poultry and
mammals including fat and offal, five hundred degree days for fish meat.
Explanation:- For the purpose of this Rule, the withdrawal period is the period of interval
between the last administration of a veterinary medicine to animals under the normal conditions
of use and the production of food stuff from such animals to ensure that food stuffs do not
contain residues in quantities in excess of the maximum residue limits laid down.

(4) The container of a medicine prepared for treatment of human ailments shall if the
medicine contains industrial methylated spirit, indicate this fact on the label and be labelled
with the words:

“For External use only”

(5) Substances specified in Schedule X in bulk form shall bear a label wherein the symbol as
specified in sub-rule (1) shall be given conspicuously in red letters.

98to 101. Omitted

102. Non-Sterile Surgical Ligature and Suture. - Every container of, and wrapper
enclosing surgical ligature or suture other than a ligature or suture offered or intended to be
offered for sale as sterile, shall bear a label on which are printed or written in a conspicuous
manner in indelible red ink the words “Non sterile surgical ligature (suture) - notto be used
for operations upon the human body unless efficiently sterilized.”

103. (1)

(2) The name and address of the manufacturer shall be printed on the label of the container
of a patent or proprietary medicine.

(3) The true formula or list of the ingredients shall be printed or written in indelible ink on
the outer label of every package containing patent or proprietary medicine.

104. Use of letter I.P. etc. The letters ‘I.P.” and recognised abbreviations of pharmacopoeias
and official compendia of drugs standards prescribed under these rules shall be entered on
the label of the drug only for the purpose of indicating that the drugis in accordance with
standards set out in the Indian Pharmacopoeia or in any such pharmacopoeia or official
compendium of drug standards recognised under the Rules.

104-A. Prohibition against altering inscriptions on containers, labels or wrappers of
drug. -No person shall alter, obliterate or deface any inscription or mark made or recorded by
the manufacturer on the container, label or wrapper of any drug:

Provided that nothing in this rule shall apply to any alteration, any inscription or
mark made on the container, label, or wrapper of any drug at the instance or direction or with
the permission of the Licensing Authority.

105. Packing of drugs. (1) The pack sizes of drugs meant for retail sale shall be as
prescribed in Schedule P-1to these rules.

(2) The pack sizes of drugs not covered by the Schedule P-1 shall be as given below:
Unless specified otherwise in Schedule P-1,

(i) The pack sizes for Tablets/Capsules shall be- Where the number of Tablets (coated
or uncoated)/Capsules (hard or soft gelatine) is less than 10, such packing shall be
made by the integral number. For numbers above 10, the pack sizes of Tablets/
Capsules shall contain multiples of 5.

(i)  The pack sizes for liquid Oral preparations shall be 30 ml (paediatric only) 60 ml/
100 mlI/200 m1/450 ml.

(iii)  The pack sizes for Paediatric Oral Drops shall be 5 ml/I0 ml/15 ml.



(iv)  The pack sizes for Eye/Ear/Nasal drops shall be 3 ml/5 ml/10 ml.
(v)  The pack sizes for Eye Ointment shall be 3 gm/5 gm/10 gm.
Provided that the provisions of the pack sizes covered under this rule shall not apply to:-
1. Pack sizes or dosage forms not covered by the foregoing provisions of this rule.
The imported formulations in finished form.
Preparations intended for Veterinary use.
Preparations intended for Export.
Vitamins/Tonics/Cough Preparations/Antacids/Laxatives in Liquid Oral forms, Unit
dose (including applicaps).
6. Pack sizes of dosage forms meant for retail sale to Hospitals, Registered Medical
Practitioners, Nursing Homes.
7. Physician’s Samples.
8.  Pack sizes of Large Volume intravenous Fluids.

Provided also that pack sizes of any of the new drug as and when approved by the
Licensing Authority appointed under Rule 21 and if not covered under this rule, shall be examined
for the purpose of approval with specific justification by the said Licensing Authority.

Provided further that Oxytocin Injection meant for sale shall be in single unit blister
pack only.

105-A. Packing of drugs specified in Schedule X.-The drugs specified in Schedule X shall be
marketed in packings not exceeding-
(i) 100 unit doses in the case of tablets/capsules;
(i) 300 mlin the case of oral liquid preparation;
(iii) and 5 ml in the case of injections :
Provided that nothing in this rule shall apply to packing meant for use of a hospital or a
dispensary subject to the conditions that-
(i)  such supplies are made by the manufacturers or distributors direct to the hospitals
/ dispensaries; and
(i)  hospital packs shall not be supplied to a retail dealer or to a Registered Medical
Practitioner.
106. Diseases which a drug may not purport to prevent or cure.-(1) No drug may
purport or claim to prevent or cure or may convey to the intending user thereof any idea that
it may prevent or cure, one or more of the diseases or ailments specified in Schedule J.
(2)Nodrug may purport or claim to procure or assistto procure, or may conveyto the intending
user thereof any idea that it may procure or assistto procure, miscarriage in women.
Explanation.

a s~ N

PART IX-A
LABELLING AND PACKING OF HOMOEOPATHIC MEDICINES
106-A. Manner of labelling of Homoeopathic medicines.- (A) The following particulars
shall be either printed or written in indelible ink and shall appear in a conspicuous manner on
the label of the innermost container of any Homoeopathic medicine and on every other covering
in which the container is packed:-
(i) The words ‘Homoeopathic medicine’.
(i) Thename of the medicine
(a) For drugs included in the Homoeopathic Pharmacopoeia of India or the United
States of America or the United Kingdom, or the German Homoeopathic
Pharmacopoeia, the name specified in that Pharmacopoeia.
(b) For other drugs, the name descriptive of the true nature of the drug.
(i)  The potency of the Homoeopathic medicine-For this purpose the potency shall be
expressed either in decimal, centesimal or millisimal systems.

(iii-A) In case of Homoeopathic medicine containing two or more ingredients the name of
each ingredient together with its potency and proportion expressed in metric system
shall be stated on the label.

(iv)  Name and address of the manufacturer when sold in original containers of the
manufacturer. In case a Homoeopathic medicine is sold in a container other than that
of the manufacturer-the name and address of the seller.

Provided that where such medicines are imported, the name and address of the



importer shall also be mentioned on the label

(v)  Incase the Homoeopathic medicine contains alcohol, the alcohol content in percentage
by volume in terms of ethyl alcohol shall be stated on the label:

Provided that in case the total quantity of the pharmacopoeial Homoeopathic medicine in
the container is 30 millilitres or less, it will not be necessary to state the content of alcohol on the
label.

(B) In addition to the above particulars the label of a Homoeopathic mother tincture shall display
the following particulars:-

(i) adistinctive batch number, that is to say, the number by reference to which details
of manufacture of the particular batch from which the substance in the container is
taken are recorded and are available for inspection, the figures representing the
batch number being preceded by the words “Batch No.” or “Batch” or “Lot Number”
or “Lot No.” or “Lot” or any distinguishing prefix;

(i)  manufacturing licence number, the number being preceded by the words
“Manufacturing Licence Number” or “Mfg. Lic. No.” or “M.L.”.

Explanation.-This clause shall not apply to a Homoeopathic mother tincture manufactured
outside India.

(C) No Homoeopathic medicine containing a single ingredient shall bear a proprietary name
on its label.

106-B. Prohibition of quantity and percentage.-No Homoeopathic medicine containing
more than 12% alcohol v/v (Ethyl Alcohol) shall be packed and sold in packing or bottles of
more than 30 millilitres, except that it may be sold to hospitals/dispensaries in packings or
bottles of not more than 100 millilitres.

PART X
SPECIAL PROVISIONS RELATING TO BIOLOGICAL
AND OTHER SPECIAL PRODUCTS
107. Name of substance.-If any substance specified in Schedule C is advertised or sold as a proprietary
medicine or is contained in a medicine so advertised or sold, the proper name of the substance shall appear
on the label in the manner prescribed in this Part.
Explanation.-For the purpose of this rule the expression “proper name” means the proper name stated in
Schedule For if no such name is stated, the name descriptive of the true nature and origin of the substance:
Provided that in the case of veterinary biological product the expression “proper name” means the proper
name stated in Schedule F(I) or if no such name is stated, the name or synonym given in the current edition
for the time being of the [British Pharmacopoeia Veterinary], or, if no such name is stated either in
Schedule F(l) or the 3[British Pharmacopoeia Veterinary], the name descriptive of the true nature and
origin of the substance approved by the Licensing Authority.
108. Container.-(1) No substance specified in Schedule C shall be sold or offered for sale unless it has
been sealed in a previously sterilised container made of glass or any other suitable material approved for
the purpose by the Licensing Authority appointed under Rule 21, in such manner as may, in the opinion
of the Licensing Authority, suffice to preclude the access of bacteria :

Provided that it shall not be necessary to use a previously sterilised container if the filled and sealed
container is to be sterilised after the sealing and such sterilising procedure would render the products
sterile. However, the Licensing Authority may, for any special reasons, direct the licensee to pre-sterilise
such containers.

(2) When any such substance is issued in liquid form in containers which are sealed in such a manner that
portions of the contents can be withdrawn for use on different occasions, the liquid shall contain a
sufficient proportion of some antiseptic to prevent the growth of any organism which may be accidentally
introduced in the process of removing a portion of the contents of the container:

[Provided that nothing in this sub-rule shall apply to a penicillin suspension in oil and wax.
(3) The container shall comply with such further requirements, if any, as are specified in Schedule F [or
Schedule F(l) as the case may be,] in that behalf.
(4) The Licensing Authority mayin the case of any particular preparation of any such substance
dispense with any of the requirements of this Rule or of Schedule F or Schedule F(l) as the
case may be,] and may make such additional requirements, as having regard to the nature of the
preparation, they may deem necessary.
109. Labelling.- (1) The following particulars and such further particulars, if any, as are
specified in Schedule F or Schedule F(I), as the case may be, shall be printed or written in



indelible ink on the label of every vial, ampoule or other container of a substance specified in
Schedule C and on every other covering in which such vial, ampoule or container is packed :-

(@) Where adrug is imported, the number of licence under which it is imported, preceded
bythe words ‘Import Licence’:

Provided that no reference shall be made to any other import licence number granted
by any authority outside India on any label or container or in any covering in which
the container is packed or in any other matter of advertisement enclosed therein.

(b) Where a test for potency in units is required by these rules, a statement of the
potency in units defined in terms of relating to the standard preparation specified in
the case of vaccine lymph.

(c) Where a test for potency of maximum toxicity is required the date up to which the
substance if kept under suitable conditions may be expected to retain a potency not
less than that stated on the label of the container or not to acquire a toxicity greater
than that permitted by the test, asthe case may be. The date of expiry shall be in terms
of month and year and it shall mean that the drug is recommended for use till the last
day of the month. The date of expiry shall be preceded by the words ‘Expiry date’:

Provided that nothing in these rules shall be deemed to require the labelling of any
transparent cover or any wrapper, case or other covering used solely for the purpose of packing,
transport or delivery.

(2) The particulars prescribed in clause (a) of the preceding sub-rule shall be printed or written
in indelible ink either on the label borne by a container of vaccine lymph or on a label or wrapper
affixed to any package in which the container is issued for sale. The said particulars shall be
indelibly marked on the sealed container of surgical ligature or suture or printed or written in
indelible ink on a label enclosed therein.

(3) The following particulars, and such further particulars, if any, as are specified in Schedule
F or Schedule F(l), as the case may be, shall be printed or written in indelible ink either on the
label borne by the container of any substance specified in Schedule C or on a label or wrapper
affixed to any package in which any such container isissued for sale, namely-

(@ the date on which the manufacture of the particular batch from which the substance
in the container is taken was completed as defined in Schedule F or Schedule F(I) or
if there is no definition in Schedule F or F(1) as hereafter defined in this rule and in the
case of vaccine prepared from concentrates, the date of completion of the final products
and the bottling for issue .:

(b) where an antiseptic substance has been added, the nature and the percentage
proportion introduced;

(c) the precaution necessary for preserving the properties of the contents up to the date
indicated in clause (c) of sub-rule (1).

(4) For the purpose of clause (a) of sub-rule (3), the date on which the manufacture of a batch is
completed shall be-

(@ incaseswhere atest for potency or toxicity is required by these rules or not being so
required, is accepted by the Licensing Authority as sufficient for the purpose of
fixing the date of completion of manufacture, the date on which the substance was
removed from cold storage after having been kept ata temperature not exceeding
50C continuously for a period not exceeding two years from the time when the last
test was completed,;

(b) in cases where nosuch test is required or accepted-

(i) if the substance is a serum obtained from a living animal, the earliest date on
which any material contributing to the batch was removed from the animal ;

(ii) if the substance was obtained by the growth of organisms on artificial media, the
earliest date on which growth was terminated in any of the material contributing to the batch :

Provided that if a batch of the substance (including all material contributing to this batch)
has for a period of not more than three years been keptin cold storage at a temperature not
exceeding 5°C continuously from the earliest practicable date after that on which growth was
terminated in the material, asthe case may be, the date of removal from cold storage shall be
treated asthe date on which the manufacture of the batch is completed;

(c) inall other cases, the date on which the substance is filled in the container.



109-A. Labelling of Medical Devices.-The labelling of Medical Devices shall conform to the
Indian Standards Specifications laid down from time to time by the Bureau of Indian Standards
in addition to any other requirement prescribed under the said rules.

110. Prohibition of sale of substance after prescribed date.- No person shall sell, or
exhibit for sale any substance specified in Schedule C after the date recorded on the container,
label or wrapper asthe date up to which the substance may be expected to retain a potency not
less than, or not to acquire a toxicity greater than that required or permitted by the prescribed
test as the case may be.

110-A.

111. Standards.- Every substance specified in Schedules C and C(l) intended for sale shall
conform with the standards of strength, quality and purity specified in these Rules and in
Schedule or Schedule F (1), as the case may be, and the tests for determining such conformity
shall be applied to samples taken from the final product after every manufacturing process
has been completed.

112. Tests for strength and quality -The tests, if any, required for determining the strength
and quality of each of the substances specified in Schedules C and C(1) shall be those set out
in Schedule F or Schedule F(1) [or as specified, as the case may be.

113 k k%

114, -* * *

115. Application of tests for sterility.-The tests shall be applied -

(@  to samples taken from each batch of the substance before the operation of filling and
sealing the containers in which it is to be issued has commenced except preparations,
which after being sealed in the containers are to be sterilized by heat, in a manner
satisfactory to the Licensing Authority; and

(b) tothe contents of sample containers when ready for issue.
116. - ** *
117, - ***
118. - ***
119. (1) If at
this
examination
no growth of
micro-
organisms is
found in any
tube, the
sample may be
treated as

having passed
the test.

(2) If at the examination a growth of micro-organisms is visible, further samples may be
taken and the tests may be repeated on the further samples taken; but no container the contents
of which form part of the batch shall be issued until such further samples have passed the test.
The process of taking samples from the batch for a test may be repeated twice :

Provided that if the same organism is visible in more than one test the batch shall be
treated as not sterile and the material contained in the batch shall not be issued or used as part
of a further batch unless and until it has been resterilized and has passed the tests.

120. Notwithstanding anything contained in the last preceding Rule, in any case where-
(@ asubstance is required in an emergency by a registered medical practitioner, but the
licensee has no filled containers in stock, or
(b) asubstance which in the opinion of the Licensing Authorityis so unstable in solution
that the delay occasioned by the completing of the sterility test on filled containers
would render its issue in active form impossible, the licensee may issue the
substance from a batch which has already passed the tests for sterility and freedom
from abnormal toxicity, without completing the sterility test on the filled containers,
provided that he complies with the following conditions-
(i) the licensee shall before the issue take samples in the required proportions from
the containers into which the batch is filled, and after the required inoculation and



incubation shall examine the tubes every day for five days;
(i) if at any examination any growth is visible in any of the tubes, he shall immediately
notify the Licensing Authority;
(i) he shall keep available for inspection arecord of all issues made under this Rule
containing such particulars of the circumstances in which the issue is made as the
Licensing Authority may require.
121. Test for freedom from abnormal toxicity.-The tests for freedom from abnormal toxicity
shall be carried out as per the current edition of Indian Pharmacopoeia in the case of each batch
of the serum tested by the licensee or by an institution approved by the licensing authority for
the purpose of carrying out test onits behalf.
121-A. Test for pyrogens.- Solution of substances intended for parenteral administration in large
volumes (10 ml. or more at a time) shall be pyrogen-free and tested for pyrogens. If water or any other
aqueous solvent is supplied along with the substances for preparing such solutions, it shall
also be pyrogen-free and tested for pyrogens.
122. Substances specified in Schedule C(1).- The following provisions shall apply in the
case of a substance specified in Schedule C(l) :-
(&) The container shall comply with the requirements, if any, specified in Schedule
F or Schedule F(1) or as specified, asthe case may be.

(b)

(c) The substance shall conform to the standards of strength, quality and purity
specified in Schedule F or Schedule F(l)or as specified], as the case may be,
and the tests for determining the strength, quality and purity of the substance
shall be those specified in Schedule F or Schedule F(I)*or as specified, as the
case may be.

(d) The test for determining the strength, quality and purity of a substance specified
in Schedule F or Schedule F(l)or as specified], as the case may be shall be
applied to samples taken from the final product after each manufacturing process
has been completed.

()  The substance should be stored in a cool place and away from light

PART X-A IMPORT OR MANUFACTURE OFNEW DRUG FOR
CLINICAL TRIALSOR MARKETING

122-A. Application for permission to import new drug.-(1) (a) No new drug shall

be imported, except under, and in accordance with, the permission granted by the Licensing
Authority as defined in clause (b) of rule 21,

(b) An application for grant of permission to import anew drug shall be made in Form 44 to the
Licensing Authority, accompanied by a fee of fifty thousand rupees:

Provided further that where a subsequent application by the same applicant for that drug,
whether in modified dosage form or with new claims, is made, the fee to accompany such
application shall be fifteen thousand rupees.

Provided further that any application received after one year of the grant of approval for the
import and sale of new drug, shall be accompanied by a fee of fifteen thousand rupees and
such information and data as required by Appendix | or Appendix | A of Schedule Y, as the case
may be.

(2) The importer of a new drug when applying for permission under sub-rule (1), shall
submit data as given in Appendix | to Schedule Y including the results of local clinical trials
carried out in accordance with the guidelines specified in that Schedule and submit the report
of such clinical trials in the format given in Appendix Il to the said Schedule :

Provided that the requirement of submitting the results of local clinical trials may not be
necessary if the drug is of such a nature that the Licensing Authority may, in public interest
decide to grant such permission onthe basis of data available from other countries:

Provided further that the submission of requirements relating to Animal Toxicology,
Reproduction studies, Teratogenic studies, Perinatal studies, Mutagenicity and Carcinogenicity
may be modified or relaxed in case of new drugs approved and marketed for several years in



other countries if he is satisfied that there is adequate published evidence regarding the safety
of the drug, subject to the other provisions of these rules.

(3) The Licensing Authority, after being satisfied that the drug if permitted to be imported as
raw material (bulk drug substance) or as finished formulation shall be effective and safe for
use in the country, may issue an import permission in Forms 45 and/or Form 45 A, subject to
the conditions stated therein.

Provided that the Licensing Authority shall, where the data provided or generated on the drug
is inadequate, intimate the applicant in writing, and the conditions, which shall be satisfied
before permission, could be considered.

122-B. Application for approval to manufacture new drug (1) (a) No new drug shall be
manufactured for sale unless it is approved by the Licensing Authority as defined in clause (b)
of rule 21.

(b) An application for grant of approval to manufacture the new drug and its formulations shall
be made in Form 44 to the Licensing Authority as defined in clause (b) of rule 21 and shall be
accompanied by a fee of fifty thousand rupees.

Provided that where the application is for permission to import a newdrug (bulk drug substance)
and grant of approval to manufacture its formulation/s, the fee to accompany such application
shall be fifty thousand rupees only.

Provided further that where a subsequent application by the same applicant for that drug,
whether in modified dosage form or with new claims, is made, the fee to accompany such
subsequent application shall be fifteen thousand rupees.

Provided further also that any application received after one year of the grant of approval for
the manufacture for sale of the new drug, shall be accompanied by a fee of fifteen thousand
rupees and such information and data as required by Appendix | or Appendix | A of Schedule Y,
as the case may be.]

(2) The manufacturer of a new drug under sub-rule (1) when applying for approval to the
Licensing Authority mentioned in the said sub-rule, shall submit data as given in Appendix | to
Schedule Y including the results of clinical trials carried out in the country in accordance with
the guidelines specified in Schedule Y and submit the report of such clinical trials in the format
given in Appendix Il to the said Schedule.
(2A) The Licensing Authority as defined in clause (b) of rule 21 after being satisfied that the
drugif approved to be manufactured as raw material (bulk drug substance) or as finished
formulation shall be effective and safe for use in the country, shall issue approval in Form 46
and/or Form 46A, as the case may be, subject to the conditions stated therein.

Provided that the Licensing Authority shall, where the data provided or generated on
the drug is inadequate, intimate the applicant in writing, and the conditions, which shall be
satisfied before permission could be considered.

(3) When applying for approval to manufacture a new drug under sub-rule (1) or its preparations,
to the State Licensing Authority, an applicant shall produce along with his application, evidence
that the drug for the manufacture of which application is made has already been approved
in the name of the applicant] by the Licensing Authority mentioned in Rule 21:

Provided that the requirement of submitting the results of local clinical trials may not be
necessary if the drug is of such a nature that the Licensing Authority in Rule 21 may, in
public interest decide to grant such permission on the basis of data available from other countries:
Provided further that the submission of requirements relating to Animal Toxicology,
Reproduction studies, Teratogenic studies, Perinatal studies, Mutagenicity and Carcinogenicity
may be modified or relaxed in case of new drugs approved and marketed for several years in
other countries if he is satisfied that there is adequate published evidence regarding the safety
of the drug, subject to the other provisions of these rules.

122-C. ***

122-D. Permission to import or manufacture fixed dose combination.- (1) An application for
permission to import or manufacture fixed dose combination of two or more drugs as defined in
clause (c) Rule 122-E shall be made to the Licensing Authority as defined in clause (b) of Rule 21
in Form 44, accompanied by a fee of fifteen thousand rupees and shall be accompanied by
suchinformation and data as is required in Appendix VI of Schedule Y.



(2) The licensing Authority after being satisfied that the fixed dose combination, if approved to
be imported or manufactured as finished formulation shall be effective and safe for use in the
country, shall issue permission in Form 45 or Form 46, as the case may be, subject to the
conditions stated therein;

Provided that the Licensing Authority shall where the data provided or generated on the
fixed dose combination is inadequate, intimate the applicant in writing, and the conditions
which shall be satisfied before grant of approval/permission could be considered.
122-DA. Application for permission to conduct clinical trails for New Drug /
Investigational New Drugs.- (1) No clinical trial for a new drug, whether for clinical
investigation or any clinical experiment by any institution, shall be conducted except under,
and in accordance with, the permission, in writing, of the Licensing Authority defined in clause
(b) of Rule 21.

(2) An application for grant of permission to conduct.-

(@  human clinical trials (Phase-l) on a new drug shall be made to the Licensing Authority
in Form 44 accompanied by a fee of fifty thousand rupees and such information and
data asrequired under Schedule Y;

(b)  exploratory clinical trials (Phase-1l) on a new drug shall be made on the basis of
data emerging from Phase-| trial, accompanied by a fee of twenty-five thousand
rupees;

(c) confirmatory clinical trials (Phase —III) on a new drug shall be made on the basis of
the data emerging from Phase-1I and where necessary data emerging from Phase-

| also, and shall be accompanied by a fee of twenty-five thousand rupees;
Provided that no separate fee shall be required to be paid along with application for import/

manufacture of a new drugbased on successful completion of phases clinical trials by the applicant:

Provided further that no fee shall be required to be paid along with the application by Central
Government or State Government Institutes involved in clinical research for conducting trials
for academic or research purposes.

(3) The licensing Authority after being satisfied with the clinical trials, shall grant permission in
Form 45 or Form 45-A or Form 46 or Form 46-A, as the case may be, subject to the conditions
stated therein:

Provided that the Licensing Authority shall, where the data provided on the clinical trials is
inadequate, intimate the applicant in writing, within six months, from the date of such intimation
or such extended period, not exceeding a further period of six months, as the Licensing Authority
may, for reasons to be recorded in writing, permit, intimating the conditions which shall be
satisfied before permission could be considered.

Explanation:- For the purpose of these rules Investigational New Drugs means a new chemical
entity or a product having therapeutic indication but which have never been earlier tested on
human beings.
122-DAA. Definition of Clinical trial. — For the purpose of this Part, “Clinical trial”
means a systematic study of new drug(s) in human subject(s) to generate data for discovering
and/or verifying the clinical pharmacological (including pharmacodynaic and pharmacokinetic)
and/or adverse effects with the objective of determining safety and/or efficacy of the new
drug.
122-DAB- Compensation in case of injury or death during clinical trial.-

(1) Inthe case of an injury occurring to the clinical trial subject, he or she shall be given
free medical managementaslong as required.

(2) In case, the injury occurring to the trial subject is related to the clinical trial, such
subject shall also be entitled for financial compensation as per order of the Licensing
Authority defined under clause (b) of Rule 21, and the financial compensation will be
over and above any expensesincurred onthe medical management of the subject.

(3) In the case of clinical trial related death of the subject, his / her nominee(s) would be
entitled for financial compensation, as per the order of the Licensing Authority defined
under clause (b) of Rule 21 and the financial compensation will be over and above any
expensesincurred on the medical management of such subject.

(4) Theexpenses on medical management and financial compensation in the case of clinical
trial injury or death of the trial subject shall be borne bythe sponsor of the clinical trial.

(5) Anyinjury or death of the subject occurring in clinical trial due to following reasons
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shall be considered as clinical trial related injury or death and the subject or his/her
nominees(s), asthe case may be, are entitled for financial compensation for such
injury or death:
(a) Adverse effect of investigational product(s);
(b) Violation of the approved protocol, scientific misconduct or negligence by
the sponsor or his representative or the investigator;
(c) Failure of investigational product to provide intended therapeutic effect;
(d) Use of placebo in a placebo-controlled trial;
(e) Adverse effects dueto concomitant medication excluding standard care,
necessitated as part of approved protocol;
(f) Forinjuryto achild in-utero because of the participation of parent in clinical
trail;
(g) Any clinical trial proceduresinvolved in the study.
The sponsor, whether a pharmaceutical company or an institution shall give an
undertaking along with the application for clinical trail permission to the Licensing
Authority defined in clause (b)of Rule 21, to provide compensation in the case of
clinical trial related injury or death for which subjects are entitled to compensation.
In case, the sponsor fails to provide medical management for the injury to the subject
and / or financial compensation to the trial subject for clinical trial related injury or
financial compensation to the subject’s nominee(s) in case of clinical trial related death
of the subject, the Licensing Authority may after giving an opportunity to show cause
why such an order should not be passed, by an order in writing, stating the reasons
thereof, suspend or cancel the clinical trial and / or restrict Sponsor including his
representative(s) to conduct any further clinical trials in the country or take any other
action deemed fit under the rules.

122 DAC. (1) Permission to conduct clinical trial:- The Licensing Authority as defined in
clause (b) of Rule 21, on being satisfied that the data submitted along with the application in
support of the proposed clinical trial is adequate in all respects, issue permission for conduct
of clinical trial, subject to the following conditions, namely:-

(a)

(b)
(c)

(d)

()

@

(h)

Clinical trial shall be conducted in compliance with the approved protocols,
requirements of Schedule Y annexed to these rules, Good Clinical Practice Guidelines
for conduct of clinical trials in India and other applicable regulations;

Approval of the Ethics Committee shall be obtained before initiation of the study;
Clinical trial shall be registered at Clinical Trials Registry of India before enrolling
the first patient for the study;

Annual status report of each clinical trial, as to whether it is ongoing, completed or
terminated, shall be submitted to the Licensing Authority and in case of termination
of any clinical trial the detailed reasons for the same shall be communicated to the
said Licensing Authority;

Any report of serious adverse event occurring during clinical trial to the subject, after
due analysis, shall be forwarded within ten days of its occurrence as per Appendix XI
and in compliance with the procedures prescribed in Schedule Y;

In case of an injury or death during the clinical trial to the subject of the clinical trial
the applicant shall provide complete medical management and compensation in the
case of trial related injury or death in accordance with Rule 122 DAB and the
procedures prescribed under Schedule Y, and the details of compensation provided in
such cases shall be intimated to the Licensing Authority within thirty days of the receipt
of the order of the said authority;

The premises of Sponsor including their employees, subsidiaries and branches, their
agents, contractors and sub-contractors and clinical trial sites shall be opento
inspection by the officers authorized by the Central Drugs Standard Control
Organization, who may be accompanied by an officer of the State Drug Control
Authority concerned, to verify compliance to the requirements of Schedule Y, Good
Clinical Practices guidelines for conduct of clinical trials in India and other applicable
regulations;

The Sponsor including their employees, subsidiaries and branches, their agents,
contractors and sub-contractors and clinical trial sites and the investigator shall allow
officers authorized by the Central Drug Standard Control Organization, who may be
accompanied by an officer of the State Drug Control Authority concerned, to enter
with or without prior notice, any premises of sponsor including their employees,
subsidiaries and branches, their agents, contractors and sub-contractors and clinical
trial sites to inspect, search and seize any record, data, document, books, investigational



drugs etc. related to clinical trials and provide adequate replies to any queries raised

by the inspecting authority in relation to the conduct of clinical trial;

(2) Notwithstanding the conditions specified in sub-Rule (1), the Licensing Authority, on
being satisfied that the data submitted along with the application in support of the
proposed clinical trial is adequate in all respect, may also impose such additional
conditions for issuance of permission in respect of specific clinical trials, if considered
necessary, regarding the objective, design, subject population, subject eligibility,
assessments, conduct and treatment of such clinical trial.

(3) If any Sponsor including their employees, subsidiaries and branches, their agents,
contractors and sub-contractors, Investigators conducting clinical trial and clinical
trial sites fail to comply with any of the above conditions, the Licensing Authority,
may, after giving an opportunity to show cause why such an order should not be passed,
by an order in writing stating the reasons thereof,-

(a) Issue warning letter giving details of deficiency found during the inspection, which
might affect the right or well-being of the clinical trial subject or the validity of
the study conducted at that site;

(b) Recommend that study may be rejected or discontinued;

(c) Suspend or cancel the clinical trial permission;

(d) Debar the Investigator(s), Sponsor including their employees, subsidiaries and
branches, their agents, contractors and sub-contractors to conduct any clinical trial in
future.

The Sponsor including their employees, subsidiaries and branches, their agents, contractors
and sub-contractors and clinical trial Investigators, againstwhom action as mentioned in sub-
Rule (3) has been taken by the Licensing Authority, may, within ninety days of the receipt of
the copy of the order of the Licensing Authority prefer an appeal to the Central Government,
and the Central Government may, after giving such appellant an opportunity of being heard,
confirm, reverse or modify such order.

122-DB. Suspension or cancellation of Permission/Approval.- If the importer or
manufacturer under this Part fails to comply with any of the conditions of the permissions or
approval, the Licensing Authority may, after giving an opportunity to show cause why such an

order should not be passed, by an order in writing stating the reasons therefore, suspended or
cancel it.

122-DC. Appeal.- Any person aggrieved by an order passed by the Licensing Authority under
this Part, may within sixty days from the date of such order, appeal to the Central Government,
and the Central Government may, after such enquiryinto the matter asis considered necessary,
pass such order in relation thereto asit thinks fit.

122 DD. Registration of Ethics Committee:-

(1) No Ethics Committee shall review and accord its approval to a clinical trial protocol
without prior registration with the Licensing Authority as defined in clause (b) of Rule
21: Provided that any Ethics Committee, existing on the date of commencement of the
Drugs and Cosmetics (Third Amendment) Rules, 2013, who has already reviewed and
accorded approval to clinical trial protocol, shall obtain registration within a period of
forty-five days from the date of commencement of Drugs and Cosmetics (Third
Amendment) Rules, 2013.

(2) An application for registration of Ethics Committee shall be made to the Licensing
Authority in accordance with the requirements as specified in the Appendix VIII of
Schedule.

(3) The Licensing Authority after being satisfied that the requirements have been complied
with, may grant registration to the Ethics Committee subject to such conditions as may
be stated therein.

(4) The Ethics Committee shall review and accord its approval to a clinical trial and also
carry ongoing review of the trial at appropriate intervals, as specified in Schedule Y, and
the Good Clinical Practice Guidelines for Clinical Trials in India and other applicable
regulatory requirements for safeguarding the rights, safety and well-being of the trial
subjects.

(5) In the case of any serious adverse event occurring to the clinical trial subjects during
the clinical trial, the Ethics Committee shall analyze and forward its opinion as per
procedure specified under APPENDIX XII of Schedule Y.

(6) The Ethics Committee shall allow inspectors or officials authorized by the Central
Drugs Standard Control Organization to enter its premises to inspect any record, data
or any document related to clinical trial and provide adequate replies to any query
raised by such inspectors or officials, as the case may be in relation to the conduct of



clinicaltrial.

(7) The registration, unlessit is suspended or cancelled, shall be valid for a period of
three years from the date of issue:
Provided that if the application for reregistrtion is received by the Licensing Authority
within three months before the expiry, the registration shall continue to be in force until
orders are passed by the said authority:
Provided further that the Licensing Authority shall be informed in writing in case of
any change in the membership or the constitution of the Ethics Committee takes place.

(8) If the Licensing Authority is not satisfied, he shall reject the application and shall

inform the applicant of the reasons for such rejection and the conditions which must
be satisfied before the registration can be granted.

(9) If the Ethics Committee fails to comply with any of the conditions of registration, the
Licensing Authority may, after giving an opportunity to show cause why such an order
should not be passed, by an order in writing stating the reasons therefor, suspend or
cancel the registration of the Ethics Committee for such period as considered necessary.

(10) The Ethics Committee whose registration has been suspended or cancelled by the

Licensing Authority, may, within ninety days of the receipt of the copy of the order,
prefer an appeal to the Central Government and the Central Government may after
giving an opportunity of being heard, confirm, reverse or modify such order.
Explanation:- For the purpose of this Rule an Ethics Committee is a committee comprising of
medical, scientific, non-medical and nonscientific members, whose responsibility is to ensure the
protection of the rights, safety and will-being of human subjects involved in a clinical trial and it
shall be responsible for reviewing and approving the protocol, the suitability of the investigators,
facilities, methods and adequacy of information to be used for obtaining and documenting informed
consent of the study subjects and adequacy of confidentiality safeguards.
122-E. Definition of new drug- For the purpose of this part, new drug shall mean and include-
(@ Adrug, asdefinedinthe Actincluding bulk drug substance which has not been used in
the country to any significant extent under the conditions prescribed, recommended or
suggested in the labelling thereof and has not been recognised as effective and
safe by the licensing authority under rule 21 for the proposed claims:
Provided that the limited use, if any, has been with the permission of the licensing
authority.

(b) A drug already approved by the Licensing Authority mentioned in Rule 21 for certain
claims, which is now proposed to be marketed with modified or new claims, namely,
indications, dosage, dosage form (including sustained release dosage form) and
route of administration.

(c) A fixed dose combination of two or more drugs, individually approved earlier for
certain claims, which are now proposed to be combined for the first time in a fixed
ratio, or if the ratio of ingredients in an already marketed combination is proposed
to be changed, with certain claims, viz., indications, dosage, dosage form (including
sustained release dosage form) and route of administration. (See items (b) and (c)
of Appendix VI to Schedule Y)

Explanation.-For the purpose of this rule-
()  all vaccines and Recombinant DNA (r-DNA) derived drugs shall be new drugs unless
certified otherwise by the Licensing Authority under Rule 21;]

(ii) anew drug shall continue to be considered as new drug for a period of four years
from the date of its first approval or its inclusionin the Indian Pharmacopoeia
whichever is earlier.

PART X-B

REQUIREMENTS FOR THE COLLECTION, STORAGE, PROCESSING AND

DISTRIBUTION OF WHOLE HUMAN BLOOD, HUMAN BLOOD COMPONENTS

BY BLOOD BANKS AND MANUFACTURE OFBLOOD PRODUCTSAND COL-
LECTION, PROCESSING, TESTING, STORAGE, BANKING AND RELEASE OF
UMBILICAL CORDBLOOD STEM CELLS
122-EA. Definitions : (1) In this Part and in the Forms contained in Schedule A and in Part XII-B
and Part Xl C and Part XIID of Schedule F, unless there is anything repugnant in the subject or
context.-

() “apheresis” means the process by which blood drawn from the donor, after separating
plasma or platelets or leucocytes, is transfused simuleteneously into the said donor;

(b) *“autologous blood” means the blood drawn from the patient for re-transfusion into
himself later on;



() “blood” means and includes whole human blood, drawn from a donor and mixed with
an anti-coagulant;

(d) “blood bank” means a place or organisation or unit or institution or other
arrangements made by such organisation, unit or institution for carrying out all or
any of the operations for collection, apheresis, storage, processing and distribution
of blood drawn from donors and/or for preparation, storage and distribution of blood
components;

(e) “blood component” means a drug prepared, obtained, derived or separated from a
unit of blood drawn from a donor;

() “blood product” means a drug manufactured or obtained from pooled plasma of
blood by fractionation, drawn from a donor;

(fa)  “cord blood bank” means a place or organization or unit for carrying out and
responsible for operations of collection, processing, testing, banking, selection
and release of cord blood units;

(g) “donor” means a person who voluntarily donates blood after he has been declared
fit after a medical examination, for donating blood, on fulfilling the criteria given
source, but does notinclude a professional or a paid donor;

Explanation - For the purposes of this clause, benefits or incentives like pins, plaques, badges,
medals, commendation certificates, time-off from work, membership of blood assurance
programme, gifts of little or intrinsic monetary value shall not be construed as consideration.

(h)  “leucapheresis” means the process by which the blood drawn from a donor, after
leucocytes concentrates have been separated, is re-transfused simultaneously into
the said donor;

(i) “plasmapheresis” means the process by which the blood drawn from a donor, after
plasma has been separated, is re-transfused during the same sitting into the said
donor;

() “plateletpheresis” means the process by which the blood drawn from a donor, after
platelets concentrates have been separated, is re-transfused simultaneously into
the said donor;

(k)  “professional donor” means a person who donates blood for a valuable consideration,
in cash or kind, from any source, on behalf of the recipient - patient and includes a
paid donor or a commercial donor;

() “replacement donor” means adonor who is a familyfriend or a relative of the patient
-recipient]

(m) ‘umbilical cord blood’ is the whole blood including Hematopoietic Progenitor Cells
collected from placental and or Umbilical cord blood vessels after the umbilical
cord have been clamped.

122-F. Form of application for licence for operation of Blood Bank/ processing of
whole human blood for components/manufacture of blood products for sale or
distribution collection, processing, testing, storage, banking and release of umbilical
cord blood stem cells.- (1) Application for the grant and/or renewal of licence for the
operation of a Blood Bank/processing of human blood for components/manufacture of blood
products collection, processing, testing, storage, banking and release of umbilical cord blood
stem cells] shall be made to the Licensing Authority appointed under Part VII in Form 27-C
or Form 27-E or Form 27-F, as the case may be, and shall be accompanied by licence fee of
rupees six thousand and an inspection fee of rupees one thousand and five hundred for every
inspection thereof or for the purpose of renewal of licence:

Provided that if the applicant applies for renewal of licence after its expiry but within six
months of such expiry the fee payable for the renewal of the licence “[shall be rupees six thousand
and inspection fee of rupees one thousand and five hundred plus an additional fee at rate of
rupees one thousand per month or a part thereof in addition to the inspection fee:

Provided further that a licensee holding a license in Form 28-C, Form 28-E or Form 28-

F as the case may be, for operation of Blood Bank/ processing of whole human blood for

components / manufacture of blood products / collection, processing testing storage, banking
and release of umbilical cord blood stem cells shall apply for grant of license under sub Rule
(1) before the expiry of the said license in Form 27-C, Form 27-E or Form 27-F as the case
may be and he shall continue to operate the same till the orders on his application are



communicated to him.
(2) A fee of rupees one thousand] shall be paid for a duplicate copy of a licence issued under
this rule, if the original is defaced, damaged or lost.
(3) Application by a licensee to manufacture additional drugs listed in the application shall be
accompanied by a fee of ‘[rupees three hundred] for each drug listed in the application.
(4) On receipt of the application for the grant or renewal of such licence, the Licensing
Authority shall,-

(i) verifythe statements made in the application form;

(i)  cause the manufacturing and testing establishment to be inspected in accordance
with the provision of Rule 122-I;

(i)  and in case the application is for renewal of licence, call for informations of past
performance of the licensee.

(5) If the Licensing Authority is satisfied that the applicant is in a position to fulfil the
requirements laid down in the rules, he shall prepare a report to that effect and forward it
alongwith the application and the licence (in triplicate) to be granted or renewed, duly
completed] to the Central Licence Approving Authority:

Provided that if the Licensing Authority is of the opinion that the applicantis not in a position
to fulfil the requirements laid down in these rules, he may, by order, for reasons to be recorded
in writing, refuse to grant or renew the licence, as the case may be.

(6) If, on receipt of the application and the report of the Licensing Authority referred to in sub-
rule [(5)]” and after taking such measures including inspection of the premises, by the Inspector,
appointed by the Central Government under Section 21 of the Act, and/or along with the Expert
in the field concerned if deemed necessary, the Central Licence Approving Authority, is
satisfied that the applicant is in a position to fulfil the requirements laid down in these rules,
he may grant or renew the licence, as the case may be :

Provided that if the Central Licence Approving Authority is of the opinion that the applicant
is not in a position to fulfil the requirements laid down in these rules he may, notwithstanding
the report of the Licensing Authority, by order, for reasons to be recorded in writing, reject the
application for grant or renewal of licence, as the case may be, and shall supply the applicant
with a copy of the inspection report.

122-G. Form of licence for the operation of a Blood Bank/processing of whole huma
blood for components and manufacture of Blood products and collection, processing,
testing, storage, banking and release of umbilical cord blood stem cells and the
conditions for the grant or renewal of such licence.- [1] A licence for the operation of a
Blood Bank or for processing whole human blood for components and manufacture of blood
products shall be issued in [Form 28-C or Form 28-E or [Form 28-F or Form 26-G or Form
26-1 or Form 26-J, as the case may be, before a license in Form 28-C or Form 28-E or Form
28-F or Form 26-G or Form 26-1 or Form 26-J], asthe case may be,] is granted or renewed the
following conditions shall be complied with by the applicant :-

0] The operation of the Blood Bank and/or processing of whole human blood for
components shall be conducted under the active direction and personal supervision
of competent technical staff consisting of at least one person who is whole-time
employee and who is a Medical Officer, and possessing -

(a) Post-graduate degree in Medicine-MD (Pathology/Transfusion Medicine); or

(b) Degree in Medicine (M.B.B.S.) with Diploma in Pathology or Transfusion Medicine
having adequate knowledge in blood group serology, blood group methodology
and medical principles involved in the procurement of blood and/or preparation
of its components; or

(c) Degree in Medicine (M.B.B.S.) having experience in Blood Bank for one year
during regular service and also has adequate knowledge and experience in blood
group serology, blood group methodology and medical principles involved in
the procurement of blood and/or preparation of its components, the degree or
diploma being from a University recognised by the Central Government

Explanation - For the purposes of this condition, the experience in Blood Bank for one
year shall not apply in the case of persons who are approved by the Licensing Authority and/or



Central Licence Approving Authority prior to the commencement of the Drugs and Cosmetics
(Amendment ) Rules, 1999.
(i)  The applicant shall provide adequate space, plant and equipment for any or all the
operations of blood collection or blood processing. The space, plant and equipment
required for various operations is given in Schedule ‘F’, Part XII-B and/or XII-C
or Part XIID.
(iii)  The applicant shall provide and maintain adequate technical staff as specified in
Schedule ‘F’, Part X1I-B and/or XII-C or Part XIID.
(iv)  Theapplicant shall provide adequate arrangements for storage of whole human blood,
human blood components and blood products.

(v)  The applicant shall furnish to the Licensing Authority, if required to do so, data on
the stability of whole human blood, its components or blood products which are
likely to deteriorate, for fixing the date of expiry which shall be printed on the
labels of such products on the basis of the data so furnished.

(2) Application for grant or renewal of a licence for operation of Blood Bank or processing of
human blood components shall be made by the Blood Bank run by the Government, Indian
Red Cross Society, hospital, charitable trust or voluntary organization approved by a State/
Union Territory Blood Transfusion Council only.

Explanation.— For the purpose of this sub-rule, “renewal” shall include renewal of any licence
issued prior to the commencement of the Drugs and Cosmetics (........ Amendment) Rules,
2005.

122-H. Duration of licence.- An original licence in Form 28-C or Form 28-E or Form
28-F or a renewed licence in Form 26-G or Form 26-1] [or Form 26-J] unless sooner
suspended or cancelled shall be [valid for a period of five years on and from the date on
which] it is granted or renewed.

122-I. Inspection before grant or renewal of licence for operation of Blood Bank,
processing of whole human blood for components and manufacture of blood products.
-Before a licence in Form 28-C or Form 28-E [or Form 28-F is granted or renewal of
licence in Form 26-G or Form 26-1 or Form 26-J is made, as the case may be,] the Licensing
Authority or the Central Licence Approving Authority, as the case may be, shall cause the
establishment in which Blood Bank is proposed to be operated/whole human blood for
components is processed [/] blood products are manufactured to be inspected by one or
more Inspectors, appointed under the Act and/or along with the Expert in the field concerned.
The Inspector or Inspectors shall examine all portions of the premises and appliances/
equipments and inspect the process of manufacture intended to be employed or being employed
along with the means to be employed or being employed for operation of blood bank/processing
of whole human blood for components/manufacture of blood products together with their
[testing] facilities and also enquire into the professional qualification of the expert staff and
other technical staff to be employed.

122-J. Report by Inspector- The Inspector or Inspectors shall forward a detailed descriptive
report giving his findings on each aspect of inspection along with his recommendation in
accordance with the provisions of Rule 122-| to the Licensing Authority or to the Central
Licence Approving Authority.

122-K. Further application after rejection.- If within a period of six months from the
rejection of application for a licence the applicant informs the Licensing Authority that the
conditions laid down have been satisfied and deposits an inspection fee of fees of rupees
two hundred and fifty] the Licensing Authority may, if after causing further inspection to be
made is satisfied that the conditions for the grant or renewal of a licence have been complied
with, shall grant or renew the licence in Form 28C or Form 28E or Form 28-F;

Provided that in the case of a drug notified by the Central Government under rule 68 A, the
application, together with the inspection report and the Form of licence (in triplicate to be
granted or renewed), duly completed shall be sent, to the Central Licence Approving Authority,
who may approve the same and return it to the Licensing Authority for issue of the licence.
122-L. Delegation of powers by the Central Licence Approving Authority.- The Central
Licence Approving Authority may, with the approval of the Central Government, by notification
delegate his powers of signing licences and any other power under rules to persons under his
control having same qualifications as prescribed for Controlling Authority under Rule 50-A,



for such areas and for such periods as may be specified.
122-M. Provision for appeal to the State Government by a party whose licence has not
been granted or renewed.- Any person who is aggrieved by the order passed by the Licensing
Authority or Central Licence Approving Authority, as the case may be, may within thirty days
from the date of receipt of such order, appeal to the State Government or Central Government,
as the case may be, after such enquiry, into the matter as it considers necessary and after
giving the said person an opportunity for representing his view in the matter may pass such
order in relation thereto as it thinks fit.
122-N. Additional information to be furnished by an applicant for licenceor by a
licensee to the Licensing Authority. -The applicant for the grant of licence or any person
granted a licence under the Part shall, on demand furnish to the Licensing Authority, before
the grant of the licence or during the period the licence is in force, as the case may be,
documentary evidence in respect of the ownership or occupation, rental or other basis of the
premises, specified in the application for licence or in the licence granted, constitution of
the firm or any other relevant matter, which may be required for the purpose of verifying the
correctness of the statement made by the applicant or the licensee, while applying for or after
obtaining the licence, as the case may be.
122-0. Cancellation and suspension of licences.- (1) The Licensing Authority or Central
Licence Approving Authority may for such licences granted or renewed by him after giving
the licensee an opportunity to show cause why such an order should not be passed by an order
in writing stating the reason thereof, cancel a licence issued under this part or suspend it for
such period as he thinks fit, either wholly or in respect of some of the substances to which it
relates [or direct the licensee to stop collection, storage, processing, manufacture and
distribution of the said substances and [thereupon order the destruction of substances and]
stocks thereof in the presence of an Inspector], if in his opinion, the licensee has failed to
comply with any of the conditions of the licence or with any provision of the Act or Rules
thereunder.

(2) A licensee whose licence has been suspended or cancelled may, within three months of

the date of the orderunder sub-rule (1) prefer an appeal against that order to the State

Government or Central Government, which shall decide the same.

122-P. Conditions of licence. - A licence in Form 28-C, Form 28-E, Form 28-F, Form

26-G, Form 26-I, or Form 26-J shall be subject to the special conditions set outin Schedule F,

Part XIl B and Part XIIC, Part XIID, as the case may be, which relate to the substance in

respect of which the licence is granted or renewed and to the following general conditions,

namely:-

(i) (&) The licensee shall provide and maintain adequate staff, plant and premises for the
proper operation of a Blood Bank for processing whole human blood, its components
and/or manufacture of blood products.

(b)  The licensee shall maintain staff, premises and equipment as specified in Rule 122-
G. The licensee shall maintain necessary records and registers as specified in
Schedule F, Parts XII-B and XII-C.

(c) The licensee shall test in his own laboratory whole human blood, its components
and blood products and [maintain records and] registers in respect of such tests as
specified in Schedule F, Parts X1I-B and XII-C or Part XII D. The records and
registers shall be maintained for a period of five years from the date of manufacture.

(d) Thelicensee shall maintain/preserve reference “[sample and] supply to the Inspector
the reference sample of the whole human blood collected by him in an adequate
quantityto conduct all the prescribed tests. The licensee shall supply to the Inspector
the reference sample for the purpose of testing.

(ii) The licensee shall allow an Inspector appointed under the Act to enter, with or

without prior notice, any premises where the activities of the Blood Bank are
being carried out for the processing of Whole Human Blood and/or Blood Products,
to inspect the premises and plant and the process of manufacture and the means
employed for standardising and testing the substance.

(i) The licensee shall allow an Inspector appointed under the Act to inspect all
registers and records maintained under these rules and to take samples of the



(iv)

v)

(vi)

(vii)

manufactured product and shall supply to the Inspector such information as he
may require for the purpose of ascertaining whether the provisions of the Act
and rules thereunder have been observed.

The licensee shall from time to time report to the Licensing Authority any changes
in the expert staff responsible for the operation of a Blood Bank/ processing of
whole human blood for components and/or manufacture of blood products and
any material alterations in the premises or plant used for that purpose which
have been made since the date of last inspection made on behalf of the Licensing
Authority before the grant of the licence.

The licensee shall on request furnish to the Licensing Authority, or Central
Licence Approving Authority or to such Authority as the Licensing Authority,
or the Central Licence Approving Authority may direct,from any batch unit of
drug as the Licensing Authority or Central Licence Approving Authority may
from time to time specify, sample of such quantityas may be considered adequate
by such Authority for any examination and , if so required, also furnish full
protocols of the test which have been applied.

If the Licensing Authority or the Central Licence Approving Authority so directs,
the licensee shall not sell or offer for sale any batch /unit in respect of which a
sample is ,or protocols are furnished under the last preceeding sub paragraph
until a certificate authorising the sales of batch/unit has been issued to him by
or on behalf of the Licensing Authority , or the Central Licence Approving
Authority.

The licensee shall on being informed by the Licensing Authority or the
Controlling Authority that any part of any batch/unit of the substance has been
found by the Licensing Authority or the Central Licence Approving Authority
not to conform with the standards of strength, quality or purity specified in
these Rules and on being directed so to do, withdraw, from sales and so far as
may in the particular circumstances of the case be practicable recall all issues
already made from that batch /unit.

(viii) No drug manufactured under the licence shall be sold unless the precautions

®)

x)

necessary for preserving its properties have been observed throughout the period
after manufacture.Further no batch/unit manufactured under this licence shall
be supplied /distributed to any person without prescription of a Registered
Medical Practitioner.

The licensee shall comply with the provisions of the Act and of these Rules and
with such further requirements,if any, as may be specified in any Rules
subsequently made under Chapter IV of the Act,provided that where such further
requirements are specified in the Rules,these would come in force four months
after publication in the Official Gazette.

The licensee shall maintain an Inspection Book in Form -35 to enable an Inspector
to record his impressions and defects noticed.

(X)) The licensee shall destroy the stocks of batch/unit which does not comply with

standard tests in such a way that it would not spread any disease/infection by
way of proper disinfection method.

[(xii)) All bio-medical waste shall be treated, disposed off or destroyed as per the

provisions of The Bio-Medical Wastes (Management and Handling) Rules, 1996.

(xiii) The licensee shall neither collect blood from any professional donor or paid

donor nor shall he prepare blood components and/or manufacture blood products
from the blood drawn from such a donor.



PART XI
EXEMPTIONS
123. The drugs specified in Schedule K shall be exempted from the provisions of Chapter IV
of the Act and the Rules made thereunder to the extent and subject to the conditions specified
in that Schedule.

PART XII
STANDARDS
[124. Standards of drugs.- (1) For drugsincluded in the Indian Pharmacopoeia:

(@ The standards for identity, purity and strength shall be those as may be specified in
the edition of the Indian Pharmacopoeia for the time being in force.

(b) In case the standards for identity, purity and strength for drugs are not specified in
the edition of the Indian Pharmacopoeia for the time being in force but are specified in
the edition of the Indian Pharmacopoeia immediately preceding, the standards for
identity, purity and strength shall be those occurring in such immediately preceding
edition of the Indian Pharmacopoeia.

(2) For other drugs:

(@  The standards for identity, purity and strength shall be those as may be specified in
the edition of the official pharmacopoeia, for the time being in force, of any country to
which the drug claimsto comply with.

(b) In case the standards for identity, purity and strength for drugs are not specified in
the edition of such official pharmacopoeia, for the time being in force, but are specified
in the edition immediately preceding, the standards for identity, purity and strength
shall be those occurring in such immediately preceding edition of such official
pharmacopoeia to which the drug claims to comply with.

(c) For drugs for which standards are not included in the edition of the official
pharmacopoeia, for the time being in force, of any country or in its edition
immediately preceding, but included in the official compendia of drugs standards,
namely: The British Pharmaceutical Codex or the National Formulary of the United
States, for the time being in force, to which the drug claims to comply with.

124-A. Standards for veterinary drugs.- For drugs intended for veterinary use, the standards
shall be those given in the current edition for the time beingin force of the British
Pharmacopoeia Veterinary.

124-B. Standards for patent or proprietary medicines.- The standards for patent or
proprietary medicines shall be those laid down in Schedule V and such medicines shall also
comply with the standards laid down in the Second Schedule to the Act.

124-C. Standards for Surgical Dressings.-The standards for Surgical Dressings shall be
such as are laid down in Schedule F(l1).

124-D. Standards for Sterilised Umbilical tapes.-The standards for Sterilised Umbilical
tapes shall be as laid down in Schedule F(lII).

125. Standards for substances (other than food) intended to affect the structure or
any function of human body-Contraceptives.-(1) The standards for mechanical
contraceptives shall be such as are laid down in Schedule R.

(2) The standards which other contraceptives will have to comply with shall be in
conformity with the formulae approved as safe and efficacious by the Central Government.
Such formula shall be displayed onthe label of every container of such contraceptive.
125-A. Standards for Medical Devices.-The standards for the Medical Devices shall be such
asare laid down in Schedule R-1.

126. Standards for substances intended to be used for the destruction of vermin or insects
which cause diseasein human beings or animals.

[ * % *1]

Disinfectants. The standards for disinfectants shall be such asare laid down in Schedule O.
126-A. Standards for ophthalmic preparations [including Homoeopoathic ophthalmic
preparations.- The standards for ophthalmic preparations shall be those laid down in Schedule
FF, and such preparations shall also comply with the standards set out in the Second Schedule
to the Act.

127. List of colours permitted to be used in drugs.-(1) No drug shall contain a colour other
than that specified below:



(1) Natural Colours
Annatto
Carotene
Chlorophyll
Cochineal
Curcumin
Red Oxide of iron

Yellow Oxide of iron

Titanium Oxide

Black Oxide ofiron

Titanium dioxide coated mica pearlescent pigments

(2) Artificial Colours

Caramel
Riboflavin
(3) Coal Tar Colours

Common name of the

Colour Index

Chemical Name

colour Number
1 2 3

GREEN

Quinazarine Green SS 61565 1,4-bis (p-Toluino) - anthraquinone.

Alizarin Cyanine GreenF 61570 Disodium salt of 1, 4-bis (O-sulfo-p-toluino)
anthraquinone.

[Fast Green FCF 42053 Disodium salt of 4-{[4-(N-ethyl-p-
sulfobenzylamino)-phenyl-]-4 hydroxy-2- su
[foniumphenyl-methylene}[1-N-ethyl-N-p-
sulfobenzyl-1-D2,5- cyclohexadienimine]

[* * * ]

YELLOW

Tartrazine 19140 Trisodium salt of 3-carboxy-5 hydroxy-1-p-
sulfophenyl-4-p-sulfophenyl-azopyrazole.

Sunset Yellow FCF 15985 Disodium salt of 1-p-sulfophenyl-azo-2-naphthol-
6-sulfonic acid.

Quinoline Yellow WS 47005 Disodium salt of disulfonic acid of 12-(2-quinolyl)-
1, 3-indandione.

RED

[* * % ]

Erythrosine 45430 Disodium salt of 9-0 -carbhoxyph-enyl 6-hydroxy
2,4,5, 7-tetraiodo-3 - isoxanthone.

Eosin YS or Eosine G 45380 Disodium salt of 2,4,5, 7 Tetrabrome-9-p-
carboxyphenyl-6-hydroxy-3-isoxanth one.

Toney Red or Sudan Il 26100 1-p-phenylazophenylazo-2-naphthol.

Ponceau 4 R 16255 Trisodium salt of 1-(4-sulpho-1-1-napthylazo)-2
naphthol-6; 8-disulphonic acid.

Carmoisine 14720 Disodium salt of 2-(4-sulphol-1-napthylazo)-1-

naphthol-4-sulphonic acid.




1 2 3

[* * *]

BLUE

Indigo Carmine 73015 Disodium salt of indigotin-5: 5'-disulphonic
acid.

[Brilliant Blue FCF 42090 Disodium salt of 4-{[4-N-ethyl-p-
sulphobenzylamino-pheny-(2 -
sulphoniumpheny)-methylene]-1-N-ethyl-N-p-
sulphobenzyl)- -D 2, 5-cylohexa-dienomine.]

[* * *]

ORANGE

Orange G 16230 Disodium salt of 1-phenylazo-2-naphthol-6, 8-
disulphonic acid.

BROWN

Resorcin Brown 20170 Monosodium salt of 4-p-sulfophenylazo-2-(2,4-
xylozo)-1, 3-resorcinol.

BLACK

Naphthol Blue-Black 20470 Disodium salt of 8-amino-7-p-nitrophenylazo-2-
phenylazo-naphtho 1-3, 6- disulfonic acid.

(4) Lakes

Thealuminium or calcium salts (lakes) of any of the water-soluble colours listed above.

[Provided that disinfectants may also contain colours specified under Schedule Q, which

are non-staining.]

(2) The label on the container of adrug containing a permitted colour shall indicate the common
name of the colour.]

[128. The following rules are hereby repealed except asrespects thing done or omitted to be
done under those rules :-]

Andhra Pradesh Drugs Rules, 1945
Assam Drugs Rules, 1945

Bihar Drugs Rules, 1945

East Punjab Drugs Rules, 1945
C.P.& Berar Drugs Rules, 1945
Madras Drugs Rules, 1945

Orissa Drugs Rules, 1945

Rajasthan Drugs Rules, 1953
Saurashtra Drugs Rules, 1953
Travancore-Cochin Drugs Rules, 1953
United Provinces Drugs Rules, 1945
West Bengal Drugs Rules, 1946
Mysore Drugs Rules, 1954

[PART XIII
[IMPORT AND REGISTRATION OFCOSMETICS]
129. Registration of cosmetic products imported into the country.- No cosmetic shall be
imported into India unless the product is registered under the rules by the licensing authority
appointed bythe Central Government under rule 21 or by any person to whom such powers may
be delegated under rule 22.



129A. Form and manner of application for Registration Certificate.- (1) An application
for issue of a Registration Certificate for cosmetics intended to be imported into India shall
be made in Form 42 either by the manufacturer himself or by his authorised agent or importer
in India or by the subsidiary in India authorised by the manufacturer and shall be accompanied
by a fee of two hundred and fifty US dollars or its equivalent to Indian rupees for each brand of
cosmetic. The application shall be accompanied by a treasury challan as specified in sub-rule
(3) along with the information and undertaking as specified in Schedule D (I1I) duly signed by
or on behalf of the manufacturer or by his authorised agent or importer in India or by the
subsidiary in India authorised by the manufacturer.

(2) An authorisation by the manufacturer to his agent in India shall be duly authenticated either
in India before a First Class Magistrate or in the country of origin before such an equivalent
authority.

(3) The fees shall be paid through a challan in the designated branches of Bank of Baroda either
in US dollars or in equivilent Indian rupees under Head of Account “0210-MEDICAL AND
PUBLIC HEALTH, 04 PUBLIC HEALTH, 104-FEES AND FINES” and the original copy of the
treasury challan shall be submitted alongwith the application for product registration.

Provided that in the case of any direct payment of fees by a manufacturer in the country of origin,
the fees shall be paid through Electronic Clearance System (ECS) from any bank in the country of
origin to the Bank of Baroda, Kasturba Gandhi Marg, New Delhi, through the Electronic Code of
the bank in the Head of Account “0210-MEDICAL AND PUBLIC HEALTH, 04 PUBLIC HEALTH,
104-FEES AND FINES” and the original receipt of the said transfer shall be treated as an equivalent
to the bank challan subject to the approval by the Bank of Baroda that they have received the
payment.

(4) The applicant shall be liable for the payment of testing fees directly to a testing laboratory
approved by the Central Government, as may be, required for examination, tests and analysis of
cosmetics.

(5) A fee of one hundred US dollars or its equivalent shall be paid for a duplicate copy of the
Registration Certificate, if the original is defaced, damaged or lost.

129B. Registration Certificate for the import of cosmetics manufactured by one manufacturer.-
A single application may be made and a single Registration Certificate in Form 43 may be issued
in respect of import of one or more than one cosmetics manufactured by the same manufacturer:
Provided that the cosmetics are manufactured at one factory or more than one factory functioning
conjointlyas a single manufacturing unit.

129 C. Grant of Registration Certificate.- (1) On receipt of an application for Registration
Certificate in the form and manner specified in rule 129A, the licensing authority shall, if satisfied,
issue a Registration Certificate in form 43 subject to the conditions of the registration certificates
in form 43:

Provided that if the application is complete in all respects and information specified in Schedule
D Il isin order, the licensing authority shall, within six months from the date of receipt of an
application, issue such Registration Certificate, and in exceptional circumstances and for reasons
to be recorded in writing, the Registration Certificate may be issued within such extended period,
not exceeding three months, asthe licensing authority may deem fit.

(2) If the applicant does not receive the Registration Certificate within the period as specified
above, he may appeal to the Central Government and the Central Government may after such
enquiry into the matter, as it considers necessary, may pass such orders in relation thereto as it
thinks fit.

129D. Duration of Registration Certificate.- A Registration Certificate, unless it is sooner
suspended or cancelled, shall be valid for a period of three years from the date of its issue:
Provided that if application for a fresh Registration Certificate is made within six months before
the expiry of the said certificate, the existing Registration Certificate shall be deemed to continue
to remain in force until orders are passed on the application.

129E. Suspension and cancellation of Registration Certificate.- If the manufacturer fails to
comply with any of the conditions of the Registration Certificate, the licensing authority may
after giving him an opportunity to show cause why such an order should not be passed, by an



order in writing, stating the reasons therefor, suspend or cancel the Registration Certificate for
such period as it thinks fit either wholly or in respect of some of the cosmetics to which it relates:
Provided that a person who is aggrieved by the order passed by the licensing authority under
this rule may, within thirty days of the receipt of the order, appeal to the Central Government and
the Central Government may after such enquiry into the matter as it considers necessary and after
giving the said appellant an opportunity of being heard pass orders as it thinks fit.

129F. Prohibition of import of certain cosmetic.- No cosmetic, the manufacture, sale or distribution
of which is prohibited in the county of origin, shall be imported under the same name or under any
other name except for the purpose of examination, testor analysis.

129G. Standard for imported cosmetics.- No cosmetic shall be imported unless it complies with
the specifications prescribed under Schedule S and Schedule Q or any other standards of quality
and safety, applicable to it, and other provisions under the rules. In case the cosmetic is not
included under Schedule S, it shall meet with specifications under the rules and standards
applicable to it in the country of origin.

129H. Labeling and Packing of Cosmetics.- No cosmetic shall be imported unless it is packed
and labeled in conformity with the rules in Parts XV. Further the label of imported cosmetics shall
bear registration certificate number of the product and the name and address of the registration
certificate holder for marketing the said product in India].

130. Documents to be supplied to the Collector of Customs.- Before any cosmetics are imported,
adeclaration signed by or on behalf of the manufacturer or by or on behalf of the importer that
the cosmetics comply with the provisions of Chapter Ill of the Act, and the rules made thereunder,
shall be supplied to the Collector of Customs.

131. Procedure for theimport of cosmetics.- (1) If the officer appointed at the post of entry by
the Central Government has reason to believe that any cosmetic contravenes any of the
provisions of the Act or the rules made thereunder he may take sample of the cosmetic from the
consignment for inspection. If on examination of the sample defects are noticed the officer shall
advice the Collector of Customs for further action to be taken.

If the suspected contravention of the provisions of the Act or the rules is such as may have

to be determined by test, the officer shall send the sample to the laboratory established for the
purpose for performing such tests. The consignment of the said cosmetic shall be detained till
such time that the test report on such sample is received from the Director of the said laboratory
or any other officer of the laboratory empowered by him in this behalf with the approval of the
Central Government :
Provided that if the importer gives an undertaking in writing not to dispose of the cosmetic
without the consent of the Collector of Customs and to return the consignment or such portion
thereof as may be required, the Collector of Customs shall make over the consignment to the
importer.

(2) If the importer who has given an undertaking under the proviso to sub-rule (1) is required
by the Collector of Customs to return the consignment or portion thereof, he shall return the
consignment or portion thereof within ten days of receipt of the notice.

Further Procedure onreceipt of the report of analysis -

(3) If the Director of the laboratory established for the purpose by the Central Government or
any other officer of the laboratory empowered by him in this behalf with the approval of the
Central Government, reports to the Collector of Customs or to the officer mentioned in
sub-rule (1) above that the sample of any cosmetic in a consignment contravenes the provisions
of Chapter Il of the Act or the Rules made thereunder and that the contravention is such that it
cannot be remedied by the importer, the Collector of Customs shall communicate the report
forthwith to the importer who shall within two months of receiving such a communication either
send back all the cosmetic of that description in the consignment to the country in which it was
manufactured or to the country from which it was imported or hand it overto the Central
Governmentwhich shall cause it to be destroyed :

Provided that the importer may within thirty days of receipt of the report make a representation
against the report to the Collector of Customs who shall forward the representation with a fresh



sample of the cosmetic to the Drugs Controller, India, who after obtaining, if necessary, the
report of the Director of the Central Drugs Laboratory shall pass orders thereon which shall be
final.

(4) If the Drugs Controller or any other officer empowered by him in this behalf with the
approval of Central Government reports to the Collector of Customs after inspection of the
sample of cosmetic and if necessary, after obtaining a test report thereon that the sample of the
said cosmetic contravenes in any respect the provisions of Chapter Il of the Act or the rules
made thereunder but that the contravention is such that it can be remedied by the importer, the
Collector of Customs shall communicate the report forthwith to the importer and permit him to
import the cosmetic on his giving an undertaking in writing not to dispose of the cosmetic
without the permission of the officer authorised in this behalf by the Central Government.

132. Exemption of cosmetics. -Cosmetics as may be specified in Schedule D shall be exempted
from the provisions of Chapter Ill of the Act and the rules made thereunder to the extent and
subject to the conditions specified in that Schedule.
133. Import through points of entry.- No cosmetic shall be imported into India except through
the points of entry specified in Rule 43-A.
134. Cosmetic to contain Dyes, Colours and Pigments.- No Cosmetic shall contain Dyes,
Colours and Pigments other than those specified by the Bureau of Indian Standards (IS : 4707
Part | asamended) and Schedule Q.
The permitted Synthetic Organic Colours and Natural Organic Colours used in the Cosmetic
shall not contain more than :-
() 2 parts per million of Arsenic calculated as Arsenic Trioxide.
(i) 20 parts per million of lead calculated as lead.
(i) 100 parts per million of Heavy Metals other than lead calculated asthe total of the
respective metals.

134-A. Prohibition of import of cosmetic containing hexachlorophene.- No cosmetic
containing hexachlorophene shall be imported.
135. Import of cosmetics containing lead or arsenic compound prohibited.- No cosmetic shall
be imported in which alead or arsenic compound has been used for purposes of colouring.
135-A. Import of cosmetics containing mercury compounds prohibited.- No cosmetic shall be
imported which contains mercury compounds.

136. Import of cosmetics for personal use.-Small quantities of cosmetics the import of which is
otherwise prohibited under Section 10 of the Act, may be imported for personal use subject to
the following conditions:-
() Thecosmeticsshall form part of a passenger’s baggage and shall be the property of,
and be intended for, the bonafide use of the passenger; and
(i)  The cosmetics shall be declared to the Customs authorities if they so direct.

PART XIV MANUFACTURE OFCOSMETIC
FORSALE
ORFORDISTRIBUTION

137. Manufacture on more than one set of premises.- If cosmetics are manufactured on more
than one premises, a separate application for each such premises shall be made and a separate
licence obtained for each such premises.
138. Application for licence to manufacture cosmetics [for sale or for distribution]- [(1)
Application for grant or renewal of *[licence to manufacture cosmetics for sale or for distribution]
[shall be made up to ten items of each category of cosmetics categorised in Schedule M-1I to
the Licensing Authority appointed by the State Government for the purpose of this part
(hereinafter in this Part referred to as Licensing Authority) in Form 31 and shall be accompanied
by alicence fee of rupees two thousand and five hundred and an inspection fee of rupees one
thousand for every inspection thereof or for the purpose of renewal of licence.

[* * -k]

(2) If a person applies for the renewal of licence after expiry but within six months of such
expiry, the fee payable for the renewal of such licence shall be [rupees two thousand and five



hundred plus an additional fee at the rate of rupees four hundred per month or part thereof in
addition to an inspection fee of rupees one thousand.

[* * * ]

(3) Application by a licensee to manufacture additional items of cosmetics shall be
accompanied by a fee of [rupees one hundred for each item subject to a maximum of rupees
three thousand for each application.

[* * *]

[(4) A fee of " [rupees two hundred and fifty] shall be paid for duplicate copy of a licence
issued under sub-rule (1), if the original is defaced, damaged or lost.

138-A. Application for loan licence to manufacture cosmetics.-(1) Application for grant or
renewal of aloan licence for the manufacture for sale of cosmetics [shall be made up to ten items
of each category of cosmetics categorised in Schedule M-Il in Form 31-A to the Licensing
Authority and shall be accompanied by a licence fee of rupees two thousand and five hundred
and an inspection fee of rupees one thousand for every inspection thereof.

Explanation.- For the purpose of this rule a ‘loan licence’ means a licence which a Licensing
Authority may issue to an applicant who does not have his own arrangements for manufacture
but who intends to avail himself of the manufacturing facilities owned by a licensee in Form 32.
(2) If a person applies for the renewal of a loan licence after its expiry but within six months of
such expiry, the fee payable for the renewal of such a licence shall be ¥[rupees two thousand and
five hundred plus an additional fee at the rate of rupees four hundred for each month or part
thereof.

(3) The Licensing Authority shall, before the grant of a loan licence, satisfy himself that the
manufacturing unit has adequate equipment, staff, capacity for manufacture and facilities to
undertake the manufacture on behalf of the applicant for a loan licence.

(4) The loan licence shall be granted by the Licensing Authority to only such applicants who
propose to avail of the facilities of manufacture of cosmetics in the premises of a manufacturer
located in the same State where the applicant is located. In case the manufacture of cosmetics
involves any special process of manufacture or use of equipments which are not available in the
State where the applicant is located, the Licensing Authority, after consulting the Licensing
Authority where the manufacturing unitislocated, may grant the loan licence.

(5) Subject to the provisions of sub-rule (2), application for manufacture of additional items on
a loan licence shall be accompanied by a fee of [rupees one hundred for each item subject to a
maximum of rupees three thousand per application].

(6) A fee of rupees two hundred and fifty] shall be paid for a duplicate copy of a licence issued
under sub-rule (1) if the original is defaced, damaged or lost.

139. Condition for the grant or renewal of alicence in Form 32.-Beforea licence in Form 32
is granted or renewed, the following conditions shall be complied with bythe applicant: (1)The
manufacture shall be conducted under the direction and personal supervision of a
competent technical staff consisting of at least one person who is a whole-time employee and
who possesses any one of the following qualifications-

(@  holds aDiploma in Pharmacy approved by the Pharmacy Council of India under the
PharmacyAct, 1948 (8 of 1948), or
(b) isregistered under the Pharmacy Act, 1948 (8 of 1948), or
(c) has passed the Intermediate Examination with Chemistry as one of the subjects or an
examination recognised by the Licensing Authority as equivalentto it.
[* * *]
@ r = *]
(@ The factory premises shall comply with the requirements and conditions specified in
Schedule M-I1.]
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(5) The applicant shall either-
() provide and maintain adequate staff, premises and laboratory equipment for testing
the cosmetic manufactured, and the raw materials used in the manufacture, or
(i)  make arrangements with some institution approved by the Licensing Authority*°[under

Part XVI(A) of these Rules] for such tests to be regularly carried out in this behalf by

the institution.
139-A. Form of licence to manufacture cosmetics for sale [or for distribution.- A licence to
manufacture cosmetics for sale [or for distribution] against application in Form 31, shall be
granted in Form 32.
139-AA. Inspection before grant or renewal of licence.- Before a licence under this Part is
granted or renewed in Form 32, Form 32-Aor Form 33, the Licensing Authority shall cause the
establishment, in which the manufacture is proposed to be conducted or being conducted, to be
inspected by one or more Inspectors appointed under the Act. The Inspector or Inspectors shall
examine all portions of the premises, plant and appliances and also inspect the process of
manufacture intended to be employed or being employed along with the means to be employed
or being employed for standardising and testing the substances to be manufactured and inquire
into the professional qualifications of the technical staff to be employed. He shall also examine
and verify the statements made in the application in regard to their correctness, and the capability
of the applicant to comply with the requirements of competent technical staff, manufacturing
plants, testing equipments and the requirements of plant and equipment as laid down in Schedule
M-11 read with the requirements of maintenance of records aslaid down in Schedule U-I.
139-AB. Report by Inspector.-The Inspector or Inspectors shall forward a detailed descriptive
report giving his or their findings on each aspect of inspection along with his or their
recommendations after completion of his or their inspection to the Licensing Authority.
139-AC. Grant or refusal of licence.- (1) If the Licensing Authority after such further enquiry,
if any, as he may consider necessary is satisfied that the requirements of the rules under the Act
have been complied with and that the conditions of the licence and the rules under the Act shall
be observed, he shall grant or renew a licence in Form 32, Form 32-A or Form 33.

(2) If the Licensing Authority is not so satisfied, he shall reject the application and shall
inform the applicant of the reasons for such rejection and of the conditions which must be
satisfied before a licence can be granted or renewed and shall supply the applicant with a copy
of inspection report.
139-AD. Further application after rejection-1f within a period of six months from the rejection
of an application for a licence, the applicant informs the Licensing Authority that the conditions
laid down have been fulfilled and deposits an inspection [fees of rupees two hundred and fifty],
the Licensing Authority may, if, after causing further inspection to be made, he is satisfied that
the conditions for the grant of licence have been complied with, issue a licence in Form 32, Form
32-Aor Form 33.
139-AE. Appeal to the State Government- Any person who is aggrieved by the order passed by
the Licensing Authority refusing to grant or renew a licence under this Part may within ninety
days from the date of receipt of such order, appeal to the State Government and the State
Government may, after such enquiryinto the matter as is considered necessary and after giving
the said person an opportunity for representing the case, pass such order asit thinks fit.]
139-B. Form of loan licence to manufacture cosmetics for sale or for distribution.- A loan
licence to manufacture cosmetics for sale [or for distribution] against application in Form 31- A
shall be granted in Form 32-A.

140. Duration of licence.- An original licence or a renewed licence shall unless sooner suspended
or cancelled be valid for a period of five years on and from the date on which it is granted or
renewed:

Provided that if the application for renewal of a licence in force is made before its expiry or

if the application is made within six months of its expiry, after payment of additional fee, the
licence shall continue to be in force until orders are passed on the application and the licence
shall be deemed to have expired, if application for its renewal is not made within six months of its
expiry.



141. Certificate of renewal.-The certificate of renewal of a licence in Form 32 shall be issued in
Form 33.

141-A. Certificate of renewal of loan licence.- The certificate of renewal of a Licence in Form
32-A shallbeissued in Form 33-A.

141-AA. Duration of a loan licence.-An original loan licence in Form 32-A or arenewed loan
licence in Form 33-A, unless sooner suspended or cancelled, shall be [valid for a period of five
years on and from the date on which] it is granted or renewed:

Provided that if the application for the renewal of a licence is made before its expiry, or if the
application is made within six months of its expiry after payment of the additional fee, the licence
shall continue to be in force until orders are passed on the application. The licence shall be
deemed to have expired if the application for its renewal is not made within six months of its
expiry.

142. Conditions of licence.-A licence in Form 32 shall be subject to the conditions stated therein

and to the following other conditions, namely-
(@  The licensee shall provide and maintain staff, premises and equipment as specified in
Rules 139.
(b)  Thelicensee shall complywith the provisions of the Act and the rules made thereunder
and with such further requirements, if any, as may be specified in anyrules to be made
hereafter under Chapter IV of the Act.

(b-1)  The licensee shall keep records of the details of each batch of cosmetic manufactured
by him and of raw materials used therein as per particulars specified in Schedule U(I)
and such records shall be retained for a period of three years.

(c) The licensee shall test each batch or lot of the raw materials used by him for the
manufacture of the cosmetics and also each batch of the final product and shall
maintain records or registers showing the particulars in respect of such tests. The
records or registers shall be retained for a period of three years from the date of
manufacture.

(d) The licensee shall allow an [Inspector appointed under the Act] to enter with or
without prior notice any premises where the manufacture of a substance in respect of
which the licence is issued is carried on, to inspect the premises and to take samples
of the manufactured products under a receipt.

(e)  The licensee shall allow an Inspector to inspect all registers and records maintained
under these rules and shall supply to the Inspector such information as he may
require for the purpose of ascertaining whether the provisions of the Act and the
rules made thereunder have been complied.

(/)  Thelicensee shall maintain an Inspection Book [in Form 35] to enable an Inspector to
record his impression and the defects noticed:

Provided that clauses (b- 1) and (c) shall not apply to the manufacture of soap and the
procedure for testing of raw materials and the records to be maintained by a manufacturer of
soap shall be such as are approved bythe “Licensing Authority”.

142-A. Additional information to be furnished by an applicant for licence or a licensee to the
licensing authority.- The applicant for the grant of a licence or any person granted a licence
under this Part shall, on demand, furnish to the Licensing Authority, before the grant of the
licence or during the period the licence is in force, as the case may be, documentary evidence in
respect of the ownership or occupation on rental or other basis of the premises, specified in the
application for licence or in the licence granted, constitution of the firm, or any other relevant
matter, which may be required for the purpose of verifying the correctness of the statements
made by the applicant or the licensee, while applying for or after obtaining the licence as the
case may be.

142-B. Conditions of licencein Form 32-A-

(@ A licence in Form 32-A shall be deemed to be cancelled or suspended, if the licence
owned by the licensee, in Form 32, whose manufacturing facilities, is cancelled or
suspended, as the case may be, under these rules.

(b)  The licensee shall comply with the provisions of the Act and these rules and with



such further requirements, if any, as may be specified from time to time in Chapter IV
of the Act, provided that where such further requirements are specified in the rules,
these would come into force four months after publication in the Official Gazette.

(b-1) The licensee shall keep records of the details of each batch of cosmetic manufactured by
him and of raw materials used therein as per particulars specified in Schedule U(I)
and such records shall be retained for a period of three years.

(c) The licensee shall test each batch or lot of the raw materials used by him for the
manufacture of the cosmetics and also each batch of the final product and shall
maintain records or registers showing the particulars in respect of such tests. The
records or registers shall be retained for a period of three years from the date of
manufacture.

(d) The licensee shall allowan Inspector appointed under the Act to enter with or without
prior notice any premises where the manufacture of a substance in respect of which
the licence is issued is carried on, to inspect the premises and to take samples of the
manufactured products under areceipt.

(e)  The licensee shall allow an Inspector to inspect all registers and records maintained
under these rules and shall supply to the Inspector such information as he may
require for the purpose of ascertaining whether the provisions of the Act and the
rules made thereunder have been complied.

()  Thelicensee shall maintain an Inspection Book in Form 35 to enable an Inspector to
record his impressions and the defects noticed.

143. Cancellation and suspension of licence- (1) The Licensing Authority may, after giving the
licensee an opportunity to show cause why such an order should not be passed, by an order in
writing stating the reasons therefor, cancel a licence issued under this Part or suspend it for
such period as he thinks fit, either wholly or in respect of some of the substances to which it
relates, if in his opinion, the licensee has failed to comply with any of the conditions of the
licence or with any provisions of the Act or the rules made thereunder.

(2) A licensee whose licence has been suspended or cancelled may appeal within a period of

three months from the date of the order to the State Government which shall, after considering
the appeal, pass orders, and such orders shall be final.
144. Prohibition of manufacture of Cosmetics containing colours other than those
prescribed.- No Cosmetic shall be manufactured which contains Dyes, Colours and Pigments
other than the one specified by the Bureau of Indian Standards (IS : 4707 Part | as amended) and
Schedule Q.

The permitted Synthetic Organic colours and Natural Organic Colours used in the Cosmetic
shall not contain more than:-

() 2 parts per million of Arsenic calculated as Arsenic Trioxide.

(i) 20 parts per million of lead calculated as lead.

(i) 100 parts per million of Heavy Metals other than lead calculated as the total of the
respective metals.

144-A. Prohibition of manufacture of cosmetic containing hexachlorophene.- No cosmetic
containing hexachlorophene shall be manufactured:

Provided that in the case of soaps hexachlorophene may be used in concentrations not

exceeding one per cent weight by weight:

Provided further that the following cautionary note shall be printed and shall appear in a
conspicuous manner on the wrapper of package of each soap, namely. “Contains
hexachlorophene - not to be used on babies”.

145. Use of Lead and Arsenic compounds for the purpose of colouring cosmetics prohibited.-
The use of Lead and Arsenic compounds for the purpose of colouring cosmetics is prohibited.
145-A. Form of intimation for purposes of taking samples of cosmetics.-Where an Inspector
takes a sample of a cosmetic for the purpose of test or analysis, he shall intimate such purpose
in writing in Form 17 to the person from whom he takesit.

145-AA. - Form of receipt of samples of Cosmetics where fair price tendered is refused.-
Where the fair price, for the samples of Cosmetics taken for the purpose of test or analysis,



tendered under sub-section (1) of Section 23 has been refused, the Insepctor shall tender a
receipt therefor to the person from whom the said samples have been taken as specified in Form
17-A.

145-B. Form of receipt for seized cosmetics.-A receipt by an Inspector for the stock of any
cosmetics seized under clause (c) of sub-section (1) of Section 22 of the Act, shall be in Form 16.
145-BA. Manner of certifying copies of seized documents.-The Drugs Inspector shall return
the documents, seized by him under clause (cc), or produced before him under clause (cca), of
sub-section (1) of Section 22 of the Act, within a period of twenty days of the date of such
seizure or production, to the person from whom they were seized or, as the case may be, the
person who produced them, after copies thereof or extracts therefrom have been signed by the
concerned Drugs Inspector and the person from whom they were seized, or, as the case may be,
who produced such records.]

145-C. Form of order not to dispose of stocks of cosmetics.- An order in writing by an
Inspector under clause (c) of sub-section (1) of Section 22 of the Act requiring a person notto
dispose of any stock of cosmetics in his possession shall be in Form 15.

145-D. Prohibition of manufacture of cosmetic containing mercury compounds.-No cosmetic
containing mercury compounds shall be manufactured.]

PART XV
[LABELLING, PACKINGAND STANDARDS OFCOSMETICS
146. Prohibition of sale or distribution.-Subject to the other provisions of these rules, no
person shall sell or distribute any cosmetic unless the cosmetic, if of Indian origin, is manufactured
by alicensed manufacturer and labelled and packed in accordance with these rules.

147. Exemption of cosmetics not manufactured for consumption or sale in India from the
provisions of this Part.- Labels on packages or containers of cosmetics not manufactured for
consumption or sale in India shall be adapted to meet the specific requirements, if any, of the
consignee:

Provided that where a cosmetic is required bythe consignee to be not labelled with the name
and address of the manufacturer, the labels on packages or containers shall bear a code number
asapproved by the Licensing Authority mentioned in Rule 21.

148. Manner of labelling.-Subject to other provisions of the rules, a cosmetic shall carry-(1) on
both the inner and outer labels:
(@ the name of the cosmetics,
(b) the name of the manufacturer and complete address of the premises of the
manufacturer where the cosmetic has been manufactured.
cc) usebefore............... month and year)

Provided that if the cosmetic is contained in a very small size container where the
address of the manufacturer cannot be given, the name of the manufacturer and his principal
place of manufacture shall be alongwith pincode.

(2) on the outer label-
A declaration of the net contents expressed in terms of weight for solids, fluid measure
for liquids, weight for semi-solids, combined with numerical count if the content is sub-divided:
Provided that this statement need not appear in case of a package of perfume, toilet
water or the like, the net content of which does not exceed 60 ml or any package of solid or semi-
solid cosmetic the net content of which does not exceed 30 grams.
(3)on the inner label ; where a hazard exists: (a) Adequate direction for safe use, (b) Anywarning,
caution or special direction required to be observed by the consumer, (c) A statement of the
names and quantities of the ingredients that are hazardous or poisonous.
(4) A distinctive batch number, that is to say, the number by reference to which details of
manufacture of the particular batch from which the substance in the container is taken are
recorded and are available for inspection, the figures representing the batch number being
preceded by the letter “B”:

Provided that this clause shall not apply to any cosmetic containing 10 grams or less
if the cosmetic is in solid or semi-solid state, and 25 millilitres or less if the cosmeticis in a liquid
state:



Provided further that in the case of soaps, instead of the batch number, the month
and year of manufacture of soap shall be given on the label.
(5)Manufacturing licence number, the number being preceded bythe letter ‘M’
(6)Where apackage ofacosmetic has only one label such label shall contain all the information
required to be shown on both the inner and the outer labels, under these rules.
(7) The list of ingredients, presentin concentration of more than one percent shall be listed in
the descending order of weight or volume at the time they are added, followed by those in
concentration of less than or equal to one percent, in any order, and preceded by the words
‘INGREDIENTS’.

Provided that this statement need not appear for packs of less than 60 ml of liquid and
30 gm of solid and semi-solids.
(8) Labeling requirement, if any, specified in the relevant Indian standard as laid down by the
‘Bureau of Indian Standards’ for the cosmetics covered under Schedule S.
148A. Prohibition against altering inscription on containers, labels or wrappers of cosmetic.-
No person shall alter, obliterate or deface any inscription or mark made or recorded by the
manufacturer on the container, label or wrapper of any cosmetic.

Provided that nothing in this rule shall apply to any alteration, inscription or mark made on
the container, label or wrapper of any cosmetic at the instance or direction or with the permission
of the licensing authority.
148B - Prohibition against false or misleading claims :- No cosmetic may purport or claim
to purport or convey any idea which is false or misleading to the intending user.

149. Labelling of Hair Dyes containing Dyes, Colours and Pigments.-Hair dyes containing
Para-Phenylenediamine or other Dyes, Colours and Pigments] shall be labelled with the following
legend in English and local languages and these shall appear on both the inner and the outer
labels:
“Caution.-This product contains ingredients which may cause skin irritation in certain cases
and so a preliminary test according to the accompanying directions should first be made. This
product should not be used for dyeing the eyelashes or eyebrows; as such a use may cause
blindness.”
Each package shall also contain instructions in English and local languages on the following
lines for carrying out the test:
“This preparation may cause serious inflammation of the skin in some cases and so a preliminary
test should always be carried out to determine whether or not special sensitivity exists. To make
the test, cleanse a small area of skin behind the ear or upon the inner surface of the forearm,
using either soap and water or alcohol. Apply a small quantity of the hair dye as prepared for
useto the area and allow itto dry. After twenty-four hours, wash the area gently with soap and
water. If noirritation or inflammation is apparent, it may be assumed that no hypersensitivity to
the dye exists. The test should, however, be carried out before each and every application. This
preparation should on no account be used for dyeing eyebrows or eyelashes as severe
inflammation of the eye or even blindness may result.”
149-A. Special provisions relating to toothpaste containing fluoride:-

() Fluoride contentin toothpaste shall not be more than 1000 ppm and the content of

fluoride in terms of ppm shall be mentioned on the tube and carton.

(i)  Date of expiry should be mentioned on tube and carton.
150. Report of result of test or analysis of cosmetics.-Test reports on samples of cosmetics
taken for test or analysis under these rules shall be supplied in Form 34.

150A. Standards of Cosmetics.- Subject to the provisions of these rules, the
standards for cosmetics shall be such as may be prescribed in Schedule S.

PART XV(A) APPROVAL OFINSTITUTIONS FOR CARRYING OUT TESTS ON DRUGS,
COSMETICS AND RAW MATERIALSUSED INTHEIR MANUFACTURE ON
BEHALFOFLICENSEES FOR MANUFACTURE FOR SALE OFDRUGS/COSMETICS

150-B. Application for grant of approval for testing drugs/cosmetics.-(1) Application for grant

or renewal of approval for carrying out tests for identity, purity, quality and strength of drugs or
cosmetics or the raw materials used in the manufacture thereof on behalf of licensees for
manufacture for sale of drugs or cosmetics, shall be made in Form 36 to the Licensing Authority
appointed by the State Government for the purposes of Part VII, VII(A) or XIV of these rules, as



the case may be and referred to as the “approving authority” under this Partand shall be
accompanied by an inspection fee of [rupees six thousand] in the case of testing of drugs
specified in Schedules C and C(1) and [rupees one thousand and five hundred] in the case of
testing of drugs other than those specified in Schedules C and C(1), homoeopathic drugs and
cosmetics:

Provided that the applicant shall furnish to the approving authority such additional
information as may be required by him in connection with the application in Form 36:

Provided further that if the applicant applies for renewal of approval after its expiry
but within six months of such expiry, the inspection fee payable shall be rupees six thousand in
case of testing of drugs specified in Schedule C and Schedule C(1) and rupees one thousand
and five hundred in the case of testing of drugs other than those specified in Schedule C and
Schedule C(1), Homeopathic medicines and cosmetics, plus an additional fee at the rate of
rupees one thousand per month.]

(2) A separate application shall be made for grant of approval for carrying out tests on additional
categories of drugs or items of cosmetics and shall be accompanied by an inspection fee of
rupees one thousand and five hundred in the case of drugs specified in Schedule C and Schedule
C(1) and rupees one thousand each in case of drugs other than those specified in Schedule C
and Schedule C(1), Homeopathic medicines and cosmetics.
Explanation: - For the purposes of this Part, the words ‘drugs’ and ‘cosmetics’ shall also mean
and include raw materials used in the manufacture of drugs including homeopathic drugs or
cosmetics, asthe case may be.]
150-C. Form in which approval to be granted for carrying out tests on drugs/cosmetics on
behalf of licensees for manufacture of drugs/cosmetics and conditions for grant or renewal of
such approval.-
(1) Approval for carrying out such tests of identity, purity, quality and strength of drugs or
cosmetics as may be required under the provisions of these rules, on behalf of licensee for
manufacture of drugs or cosmetics shall be granted in Form 37.
(2) Before approval in Form 37 is granted or renewed, the following conditions shall be complied
with by the applicant:-
(1) The premises where the tests are being carried on shall be well lighted and properly
ventilated except where the nature of tests of any drug or cosmetic warrants otherwise.
Wherever necessary, the premises shall be air-conditioned so as to maintain the
accuracy and functioning of laboratory instruments or to enable the performance of
special tests such as sterility tests, microbiological tests, etc.
(2 The applicant shall provide adequate space having regard to the nature and number
of samples of drugs or cosmetics proposed to be tested:
Provided that the approving authority shall determine from time to time whether the
space provided continues to be adequate.
(3) If it isintended to carry out tests requiring the use of animals, the applicant shall
provide for an animal house and comply with the following requirements:-
(@ The animal house shall be adequate in area, well lighted and properly ventilated
and the animals undergoing tests shall be kept in an air-conditioned area.
(b) The animals shall be suitably housed in hygienic surroundings and necessary
provisions made for removal of excreta and foul smell.
(c) The applicant shall provide for suitable arrangements for preparation of animal
feed.
(d) Theapplicant shall provide for suitable arrangements for quarantining of all animals
immediately on their receiptin the institution.
(e) Theanimals shall be periodically examined for their physical fitness.
() Theapplicant shall provide for isolation of sick animals as well as animals under
test.
(g) The applicant shall ensure compliance with the requirements of the Prevention of
Cruelty to Animals Act, 1960 (59 of 1960).
(h) The applicant shall make proper arrangements for the disposal of the carcasses of



animals in amanner asnot to cause hazard to public health.

(4) The applicant shall provide and maintain suitable equipment having regard to the
nature and number of samples of drugs or cosmetics intended to be tested which
shall be adequate in the opinion of the approving authority.

(5) The testing of drugs or cosmetics, as the case may be, shall be under the active
direction of a person whose qualifications and experience are considered adequate in
the opinion of the approving authority and who shall be held responsible for the
reports of test or analysis issued by the applicant.

(6) Thetesting of drugs or cosmetics, as the case may be, for identity, purity, quality and
strength shall be carried out by persons whose qua qualifications and experience of
testing are adequate in the opinion of the approving authority.

(7)  The applicant shall provide books of standard recognised under the provisions of the
Act and the rules made thereunder and such books of reference as may be required in
connection with the testing or analysis of the products for the testing of which

Chapter Ill of the Act or the rules made thereunder and that the contravention is such that it
approval is applied for.

150-D. Duration of approval.- An approval granted in Form 37 or renewed in Form 38 unless
sooner suspended or withdrawn, shall be [valid for a period of five years on and from the date
on which]it is granted or renewed:

Provided that if an application for the renewal of an approval in Form 37 is made before its
expiry or if the application is made within six months of its expiry after the payment of the
additional inspection fee, the approval shall continue to be in force until orders are passed on
the application and the approval shall be deemed to have expired if the application for its
renewal is not made within six months of its expiry.

150-E. Conditions of approval.-An approval in Form 37 shall be subject to the following general
conditions :

(@  Theinstitution granted approval under this Part (hereinafter referred to as the approved
institution) shall provide and maintain an adequate staff and adequate premises and
equipment as specified in Rule 150-C #[and Schedule L-I

(b) The approved institution shall provide proper facilities for storage so as to preserve
the properties of the samples to be tested by it.

(c) The approved institution shall maintain records of tests for identity, purity, quality
and strength carried out on all samples of drugs, or cosmetics and the results thereof
together with the protocols of tests showing the readings and calculation in such
form as to be available for inspection and such records shall be retained in the case of
substances for which an expiry date is assigned for a period of two years from the
expiry of such date and in the case of other substances for a period of six years.

(d) The approvedinstitution shall allow the Inspector appointed under this Act to enter
with or without prior notice the premises where the testing is carried on and to inspect
the premises and the equipment used for test and the testing procedures employed.
The institution shall allow the Inspectors to inspect the registers and records
maintained under these rules and shall supply to such Inspectors such information as
they may require for the purpose of ascertaining whether the provisions of the Act
and rules made thereunder have been observed.

(e)  The approved institution shall from time to time report to the approving authority any
changes in the person-in-charge of testing of drugs or cosmetics or in the expert staff
responsible for testing as the case may be and any material alterations in the premises
or changes in the equipment used for the purposes of testing which have been made
since the date of last inspection made on behalf of the approving authority before the
grant of renewal of approval.

(H  The approved institution shall furnish reports of the results of tests or analysis in
Form 39.

(g) In case any sample of a drug or a cosmetic is found on test to be not of standard
quality, the approved institution shall furnish the approving authority 3[and the
licensing authority of the State where the manufacturer and/or sender of the drug or



cosmetic is located] with a copy of the test report on the sample with the protocols of
tests applied.

(h)  The approved institution shall comply with the provisions of the Act and rules made
thereunder and with such further requirements, if any, as may be specified in the rules
subsequently made under Chapter 1V of the Act of which the approving authority has
given the approved institution not less than four months’ notice.

()  The approved institution shall maintain an inspection Book to enable the Inspector to
record his impressions or defects noticed.

150-F. Inspection before grant of approval.- Before an approval in Form 37 is granted, the
approving authority shall cause the institution at which the testing of drugs or cosmetics, as the
case may be, is proposed to be carried out to be inspected jointly by the Drugs Inspectors of the
Central Drugs Standard Control Organisation and the State Drugs Control Organisation who
shall examine the premises and the equipment intended to be used for testing of drugs or
cosmetics and inquire into the professional qualifications of the expert staff to be employed.
150-G. Report of Inspection.-The Drugs Inspector mentioned in Rule150-F shall forward to the
approving authority a detailed report of the results of the inspection.

150-H. Procedure of approving authority - (1) If the approving authority after such further
enquiry, if any, ashe may consider necessary, is satisfied that the requirements of the rules made
under the Act have been complied with and that the conditions of the approval and the rules
made under the Act will be observed, he shall grant an approval in Form 37.

(2) If the approving authority is not so satisfied, he shall reject the application and shall
inform the applicant of the reasons for such rejection and of the conditions which must be
satisfied before an approval could be granted.

150-1. Further application after rejection.-1f within a period of six months from the rejection of
an application for approval, the applicant informs the approving authority that the conditions
laid down have been satisfied and deposits inspection fee of {rupees two hundred and fifty],
the approving authority may; if, after causing a further inspection to be made, he is satisfied that
the conditions for grant of approval have been complied with, grant the approval in Form 37.
150-J. Renewal.-On an application being made for renewal the approving authority may cause
an inspection to be made and if satisfied that the conditions of the approval and the rules made
under the Act are and shall continue to be observed shall issue a certificate of renewal in Form
38.

150-K. Withdrawal and suspension of approvals.- (1) The approving authority may, after giving
the approved institution an opportunity to show cause why such an order should not be
passed, by an order in writing stating the reasons therefor, withdraw an approval granted under
this Part or suspend it for such period as he thinks fit either wholly or in respect of some of the
categories of drugs or items of cosmetics to which it relates, if in his opinion the approved
institution had failed to comply with any of the conditions of the approval or with any provision
of the Act or the rules made thereunder.

(2) Any approved institution whose approval has been suspended or withdrawn may within
three months of the date of the order, appeal to the State Government which shall dispose of the
appeal in consultation with a panel of competent persons appointed by it in this behalf and
notified in the Official Gazette.

PART XVI MANUFACTURE FOR SALE OFAYURVEDIC
(INCLUDING SIDDHA) OR UNANI DRUGS

151. Manufacture on more than one set of premises.-If Ayurvedic (including Siddha) or Unani
drugs are manufactured on more than one set of premises, a separate application shall be made
and a separate licence shall be obtained in respect of each such set of premises.

152. Licensing authorities.-For the purpose of this Part the State Government shall appoint
such licensing authorities and for such areas as may be specified in this behalf by notification
in the Official Gazette.

153. Application for licence to manufacture Ayurvedic (including Siddha) or Unani drugs.- (i)
An application for the grant or renewal of a licence to manufacture for sale any Ayurvedic
(including Siddha) or Unani drugs shall be made in Form 24-D to the licensing authority along
with [a fee of rupees one thousand]



Provided thatin the case of renewal the applicant may apply for the renewal of the
licence before its expiry or within one month of such expiry:

Provided further that the applicant may apply for renewal after the expiry of one month
but within three months of such expiry in which case [the fee payable for renewal of such
licence shall be rupees one thousand and two hundred plus an additional fee of rupees six
hundred.

(i) [A fee of rupees three hundred] shall be payable for aduplicate copy of a licence issued
under this rule, if the original licence is defaced, damaged or lost.
153-A. Loan Licence.- (i) An application for the grant or renewal of a loan licence to manufacture
for sale of any Ayurvedic (including Siddha) or Unani drugs shall be made in Form 24-E to the
licensing authority along with [a fee of rupees six hundred.
Explanation.-For the purpose of this rule, a loan licence means a licence which a licensing
authority may issue to an applicant who does not have his own arrangements for manufacture
but intends to avail himself of the manufacturing facilities owned by a licensee in
Form 25-D:

Provided thatin the case of renewal the applicant may apply for the renewal of the
licence before its expiry or within one month of such expiry:

Provided further that the applicant may apply for renewal after the expiry of one month,
but within three months of such expiry in which case [the fee payable for renewal of such
licences shall be rupees six hundred plus an additional fee of rupees three hundred.]

(ii) A fee of rupees one hundred and fifty shall be payable for a duplicate copy of a licence

issued under this rule, if the original licence is defaced, damaged or lost.
154. Form of licence to manufacture Ayurvedic (including Siddha) or Unani drugs.- (1) Subject
to the conditions of Rule 157 being fulfilled, a licence to manufacture for sale any Ayurvedic
(including Siddha) or Unani drugs shall be issued in Form 25-D. The licence shall be issued
within a period of three months from the date of receipt of the application.
(2) A licence under this rule shall be granted by the licensing authority after consulting such
expert in Ayurvedic (including Siddha) or Unani systems of medicine, as the case may be, which
the State Government may approve in this behalf.
154-A. Form of loan licence to manufacture for sale Ayurvedic (including Siddha) or Unani
drugs.- (1) Aloan licence to manufacture for sale any Ayurvedic (including Siddha) or Unani
drugs shall be issued in Form 25-E.
(2) A licence under this rule shall be granted by the licensing authority after consulting such
expert in Ayurvedic (including Siddha) or Unani systems of medicine, as the case may be, which
the State Government may approve in this behalf.
(3) The licensing authority shall, before the grant of a loan licence, satisfy . himself that the
manufacturing unit has adequate equipment, staff, capacity for manufacture and facilities for
testing, to undertake the manufacture on behalf of the applicant for aloan licence.
155. Certificate of renewal.-The certificate of renewal of a licence in Form 25-D shall be issued
in Form 26-D.
155-A. Certificate of renewal of aloan licence.-The certificate of renewal of aloan licencein
Form 25-E shall, be - issued in Form 26-E.
155-B. [1] Certificate of award of G.M.P. of Ayurveda, Siddha and Unani Drugs: The
Certificate of Good Manufacturing Practices (GMP) to manufacturers of Ayurved, Siddha or
Unani drugs shall be issued For a period of five years to licensee who comply with the
requirements of Good Manufacturing Practices [GMP] of Ayurveda, Siddha and Unani drugs as
laid down in Schedule T
(2) The certificate referred to in sub-rule (1) shall be issued for a period of five years from the
date of issueance of the license.
156. Duration of licence.-An original licence in Form 25-D or arenewed licence in Form
26-D, unless sooner suspended or cancelled shall be [valid for a period of five years from the
date of its issue or renewed :

Provided that if the application for the renewal of a licence is made before its expiry or



within one month of its expiry, or if the application is made within three months of its expiry after
payment of the [additional fee of rupees five hundred], the licence shall continue to be in force
until orders are passed on the application. The licence shall be deemed to have expired, if
application for its renewal is not made within three months of its expiry.

156-A. Duration of loan licence.- An original loan licence in Form 25-E or arenewed loan
licence in Form 26-E, unless sooner suspended or cancelled, shall be [valid for a period of
five years] from the date of its issue

Provided that if the application for the renewal of a loan licence is made in accordance
with Rule 153-A, the loan licence shall continue to be in force until orders are passed on the
application. The licence shall be deemed to have expired, if application for its renewal is not
made within three months of its expiry.
157. Conditions for the grant or renewal of a licence in Form 25-D.-Before a licence in Form 25-
D is granted or renewed in Form 26-D the following conditions shall be complied with by the
applicant, namely :-

(1) The manufacture of Ayurvedic (including Siddha) or Unani drugs shall be carried out
in such premises and under such hygienic conditions as are specified in Schedule T.

(1A)  For issuing of the certificate of Good Manufacturing Practices, the Licensing Authority
shall verify the requirements as per schedule T and issue the Good Maufacturing
Practices certificate in form 26 E-I, simultaneously along with grant or renewal of
licence in form 25D

(2  The manufacture of Ayurvedic (including Siddha) or Unani drugs shall be conducted
under the direction and supervision of competent technical staff consisting at least of
one person, who is a whole-time employee and who possesses any of the following
qualifications, namely:-

(@) adegree in Ayurveda or Ayurvedic Pharmacy, Siddha or Unani system of medicine,
as the case may be, conferred by a University, a State Government or Statutory
Faculties, Councils and Boards of Indian Systems of Medicine recognised by the
Central Government or a State Government for this purpose, or
(b) adiploma in Ayurveda, Siddha or Unani System of medicine granted by a State
Government or an Institution recognised by the Central Government for this
purpose, or
(c) agraduate in Pharmacy or Pharmaceutical Chemistry or Chemistry or Botany of a
University recognised by the Central Government with experience of at least two
years in the manufacture of drugs pertaining to the Ayurvedic or Siddha or Unani
system of medicine, or
(d) aVaid or Hakim registered in a State Register of Practitioners of indigenous systems
of medicines having experience of at least four years in the manufacture of Siddha
or Unani drugs, or
(e) aqualification as Pharmacist in Ayurvedic (including Siddha) or Unani systems
of medicine, possessing experience of not lessthan eight years in the manufacture of Ayurvedic
or Siddha or Unani Drugs as may be recognised bythe Central Government.

(3) The competent technical staff to direct and supervise the manufacture of Ayurvedic
drugs shall have qualifications in Ayurveda and the competent technical staff to
direct and supervise the manufacture of Siddha drugs and Unani drugs shall have
qualifications in Siddha or Unani, asthe case may be.

157A. Maintaining of records of raw material used by licensed manufacturing unit of
Ayurveda, Siddha and Unani drugs in the preceding financial year. Each licensed manufacturing
unit of Ayurveda or Siddha or Unani drugs shall keep a record of raw material used by each
licensed manufacturing unit of Ayurveda, Siddha or Unani drugs as the case may be in the
proforma given in Schedule TA in respect of all raw materials utilized by that unit in the
manufacture of Ayurveda or Siddha or Unani drugs in the preceding financial year, and shall
submit the same by the 30th day of June of the succeeding financial year to the State Drug
Licensing Authority of Ayurveda, Siddha and Unani drugs and to the National Medicinal Plants
Board or any agency nominated by the National Medicinal Plant Board for this purpose.



158. Conditions of licence.-A licence in Form 25-D shall be subject to the conditions stated
therein and to the following further conditions, namely:-

(@  The licensee shall maintain proper records of the details of manufacture and of the
tests, if any, carried out by him, or by any other person on his behalf, of the raw
materials and finished products.

(b)  The licensee shall allow an Inspector appointed under the Act to enter any premises
where the manufacture of a substance in respect of which the licence is issued is
carried on, to inspect the premises, to take samples of the raw materials as well as the
finished products, and toinspect the records maintained under these rules.

(c) The licensee shall maintain an Inspection Book in Form 35 to enable an Inspector to
record his impressions and the defects noticed.
158-A. Conditions of loan licence.-A licence in Form 25-E shall be subject to the conditions
stated therin and to the following further conditions, namely:

(@ Thelicencein Form 25-E shall be deemed to be cancelled or suspended, if the licence
owned bythe licensee in Form 25-D whose manufacturing facilities have been availed
of by the licensee is cancelled or suspended, as the case may be, under these rules.

(b)  The licensee shall comply with the provisions of the Act and of the rules and with
such further requirements if any, as may be specified in any rules subsequently made
under Chapter IV-A of the Act, provided that where such further requirements are
specified in the rules, these would come into force four months after publication in the
Official Gazette.

(c) The licensee shall maintain proper records of the details of manufacture and of the
tests, if any, carried out by him, or any other person on his behalf, of the raw
materials and finished products.

(d) The licensee shall allow an Inspector appointed under the Act to inspect all registers
and records maintained under these rules and shall supply to the Inspector such
information as he may require for the purpose of ascertaining whether the provisions
of the Act and the rules have been observed.

(e) The licenee shall maintain an Inspection Book in Form 35 to enable an Inspector to
record his impressions and the defects noticed.

158(B) Guidelines for issue of license with respect to Ayurveda, Siddha or Unani drugs.

I. (A). Ayurveda, Siddha Unani Medicines under section 3 (a):- Ayurveda, Siddha or Unani drugs
includes all medicines intended for internal or external use for or in the diagnosis, treatment,
mitigation or prevention of disease or disorder in human beings or animals, and manufactured
exclusively in accordance with the formulae described in the authoritative books of Ayurvedic,
Siddha and Unani Tibb system of medicine, as specified in the First Schedule;

(B). Patent or Proprietary medicine under section 3(h); (i) In relation to Ayurvedic, Siddha and
Unani Tibb system of medicine of all formulations containing only such ingredients mentioned in
the formulae described in the authoritative books of Ayurveda, Siddha or Unani Tibb system of
medicines specified in the First Schedule, but does not include a medicine which is administered
by parenteral route and also a formulation included in the authoritative books as specified in
clause (a);

(i) Balya/Poshak/Mugawi/Unavuporutkal/positive health Promoter formulations having
ingredients mentioned in books of First Schedule of the Drugs and Cosmetics Act and
recommended for promotional and preventive health.

(iii) Saundarya Prasadak (Husane afza)/Azhagh-sadhan formulation having ingredients mentioned
in Books of First Schedule of the Drugs and Cosmetics Act and recommended for oral, skin, hair
and body care.

(iv) Aushadh Ghana (Medicinal plant extracts - dry/wet) extract obtained from plant mentioned in
books of First Schedule of the Act including Aqueous or hydro-alcohol.

I1.(A) For issue of licence to the medicine with respect to Ayurvedic, Siddha and Unani, the
conditions relating to safety study and the experience or evidence of effectiveness shall be such
as specified in columns (5) and (6) of The Table given below:-



[Sertat Caregory TOTEtEnt(S) maTanon (5) Sarety EXPETTENTE/EVITENTE Of
number study Effectiveness
(1) (2) Q) 7 (5) (5)

Published Proofof

Literature | Effectiveness

1. (A) Ayurveda, As per text As per text Not Required |Required Not Required
Siddha and Unani
drugs, given in 158-B
asreferred in 3(a)

2. (B) Any change in As per text As per text Not Required Required | Not Required
dosage form of
Ayurveda Siddha and
Unanidrugs as
described in section
3(a) of the Drugs and
Cosmetics

Act, 1940

3. (C) Ayurveda, Siddha As per text New Not Requiired |l FRequired Required
and Unani drugs
referred in 3(a) to be
used for new
indication

11.B For issue of license with respect to Patent or Proprietary medicine. The condition relating to Safety
studies and experience or evidence of effectiveness shall be specified as follows:-

Serial Category Ingredient (S) Indication (s) Safety Experience/Evidence of
number study Effectiveness
@ )] [€)] )] ®) 6)

Published Proof of

Literature | Effectiveness

1. Patent or As per text Textual Not of * Pilot study as
Proprietary rationale Required | Ingredients per relavant
medicine protocol for

Ayurveda,
Siddha
and Unani
drugs.

2. Ayurveda, Siddha, As per text Existing Required Regqiuired | Required

Unani drug with any of
the ingredients

of Schedule E (1) of
The Drugs and
Cosmetics Act, 1940.

(I1) For issueof license with respect to Balya and Poshak medicines the person who applied for licenseis required to submit the
following:
(i)  Photo-copy of the textual reference of ingredients used in the formulation as mentioned in the book of 1st schedule;
(i) Conduct safety studies in case the product contains of any of the ingredients as specified in the Schedule E (1), as perthe
guidelines for evaluation of Ayurveda Siddha and UnaniDrugs formulations;
(iii) For textual indications the safety and effectiveness study is not required.
(IV) For issue of license with respect to Saundarya Prasadak (Husane afza/Azhagu Sodhan) the person
who applied for license is required to:-
(i)  Submit photo-copy of the textual reference of ingredients used in the formulation as mentioned in the book of 1st schedule;
(if) Conduct safety studies, in case the formulation contains of any of the ingredients as specified in the Schedule E (1), as per the
guidelines for evaluation of Ayurveda, Siddha and Unani formulation;
(iii) For textual indications the safety and effectiveness study is not required.




(V) For issue of license with respect to medicine Aushadh Ghana [extract of medicinal plant (dry or wet). Sl.no. Category Ingredient(S)

Indication(s) Safety study Experience/Evidence of Effectiveness

Serial | Category Ingredient (S) Indication (s) Safety Experience/Evidence of
number study Effectiveness
1) (2) 3 O] (5) 6)
Published Proof of
Literature Effectiveness
1. (A) Aqueous As per Text As per Text Not Required Not Required | Not Required
2. (Al). Aqueous As per Text New indication Not Required Not Required Required
3. (B) Hydro-
Alcohol As per Text As per Text Not Required If Required Not Required
4. (B1) Hydro-
Alcohol As specified New Indication** Required If Required Required
5. Other than As specified As specified Required If required Required
Hydro/Hydro - Acute, Chronic,
Alcohol Mutagenicity
and
Terategenicity

*  The standard protocol will also include concept of Anupan, Prakriti & Tridosh etc. published by Central
Research Councils Ayurveda, Siddha, Unani and other Government/Research Bodies.
** New indication means which is other than mentioned in 1stschedule books of Drugs & Cosmetics Act 1940.

159. Cancellation and suspension of licences.- (1) The licensing authority may, after giving the
licensee an opportunity to show cause, within a period which shall not be less than fifteen days
from the date of receipt of such notice, why such an order should not be passed, by an order in
writing stating therein the reasons therefor, cancel a licence issued under this part or suspend it
for such period as he thinks fit, either wholly or in respect of some of the drugs to which it
relates, if in his opinion, the licensee has failed to comply with any of the conditions of the
licence or with any provisions of the Act or the rules made thereunder.
(2) A licensee whose licence has been suspended or cancelled may appeal to the State Government
within a period of three months from the date of receipt of the order which shall, after considering
the appeal, decide the same.
160. Identification of raw materials.- Raw materials used in the preparation of Ayurvedic
(including Siddha) or Unani drugs shall be identified and tested, wherever tests are available for
their genuineness, and records of such tests as are carried out for the purpose and the methods
thereof shall be maintained.
Part XVI (A)
Approval of Institutions for carrying out tests on Ayurvedic, Siddha and Unani Drugs and
Raw Materials used in their Manufacture on behalf of Licensees for Manufacture for sale of
Ayurvedic, Siddha and Unani Drugs.

160A. Application for grant of approval for testing Ayurvedic, Siddha and Unani Drugs. -
Application for grant or renewal of approval for carrying out tests for identity, purity, quality

and strength of Ayurvedic, Siddha and Unani drugs or the raw materials used in the manufacture
thereof on behalf of licensees for manufacture for sale of the said Ayurvedic, Siddha and Unani
Drugs, shall be made in Form 47 to the Licensing Authority appointed by the State Government
for the purposes of Part XVI, XVII or XVIII of these rules, asthe case may be and referred to as
the “approving authority” under this Part and shall be accompanied by an inspection fee of six
thousand rupees in respect of the Ayurvedic, Siddha and Unani drugs specified in the books
prescribed in First Schedule to the Act:

Provided that the applicant shall furnish to the approving authority such additional information
as may be required by it in connection with the application in Form 47.

Provided further that if the applicant applies for renewal of approval after its expiry but within six
months of such expiry, the inspection fee payable shall be six thousand rupees plus an additional
inspection fee at the rate of one thousand rupees per month in the case of testing of Ayurvedic,
Siddha and Unani drugs specified in First Schedule to the Act.

Explanation — For the purpose of this part, the words “ Ayurvedic, Siddha and Unani Drugs”
shall also mean and include the raw materials used in the manufacture of Ayurvedic, Siddhaand



Unani drugs, asthe case may be.

160 B. Form in which approval to be granted for carrying out tests on Ayurvedic, Siddha and
Unani drugs on behalf of licensees for manufacture of Ayurvedic, Siddha and Unani drugs and
conditions for grant or renewal of such approval — (1) Approval for carrying out such tests of
identity, purity, quality and strength of Ayurvedic, Siddha and Unani drugs as may be required
under the provisions of these rules, on behalf of licensee for manufacture of Ayurvedic, Siddha

and Unani drugs be granted in Form 48.

(2) Before approval in form 48 is granted or renewed, the following conditions shall be complied

with by the applicants, namely:-

0

(ii) (2)

Provided that the approving authority shall determine from time to time whether the space
provided continues to be adequate. Provided further that separate section shall be provided
Chemistry, (ii) Pharmacognosy, (iii) Ayurveda, Siddha and Unani, (iv) Microbiology, (v)
Sample Room, (vi) Office cum record Room, with proper partitions and minimum required area

for (i)

The premises where the tests are carried out shall be well lighted and properly ventilated
except where the nature of tests of any Ayurvedic, Siddha and Unani drugs warrants
otherwise. Wherever necessary, the premises shall be air — conditioned so as to
maintain the accuracy and functioning of laboratory instruments or to enable the
performance of special tests such as sterility tests and microbiological tests.

The applicant shall provide adequate space having regard to the nature and number

of samples of drugs proposed to be tested:

of 800 sq. ft.

(b)

©
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The applicant shall provide a list of persons who may be employed with him for

testing and analysis of Ayurveda, Sidhha and Unani drugs, namely;

() Expertin Ayurveda or Sidha or Unani medicine who possesses a degree
qualification recognized under Schedule Il of Indian Medicine Central Council

Act 1970;

(i) Chemist, who shall possess at least Bachelor Degree in Science or Pharmacy or

Pharmacy (Ayurveda), awarded by arecognized University:

(i) Botanist (Pharmacognosist), who shall possess at least Bachelor Degree in Science
(Medical) or Pharmacy or Pharmacy (Ayurveda) awarded by a recognized

University.” Subs by G.S.R.674(E) dated 10/11/2005

The applicant shall provide adequate equipments essential for carrying out tests for
identity, purity, quality and strength of Ayurvedic, Siddha and Unani Drugs as per

Pharmacopoeial standards or other available standards.
List of equipment recommended is given below:
Chemistry Section
Alcohol determination apparatus complete set.
\olatile oil determination apparatus.
Boiling point determination apparatus
Melting point determination apparatus
Refractometer
Polarimeter
Viscometer (Ostwalds, Redwood viscometer)
Tablet disintegration apparatus.
Moisture determination apparatus (IC filtrator)
U.V. Spectro-Photometer.

. Muffle furnace

Electronic Balance

Hot air oven(s) different range of temperature /vaccum oven.
Refrigerator

Glass distillation apparatus/plant.

Water supply demineralised exchange equipment/ Distillation equipment.
Air Conditioner.

LPG Gas Cylinder with burners.

Water bath (temperature controlled.)

Heating mantle (4) or asrequired.

. TLC apparatus with all accessories.



22. Sieves 10 to 120 with sieve shaker.

23. Centrifuge machine

24. Dehumidifier (where necessary)

25. pHmeter.

26. G.L.C.with F.I. detector.

27. Silica crucible.

28. Tablet friability tester.

29. Tablet dissolution tester.

30. Other related equipment, reagents, chemicals and glass wares.

Pharmacognosy Section
1. Microscope binocular

2. Dissecting Microscope

3. Microtome
4. Chemical balance
5. Microslide cabinet.
6. Aluminum slide trays.
7. Hot air oven
8. Occular Micrometer
9. Stage Micrometer

10. CameraLucida Prismtype and mirror type.

11. Hot plates.

12. Refrigerator

13. LPG Cylinder with burners

14. Other related equipments, reagents, glass wares etc.
Note: Instruments like HPLC, HPTLC, Atomic Absorption spectrophotometer could be arranged
by tie up with other laboratories.

Microbiology Section
Laminar air flow bench (L.A.F.)
B.O.D. Incubator
Plain incubator
Serological water bath
Oven
Autoclave / Sterilizer
Microscope (high power)
Colony counter

9. Other related equipment and reagents.
(3) The applicant shall provide and maintain suitable equipment having regard to the nature and
number of samples of Ayurvedic, Siddha and Unani Drugs intended to be tested which shall be
adequate in the opinion of the approving authority.
(4) The testing of Ayurvedic, Siddha and Unani Drugs asthe case may be, for identity, purity,
quality and strength shall be carried out under the active direction of one of the experts stated
in clause (b) of sub — rule (2) who shall be the person — in — charge of testing and shall be held
responsible for the reports of tests issued by the applicant.
(5) The testing of Ayurvedic, Siddha and Unani Drugs as the case may be, for identity, purity,
quality and strength shall be carried out by persons whose qualifications and experience of
testing are adequate as stated in clause (b) of sub —rule (2).
(6) The applicant shall provide books of standard recognized under the provisions of the Act
and the rules made thereunder and such books of reference as may be required in connection
with the testing or analysis of the products for the testing of which approval is applied for.
(7) The applicant shall provide list of standard Ayurvedic, Siddha and Unani Drugs (Reference
samples) recognized under the provisions of the Act and rules made thereunder and such
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reference samples kept in the laboratory may be required in connection with the testing or
analysis of the products of which approval is applied for.

160 C. Duration of approval — An approval granted in Form 47 or renewed in Form 49 unless
sooner suspended or withdrawn, shall be valid for a period of three years from the date on which
it is granted or renewed:

Provided that if an application for the renewal of an approval in Form 47 is made before its
expiry or if the application is made within six months of its expiry after the payments of the
additional inspection fee, the approval shall continue to be in force until orders to the
contraryare passed on the application and the approval shall be deemed to have expired if
the application for renewal is not made within six months of expiry.

160 D. Conditions of approval —An approval in Form 48 shall be subject to the following

conditions, namely:-

(I The Institution granted approval under this Part (hereinafter referred to as the approved
laboratory ) shall provide and maintain adequate staff and adequate premises and
equipment as specified in rule 160 B.

(I The approved laboratories shall provide proper facilities for storage so as to preserve
the properties of the samples to be tested by it.

(Il The approved laboratory shall maintain records of tests for identity, purity, quality
and strength carried out on all samples of Ayurvedic, Siddha and Unani Drugs and
the results thereof together with the protocols of tests showing the readings and
calculations in such form as to be available for inspection and such records shall be
retained in the case of substances for which date expiry is assigned; for a period of
two years from such date of expiry and in the case of other substances, for a period of
three years.

(V)  The approved laboratory shall allow the Inspector appointed under this Act to enter
with or without prior notice the premises where the testing is carried out and to
inspect the premises and the equipment used for test and the testing procedures
employed. The laboratory shall allow the Inspectors to inspect the registers and
records maintained under these rules and shall supply to such Inspectors such
information as they may require for the purpose of ascertaining whether the provisions
of the Act and rules made thereunder have been observed.

(V)  The approved laboratory shall from time to time report to the approving authority any
changes in the person — in — charge of testing of Ayurvedic, Siddha and Unani Drugs
or the expert staff responsible for testing, as the case may be and any material alterations
in the premises or changes in the equipment used for the purposes of testing which
have been made since the date of last inspection made on behalf of the approving
authority before the grant or renewal of approval.

(V)  The approved laboratory shall furnish reports of the results of tests or analysis in
Form 50.

(v In case any sample of Ayurvedic, Siddha and Unani Drugs is found on tests to be not
of standard quality, the approved laboratory shall furnish to the approving authority
and the licensing authority of the State where the manufacturer and/ or sender of the
Ayurvedic, Siddha and Unani Drugs is located, acopy of the test report on the sample
with the protocols of test applied.

(Vi The approved laboratory shall comply with the provisions of the Act and Rules made
thereunder and with such further requirements, if any, as may be, specified in the rules
made from time to time under Chapter IV — A of the Act of which the approving
authority has given the approved laboratory not less than four months notice.

(IX) The approved laboratory shall maintain aninspection book to enable the Inspector to
record his impression or defects noticed.

160E. Inspection before grant of approval. Before an approval in Form 48 is granted, the
approving authority shall cause the laboratory at which the testing of Ayurvedic, Siddha and
Unani Drugs as the case may be, is proposed to be carried outto be inspected jointly by the
Inspectors appointed or designated by the Central Government and State Government for this
purpose, who shall examine the premises and the equipment intended to be used for testing of



drugs and verify into professional qualifications of the expert staff who are or may be employed
by the laboratory.

160F. Report of inspection — The inspectors appointed by the Central Government as stated in
rule 160 - E shall forward to the approving authority a detailed report of the results of the
inspection.

160G. Procedure of approving authority - (1) if the approving authority after such further enquiry,
if any, asis may consider necessary, is satisfied that the requirements of the rules made under
the Act have been complied with and that the conditions of the approval and the rules made
under the Act have been observed, it shall grant approval in Form 48.

(2) If the approving authorityis not so satisfied it shall reject the application and shall inform the
applicant of the reasons for such rejection and of the conditions which shall be satisfied before
approval could be granted.

160H. Application after rejection- If within a period of six months from the rejection of an
application for approval, an applicant informs the approving authority that the conditions laid
down have been satisfied and deposits inspection fee of two thousand rupees, the approving
authority may, if after causing further inspection to be made and after being satisfied that the
conditions for grant of approval have been complied with, grant the approval in Form 48.
160-1. Renewal.- On an application being made for renewal, the approving authority shall, after
causing an inspection to be made and if satisfied that the conditions of the approval and the
rules made under the Act have been complied with, shall issue a certificate of renewal in Form 49.
160-J. Withdrawal and suspension of approvals.- (1) The approving authority may, after giving
the approved laboratory an opportunity to show cause why such an order should not be
passed, by an order in writing stating the reasons therefor, withdraw an approval granted under
this Part or suspend it for such period as it thinks fit either wholly or in respect of testing of some
of the categories of Ayurvedic, Siddha and Unani drugs to which it relates, if in his opinion the
approved laboratory had failed to comply with any of the conditions of the approval or with any
provision of the Act or the rules made thereunder.

(2) Any Approved laboratory, whose approval has been suspended or withdrawn, may, within
three months of the date of the order of suspension or withdrawal, appeal to the State
Government which shall dispose of the appeal in consultation with a panel of competent persons
appointed by the Department of Indian Systems of Medicine & Homoeopathy, Government
of India in this behalf and notified in the Official Gazette.
PART XVII
labelling, packing and limit of alcohol in ayurvedic (including siddha) or unani
drugs

161. Labelling, packing and limit of alcohol.- (1) There shall be conspicuously displayed on
the label of the container or package of an Ayurvedic (including Siddha) or Unani drug, the
true list of all the ingredients **[with the botanical names of plant based ingredients along with
plant part(s) and form of ingredients, in which, these are] used in the manufacture of the
preparation together with the quantity of each of the ingredients incorporated therein and a
reference to the method of preparation thereof as detailed in the standard text and Adikarana,
as are prescribed in the authoritative books specified in the First Schedule of the Act *AJand in
respect of Patent or Proprietary Ayurveda, Siddha or Unani drugs, the true list of all the
ingredients with the botanical names of plant based ingredients along with plant part(s) and
form of ingredients, in which, these are used in the formulation, with their quantity: PROVIDED
that if needed standardized abbreviations prescribed for part(s) and form of Ingredients(s) in
the official Ayurveda, Siddha and Unani Pharmacopoieas and Formularies, may be used on the
label;

Provided that if the list of ingredients contained in the medicine is large and cannot be
accommodated on the label, the same may be printed separately and enclosed with the packing
and reference be made to this effect on the label.

(2) The container of a medicine for internal use made up ready for the treatment of human
ailments shall, if it is made up from a substance specified in Schedule E(1), be labelled
conspicuously with the words ‘Caution: to be taken under medical supervision” both in English



and Hindi languages.

(3) Subject tothe other provisions of these rules, the following particulars shall be either
printed or written in indelible ink and shall appear in a conspicuous manner on the label of the
innermost container of any Ayurvedic (including Siddha) or Unani drug [and Patent or
Proprietary Ayurveda, Siddha or Unani drugs] and on any other covering in which the container
is packed, namely:

(i) The name of the drug. [for Ayurveda, Siddha or Unani Drug] purpose the name
shall be the same as mentioned in the authoritative books included in the First
Schedule of the Act.

(i) A correct statement of the net content in terms of weight, measure or number as the
case may be. The weight and volume shall be expressed in metric system.

(iii)  The name and address of the manufacturer.

(iv)  The number of the licence under which the drug is manufactured, the figure
representing the manufacturing licence number being preceded by the words
‘Manufacturing Licence Number’ or ‘Mfg. Lic. No.'or “M.L.”.

(v)  Adistinctive batch number, that is to say, the number by reference to which details
of manufacture of the particular batch from which the substance in the container is
taken are recorded and are available for inspection, the figure representing the batch
number being preceded by the words “Batch No.” or “Batch” or “Lot Number” or
“Lot No.” or “Lot” or any distinguishing prefix.

(vi) The date of manufacture. For this purpose the date of manufacture shall be the date
of completion of the final products, or the date of bottling or packing for issue.

(vi)  The words “Ayurvedic medicine” or “Siddha medicine” or “Unani medicine” as the

case may be.

(vii)  Thewords “FOR EXTERNALUSE ONLY” if the medicine is for external application.

(¥X)  Everydrug intended for distribution to the medical profession as a free sample shall,
while complying with the labelling provisions under clauses (i) to (viii), further bear
on the label of the container the words “Physician’s sample. Not to be sold” which
shall be overprinted.

[(ix) (a) Preparation (Asavas) with high content of alcohol as base.

Name of the drug Maximum size of packing
i. Karpur Asava 15ml.
i. Ahiphenasava 15ml.
iii. Mrgamadasava 15ml.

(ix) (b) Preparations containing self-generated alcohol

Name of the drug Maximum content of alcohol ~ Maximum size of
(Ethyl Alcohol v/v) packing
. Mritsanjivani Sura 16 per cent 30ml.
ii. Mahadrakshava 16 per cent 120 ml.

(4) Nothing in these rules shall be deemed to require the labelling of any transparent
cover or of any wrapper-case or other covering used solely for the purpose of packing,
transport or delivery.

161-A. Exemption in labeling and packing provisions for export of Ayurvedic (including

Siddha) and Unani drugs

(1) Label and packages or containers of Ayurvedic, Siddha and Unani drugs for export

may be adapted to meet the specific requirements of the law of the country to which
the said drug is to be exported, but the following particulars shall appear in conspicuous
position on the container in which drug is packed and on every other covering in
which that container is packed; namely:
(@) name of the Ayurvedic, Siddha and Unani drug (single or compound formulations);

(b) the name, address of the manufacturer and the number of licence under which the

drug has been manufactured,;
(c) batch or lot number;
(d) date of manufacture, along with date for “Best for use before”;

(e) main ingredients, if required by the importing country;



() FOREXPORT:

Provided that where Ayurvedic, Siddha and Unani Single or compound drug not
classified under the First Schedule or Schedule E- (1), is required by the consignee to be not
labeled with the name and address of the manufacturer, the labels on packages or containers

shall bear a code number as approved by the Licensing Authority mentioned in Rule — 152.

e

161B. 1. The date of expiry of Ayurveda, Siddha and Unani medicines shall be conspicuously
displayed on the label of container or package of an Ayurvedic, Siddhas and Unani medicines,

The provisions of rule 161 shall not apply to a medicine made up ready for treatment,
whether after, or without alteration, which is supplied on the prescription of a
registered medical practitioner if the medicine is labeled with the following particulars;

namely: -
(@) the name and address of the suppliers;

(b) thewords For External Use Only; if the medicine is for external application.]

and after the said date of expiry, these medicines shall not be in circulation.
2. The Shelf-lifei.e. for Ayurveda, Siddha and Unani medicines shall be as follows:-
(i) Shelf life or date of expiry for Ayurvedic medicines.

Sl. No.| Name of the Group of Ayurvedic Medicine Shelf life and
date ofexpiry
with effect from
the date of manufacture

1 Churna, Kwatha Churna 2 years

2. Gutika (Vati-Gutti, Pills, Tablets except Gutika with Rasa) | 3 years

3 (i) Gutika Tablet containing Kasth aushadhi 3 years
(i) Gutika, Tablet containing Kasth aushadi and Rasa, 5 years
Uprasa, Metallic Bhasmas, and Guggulu.

4, Rasaushadhies No expiry date*

5. Asava Arista No expiry date?

6. Avaleha 3 years

7. Guggulu 5 years

8. Mandura - Lauha 10 years

9. Ghrita 2 years

10. Taila 3 years

11 Arka 1 year

12. Dravaka, Lavana, Ksara 5 years

13. Lepa Churna 3 years

14. Dant Manjan Powder 2 years

15. Dant Manjan Paste 2 years

16. Lepa Guti 3 years




SI.No.| Name of the Group of Ayurvedic Medicine Shelf life and

date ofexpiry

with effect from

the date of manufacture

17. Lepa Malahar (Ointment)/Liniment/Gels/ lotions /creams P years
18. Varti 2 years (one time use)
19. Ghana Vati 3 years
20. Kupipakva Rasayan No expiry date*
21. Parpati No expiry date*
22, Sveta parpati 2 years
23. Pisti and Bhasma No expiry date*
24. Svarna, Rajata, Lauha, Mandura, Abhraka bhasma, No expiry date*
Godanti, ShankhaBhasma, etc.
25, Naga Bhasma, Vanga Bhasma, Tamra Bhasma? 5 years?
26. Capsules made of soft gelatin (depending upon the
content material) for Kashtha aushadhi 3 years

27. Capsules of hard gelatin (depending upon the content
material) -containing Kasth aushdhi with Rasa, Bhasma,

Parad-Gandhak 5 years?
28. Syrup/liquid oral 3 years
29. (Kama/Nasa Bindu) Ear/Nasal drops 2 years

Eye drops 1 year
30. Khand/Granule/Pak 3 years
31 Dhoopans-Inhalers 2 years
32. Pravahi Kwatha (with preservatives) 3 years

Note 1. Item at Sr. No.4, 5, 19, 20, 22, 23 have very long shelf life and they became more efficacious
with the passage of time and period of ten years shall be mandatory for keeping the records of
such items.

Note 2. Bhasmas at Sr. No. 23, start solidifying after five years and they need one or two ‘Puta’
again before using in the dosage form.






(i) Shelf life or date of expiry for Siddha Medicines

SI. No. Name of the Group of Medicine Shelf life and date ofexpiry
with effect from the date of
manufacture

1 Karpam No expiry date*
2 Cunnam 5 years
3 Kalanku No expiry date*
4, Kattu No expiry date*
5. Parpam No expiry date*
6. Centuram No expiry date*
7. Karuppu No expiry date*
8. Patankam 5 years
9. Kulampu 5 years
10. Meluku 5 years
11. Tinir 2 years
12. Tiravakam 2 years
13. Mattirai 3 years
14. Tailam 3 years
15. llakam 3 years
16. Iracayanaam 3 years
17. Ney 2 years
18. Manappaku 3 years
19. Venney 3 years
20. Vatakam 3 years
21. Curanam 2 years
22, Pura Maruntukal 5 years

Note. * Items at Sr. No.1, 3, 4, 5, 6, 22 have very long shelf life and they became more efficacious
with the passage of time and period of ten years shall be mandatory for keeping the records of
such items.

(iii) Shelf life or date of expiry for Unani System of Medicines

Sl. No. Name of the Group of Ayurvedic Medicine Shelf life or date of expiry
with effect from the date of
manufacture

1 Habb (Pills) 3 years
2 Qurs (Tablets) 3 years
3 Majoon/Dawa 3 years
4, Khamira 3 years




SI. No. Name of the Group of Ayurvedic Medicirle Shelf life or date of expiry
with effect from the date of
manufacture

5 Itrifal 3 years
6. Tiryaq 3 years
7. Laooq 2 years
8 Laboob 2 years
9. Halwa 2 years
10. Mufarreh/Yaqooti 2 years
11 Burood/Surma/Kohal 3 years
12, Kushta 5 years
13. Raughaniyat 3 years
14. Marham/Zimad/Qairooti 3 years
15. Ayarij/Sufoof 2 years
16. Safoof (Namak wala/containing salt) 1 year

17. Sharbat/Sikanjabeen 3 years
18. Jawarish 3 years
19. Capsule 3 years
20. Arq 1 year

21 Qutoor 1 year

22. Nabeez 5 years
23. Murabba 1 year

24, Tila 2 years

Directions applicable for export

Government of India, Ministry of Health & Family Welfare, (Department of Ayurveda, Yoga &
Naturopathy, Unani, Siddha & Homoeopathy), under letter No. F. NO. K —11020/5/97-DCC
(AYUSH), Dated: October 14, 2005, has issued directives to the manufacturers of Ayurvedic
Siddha and Unani drugs to test drugs manufactured and exported by them for presence of
heavy metals and make declaration accordingly on the lables. Thesaid directives are reproduced
below for ready reference.

ORDER
Whereas it has come to the notice of the Government of India in the Ministry of Health & Family
Welfare, Department of Ayurveda, Yoga & Naturopathy, Unani, Siddha & Homoeopathy (AYUSH)
that due to unsatisfactory agriculture and cultivation practices relating to the medicinal plants
used in preparation of Ayurveda, Siddha and Unani (ASU) and general environmental pollution,
the presence of heavy metals about the permissible limit therein cannot be ruled out. Therefore,
it has become expedient in the interest of public health to introduce mandatorytesting for heavy
metals for every batch of Ayurveda, Unani and Siddha Drugs manufactured by all licensees.



Now, therefore, in pursuance of the powers conferred under section 33 EEB of the Drugs and
Cosmetics Act, 1940, (23 of 1940), Government of India in the Ministry of Heath & Family
Welfare, Department of Ayurveda, Yoga & Naturopathy, Unani, Siddha & Homoeopathy (AYUSH)
hereby makes testing for heavy metals namely, Arsenic, Lead, Mercury and Cadmium mandatory
for export purposes in respect of every batch of purely herbal Ayurveda, Siddha and Unani
Drugs by every licensee. Permissible limits for Arsenic, Lead and Cadmium will be as recommended
by WHO publication “Quality Control Methods For Medicinal Plants and Materials”. In case of
Mercury, the permissible limit will be one PPM.

Conspicuous display on the container of purely herbal Ayurveda, Siddha and Unani Drugs to
be exported the words “HEAVY METALS WITHIN PERMISSIBLE LIMITS” will be mandatory
with effect from 1% January, 2006.

ASU drug manufacturers who do not have in-house laboratory facility shall get their drugs
tested by any approved drug-testing laboratory.

This is a process of self-certification for export purposes and the A.S.U. drug manufacturer will
be held responsible if proper batch wise testing is not done before self-certification. This
process of self-certification would be extended for sale within the country in due course.

PERMISSIBLE LIMIT OF HEAVY METALS INAYURVEDA, SIDDHA & UNANI MEDICINES
WITHONLY HERBAL INGREDIENTS

Sr.No. | Heavy Metal Contents Permissible Limits as per WHO & FDA
1 Lead (Pb) 10ppm

2. Cadmium (Cd) 0.30 ppm

3. Arsenic (As) 10ppm

4, Mercury (Hg) 1ppm

The Drug Controller General (India)/ All State Drugs Controller / All State Drugs Licensing
Authorities have been requested to ensure the compliance of the aforesaid directives. The copy
of the directives has also been forwarded to the Director General Foreign Trade, Ministry Of
Commerce/ Central Board Of Excise & Customs, Ministry Of Finance and all Ayurveda / Siddha

/ Unani Drug Manufacturers Associations for information and necessary action.

PART XVI1II
Government analysts and inspectors for ayurvedic (including siddha)
or unani drugs

162. Duties of inspectors specially authorised to inspect the manufacture of Ayurvedic (including
Siddha) or Unani drugs.-Subject to the instructions of the controlling authority, it shall be the
duty of an Inspector authorised to inspect the manufacture of Ayurvedic (including Siddha) or
Unani drugs-

Ayurvedic (including Siddha) or Unani drugs within the area allotted to him and to

satisfy himself that the conditions of the licence and the provisions of the Act and

the rules made thereunder are being observed;

(i)  tosent forthwith to the controlling authority after each inspection a detailed report
indicating whether or not the conditions of the licence and the provisions of the Act
and the rules made thereunder are being observed,;

(i)  to take samples of the drugs manufactured on the premises and send them for test or
analysis in accordance with these rules ;

(iv)  to institute prosecutions in respect of violation of the Act andthe rules made
thereunder.

162-A. Qualifications for the State Drug Licensing Authority for licensing of Ayurveda,
Siddha and Unani drugs:

(@ TheAyurvedic/Siddha/Unani qualifications as per Schedule 1l of CCIM Act 1970/B.
Phama (Ayurveda) of a recognised University.

(b) At least 5 years experience in the Ayurveda/Siddha/Unani drugs manufacturing or
testing of Ayurvedic, Siddha and Unani drugs or enforcement of provisions of Chapter
IVA of the Drugs and Cosmetics Act, 1940 and rules made thereunder or teaching/



research on clinical practice of Ayurvedic/ Siddha/Unani system

163. Procedure for despatch of sample to Government Analyst and its receipt by the

Government Analyst.- (1) Sample for test or analysis shall be sent to the Government Analyst by

registered post or by hand in a sealed package, enclosed together with a memorandum in Form

18-Ain an outer cover addressed to the Government Analyst.

(2) The package aswell asthe outer cover shall be marked with a distinguishing number.

(3) A copy of the memorandum and a specimen impression of the seal used to seal the package

shall be sent by registered post or by hand to the Government Analyst.

(4) On receipt of the package from an Inspector, the Government Analyst or an Officer authorised

by him in writing in this behalf shall open the package and shall also record the conditions ofthe

seals onthe package.

(5) After the test or analysis has been completed, one copy of the results of the test or analysis

shall be supplied forthwith to the senderin Form 13-A. A copy of the result in Form 13-A shall

be sent simultaneously to the controlling authority and to the Drugs Controller, India.

Pharmacopoeial Laboratory for Indian Medicines to function as Central Drugs Laboratory for

the purpose of testing or analysis of Ayurveda, Siddha and Unani drugs

163.A Functions - The Pharmacopoeial Laboratory for Indian Medicine at Ghaziabad shall function

as a Central Drugs Laboratory for the purpose of testing or analysis of Ayurveda, Siddha and

Unani Drugs.

Its functions shall be:-

(1) to develop Pharmacopoeial standards and draft monographs and amendments alongwith

standardized methods for the Ayurvedic, Siddha, Unani drugs;

(2) to act as Central Appellate Drug Laboratory for testing of Ayurveda, Siddha and Unani

drugs,

(3) to analyse or test such samples of Ayurvedic, Siddha, Unani drugs as may be sent to it under
sub-section (2) of section 11, or under sub-section (4) or section 25, of the Act;

(4) to maintain reference museum and herbarium for the drugs used in Ayurveda, Siddha and

Unani (ASU) system.

(5) to run atraining centre for quality control methods in the Ayurveda, Siddha or Unani systems

of medicines;

(6) to carry out such other duties as may be entrusted to it by the Government of India.

163.B The functions of the Central Drug Laboratory in respect of Ayurvedic, Siddha and Unani

drugs shall be carried out at the Pharmacopoeial Laboratory for Ayurvedic, Siddha and Unani

medicine, Ghaziabad, (Uttar Pradesh) and the functions of the Director in respect of the said

drugs shall be exercised by the Director of the said laboratory.

163.C Despatch of samples for test or analysis - (1) Samples for testing or analysis of Ayurveda,

Siddha and Unani drugs under Sub-section (2) of Section 11 or sub-section (1) of section 25 and

section 33-H of the Act shall be sent by registered post in a sealed packet, enclosed with a

memorandum in Form 1 A, specified in Schedule A, in an outer cover addressed to the Director,

Pharmacopoeial Laboratory for Indian Medicine.

(2) The packet aswell asthe outer cover, shall be marked with a distinguished number.

(3) A copy of the memorandum in Form 1Aand a specimen impression of the seal used to seal the

packet shall be sent separately by registered post to the Director, Pharmacopoeial Laboratory

for Indian Medicine.

163.D Recording of condition of seals - On receipt of the packet, it shall be opened by an officer

authorized in writing on that behalf by the Director, Pharmacopoeial laboratory for Indian

Medicine, who shall record the condition of the seal onthe packet.

163.E Report of result of test or analysis - After test or analysis, the result of the test or

analysis, together with full protocols of the tests applied, shall be supplied forthwith to the

sender in Form 2A of as specified in the said schedule.

163.F. Fees - The fees for test and analysis shall be as specified in Schedule B-1

163.G. Signature on certificates - Certificates issued under these rules by the Pharmacopoeial

Laboratory for Indian Medicine, shall be signed by the Director or by an officer authorized by

the Central Government to sign such certificates.]

164. Method of test or analysis to be employed in relation to Ayurvedic (including Siddha) or

Unani drugs.-The method of test or analysis to be employed in relation to an Ayurvedic (including

Siddha) or Unani drugs shall be such as may be specified in the Ayurvedic (including Siddha) or

Unani Pharmacopoeia, or if no such pharmacopoeias are available or if no tests are specified in

such pharmacopoeias, such tests as the Government Analyst may employ, such tests being

scientifically established to determine whether the drug contains the ingredients as stated on

the label.



165. Qualifications of Government Analyst.-Aperson who is appointed a Government Analyst
under Section 33-F of the Act shall be a person possessing the qualifications prescribed in Rule
44 or a degree in Ayurveda, Siddha or Unani system, as the case may be, conferred by a
University, a State Government or Statutory Faculties, Councils and Boards of Indian Systems
of Medicine recognised bythe Central or State Government, asthe case may be, for this purpose
and has had not less than three years’ post-graduate experience in the analysis of drugs in a
laboratory under the control of (i) a Government Analyst appointed under the Act, or (ii) a
the purpose by the appointing authority.

166. Duties of Government Analyst.- (1) The Government Analyst shall analyse or test or cause
to be analysed or tested such samples of Ayurvedic (including Siddha) or Unani drugs as may
be sent to him by Inspectors or any other persons or authority authorised by the Central
Government or a State Government under the provisions of Chapter IV-A of the Act and shall
furnish reports of the results of test or analysis in accordance with these rules.

(2) A Government Analyst appointed under Section 33-F shall from time to time forward to
the Government reports giving the results of analytical work and research with a view to their
publication at the discretion of the Government.

167. Qualifications of Inspector.-A person who is appointed an Inspector under Section 33-
G shall be a person who-

(@ hasthe qualifications laid down under Rule 49 and shall have undergone practical
training in the manufacture of Ayurvedic (including Siddha) or Unani drug, as the
case may be ; or

(b) has a degree in Ayurvedic or Siddha or Unani system or a degree in Ayurvedic
Pharmacy, as the case may be, conferred by a University or a State Government or a
Statutory Faculty, Council or Board of Indian Systems of Medicine recognised by the
Central Government or the State Government for this purpose ; or

(c) hasadiplomain Ayurveda, Siddha or Unani Systems, as the case may be, granted by
a State Government or an Institution recognised by the Central Government or a State
Government for this purpose.

PART XIX
STANDARDS OFAYURVEDIC, SIDDHA AND UNANIDRUGS
168. Standards to be complied with in manufacture for sale or for distribution of Ayurvedic,
Siddha and Unani Drugs.-

Class of Drugs Standards to be complied with
1. Drugsincluded in Ayurvedic The standards for identity, purity and strength as given
Pharmacopoeia in the editions of Ayurvedic Pharmacopoeia of India for

the time being in force.

2. Asavas and Aristas The upper limit of alcohol as self generated alcohol
should not exceed 12%vlv excepting those that are
otherwise notified by the Central Government from time
to time.

169. Permitted Excipients: Permitted Excipients along with their standards i.e. additives,
preservatives, antioxidants, flavouring agents, chelating agents etc. permitted in the Indian
Pharmacopoeia (IP), Prevention of Food Adulteration Act, 1954 and Bureau of Indian Standard
Act, 1986 are permitted for use in Ayurveda, Siddha and Unani drugs with the following conditions,
namely:-

1.  The above excipients shall be used in the permissible limits as prescribed in the Indian
Pharmacopoeia/ Prevention of Food Adulteration Act, 1954/ Food Product Order/
Bureau of Indian Standard Act, 1986 and they shall comply with the respective quality
specifications, not exceeding any specified limits of usage therein, and except
Hydrogenated vegetable oil.

2. Only Natural coloring agents as permitted under rule 26 of Prevention of Food
Adulteration Rules, 1955 will be used for Ayurveda, Siddha and Unani drugs and
additionally, colors permitted under Rule 127 of the Drugs and Cosmetics Rules, 1945
shall be used for Proprietary Ayurveda, Siddha and Unani drugs as defined in subclause
(i) of clause (h) of section 3 of Drugs and Cosmetics Act, 1940, not exceeding any
specified limits of usage therein.

3. Preservatives and Coloring agents shall be mentioned on the label for the information
of the consumer as required under rule 161 of the Drugs and Cosmetics Rules, 1945.



4.  Additives used in various processes and in formulating dosage forms shall be
mentioned clearly with quantities used, in the application for licenses and the record
for the same shall be maintained by the manufacturers.

5. Manufacturers shall be responsible to ensure rationality, safety and quantity used of
various excipients in the formulation.

6. If any excipients or additive or preservative etc. referred in Indian Pharmacopoeia/
Prevention of Food Adulteration Act, 1954/ Food Product Order/ Bureau of Indian
Standard Act, 1986 is deleted at a particular point of time, this will also be deleted
simultaneously for the use in Ayurveda, Siddha and Unani drugs.

7. Following artificial sweeteners as per maximum limit indicated below may be used in
various dosage forms of Ayurveda, Siddha, Unani Proprietary Medicines:-

Artificial sweeteners may be used only in proprietary ASU products and the label of such products
should carry a statutory warning stating the name and quantity of the artificial sweetener used.
The recommended Acceptable Daily Intake (ADI) of these sweeteners as laid down by US FDA
is as follows:

Sr. No. Sucralose Aspartame Saccharin Acesulfame K
1 5mg/kg body | 40 mg/kg body 5 mg/kg body 15mg/kg body
weight weight weight weight

One third of the above ADI would be permissible for use in Ayurveda, Siddha, Unani Patent
and Proprietary Drugs.

8. Any previous notification issued by the Department of AYUSH regarding use of
excipients / additives or preservatives in Ayurveda, Siddha and Unani medicines
stands superseded.

SCHEDULES

SCHEDULE A
FORM 1
[See Rule 4]
Memorandum to the Central Drugs Laboratory

From..............
| send herewith, under the provisions of Section 25(4) of the Drugs and Cosmetics Act, 1940,
sample(s) of adrug purporting tobe ......... for test or analysis and request that a report of the

result of the test or analysis may be supplied to this Court.
2. Thedistinguishing number on the packet is............ccccovverrnenn
3. Particulars of offence alleged...................
4.  Matter on which opinion isrequired..............cc.......
5

AfeeofRs......... has been deposited in Court......................
Date....oovvvccieee e
Magistrate
FORM 1-A
(See rule 163C)
Memorandum to the Pharmacopoeial Laboratory for Indian Medicine (PLIM)

(Full name, Designation & Postal address of the sender)
SerialNo.................

Tothe Director, Pharmacopoeial Laboratory for Indian Medicine,

| send herewith under the provisions of section 11(2)/ section 25(4) & section 33-H of the
Drugs and Cosmetics Act, 1940, sample(s) of a drug purporting to be ——. for test or analysis
and request that a report of the result of the test or analysis may be supplied to this Court.
2. Thedistinguishing number on the packetis. ...........coceeviiiiiiiiiinnnnnn,
3. Particularsof offencealleged...............cooovviiiinnn.
4. Matter on which opinionisrequired.............cocoeveieineninnnns



5. ATeeOfRS. ..o has been deposited in Court.

Magistrate / Authorized Signatory.

FORM 2
[See Rule 6]
Certificate of test or analysis by the Central Drugs Laboratory
Certified that the samples, bearing number............. purporting to be a sample of...... received
ON oo with memorandum No............ dated....from............. has been tested/analysed and that

the result of such test/analysis is as stated below.
2. The condition of the seals on the packet on receipt was as follows .-
*3. In the opinion ofthe undersigned the sample
is of standard quality as defined in the Drugs and Cosmetics Act, 1940, and Rules thereunder
is not of standard quality as defined in the Drugs and Cosmetics Act, 1940, and Rules thereunder
for the reasons given below :-
Date......cccovvveevenee Director,
Central Drugs Laboratory, or other authorised Officer
Details of results of test or analysis with protocols of test applied
Director,

Central Drugs Laboratory or other Authorised Officer
*|f opinion isrequired on any other matter, the paragraph should be suitably amended.

FORM 2A
(See rule 163 E)
Certificate of test or analysis from the Pharmacopoeial Laboratory for Indian Medicine or

Government analyst.
Certified that the samples, bearing number.................... purporting to be a sample of
.................... received on................. with memorandum NO..............cooviinen.n.
dated.........ccoeeiiiiinnnn. from ... has been tested / analysed and that the result of

such test/ analysis is as stated below.

2. Thecondition of the seals on the packet on receipt was as follows:
*3. In the opinion of the undersigned the sample is of standard quality as defined in the Drugs
and Cosmetics Act, 1940, or rules thereunder for the reasons given below.

Or
In the opinion of the undersigned the sample is not of standard quality as defined in the Drugs
and Cosmetics Act, 1940, or rules thereunder for the reasons given below.

Note: * delete whichever is not applicable.”

(Signature of the Analyst Person-in-Charge of testing)
Date
Place
Name & Designation & Seal.................cooeeeien.
Name & Address of the Laboratory...................



FORMS3to7
Omitted
FORM 8
(SeeRule 24)
Application for licence to import drugs (excluding those specifiedin Schedule X) to the
Drugs and Cosmetics Rules, 1945.
*1/we , (full address with telephone number, fax number
and e-mail address) hereby apply for a licence to import drugs specified below manufactured by
M/s

(full address with telephone no, fax and e-mail no.)
2. Names of the drugs to be imported:

D).

2.

3.

3.* l/we enclose herewith an undertaking in Form 9
dated signed by the manufacturer as required by rule 24 of the Drugs and
Cosmetics Rules, 1945

4.* l/we enclose herewith a copy of Registration

Certificate concerning the drugs to be imported in India, issued under Form 41 of the rules, vide

Registration Certificate No._ Dated s

________ issued through M/s

(name and full address valid upto

5% we hold a valid wholesale licence for sale or

distribution of drugs or valid licence to manufacture drugs, under the provisions of the Act and
rules made thereunder. A copy of the said licence is enclosed.

6. A fee of has been credited to Government under the Head of Account “0210 -
Medical and Public Health, 04-Public Heatlh, 104-Fees and Fines” under the Drugs and Cosmetics
Rules, 1945 - Central vide Challan No. dated (attached in
original).
Place: Signature__
Date: Name

Designation

Seal/Stamp of Manufacturer’s agent in India
* delete whichever is not applicable;

FORM 8-A
(SeeRule 24)
Application for licence to import drugs specified in Schedule X to the Drugs and Cosmetics

Rules, 1945,
*|/we ,(full address with telephone number, fax number and
e-mail address) hereby apply for a licence to import drugs specified below manufactured by
M/s _(full address with telephone no, fax and
e-mailno.)
2. Names of the drugs to be imported:
D.
2.
3.
3.* liwe enclose herewith an undertaking in Form 9
dated signed by the manufacturer as required by rule 24 of the Drugs and
Cosmetics Rules, 1945
4.* l/we enclose herewith a copy of Registration
Certificate concerning the drugs to be imported in India, issued under Form 41 of the rules, vide
Registration Certificate No. Dated issued through
M/s (name and full address wvalid
upto*

5*1 we hold a valid wholesale licence for sale or




distribution of drugs or valid licence to manufacture drugs, under the provisions of the Act and
rules made thereunder. A copy of the said licence is enclosed.

6. A fee of has been credited to Government under the Head of Account “0210 -
Medical and Public Health, 04-Public Heatlh, 104-Fees and Fines” under the Drugs and Cosmetics
Rules, 1945 - Central vide Challan No. dated (attached in
original).
Place: Signature__
Date: Name

Designation

Seal/Stamp of Manufacturer’s agent in India
- delete whichever is not applicable;

FORM 9
See Rule 24
Form of undertaking to accompany an application for animport licence
Whereas ......c.occoevevvievinnvenenenn, 0] intends to apply for a licence under the
Drugs and Cosmetics Rules, 1945, for the import into India, of the drugs specified below

manufactured by US, We .......cccocovvirinerinnnns OF o hereby give this undertaking
that for the duration of the said licence-

(1) the said applicant shall be our agent for the .import of drugs into India;

(@  we shall comply with the conditions imposed on a licence by Rules 74 and 78 of the
Drugs and Cosmetics Rules, 1945;

(3 we declare that, we are carrying onthe manufacture of the drugs mentioned in this
undertaking at the premises specified below, and we shall from time to time report any
change of premises on which manufacture will be carried on and in cases where
manufacture is carried on in more than one factory any change in the distribution of
functions between the factories ;

(4)  we shall comply with the provisions of Part IX of the Drugs and Cosmetics Rules,
1945;

(5) everydrug manufactured by us for import under licence into India shall as regards
strength, quality and purity conform with the provisions of Chapter Il of the Drugs
and Cosmetics Act, 1940, and of the Drugs and Cosmetics Rules, 1945;

(6) we shall comply with such further requirements, if any, as may be specified by Rules,
by the Central Government under the Act and of which the licensing authority has
given to the licensee not less than four months’ notice.

Names of drugs and classes of drugs
Particulars of premises where manufacture is carried on.
Date..........ccceevvievuvneennnen. [Signature, Name, Designation, Seal/Stamp of manufacturer or on
behalf of the manufacturer]
FORM 10
See Rules 23 and 27
Licence toimport drugs (excluding those specified in Schedule X) to the Drugs and
Cosmetics Rules, 1945
Licence Number Date




(Name and full address ofthe importer) is hereby licenced to importinto India during the period for wh
ich this licence is in force, the drugsspecified below, manufactured by M/s_
(name and full address) and any other drugs manufactured by the said manufacturer as may from
time to time be endorsed on this licence.

2. This licence shall be in force from to unless it is sooner

suspended or cancelled under the said rules.

3. Names of drugs to be imported:

Place:

Date:

LICENSING AUTHORITY

Seal/Stamp

* delete whichever is not applicable.

Conditions of Licence

1. A photocopy of licence shall be displayed in a prominent place in a part of the premises, and
the original licence shall be produced, whenever required.

2. Each batch of drug imported into India shall be accompanied with a detailed batch test
report and a batch release certificate, duly signed and authenticated by the manufacturer
with date of testing, date of release and date of forwarding such reports. The imported
batch of each drug shall be subjected to examination and testing as the licensing authority
deems fit prior to its marketing.

3. The licensee shall be responsible for the business activities of the manufacturer in India
alongwith the registration holder and his authorised agent.

4. The licensee shall inform the licensing authority forthwith in writing in the event of any
change in the constitution of the firm operating under the licence. Where any change in the
constitution of the firm takes place, the current licence shall be deemed to be valid for a
maximum period of three months from the date on which the change takes place unless, in
the meantime, a fresh licence has been taken from the licensing authority in the name of the
firm with the changed constitution]

FORM 10-A
(See Rules 23 and 27)
Licenceto import drugs specified in Schedule X to the Drugs and Cosmetics Rules, 1945
Licence Number Date






(Name and full address of the importer) is hereby licenced to import into India during the period
for which this licence is in force, the drugs specified below, manufactured by

M/s (name and full address) and any other drugs
manufactured by the said manufacturer as may from time to time be endorsed on this licence.
2. This licence shall be in the force from to unless it is sooner

suspended or cancelled under the said rules.
3. Names of drugs to be imported:

Place:

Date:

LICENSING AUTHORITY

Seal/Stamp

* delete whichever is not applicable.

Conditions of Licence

1. A photocopy of licence shall be displayed in a prominent place in a part of the premises, and
the original licence produced, whenever required.

2. Each batch of drug imported into India shall be accompanied with a detailed batch test
report and a batch release certificate, duly signed and authenticated by the manufacturer
with date of testing, date of release and date of forwarding such reports. The imported
batch of each drug shall be subjected to examination and testing as the licensing authority
deems fit prior to its marketing.

3. The licensee shall be responsible for the business activities of the manufacturer in India
alongwith the registration holder and his authorised agent.

4. The licensee shall inform the licensing authority forthwith in writing in the event of any
change in the constitution of the firm operating under the licence. Where any change in the
constitution of the firm takes place, the current licence shall be deemed to be valid for a
maximum period of three months from the date on which the change takes place unless, in
the meantime, a fresh licence has been taken from the licensing authority in the name of the
firm with the changed constitution]

FORM 11
[See Rule 33]

Licence to import drugs for the purposes of examination, test or analysis
........................ Of...ceviveereneennnn 1S hereby licensed to import from....................the drugs specified
below for the purposes of examination, test or analysis at .............c....... or in such other places as
the licensing authority may from time to time authorize.

2. This licence is subject to the conditions prescribed in the Rules under the Drugs and
Cosmetics Act, 1940.

3. This licence shall, unless previously suspended or revoked, be in force for a period of one
year from the date specified below :-

Names of drugs Quantities which may be imported
Date......covvnerennn Licensing Authority

FORM 11-A
(See Rules 33-A)
Licence toimport drugs by a Government Hospital or Autonomous Medical Institution for
thetreatment of patients

Licence No. Date







Dr. Designation (me of College/

Hospital/Autonomous Institution)s hereby licenced to import from M/s nme and
full address) the drugs specified below for the purpose of treatment of patients for the disease
(name of the disease) at _

or in such other places asthe licensing authority may from time to time authorise.

2. This licence shall, unless previously suspended or revoked, be in force for a period of one
year from the date of issue specified above.

3. Names of drugs to be imported:

Names of drug Quantitywhich may be imported
Place: LICENSING AUTHORITY
Date: _ Seal/Stamp

Conditions of Licence

1. Thelicence shall be displayed in the Office of the Medical Superintendent of Government
Hospital/Head of Institution of Autonomous Medical Institution.

2. The licensee shall store the drugs imported under this licence under proper storage
conditions.

3. The drugs imported under this licence shall be exclusively used for the treatment of patients,
and a record shall be maintained in this regard, by aregistered pharmacist giving the full
name(s) and address (es) of the patients, diagnosis, dosage schedule, total quantity of
drugs imported and issued, and shall be countersigned by the Medical Superintendent of
the Government Hospital or Head of the Autonomous Medical Institution which shall be
produced, on demand by an Inspector appointed under the Act.]

FORM 12
[SeeRule 34]
Application for licence to import drugs for purpose of examination, test or analysis

L resident of ... by
OCCUPALION.....eeiieecereree et hereby apply for a licence to import the drugs specified
below for the purposes of examination, test or analysis at...........cccccvvverviir e cien e from
............. and | undertake to comply with the conditions applicable to the licence.

[A fee of rupees has been

credited to Government under the Head of Account “0210 - Medical and Public Health, 04-Public
Heatlh, 104-Fees and Fines” under the Drugs and Cosmetics Rules, 1945 - Central vide Challan

No. Dated (attached in original).]

Names of drugs and classes of drugs Quantities

Date......ccovverereeen. Signature.........cooevueeene.
FORM 12-A

See Rule 36 Second Proviso
Application for the issue of a permit toimport small quantities of drugs. for personal use
L resident of.........oceovevneicrinenn Dy 0CCUPALION ....cocveeeceee e
hereby apply for a permit to import the drugs specified below for personal use from
| attach a prescription from a registered medical practitioner in regard to the need for the said
drugs.
Names of drugs Quantities
Date........cocverernrnne Signature.........ccovveeeene.



FORM 12-AA
(See Rules 34-A)

Application for licence to import small quantities of new drugs by a Government Hospital or
Autonomous Medical Institution for the treatment of patients I, (name
and designation) of (name
of the Hospital/Autonomous Medical Institution)hereby apply for a licence to import small
quantities of new drugs specified below for the purpose of treatment of patients for the disease

(name of the disease)at (name
and place of the hospital) and | undertake to comply with the conditions applicable to the
licence and other provisions of the Drugs and Cosmetics Act, 1940 and the rules made thereunder,
from time to time.

1. A fee of rupees has been credited to Government under the
Head of Account “0210 - Medical and Public Health, 04-Public Heatlh, 104-Fees and Fines”
under the Drugs and Cosmetics Rules, 1945 - Central vide Challan No. , dated

, (attached in original).
2. Name of new drug to be imported:-

Names of drug Quantitywhich may be imported

Place:
Date:_
Signature
Name
Seal/Stamp

CERTIFICATE



Certified that the drugs specified above for imports are urgently required for the treatment of
patients suffering from and that the said drug(s) is/
are not available in India.

SIGNATURE

Medical Superintendent of the Government Hospital/Head of Autonomous Medical Institution’
Seal/Stamp;’

PLACE:

DATE:

FORM 12-B
See Rule 36, Second Proviso
Permit for the import of small quantities of drugs for personal use

..................... OF e S hereby  permitted to import
frOM.ee the drugs specified below for personal use.

2. This permit is subject to the conditions prescribed in the Rules underthe Drugs and Cosmetics
Act, 1940.

3. This permit shall, unless previously suspended or revoked, be in force for a period of six months
from the date specified below.
Names of drugs Quantities which may be imported.
Date.....covvvviiiieiiee e Licensing Authority.

FORM 13
See Rule 46
Certificate of testor analysis by Government Analystunder Section 25(1)
of the Drugs and Cosmetics Act, 1940

Name of Inspector from whom received ..........ccccoeeeiviine e,
Serial No. and date of Inspector's memorandum
Number of SamMPle........c.ooiiiice e
Date Of rECEIPL. ..t e ettt et e
Names of drugs purporting to be contained in the sample..............
Condition of seals on the °®[packet or on portion of sample or container]

o g wbdR

7. Result of test or analysis with “[protocols of test or analysis | applied. ........cccocevivveviieeiiieienns

In the opinion of the undersigned the sample referred to above is not of is of standard
quality as defined in the Drugs and Cosmetics Act, 1940, and Rules thereunder standard quality as
defined in the Drugs and Cosmetics Act, 1940, and Rules thereunder
for the reasons given

Date.....c.ccovvevvrvrenrne, Government Analyst...........cccceuvenene
FORM 13-A
See Rule 163(5)
Certificate of tests or analysis by Government Analyst under Section 33-H
of the Drugs and Cosmetics Act, 1940

Name of Inspector from whom received ..........cccceeiveriieieinineenne

Serial No. and date of Inspector’s memorandum...........c.cc.cceevennne.

NUMDEr Of SAMPIE. ... s

Date OF FECRIPL. ...ttt e s

Names of ingredients purporting to have been used in the preparation of the

a bk wbhNpE

6.  Condition of seal on the package
7. Results of test or @analysSis..........coeiereeienniene e
[In the opinion of the undersigned the sample referred to above is of standard / is not
standardquality as defined in the Drugs and Cosmetics Act, 1940 and Rules made thereunder for
the reasons given below]

Date : Government Analyst




FORM 14-A
SeeRule 47
Application from a purchaser for test or analysis of a drug under Section 26 of the Drugs
and Cosmetics Act, 1940
Full name and address of the applicant .............cccccceeennee
Oceupation.........ccccoceeveinnnnn.
Name of drug purporting to be contained in the sample ....................
Name and full address of the pharmacy or concern where the drug was
purchased........c.coevveernnnnn
5. Dateon which purchased..........c..ccccevvnenene
6. Reasonswhy the drug is being submitted for testor analysis..........c............

[7. Afeeofrupees......cccourvrnnnnn. vide Schedule B to the Drugs and Cosmetics Rules,
1945, has been credited to Government under the head of account “080-Medical-Miscellaneous-
Fees under the Drugs and Cosmetics Rules, 1945-Central/ State”—vide treasury receipt attached.]

I hereby declare that the drug being submitted for test was purchased by or for me. | further
declare that the sample of the drug being sent for test or analysis is exactly as it was purchased

and has not been tampered with in any way to reduce its potency.

Ea SO\ o

Date......cocovireinieenns Signed......coveeerirnecene
State Amendments
Maharashtra -[in Form14-A, for item 7, the following shall be substituted, namely:-
“7. A fee of rupees.......... has been credited to the Government account under the head of
account .......... ”; (vide Mah. Act No. 31 0f 1989, S. 8)
FORM 14-B
SeeRule 47

Certificate of testor analysis by Government Analyst under Section 26
of the Drugs and Cosmetics Act, 1940

Name of person from whom sample received ............ccccevveennnnee.

Date of receipt........ccccoevvvvivirenene
Name of drug purporting to be contained in the sample..............ccccceees
Opinion of the Government Analyst.-The sample referred to above is/is not of standard
quality as defined in the Drugs and Cosmetics Act, 1940, and Rules thereunder.
Date.....cccoevriinennnn. GovernmentAnalyst.............cccc.......

FORM 15
See Rules 54 and 145-C
Order under Section 22(1) (c) of the Drugs and Cosmetics Act, 1940 requiring
aperson not to dispose of stock in his possession

A wWwDN R

Whereas, | have reason to believe that the stocks of drugs/cosmetics in your possession,
detailed below contravene the provisions of Section 18 of the Drugs and Cosmetics Act, 1940 ;
Now, therefore, | hereby require you under clause (c) of sub-section (1) of Section 22 of the said
Act, not to dispose of the said stock for aperiod of..................... days from the date of this
order.
Date.......ccccovenne Inspector
Details of stock of drugs/cosmetics.
Date......ccccovveuene. Inspector



FORM 16
See Rules 55 and 145-B
Receipt for stock of drugs or cosmetics for record, register, document or material object
seized under Section 22(1) (c) or (cc) of the Drugs and Cosmetics Act, 1940

The stock of drugs or cosmetics or records, registers, documents or material objects, detailed
below has/have this day been seized by me under the provisions of clause (c) or clause (cc) of
sub-section (1) of Section 22 of the Drugs and Cosmetics Act, 1940 (23 of 1940), from the
PreMIsSeS Of .....cvvvivcreiee e situated at ... .oooveeeriee e
Date.....ccoovvviiniinineenns INSpector.......c.cccvveerveenne

Details of drugs, cosmetics, records, registers, documents or material objects seized.

Date.....cooeriveieriniinns INSPECHOr........evvvvrreeernen,
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[FORM 18-A
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have this day taken from the premises of ....................
1 situated at.......co.........
........7.....samples of the drugs/cosmetics specified

S below for the purpose of test or analysis.
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Receipt for
samples of
drugs or
cosmetics
taken where
fair price
tendered
thereof under
sub-section
(1) of Section
23 of the
Drugs and
Cosmetics
Act, 1940 is
refused.

have taken, from the
premises of

samples
of
drugs/co
smetics
as
specifie

D

o ol

o S o

N3, R NQUEN

_>>

[FORM 18-A
d below :— Details of samples ...................
And whereas | had offered to pay you rupees
................. as the fair price of the samples of
drugs/cosmetics taken :
And whereas, you have refused to accept the fair price
tendered thereof.
Now, therefore, | give you this receipt as the fair price tendered
for the samples of the drugs/
cosmetics taken by me.

STVTOT

Serial No. of Memorandum

The Government Analyst,

The portion of sample/container described below is sent
herewith for test or analysis under the provisions of
clause (i) of sub-section (4) of Section 23 of the Drugs
and Cosmetics Act,

1940.

Inspector
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[FORM 18-A
The portion of [See Rule 163(1)]

sample/container has  nemorandum to Government Analyst
been marked byme

with the following
mark.

Details of
portion of sample
or container with
name of
[drug/cosmetic]
which it purports
to contain-
Date.......cocevvineerininns Inspector...........cccoeuenee.



The Government Analyst,

The portion of sample/container described below is sent herewith for test or analysis under
the provisions of Section 33-H of the Drugs and Cosmetics Act, 1940.

The portion of sample/container has been marked by me with the following mark.

Details of portion of sample or container with name of ingredients from which it is claimed to
be made.
Date......coveiiiiierienenn, INSPECtor.........ccccvvveeenn.

[FORM 19 [See
Rule 59(2)]
Application for grant or renewal of a[licence to sell, stock, exhibit or offer for sale, or
distribute] drugs other than those specified in Schedule X
LIWe..iieeie, hereby apply for licence to sell by wholesale/retail drugs specified in
Schedules C and C(1) excluding those specified in Schedule X* and/or drugs other than those
specified in Schedules C, C(1) and X to the Drugs and Cosmetics Rules, 1945* and also to
operate a pharmacy on the premises situated at ..................
2. $ The sale and dispensing of drugs will be made under the personal supervision of the
qualified persons namely :-
............................ (Name) ......cccovevevvrerennnne. (Qualification).
............................ (Name) ......cccovevevvrerennnne. (Qualification).
3. Categories of drugs to be sold.
4.  +Particulars for special storage accommodation.
5. Afeeofrupees.......cccururnnnnn. has been credited to the Government account under the
head of acCOUNt...........covvveiircec e
Date.......coevverivererininns Signature..........cccevveveeene.

* Delete whichever is not applicable.
$ To be deleted if drugs will be sold only by wholesale.

+ Required only if products requiring special storage are to be sold.
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[FORM 19-A
[See Rule 59(2)]
[Application for the grant or renewal of a restricted licence to sell, stock or exhibit [or
offer] for sale, or distribute drugs by retail by [* * *] dealers who do not engage the
service of a qualified person]

apply for alicence to sell by retail
(i) Drugs other than those specified in Schedules C, C(1) and X on the premises situated at..

[***]

(i) Drugs specified in [Schedule C(1)], on the premises situated at.........

Drugs specified in [Schedule C(1)], asvendor in the area..........

2. Sales shall be restricted to such drugs as canbe sold without the supervision of a
qualified person under the Drugs and Cosmetics Rules.

3. Names or classes of drugs proposed to besold ...........cccceeeeeeene.

*4. Particulars of the storage accommodation for the storage of [Schedule C(1)] drugs on
the premises referred to above.

+5. The drugs for sale will be purchased from the following dealers and such other dealers
as may be endorsed on the licence by the licensing authority from time to time.

Name of the dealers..........ccccevrennnnne Licence NO......ccceeeeeeeiiieeee e,
6. A fee of rupees +[* * *] has been credited to Government under the ++ twenty
head of aCCOUNL..........ccvvvieiiiiiice e,
Date.......cocovvrneerininns INSpector..............ceeeees
State Amendments

Maharashtra.-in Form 19-A,-.
@) initem 6.the words “five” and “twenty”, respectively, shall be deleted,;
(i) the portion beginning with the words “Rupees five” and ending with the words
“restricted licence” atthe end, shall be deleted. (vide Mah. Act No.31 of 1989, S 8)

* Delete if not required.
+ Applies only to an itinerant vendor.
++ Rupees five for itinerant vendors and applicants from a village or town having a population of 5000
or less, and Rupees twenty for otherrestricted licence.

[See Rule 62-C]
Application for grant or renewal of a[licence to sell, stock or exhibit or offer for sale by
wholesale or distribute] drugs from a motor vehicle

1. IMWe o, 0] /R hereby apply for [licence to sell, stock or exhibit
or offer for sale by wholesale, or distribute] drugs specified in Schedules C and C(1) and /or
drugs other than those specified in Schedule C and Schedule C(1) from the vehicle bearing
registration No.. ... .. assigned under the Motor Vehicles Act, 1939.

2. Categories of drugs to be sold/distributed —

3. ATEE OF TUPBES .o has been credited to Government
under the head of aCCOUNE .......ecvvvviies e

*4. Particulars of the storage accommodation for the storage of drugs specified in Schedules
C and C(1) on the vehicle referred to above.
Date......ccovvvrevrennns Signature.........cccoeveenae

FORM 19-B
[See Rule 67-A]



Application for licence to sell, stock or exhibit [or offer] for sale,
or distribute Homoeopathic medicines
LIMWe. e Of e herebyapply for a licence to sell by *wholesale/retail
Homoeopathic medicine on the premises situated at...............
+2. The sale and dispensing of Homoeopathic medicines shall be made under the personal
supervision of the following competent person in-charge.

Name ..o,
3. Afee of rupees.......cccovvvvvennnnnn. has been credited to the Government under the head of
ACCOUNt.....cvevirerreriinen,
Date ..ooovveveeceveervee e SIgNatUre......oooveveeseerennnns

* Delete whichever is not applicable.
+ To bedeleted if Homoeopathic medicines will be sold by wholesale.
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[FORM 19-C
[See Rule 59(2)]
Application for grant or renewal of a [licence to sell, stock, exhibit or
offer for sale, or distribute] drugs specified in Schedule X
1o 1/We Of i hereby apply for a licence to sell by *wholesale/retail
drugs specified in Schedule X to the Drugs and Cosmetics Rules, 1945. We operate a pharmacy
on the premises, situated at ......................
2. +The sale and dispensing of drugs will be made under the personal supervision of the
qualified persons mentioned below:-
...................... (Name) ..........ccceerueeeen. (Qualification)
...................... (Name) ..........ccceerueeeen. (Qualification)
3. Names of drugs to be sold.
4. ++Particulars of storage accommodation.

5. Afeeofrupees .......cccocevvvevvrnnnen. has been credited to Government account under the head
ofaccount........ccoeceerieninenn.
Date........ccooevvvvnnnnn. Signature.......ccoceeevvveeeinenns ]

* Delete whichever is not applicable.
+ To be deleted if drugs will be sold only by wholesale.
++ Required only if products requiring special storage are to be sold.

[FORM 20 [See
Rule 61 (1)]
Licence to sell, stock or exhibit [or offer] for sale, or distribute drugs by
retail other than those specified in [Schedules C,C(1) and X]

Lo, is hereby licensed to sell, stock or exhibit [or offer] for sale or distribute
by retail drugs other than those specified in [Schedules C, C(1) and X] of the Drugs and
Cosmetics Rules, 1945, *and to operate a pharmacy on the premises situated at .............ccce......
subject to the conditions specified below and to the provisions of the Drugs and Cosmetics Act,
1940 and the rules thereunder.

[2.  Thelicence shall bein force from ................... [ (0 PO PRTPPRPPP ]
3.Name(s) of qualified person(s) in charge........... (I 2
4.Categories of drugs.........coccevvrvenine.

[Date.....coovewireirereenn Licence NO.......cccovvvrveeennnn. Licensing Authority]

*Delete if not applicable.
Conditions of Licence
1. Thislicence shall be displayed in a prominent place in a part of the premises open to
the public.
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2. The licensee shall comply with the provisions of the Drugs and Cosmetics Act, 1940
and the Rules thereunder for the time being in force.

3. The licensee shall report to the licensing authority any change in the qualified staff
incharge within one month of such change.

[4. No drug shall be sold unless such drug is purchased under cash or credit memo from a
duly licensed dealer or aduly licensed manufacturer.

[5.  Thelicensee shall inform the Licensing, Authority in writing in the event of any change in
the constitution of the firm operating under the licence. Where any change in the
constitution of the firm takes place, the current licence shall be deemed to be valid for
a maximum period of three months from the date on which the change takes place
unless, in the meantime, a fresh licence has been taken from the Licensing Authority in
the name of the firm with the changed constitution.]

[FORM 20-A
[See Rule 61(1)]
Restricted licence to sell, stock or exhibit [or offer] for sale, or distribute drugs by
retail other than those specified in [Schedules C, C(1)) and X] for [* **] dealers who
do not engage the services of a qualified person
1o, is hereby licensed to sell, stock or exhibit [or offer] for sale, or
distribute on the premises situated at/[* * *].....ccccccceviiveeeceiiinneen. the following drugs being
drugs other than those specified in [Schedules C, C(1) and X] of the Drugs and Cosmetics
Rules, 1945 subject to the conditions specified below and to the provisions of the Drugs and
Cosmetics Act, 1940 and the rules made thereunder.
2.The licenceshall be in force from.................... 1 (0 TP
3.The licensee candeal only in such drugs as canbe sold without the supervision of a
“qualified person” under the Drugs and Cosmetics Rules, 1945.
4. [* * *]

Name of the dealer ..........ccccecvveenennn. Licence NO ....ovvvvrvvvvereercecieenes
Date......cccooveeeriirriiennn Licensing Authority
Conditions of Licence
1 This licence shall be displayed in a prominent place in a part of the premises open to

the public [** *]*
2. The licensee shall comply with the provisions of the Drugs and Cosmetics Act, 1940
and the Rules thereunder for the time being in force.
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[3 No drug shall be sold unless such drug is purchased under a cash or credit memo
from a duly licensed dealer or a duly licensed manufacturer.]

[4. The licensee shall inform the Licensing Authority in writing in the event of any
change in the constitution of the firm operating under the licence. Where any change
in the constitution of the firm takes place , the current licence shall be deemed to be
valid for a maximum period of three months from the date on which the change takes
place unless, in the meantime, a fresh licence has been taken from the Licensing
Authority in the name of the firm with the changed constitution.]

[FORM 20-B
[See Rule 61(1))]
Licence to sell, stock or exhibit [or offer] for sale, or distribute by wholesale, drugs other]
than those specified in [Schedule C, C(1) and X] .

P is hereby licensed to sell, stock or exhibit [or offer] for sale, or distribute
by wholesale drugs other than those specified in [ Schedule C, C(1) and X] on the premises
situated at .......ccevveriinnenns subject to the conditions specified below and to the provisions of the
Drugs and Cosmetics Act, 1940 and the rules thereunder.

2. The licence shall be in force from ...........cccceene 10,

[3.  The sale shall be made under the personal supervision of a competent person.
(Name of the competent person-.]
YTDate ..ooveiiiin LicenceNO ......cceuveeee. Licencing Authority]
Conditions of Licence
1.This licence shall be displayed in a prominent place in a part of the premises open to the
public..
2.The licensee shall comply with the provisions of the Drugs and Cosmetics Act, 1940 and
the Rules thereunder for the time being in force.
3. () No drugshall be sold unless such drugis purchased under a cash or credit
memo from a duly licensed dealer or aduly licenced manufacturer.

(i) No sale of any drug shall be made to a person not holding the requisite licence
to sell, stock, or exhibit for sale or distribute the drug. Provided that the condition
shall not apply tothe sale of any drug to-

(@ an officer or authority purchasing on behalf of Government, or
(b) a hospital, medical, educational or research institution, or a registered
medical practitioner for the purpose of supply to his patients, or
(c) a manufacturer of beverages, confectionery biscuits and other non-
medicinal products, where such drugs are required for processing these
products;

4 i [* * *]

5.  The licensee shall inform the Licensing Authority in writing in the event of any
change in the constitution of the firm operating under the licence. Where any change
in the constitution of the firm takes place, the current licence shall be deemed to be
valid for a maximum period of three months from the date on which the change takes
place unless, in the meantime, a fresh licence has been taken from the Licensing
authority in the name of the firm with the changed constitution.

FORM 20-BB
[See Rule 62-D]
Licence to sell, stock or exhibit or offer for sale by wholesale, or distribute drugs other than
those specified in Schedule C and Schedule C(1) to Drugs and Cosmetics Rules, 1945, from
amotor vehicle
1o is hereby[licensed to sell, stock or exhibit offer for sale by wholesale, or
distribute] drugs other than those specified in Schedule C and Schedule C(1) from the vehicle



bearing registration NO..........ccccccvvnee. assigned under Motor Vehicles Act, 1939, subject to the
conditions specified below and to the provisions of the Drugs and Cosmetics Act, 1940 and the
rules made thereunder.

2. Thelicence shall be in force from .................... [ (0 O
3. Categories of drugs.........cccceveerernns
Date ...covvevrrennn, Licence NO ....ccoccovcvceieveiicrci e Licencing Authority....................

Conditions of Licence
1. Thislicence shall be displayed in a prominent place on the vehicle.
2. The licensee shall comply with the provisions of the Drugs and Cosmetics Act, 1940
and the Rules made thereunder for the time being in force.

3. () No drug shall be sold by wholesale or distributed unless such drug is purchased
under a cash or credit memo from a duly licensed dealer or a duly licensed
manufacturer.

(i) No sale by wholesale or distribution of any drug shall be made to a person not
holding the requisite licence to sell, stock, or exhibit for sale or distribute the
drug:

Provided that this condition shall notapply to the sale of any drug to-

(@ an officer or authority purchasing on behalf of the Government, or

(b) a hospital, medical, educational or research institution or a registered
medical practitioner for the purpose of supply .to his patients, or

(c) a manufacturer of beverages, confectionery biscuits and other non-
medicinal products, where such drugs are required for processing these
products.

4.  The licensee shall inform the Licensing Authority in writing in the event of any
change in the constitution of the firm operating under the licence. Where any change
in the constitution of the firm takes place, the current licence shall be deemed to be
valid for a maximum period of three months from the date on which the change takes
place unless, in the meantime, a fresh licence has been taken from the Licencing
Authority in the name of the firm with the changed constitution.

5. The licensee shall inform the Licencing Authority in writing in the event of any
change in ownership of the vehicle specified in this licence within seven days of
such change.

FORM 20-C
[See Rule 67-C]
Licence to sell, stock or exhibit [or offer] for sale, or distribute Homoeopathic medicines

by retail
Lo, is hereby licensed to sell, stock or exhibit [or offer] for sale, or distribute by
retail Homoeopathic medicines on the premises situated at .................... subject to the conditions

specified below and to the provisions of the Drugs and Cosmetics Act, 1940 and the rules made
thereunder.
2. Thelicence shall bein forcefrom ...........ccccveeee. [ (0 O
3. Name ofthe competent person in-charge.........c.ccoceu.....
Date.....ccoevvreerinenns Licensing Authority...........cccce....
Conditions of Licence

1. The licence shall be displayed in a prominent place in apart of the premises open to
the public.

2. The licensee shall comply with the provisions applicable to Homoeopathic medicines
under the Drugs and Cosmetics Act, 1940 and the rules made thereunder for the time
being in force.

3. The licensee shall report to the Licensing Authority any change in the competent



staff within one month of such change.

4.  This licence authorises the sale of Homoeopathic medicines made from one earlier
potency up to a quantity of 30 ml. at a time.

5. Where any change in the constitution of the firm takes place, a licensee shall inform
the Licensing Authority in writing about the same and the current licence shall be
valid only for aperiod of three months from the date on which the change takes place
unless., in the meantime, a fresh licence has been taken from the Licensing Authority
in the name of the firm with the changed constitution.

[FORM 20-D
[See Rule 67-C]
Licenceto sell, stock or exhibit [or offer] for sale, or distribute Homoeopathic medicines
by wholesale
L is hereby licensed to sell, stock or exhibit [or offer] for sale, or d
istribute by wholesale Homoeopathic medicines on the premises situated
. | SRR subject to the conditions specified below and to the provisions of
the Drugs and Cosmetics Act, 1940 and the rules made thereunder.

2. Thelicence shall bein force from ..........cccoeveeiennnnne {10 ORI TUURTURTPR

Date ....ccveeeiieee e, Licensing Authority
Conditions of Licence

1. Thislicence shall be displayed in a prominent place on the premises.

2. The licensee shall comply with the provisions as applicable to Homoeopathic medicines
under the Drugs and Cosmetics Act, 1940 and the rules made thereunder for the time
being in force.

3. Nosale of anydrug shall be made to a person not holding the requisite licence to sell,
stock or exhibit for sale or distribute the drug: Provided that this condition shall not
apply to the sale of any drug to : (a) an officer or authority purchasing on behalf of
Government, or (b) a hospital, medical, educational or research institution or a
Homoeopathic medical practitioner for the purpose of supply to his patients.]

[4.  The licensee shall inform the Licensing Authority in writing in the event of any
change in the constitution of the firm operating under the licence and the current
licence shall be valid only for a period of three months from the date on which the
change takes place unless, in the meantime, a fresh licence has been taken from the
Licensing Authority in the name of the firm with the changed constitution.]

FORM 20-E
[See Rule 67-EE]
Certificate of renewal of license to sell, stock or exhibit [or offer] for
sale, or distribute Homoeopathic medicines
1. Number of licence and date of iSSUE.........coeverenriiiinenne

Certified that licence NO ......oovvvvvvvreveriirne in Form 20-C/20-D granted on the ........cccccvveveene.
PO i for sale of Homoeopathic medicines at the premises situated
Al has been renewed for a period from .................. 10 e,

2. Name of competent personin charge.
Date ....coerieeeree e Licensing Authority]



FORM 20-F

[See Rule 61(3)]
Licence to sell, stock or exhibit for sale or distribute by retail drugs specified in Schedule X
Lo, is hereby licensed to sell, stock or exhibit for sale or distribute by retail
drugs specified in Schedule X to the Drugs and Cosmetics Rules, 1945 on the premises situated

2. Names of drugs.

3. Thislicence shall bein forcefrom .........cccccc.... 10 e,

4.  Name(s) of qualified person-in-charge.

5. The licence is subject to the conditions stated below and the provisions ofthe Drugs
and Cosmetics Act, 1940 and the Rules, made thereunder.

Date......ccoceuuee. Licence NO......cccocvvevreenes Licensing AUthOFitY..........cocvvviiiiniiiinanss
Conditions of the licence

1. This licence shall be displayed in a prominent place in a part of the premises open to
the public.

2. The licensee shall report to the licensing authority any change in the qualified staff
incharge within one month of such change.

3. Nodrug shall be stocked or sold unless such drug has been purchased under cash/
credit-memo from a duly licensed dealer or aduly licensed manufacturer.

4.  Thelicensee shall inform the licensing authorityin writing in the event of any change
in the constitution of the firm operating under the licence. Where any change in the
constitution of the firm takes place, the current licence shall be deemed to be valid for
a maximum period of three months from the date on which the change takes place
unless, in the meantime, a fresh licence has been taken from the licensing authority in
the name of the firm with the changed constitution.]

FORM 20-G
[See Rule 61(3)]
Licence to sell, stock or exhibit [or offer] for sale, or distribute by
wholesale, drugs specified in Schedule X
R is hereby licensed to sell, stock or exhibit [or offer] for sale, or distribute

by wholesale drugs specified in Schedule X to the Drugs and Cosmetics Rules, 1945, on the
premises situated at..............c.cceneene

2. Namesofdrugs.......cccceevnrinne

3. Thislicence shall bein force from .........c.cccceenne. { (0 ORI

4.  This licence is subject to the conditions stated below and the provisions of the

Drugs and Cosmetics Act, 1940 and the Rules made thereunder.

Date........cccouvvennennn. Licence NO........cccevvveveeennn. Licensing Authority.................

Conditions of the licence

1. This licence shall be displayed in a prominent place in a part of the premises open to
the public.

2. The licensee shall comply with the provisions of the Drugs and Cosmetics Act, 1940
and the rules made thereunder.

3. Nodrug shall be stocked or sold unless such drug has been purchased under a cash
or credit memo from a duly licensed dealer or a duly licensed manufacturer.

4.  The licensee shall forward to the licensing authority copies of the invoices of sales
made to the retail dealers.

5. No sale of any drug by wholesale shall be made to a person not possessing the
requisite licence to sell, stock or exhibit for sale or distribute drugs specified in Schedule
X:
Provided that this condition shall not apply to the sale of any drug to-

(@ an officer or authority purchasing on behalf of Government ;

(b) ahospital, medical, educational or research institution, nursing home,
Registered Medical Practitioner for the purpose of supply to its/his patients
or manufacturer holding a licence in Form 25-E or 28-B to manufacture the
drugs containing drugs included in Schedule X.]



6. The licensee shall inform the licensing authority in writing in the event of any
change in the constitution of the firm operating under the licence, where any change
in the constitution of the firm takes place. The current licence shall be deemed to be
valid for a maximum period of three months from the date on which the change takes
place unless, in the meantime, a fresh licence has been taken from the Licensing
Authority in the name of the firm with the changed constitution.

FORM 21 [See
Rule 61(2)
Licence to sell, stock or exhibit [or offer] for sale, or distribute by
retail drugs specified in Schedules C and C(1) [excluding those
specified in Sch. X

i is hereby licensed to sell, stock or exhibit [or offer], for sale or distribute by
retail the following categories of drugs specified in Schedules C and C(1) [excluding those
specified in Sch. X to the Drugs and Cosmetics Rules, 1945* and to operate a pharmacy on the
premises situated at.................. subject to the conditions specified below and to the provisions
of the Drugs and Cosmetics Act, 1940 and the rules thereunder.]

2.This licence shall bein force from .................. 10

3.Name(s) of qualified persons in charge..................

4. Categories ofdrugs.................

Date......cccovrirriee Licence NO......ccovveviveeeenne Licensing Authority

* Delete if not applicable.
Conditions of Licence



1. This licence shall be displayed in a prominent place in a part of the premises open to

the public.

2 The licensee shall report to the Licensing Authority any change in the qualified staff
in charge within one month of such change.

3. [* * *]

4, If the licensee wants [ to sell, stock or exhibit for sale], or distribute, during the

currency of the licence, additional categories of drugs listed in Schedules C and C(1)
[excluding those specified in Sch. X] but notincluded in this licence, he should
apply to the Licensing Authority for the necessary permission. This licence will be
deemed to extend to the categories of drugs in respect of which such permission is
given. This permission shall be endorsed on the licence by the Licensing Authority.]

[5. Nodrug shall be sold unless such drug is purchased under a cash or credit memo
from a duly licensed dealer or a duly licensed manufacturer.]

[6. The licensee shall inform the Licensing Authority in writing in the event of any
change in the constitution of the firm operating under the licence. Where any change
in the constitution of the firm takes place, the current licence shall be deemed to be
valid for a maximum period of three months from the date on which the change takes
place unless, in the meantime, a fresh licence has been taken from the Licensing
Authority in the name of the firm with the changed constitution.]

FORM 21-A
[See Rule 61(2)]
Restricted licence to sell, stock or exhibit [or offer] for sale, or distribute by retail drugs
specified in Schedule C(1) excluding those specified in Sch X for [* **] dealers who do not
engage the services of aqualified person

T is hereby licensed to sell, stock or exhibit [or offer], for sale, or distribute

by retail on the premises situated at/[* * *]......c.c.cceevrenne. the following drugs being drugs
specified in [Schedule C(1)] [excluding those specified in Sch. X] to the Drugs and Cosmetics
Rules, 1945, subject to the conditions specified below and to the provisions of the Drugs and
Cosmetics Act, 1940, and the Rules thereunder.

2 The licence shall be in force from...........c.c....... { (0 FURUURTPTR
3. Particulars of [Schedule C(1)] [excluding those specified in Sch. X] drugs to be
0] (o IR
4. [* * *]
Name of the dealer(s) .......ccccveeveveennnn. Licence NO......cccveeevunnennn,
Date......ccovvevvveenns Licencing Authority............c.c........
Conditions of Licence
1 This licence shall be displayed in a prominent and conspicuous place in a part of the

premises open to the public [* ** ]

2. [* * *]

3 The licensee shall deal only in such drugs as can be sold without the supervision of
a “qualified person” as defined in the Explanation to sub-rule (15) of Rule 65 of the
Drugs and Cosmetics Rules, 1945.]

[4. No drug shall be sold unless such drug is purchased under cash or credit memo from
aduly licensed dealer or aduly licensed manufacturer.]

[5. The licensee shall inform the Licensing Authority in writing in the event of any
change in the constitution of the firm operating under the licence. Where any change
in the constitution of the firm takes place, the current licence shall be deemed to be
valid for a maximum period of three months from the date on which the change takes
place unless, in the meantime, a fresh licence has been taken from the Licensing
Authority in the name of the firm with the changed constitution.]

FORM 21-B
[See Rule 61(2)]
Licence to sell, stock or exhibit [or offer] for sale, or distribute by wholesale drugs specified in
Sch.Cand C(1) [excluding those specified in Sch. X



P is hereby licensed to sell, stock or exhibit [or offer] for sale, or distribute
by wholesale on the premises situated at ............cccccevvvenee the following categories of drugs
specified in Schedules C and C(1) [excluding those specified in Sch. X] to the Drugs and
Cosmetics Rules, 1945.

Categories of drugs

2. Thislicence shall Dein fOrCefrom ......ccviviiiiiiiins v e

0. ettt e
2-A. The sale shall be made under the personal supervision of a competent person. (Name
of the competent person.)]

3 This licence is subject to the conditions stated below and to the provisions of the

Drugs and Cosmetics Act, 1940, and the Rules thereunder.
Date......ccceeee. Licence NO.......ovenne. Licensing Authority.....................
Conditions of Licence

1 This licence shall be displayed in a prominent place in a part of the premises open to
the public.

2. [* * *]

3 If the licensee wants to sell, stock or exhibit for sale or distribute during the currency

of the licence additional categories of drugs listed in Schedules C and C(1) [excluding
those specified in Sch. X but notincluded in this licence, he should apply to the
Licensing Authority for the necessary permission. This licence will be deemed to
extend to the categories of drugs in respect of which such permission is given. This
permission shall be endorsed on the licence by the Licensing Authority.
4, () Nodrug shall be sold unless such drugis purchased under a cash or credit
memo from a duly licensed dealer or aduly licensed manufacturer.
(i) No sale of anydrug shall be made for purpose of resale to a person not holding
the requisite licence to sell, stock or exhibit for sale or distribute the drug:
Provided that this condition shall not apply to the sale of any drug to -
(a) an officer or authority purchasing on behalf of Government, or
(b) a hospital, medical, educational or research institution or a registered
medical practitioner for the purpose of supply to his patients, or
(c) amanufacturer of hydrogenated vegetable oils, beverages, confectionery
and other non-medicinal products, where such drugs are required for
processing these products.
5 [F o
6. The licensee shall inform the Licensing Authority in writing in the event of any
change in the constitution of the firm operating under the licence. Where any change
in the constitution of the firm takes place, the current licence shall be deemed to be
valid for a maximum period of three months from the date on which the change takes
place unless, in the meantime, a fresh licence has been taken from the Licensing
Authority in the name of the firm with the changed constitution.]
FORM 21-BB
[See Rule 62-D]
Licence to sell by wholesale or to distribute drugs specified in Schedule C and Schedule C(1) to
the Drugs and Cosmetics Rules, 1945 from a motor vehicle

1o, is hereby licensed to sell by wholesale, or to distribute drugs specified in
Schedule C and Schedule C(1) from the vehicle bearing registration NO...........c.cccceeee assigned
under Motor Vehicles Act, 1939, subject to the conditions specified below and to the provisions
of the Drugs and Cosmetics Act, 1940 and the rules made thereunder.

2. Thelicenceshall bein force from.........ccocuveeee. [ (0 T

3. Categories of drugs .......eeeeveeererinnns



4.()

(ii)

.................... LicenceNo..................  Licensing AUthOrity...........cccceeveennen.

Conditions of Licence
This licence shall be displayed in a prominent place on the vehicle.

No drugs to which this licence applies shall be sold by wholesale or distributed
unless the precautions as are published by the Licensing Authority from time to time
in the Official Gazette have been observed throughout the period during which it has
been in the possession of the licensee.

If the licensee wants to sell by wholesale or distribute during the currency of the
licence, additional categories of drugs listed in Schedule C and Schedule C(1) not
included in this licence, he shall apply to the Licensing Authority for necessary
permission. This licence shall be deemed to extend to the categories of drugs in
respect of which such permission is given. This shall be endorsed on the licence by
the Licensing Authority.

No drug shall be sold by wholesale or distributed unless such drug is purchased
under a cash or credit memo from aduly licensed manufacturer.

No sale by wholesale or distribution of any drug shall he made, for the purpose of
resale to a person, not holding the requisite licence to sell, stock or exhibit for sale or
distribute the drug:

Provided that this condition shall not apply to the sale of any drug to-
(@ an officer or authority purchasing on behalf of the Government, or

(b) ahospital, medical, educational orresearch institution or aregistered medical
practitioner for the purpose of supply to his patients, or

(c) amanufacturer of hydrogenated vegetable oils, beverages, confectionery and
other non-medicinal products, where such drugs are required for processing
their products.

The licensee shall inform the Licensing Authority in writing in the event of any
change in the constitution of the firm operating under the licence. Where any change
in the constitution of the firm takes place, the current licence shall be deemed to be
valid for a maximum period of three months from the date on which the change takes
place unless, in the meantime, a fresh licence has been taken from the Licensing
Authority in the name of the firm with the changed constitution.

The licensee shall inform the Licensing Authority in writing in the event of any
change in the ownership of the vehicle specified in this licence within seven days of
such change.

FORM 21-C

[See Rule 63-A]

Certificate of renewal of licence to sell, stock or exhibit [or offer] for sale, or distribute

drugs

Number of licence and date Of ISSUE ..........ocuveeriiiieeeniiiiiee e

1. Certified that licence NO.........ccccviiiiennes in #[Form 20, 20-A, 20-B, 20-F, 20-G, 21, 21 -A
or 21 -BJ; granted on the........ccoceoiviiiinnne 10 TR for sale of the following drugs at
the premises situated at ...........coooveiiiinnn. has been renewed for a period from
.............................. 10 s

2. Categories or particulars of drugs.........cccoeveeerercrnne

3. Name(s) of qualified person(s) in charge ..........cccccveeeeereeeenn.
Date......coeerirririeerineins Licensing Authority]

FORM 21-CC
[See Rule 63-B]
Certificate of renewal of [licence to sell, stock or exhibit or offer for sale
by wholesale, or distribute] drugs from a motor vehicle



Number of licence and date of iSSUE ..........c.cceveees

1. Certified that licence NO..........cccceveeennns in Form 20-BB or Form 21-BB granted on
the e L0 N for sale by wholesale or distribution of the following drugs from
the vehicle bearing registration NO ...........cccceevee assigned under the Motor Vehicles Act, 1939
has been renewed for a periodfrom ...........c..c.c..... | (o T

2. Categories of the drugs:

Date......ccovvervrienns Licensing Authority]

FORM 22

SeeRule 67
[Omitted]
FORM 23

[SeeRule 67]
[Omitted]
FORM 24

[See Rule 69]

Application for the grant of or renewal o a licence to manufacture for Sale [or for
distribution of] drugs other than those specified in Schedules C, C(1) and X

1o MWe Of i hereby apply for the grant/renewal of a licence to
manufacture on the premises situated at.............c.......... the following drugs being drugs other than those
specified in [Schedules C, C(1) and X] to the Drugs and Cosmetics Rules, 1945.

[2. Names of drugs categorized according to Schedule M. ............ccccceeeee.
3. Names, qualifications and experience of technical staff employed for manufacture and

testing.

4. A fee of rupees.....ccceveevvinnnns has been credited to Government under the head of
ACCOUNt.....covviiieriias
Date......ccoovveverriernnns Signature...........coeeveveee. ]

Note. - The application should be accompanied by a plan of the premises.

FORM 24-A
[See Rule 69-A]
Application for grant or renewal of aloan licence to manufacture for sale [or for
distribution of] drugs other than those specified in [Schedules C, C(1) and X]

1. IWe*...eee Oft.iiiii, hereby apply for the grant/renewal ofa loan licence to
manufacture on the premises situated at .............c....... Clot+ e, the under mentioned
drugs, other than those specified in [Schedules C, C(1) and X] to the Drugs and Cosmetics
Rules, 1945.

Names of drugs (each substance to be separately specified).

2. The names, qualifications and experience of the expert staff actually connected with the

manufacture and testing of the specified products in the manufacturing premises.

3. I/We enclose

(@) A true copy of a letter from me/us to the manufacturing concern whose manufacturing
capacity is intended to be utilised by me/us.

(b) A true copy of a letter from the manufacturing concern that they agree to lend the
services of their expert staff, equipment and premises for the manufacture of each
item required by me/us and that they will analyse every batch of finished product and
maintain the registers of raw materials, finished products and reports of analysis
separately in this behalf.

()  Specimens of labels, cartons of the products proposed to be manufactured.

4. A fee ofrupees..........ccoeueneen. has been credited to Government under the head of account



Date......cevrvverernnns Signature......coveeeeennees ]

*  Enter here the name of the proprietor, partners or Managing Director as the case may be.

+ Enter here the name of the applicant firm and the address or the principal place of business.
++ Enter here the name and address of the manufacturing concern where the manufacture will be actually carried out and also

the Licence number under which the latter operates.

FORM 24-B
[See Rule 69]

Application for grant or renewal of a licence to repack for sale or distribution of drugs,
being drugs other than those specified in Schedules C and C(1) [excluding those specified
in Sch. X

1. I/We e (o] [ herebyapply for grant/renewal of a licence to repack
the following drugs at the premises situated at ......................

2. Names of the drugs to be repacked................

3. Name, qualification and experience of competent staff....................

4. A fee of rupees forty has been credited to Government under the head of account

Date......cccovvveeernns Signature of applicant..................... ]
Note- The application shall he accompanied bya plan of the premises.

FORM 24-C
[See Rule 85-B]

Application for the grant or renewal of alicence to manufacture for sale [or for

distribution] of Homoeopathic medicines or alicence to manufacture potentised

preparations from back potencies by licensees holding licence in Form 20-C

[l We.....ocovrvene (o] FASUITRS holder of licence No.........c.cccuvne. in Form 20-C hereby

apply for grant/renewal of licence to manufacture the under mentioned Homoeopathic Mother
Tincture/Potentised and other preparations on the premises situated at ......................
Names of the Homoeopathic preparations ..........cccooiiiiiiiiiiii e

(Eachitem to be separately specified).]
2. Names, qualifications and experience of technical staff employed for manufacture and
testing of Homoeopathic medicines.

3. A fee of rupees ..o, has been credited to Government underhead of
accouNt....c.vvevvveeeenes
Date......ocovevneeeenns Signature..........ccceeuee

Note 1. Delete whichever portion is not applicable.
2. The application should be accompanied by a plan of the premises.

FORM 24-D
[See Rule 153]
Application for the grant/renewal of a licence to manufacture for sale of
Ayurvedic/Siddha or Unani drugs

1. MWeo i, Of e hereby apply for the grant/renewal of a licence to
manufacture Ayurvedic (including Siddha) or Unani drugs on the premises situated at

2. Names of drugs to be manufactured (with details).

3. Names, qualifications and experience of technical staff employed for manufacture and
testing of Ayurvedic (including Siddha) or Unani drugs...........ccccce....

4. A fee of rupees.........ccceevvene, has been credited to the Government under the head of



account .........vevinnnnnn. andthe relevant Treasury Challan is enclosed herewith.
Date......ccovvrrerenne Signature .........cccceeeeee.
(Applicant)]

Note. - The application should be accompanied by a plan of the premises.
FORM 24-E
[See Rule 154-A]
Application for Grant or Renewal of a Loan Licence to Manufacture
for sale Ayurvedic (including Siddha) or Unani Drugs

1o IWES e 0] i R hereby apply for the grant /renewal
of loan licence to manufacture Ayurvedic (including Siddha)or Unani Drugs on the premises
situated at......cocoveererireere s ClO*™ it e

2. Names of drugs to be manufactured (with details). .........cccccvvvvvvveeeeeeennnnnn,

3. The names, qualifications and experience of technical staff actually connected with the
manufacture and testing of Ayurvedic (including Siddha) or Unani drugs in the manufacturing
premises.

4. 1/We enclose

(@  Atruecopy of aletter from me/us to the manufacturing concern whose manufacturing
capacity is intended to be utilised by me/us.

(b) A true copy of a letter from the manufacturing concern that they agree to lend the
services of their competent technical staff, equipment, and premises for the manufacture
of each item required by mefus and that they shall maintain the registers of raw
materials and finished products separatelyin this behalf.

(c) Specimen of labels, cartons of the drugs proposed to be manufactured.

5. Afee of RS....ccoviiiiiiii e, has been credited to Government under the head of
ACCOUNE ..o andtherelevant Treasury Challan is enclosed herewith.
Date.....ccccvvviiiiiieeeeee Signature.........coceeeeeevnenn ] (Applicant)

*  Enter here the name of the Proprietor, partners or Managing Director as the case may be.

+ Enter here the name of the applicant firm and the address of the principal place of business.
**  Enter here the name and address of the manufacturing concern where the manufacture will be actually carried out and alsothe
licence number under which the latter operates.
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FORM 24-F
[SeeRule 69]
Application for the grant or renewal of alicence to manufacture for sale [or for
distribution of] drugs specified in Schedule X and not specified in Schedules Cand C(1).

1. I, (o] /AT herebyapplyfor the grant/renewal of licence to manufacture
on premises situated at...........c......... the under mentioned drugs, specified in Schedule X to the
Drugs and Cosmetics Rules, 1945.

2. Names of drugs.

3. Names, qualifications and experience of technical staff employed for manufacture and
testing.

4. Afee of rupees.......cccoovennene has been credited to Government account under the head
ofaccount..........ccceeuee
Date............... Signature........c.coee.e.
Designation ...................
FORM 25

[See Rule 70]
Licence of manufacture for sale [or for distribution] of drugs other
than those specified in [Schedules C, C(1) and X]
Number of licence and date of iSSUE...........cccoeeireinnnne
Lo is hereby licensed to manufacture the following categories of drugs being
drugs other than those specified in [Schedules C, C(1), and X] to the Drugs and Cosmetics



Rules, 1945, on the premises situated at ..........c.ccocoereeeenn. under the direction and supervision of
the following [competent technical staff] :
(a) [Competent technical staff] (Names).

[(b) Names of Drugs (each item to be separately specified)]

2. The licence authorises the sale by way of wholesale dealing and storage for sale by the
licensee of the drugs manufactured under the licence, subject to the conditions applicable to
licence for sale.

[3. Thelicence shall be in force from .................. 10

4. The licence is subject to the conditions stated below and to such other

conditions as may be specified in the rules for the time being in force under the

Drugs and Cosmetics Act, 1940.
Signature.........ccoveeneneneees



[Date.....covvrrrrrrirrirrennn Designation...........cceeeeevreerenns

*Licensing Authority
*Central Licence Approving Authority.
*Delete whichever is not applicable.]

Conditions of Licence
1. This licence and any certificate of renewal in force shall be kepton the approved
premises and shall be produced atthe request of an Inspector appointed under the
Drugs and Cosmetics Act, 1940.
2. Any change in the [competent technical staff] named in the licence shall be forthwith
reported to the Licensing Authority.
If the licensee wants to manufacture for sale additional items of drugs not included
above he should apply to the Licensing Authority for the necessary endorsement as
provided in Rule 69(5). This licence will be deemed to extend to the categories so
endorsed.
4 [* * *]
[5. The licensee shall inform the Licensing Authority in writing in the event of any change
in the constitution of the firm operating under the licence. Where any change in the constitution of
the firm takes place, the current licence shall be deemed to be valid for a maximum period of three
months from the date on which the change takes place unless, in the meantime, a fresh licence has
been taken from the Licensing Authority in the name of the firm with the changed constitution.]

FORM 25-A
[See Rule 70-A]
Loan licence to manufacture for sale [or for distribution of] drugs other
than those specified in [Schedules, C, C(1) and X]

1. Number of licence and date of iSSue...............c.c......

2 s Of i is hereby granted a loan licence to manufacture the following
drugs being drugs other than those specified in [Schedules C, C(1) and X] to the Drugs and
Cosmetics Rules, 1945, on the premises situated at.......... Clo v under the direction
and supervision of the following [competent technical staff]*

(@ [Competent technical staff] (Names)
(b) Namesofdrugs.................

3. The licence authorizes the sale by way of wholesale dealing by the licensee and storage
for sale by the licensee of the drug manufactured under the licence subject to the
conditions applicable to licences for sale.

4. Thelicence shall be in force from ................... (o JUUPURRN
5. The licence is subject to the conditions stated below and to such other conditions as may
be specified in the Rules for the time being in force under the Drugs and Cosmetics Act, 1940.

Signature........cccevrrnnirenns
Date.....covveerrneiias Designation...........cccccerrunenas
Conditions of Licence
1 This licence and any certificate of renewal in force shall be kept on the approved

premises and shall be produced on the request of an Inspector appointed under the
Drugs and Cosmetics Act, 1940.

2 Anychange in the ‘[competent technical staff] named in the licence shall be forthwith
reported to the Licensing Authority.
3 If the licensee wants to undertake during the currency of the licence to manufacture

for sale additional drugs he should apply to the Licensing Authority for the necessary
endorsement to the licence as provided in Rule 69-A. This licence will be deemed to
extend to the drugs so endorsed.

4. [* * *]

[5. The licensee shall inform the Licensing Authority in writing in the Event of any
change in the constitution of the firm operating under the licence. Where any change



in the constitution of the firm takes place, the current licence shall be deemed to be
valid for a maximum period of three months from the date on which the change takes
place unless, in the meantime, a fresh licence has been taken from the Licensing
Authority in the name of the firm with the changed constitution.
FORM 25-B
(SeeRule 70)
Licence to repack for sale or distribution of drugs being drugs other than those specified in
Schedules Cand C(1) [excluding those
specified in Sch. X
Number of licence and date of ISSUE..........ccovvvriiriririnnne
Lo OF oo is hereby granted a licence to repack the following
drugs for sale or distribution on the premises situated at ............ccccorvevrrennns under the supervision
of the following competent staff :
(a) Names of drugs to be repacked.
(b) Names of competent staff.
2. Thelicence shall bein force from.................... (o JRURUPTTUR

3. The licence authorises the sale by way of wholesale dealing by the licensee and storage
for sale by the licensee of the drugs repacked under the licence subject to conditions applicable
to licences for sale.

4. The licence is subject to the conditions stated below and to such other conditions as may
be specified in the Rules for the time being in force under the Drugs and Cosmetics Act, 1940.
Date....ccoovveeevrr e Signature........ccoeeeeviivieenne

Designation..........c.cccceevevrnenes
Conditions of Licence

1. Thislicence and any certificare of renewal in force shall be kept on the licensed premises
and shall be produced atthe request of an Inspector appointed under the Drugs and
Cosmetics Act, 1940.

2. Anychange in the competent staff named in the licence shall be forthwith reported to
the licensing authority.

3. If the licensee wants to repack for sale or distribution additional items he should apply
tothe licensing authority for the necessary endorsement to this licence. The licence
shall be deemed to extend to onlythose items so endorsed.

4.  The drugs repacked under this licence shall bear on their label, apart from other
particulars required by these rules, the name and address of the licensee and the
number of the licence under which the drug is repacked preceded by the words “Rpg.
Lic. No.”

5 [**7]

6. Thelicensee shall inform the Licensing Authority in writing in the event of any change in
the constitution of the firm operating under the licence. Where any change in the
constitution of the firm takes place, the current licence shall be deemed to be valid for
a maximum period of three months from the date on which the change takes place
unless, in the meantime, a fresh licence has been taken from the Licensing Authority in
the name of the firm with the changed constitution.

FORM 25-C (See Rule 85-D)

Licence to manufacture for sale [or for distribution of] Homoeopathic medicines
Number of licence and date Of ISSUE..........cceecervrevrvireie e

ol PR (0] AR, who holdsa licence in Form 20-C is hereby licensed to
manufacture the under mentioned Homoeopathic Mother Tincture/potentised and other
preparations on the premises situated at................. under the direction and supervision of following

technical staff :
Names of the Homoeopathic preparations.



(Each item to be separately specified)

Names of the Technical Staff............cccooeionnnni e, ]

2. The licence shall bein force from..........cccoceeeeeeennee {10 JORUOUUUURRRT

3. The licence is subject to the conditions stated below and to such other conditions as may
be specified in the rules for the time being in force under the Drugs and Cosmetics Act, 1940.
Date....coeirerereierseeens Signature........ooeeeevrenerennne.

Designation.............ccceueenen.
* Delete the words “who holds alicence in Form 20-C” in case this is not applicable.

Conditions of Licence
1. This licence and any certificate of renewal in force shall be kept on the premises and
shall be produced at the request of an Inspector appointed under the Drugs and
Cosmetics Act, 1940.
2. Anychange in the technical staff named in the licence shall be forthwith reported to
the Licensing Authority.]

3. The licensee shall inform the Licensing Authority in writing in the event of any
change in the constitution of the firm operating under the licence. Where any change
in the constitution of the firm takes place, the current licence shall be deemed to be
valid for a maximum period of three months from the date on which the change takes
place unless, in the meantime, a fresh licence has been taken from the Licensing
Authority in the name of the firm with the changed constitution.

FORM 25-D
[See Rule 154]
Licence for manufacture for sale of Ayurvedic (including Siddha)
or Unani drugs

NO. Of lICENCE......oviccre e
Lo, islare hereby licensed to manufacture the following Ayurvedic (including
Siddha) or Unani Drugs on the premises situated at ..............ccccevvvenee under the direction and

supervision of the following technical staff:-
@ Technical staff (names).....................
(b) Names of drugs (each items to be separately specified)...............
2. Thelicence shall be in force from.................. {1 JOUURIOR
3. Thelicence is subject to the conditions stated below and to such other conditions as may
be specified in the rules for the time being in force under the Drugs and Cosmetics Act, 1940.
Date of Issue.................. Signature...............
Designation............
Conditions of Licence

1. Thelicence and certificate of renewal in force shall be kept on the approved premises
and shall be produced at the request of an Inspector, appointed under the Drugs and
Cosmetics Act, 1940.

2. Anychange in the technical staff named in the licence shall be reported forthwith to
the licensing authority.

3. This licence shall be deemed to extend to such additional items as the licensee may
intimate to the licensing authority from time to time, and as may be endorsed by the
licensing authority.

4.  The licensee shall inform the licensing authority in writing in the event of any change
in the constitution of the firm operating under licence. Where any change in the
constitution of the firm takes place, the current licence shall be deemed to be valid for
a maximum period of three months from the date on which the change takes place
unless, in the meantime, a fresh licence has been taken from the licensing authority in
the name of the firm with the changed constitution.]

FORM 25-E [See
Rule 154-A]



Loan licence to manufacture for sale Ayurvedic (including Siddha)
or Unani Drugs

20 Of et is hereby granted a loan licence to manufacture for
sale Ayurvedic (including Siddha) and Unani drugs, on the premises situated at...................... C/
(o P under the direction and supervision of the following expert technical staff

@ Technical staff (Names)..........cccocvveveeniennn.
(b) Name of drugs (each item to be separately specified).
3. The licence shall bein force from..........ccceeveivieennnes (o P
4. The licence is subject to the conditions stated below and to such other conditions as may
be specified in the rules for the time being in force under the Drugs and Cosmetics Act, 1940.
Date of iSSUE................. Signature.........cccoeveeee.
Designation...............c.c....
Conditions of licence

1. The licence and any certificate of renewal in force shall be kept on the approved
premises and shall be produced atthe request of an Inspector, appointed under the
Drugs and Cosmetics Act, 1940.

2. Anychange in the technical staff names in the licence shall be reported forthwith to
the licensing authority.

3. This licence shall be deemed to extend to such additional items as the licensee may
intimate to the licensing authority from time to time, and as may be endorsed by the
licensing authority.

4. Thelicensee shall inform the licensing authorityin writing in the event of any change
in the constitution of the firm operating under licence. Where any change in the
constitution of the firm takes place, the current licence shall be deemed to be valid for
a maximum period of three months from the date on which the change takes place
unless in the meantime, a fresh licence has been taken from the licensing authority in
the name of the firm with the changed constitution.]

FORM 25-F
(See Rule 70)
Licence to manufacture for sale [or for distribution] of drugs specified in Schedule X and
not specified in Schedules C and C(1)

Lo, Of v, is hereby licensed to manufacture at the premises situated at
................... the following drugs specified in Schedule X to the Drugs and Cosmetics Rules, 1945.

2. Names of drugs..........ccc....

3. Names of approved [competent technical staff]....................

4. The licence authorises the sale by way of wholesale dealing and storage for sale by the
licensee of the drugs manufactured under the licence subject to the conditions applicable to
licence for sale.

5. Thelicence shallbein force from..........cccoveeennnn. 10 e

6. The licence is subject to the conditions stated below and to other conditions as may be
specified in the rules for the time being in force under the Drugs and Cosmetics Act, 1940.

Date Of iISSUE.......ccevirieciricicinas SIgnature.........ccovevevecrerennee
Licence NO......coevvereiiiiieenee Designation...........cccevurieeeenn.
*Licensing Authority
*Central Licence Approving Authority.
*Delete whichever is not applicable.
Conditions of Licence
1. This licence and any certificate of renewal in force shall be kept on the licensed
premises and shall be produced at the request of an Inspector, appointed under the
Drugs and Cosmetics Act, 1940.
2. If the licensee wishes to undertake during the currency of the licence the manufacture
of any drug specified in Schedule X not included above, he should apply to the




Licensing Authority for the necessary endorsement to this licence. This licence shall
be deemed to extend to only those items so endorsed.

3. Any change in the competent technical staff shall be forthwith reported to the
Licensing Authority.

4.  The licensee shall inform the Licensing Authority in writing in the event of any
change in the constitution of the firm operating under this licence. Where any change
in the constitution of the firm takes place the current licence shall be deemed to be
valid for the maximum period of three months from the date on which the change takes
place, unless in the meantime, a fresh licence has been taken from the Licensing
Authority in the name of the firm with the changed constitution.

[FORM 26
(See Rules 73 and 83)
Certificate of renewal of licence to manufacture for sale of drugs other than those specified
in Schedule X
1. Certified that licence No........... granted on the........... t0..vvnnee. for the manufacture of the
following categories of drugs being *drugs other than those specified in Schedules C, C(1) and
X/drugs specified in Schedules C and C(1) excluding those specified in Schedule X to the Drugs

and Cosmetics Rules, 1945, at the premises situated at................... has been renewed
L0 1 4 P {{0 FUURUR

2. Name(s) of approved [competent technical staff] ..........ccccceeeereinniinnn.

[3. Names of the drugs................. (each itemto be separately specified).............ccoerenne. ]
[Date.......covvrinirninne Signature.........coecveveveneen.

*Licensing Authority
*Central Licence Approving Authority.
*Delete whatever portion is not required + Delete whichever is not applicable.]

FORM 26-A
(See Rules 73-A and 83-A)
Certificate of renewal of loan licence to manufacture for sale of drugs other
than those specified in Schedule X

1. Certified that a licence NO..........coevvevirincnnnnn granted onthe .......ccccevvrierecienns 10 for
the manufacturer of *drugs other than those specified in Schedules C, C(1) and X/the under-
mentioned drugs being drugs specified in Schedules C and C(1) excluding those specified in
Schedule X, to the Drugs and Cosmetics Rules, 1945, at the premises situated at..................... C/
o JT has been renewed from ..........ccceeeviiennnnnen. [ (o PPN

2. Names of the drugs (each substance to be separately specified) :

3. Names of the approved [competent technical staff]

Signature.........cccceeveerernnnn
Date.....ccooovvererereinne Designation..........ccccocvvvveenee.

*Delete whatever portion is not required

FORM 26-B
(See Rule 73-B)
Certificate of renewal of licence to repack for sale or distribution of drugs being drugs
other than those specified in Schedules C and C(1) [excluding those specified in Sch. X]

1. Certified that licence NO.........ccceeevrvrinnnns granted on the.................... (0 FPR for the
repacking of the following drugs at the premises situated at ............ccccoenenn. [has been renewed
from ..o 10 e ]

Names of drugs to be repacked............cccovveiiiiiininn e
2. Names of competent staff............ccccovviiiiiiniiiiee e,
Date........cccuvvvereannnns Signature.......cccoveevveieennn,
Designation.....................
*Licensing Authority
*Central Licence Approving Authority.




FORM 26-C
(See Rule 85-G)
Certificate of renewal of licenceto manufacture for sale of
Homoeopathic medicines

1. Certified that licence NO. .......ccccevrivennnn granted on the.................. 10 v for
the manufacture for sale of the Homoeopathic mother tinctures /potentised preparations at the
premises situated at ..........ccoeveveiiiinenne has been renewed for a period from ...........cccccveeeenn
L0

2. Names oftechnical staff...........cccccoeeiiiiiiiiciiii e,

3. Names of the drugs.........cccenne. (each item to be separately specified)]

Date......cccovurvrrrvrrennne Signature.........ccceevverneenns
Designation..........c.ccce.....
FORM 26-D
[See Rule 155]
Certificate of renewal of licence to manufacture for sale of Ayurvedic/Siddha or Unani
Drugs

1. Certified that licence NO. ......c.cccccevcvriennnnnn. granted onthe.................. to Shri/Messrs.
.......................... for the manufacture of Ayurvedic/Siddha or Unani drugs at the premises situated
AL has been renewed from..........ccccee.... T0 e e

2. Names of technical staff..........c.. coovvieriiiiiiinnnnnn

3. Names of drugs (each item to be separately specified.

Date......cccovvrvrnnnn. Signature.......ccocevveveneennne.
Designation.....................
FORM 26-E (See
Rule 155-A)
Certificate of renewal of loan licence to manufacture for sale of Ayurvedic/Siddha or Unani
Drugs

1. Certified that loan licence NO........ccccccoeevveevneecinnn, granted onthe...........cccvvevnenns
100 NN for the manufacture of Ayurvedic/Siddha/Unani drugs at the premises situated
L I [OF[o has been renewed from..................... 10 e

2. Names of technical staff.............ccccoviiininiicnn, Date......covrveererienee
Date......ooevvvrerieen, Signature.........coccoevennene.

Designation...........c.........
FORM 26E-1

(Seerule 155-B)
Certificate of Good Manufacturing Practices(GMP) to manufacturer of Ayurveda, Siddha or
Unani drugs

Certified that manufacturing unit licensee, namely................. situated at
............ State.........Licence No.............comply with the requirements of Good Manufacturing
Practices [GMP] of Ayurveda-Siddha-Unani drugs as laid down in Schedule T of the Drugs and
Cosmetics Rules, 1945.

This certificate is valid for a [period of five years & the Good Manufacturing Practices
(GMP) is valid for the various dosage forms or Rasaushadhis, as follows :]
Dated : SIgnature.........cooceeerrenceneninns
Place: Designation/Licensing Authority For Ayurveda / Siddha / Unani drug

FORM 26-F (See
Rules 73 and 83)
Certificate of renewal of licence to manufacture for sale of drugs specified in Schedule X



1. Certified that licence NO..........ccceevrvevrnne. granted on the ......ccccoevevnee (o IS for
the manufacture of drugs specified in Schedule X to the Drugs and Cosmetics Rules, 1945, at the
premises situated at ...........cccceevreeens has been renewed from ..........cccoceeeee. L (0 TR

2. Names of drugs (each substance to be separately specified).

3. Names of the approved competent technical staff.



Date......cocovrvevnne. Signature......ccooveeeeveevvennnn

Designation...........cc.cceeeeennn.
Date of issU€........coeeevvvniiieennnn. * Licensing Authority
*Delete whichever is not applicable.] *Central Licence Approving Authority.

Form 26-G (See
Rule 122-F)
Certificate of renewal of licence to operate a blood bank for processing of Whole Human
Blood and/or™* for preparation for sale or distribution of its components

1. Certified that licence number granted on toM/s.____ for
the operation of a Blood bank for processing of whole human blood and/or for preparation of
its components at the premises situated at is hereby renewed with effect from

to .
2.Name(s)of Items: 1. ......cocovvvernnne. 121 e I R
3. Name(s) of competent Technical Staff : 1. ................... 2 e I ,
Ao, TR 1B,
Dated - Signature_
Name and Designation
Licensing Authority

Central Licence Approving Authority.

*Delete, whichever is not applicable.;

FORM 26-H
(See Rules 68-A, 76, 77, 78)

Certificate of renewal of licence to manufacture for sale of [Large Volume Parenterals/ Sera
and Vaccine / Recombinant DNA (r-DNA) derived drugs] specified in Schedules Cand C(l)
excluding those specified in Schedule X.

1. Certified that licence NO........ccccccorreuennnen. granted on the .......cccccceeene. 10 e, for
the manufacture of [Large Volume Parenterals/ Sera and Vaccine / Recombinant DNA (r-DNA)
derived drugs] at the premises situated at ..........cccccovrrenvne. has been renewed from ...........cccveveveee.

2. Names(s) of drugs (S).....ccvevverververreersinrrnnnes
(eachitem to be separately specified)

3. Names(s) of competent technical staff].
(a) responsible for manufacturing (b) responsible for testing
1 1
2 2
3. 3
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Date.....ccvreeerreiee Signature. .......ocvevevenene.
Designation...........cccccevenuenne.
*_Licensing Authority
*Central Licence Approving Authority.

Form 26-1 (See
rule 122-I)
Certificate of renewal of licence for manufacture of blood products
Certified that licence number granted on toM/s.
for manufacture of blood products at the premises situated
at is hereby renewed with effect from to
2. Name(s) of item(s):

3. Names of competent Technical Staff:



(a) responsible for manufacturing (b) responsible for testing

1 1

2 2

3 3

4 4
Date.....cccvvrrrrrrrienns Signature
Name and Designation

Licensing Authority
Central Licence Approving Authority.;

Form 26-J
[See rules 122-G, 122-H, 122-I, 122-P]

Certificate of renewal of license for collection, processing, testing, storage, banking
and release of umbilical cord blood stem cells.

Certified that license number granted on to M/s. _ _ for
collection, processing, testing, storage, banking and release of umbilical cord blood stem cells
at the premises situated at is hereby renewed with effect from

to



1. Name(s) of competent Technical Staff:

Note :- Form 26J under Rule 122G, 122H.122I, 122P is inserted under GS.R. 899 (E) dt. 27-12-2011. Under Rule 83A and
83AA, 26J s also inserted under GS.R. 574(E) dt. 17-7-2012.

1) ——
2) ——
3) —— Signature
Designation
Licensing Authority
Date: Central License Approving Authority ]
Form 26J

[see Rule 83 A and 83AA]
Certificate of renewal of loan license to manufacture for sale of Large Volume
Parenterals or Sera and Vaccine or Recombinant DNA(r-DNA) derived drugs
specified in Schedule C and C-1 excluding those specified in Schedule X

1. Certified that License No. ............. Grantedonthe............. to........... for the manufacturer
of following Large Volume Parenterals or Sera and Vaccine or Recombinant DNA(r-DNA)
derived drugs at the premises situated at ............... has been renewed from.............. to

2. Name(S) of drug(S) .. .evevre e e
(eachitem to be separately specified)
3. Name(s) of competent technical staff:

(a) responsible for manufacturing (b) responsible for testing
1. 1.
2. 2.
3 3
Signature ...............
Designation ...............
Licensing Authority
Date ....ccooviiiiiein, Central License Approving Authority]
FORM 27

(See Rule 75)

Application for grant or renewal of a licence to manufacture for sale [or for
distribution of] drugs specified in Schedules C and C (1) [excluding those
specification in [Part XB and] Sch. X]

Lo We e hereby apply for the grant/renewal of a licence to
manufacture on the premises situated at ..........ccccoceevieieeriininnn the under-mentioned
drugs, being drugs specified in Schedules C and C(1), [excluding those specified in “[Part

XB and] Sch. X] tothe Drugs and Cosmetics Rules, 1945.
Note :- Form 26J under Rule 122G, 122H.122I, 122P is inserted under G.S.R. 899 (E) dt. 27-12-2011. Under Rule 83A and

83AA, 26J is also inserted under GS.R. 574(E) dt. 17-7-2012.
Name Of drugs ......ooeoveeereeire e
(each item to be separately specified)

2. The names, qualifications and experience of the expert staff responsible for the
manufacture and testing of the above - mentioned drugs :
@ Name(s) of staff responsible (0] ) ST

(b) Name(s) of staff responsible for manufacture.............c.ccccviiiiinnis
3. The premises and plan are ready for inspection /will be ready for inspection on ...............

4.  Afeeof rupees.....c.coeounene. and an inspection fee of rupees ................... has been
credited to Government under the head of account ...



Date.....ccoovvrireenn Signature........cococoeeverneene
Designation..........cccccecveernnnen.

Note - The application shall be accompanied by aplan of the premises.]
FORM 27-A

[See Rule 75-A]

Application for grant or renewal of aloan licence to manufacture for sale [or for
distribution of drugs specified in Schedules C and C(1) excluding those specified in
part XB and] Sch. X
LIWe* ..o Of + e hereby apply for the grant/renewal of loan licence
to manufacture on the premises situated at ............... weceeevenee. Clott i the
under-mentioned drugs, being drugs specified in Schedules C and C(1) [excluding those

specified in Part XB and] Sch. X to the Drugs and Cosmetics Rules, 1945.
Names of drugs (each substance to be separately specified).
2. The names, qualifications and experience of the expert staff actually connected with the
manufacture and testing of the specified products in the manufacturing premises.
(@) Name(s) of expert staff responsible for manufacture .........ccc... covvcvvernnn
(b) Name(s) of expert staff responsible for testing............... vo.ovevnnnies
3. I/We enclose :—

(a) A true copy of a letter from me/us to the manufacturing concern whose
manufacturing capacity is intended to be utilised by me/us.

(b) A true copy of a letter from the manufacturing concern that they agree to lend
the services of their expert staff, equipment and premises for the manufacture
of each item required by me/us and that they will analyse every batch of finished
products and maintain the registers of raw materials, finished products and
reports of analysis separately on this behalf.

(c) Specimens of labels, cartons of the products proposed to be manufactured.
4. A fee of rupees........... .has been credited to Government under the head of account
Date......ccovvvveeennnn. Signature........ccoceeveercrieneens

FORM 27-B
(SeeRule 75)
Application for grant or renewal of alicence to manufacture for sale [or for distribution
of] drugs specified in Schedules C, C(1) and X
LI/We o (o] INSUURTT hereby apply for the grant/renewal of a licence to
manufacture on the premises situated at ............ the under-mentioned drugs, specified in Schedules
C, C(1) and X to the Drugs and Cosmetics Rules, 1945.
2. Names of drugs..........ccovveevruennas
3. The names, qualifications and experience of the expert staff responsible for the manufacture
and testing of the above-mentioned drugs.
(a) Name(s) of staff responsible for test.
(b) Name(s) of staff responsible for manufacture.
4. The premises and plant* are ready for inspection/will be ready for inspection on......

5. A fee of rupees................ and an inspection fee of rupees ...........cccceevuenee. has been credited
to the Government under the head of account ......................
Date....oooeeeiee e Signature ........ccoeeeeeeieenn.

The application shall be accompanied by a plan ofthe premises.]
* Delete whichever is not applicable.

Form 27-C (See
rule 122-F)
Application for grant/Renewal* of licence for the operation of a blood bank
for processing of whole blood and/or* preparation of blood components
1. I/We of M/s. hereby apply
for the grant of licence/renewal of licence number dated to
operate a Blood Bank, for processing of whole blood and/or* for preparation of its components




on the premises situated at
2. Name(s) of the item(s) :
1
2
3.
3. The name(s), qualification and experience of competent Technical Staff are asunder :
(a) Name(s) of Medical Officer.
(b) Name(s) of Technical Supervisor. (¢) Name(s) of Registered Nurse.

(d) Name(s) of Blood Bank Technician.
4. The premises and plant are ready for inspection/will be ready for inspection on

5. A licence fee of rupees and an inspection fee
of rupees has been credited to the Government under the
Head of Account (receipt enclosed).

Signature
Dated Name and Designation

*delete, whichever is not applicable.

Note 1. The application shall be accompanied by a plan of the premises, list of machinery
and equipment for collection, processing, storage and testing of whole blood and
its components, memorandum of association/constitution of the firm, copies of
certificate relating to educational qualifications and experience of the competent
technical staff and documents relating to ownership or tenancy of the premises.

Note 2. A copy of the application together with the relevant enclosures shall also be sent to
the Central Licence Approving Authority and to the concerned Zonal/Sub-Zonal
Officers of the Central Drugs Standard Control Organisation.]

FORM 27-D
[See Rule 75]

Application for grant or renewal of a licence to manufacture for sale or for distribution of
[Large Volume Parenterals/ Sera and Vaccine / Recombinant DNA(r-DNA) derived drugs]
excluding those specified in Schedule X.

1.IMWe..ooovieeiiiis of i, hereby apply for the grant/renewal of a licence to
manufacture for sale or distribution on the premises situated at ...................... the undermentioned
[Large Volume Parenterals/ Sera and Vaccine / Recombinant DNA (r-DNA) derived drugs]
specified in Schedules C and C(1) to the Drugs and Cosmetics Rules, 1945.

2. NaME(S) OF ArUG(S) - +vcvveremmrreereeeeetieeiee e sttt sttt e e
(each item to be separately specified)

3. Thename(s), qualifications and experience of the competent technical staff responsible
for the manufacture of the abovementioned drugs.

(&) Name(s) of staff responsible for testing .................
(b) Name(s) of staff responsible for manufacturing ...................
4. The premises and plant are ready for inspection/will be ready for inspection on ..........

5. Afee of rupees ......ccccoeeeree. and an inspection fee of rupees ..........cccoceeeee. has been
credited to the Government under the Head of Account.....................
Signature ......coeeveeevveenes
Date ..o, Designation ...................

Note 1. The application is to be accompanied by a plan of the premises; list of
equipments and machinery to be employed for manufacture and testing;
memorandum of association/ constitution of the firm; copies of qualification
and experience of competent technical staff and documents relating to
ownership or tenancy of the premises.



Note2. A copy of the application together with relevant enclosures shall also be sent
each to Central Licence Approving Authority and concerned Zonal/Sub-Zonal
Offices of Central Drugs Standard Control Organisation.]
FORM 27DA
[See Rule 75A]
Application for grant or renewal of aloan license to manufacture for saleor for
distribution of Large Volume Parenterals / Sera and Vaccine / Recombinant DNA(r-
DNA) derived drugs excluding those specified under Schedule X.

1. IWe™* Of # oo hereby apply for the grant / renewal
of a loan license to manufacture on the premises situated atc/o @ ................ the
under mentioned drugs being Large Volume Parenterals / Sera and Vaccine /
Recombinant DNA(r-DNA) derived drugs specified in Schedules C, C(1), excluding
those specified in Schedule X to the Drugs and Cosmetics Rules, 1945.

2. Name(s) of drugs ........covevvinininennnn.

(each item to be separately specified).

3. The name(s), qualifications and experience of the competent technical staff
responsible for the manufacture and testing of the above mentioned drugs.

a. Name(s) of competent technical staff responsible for testing ......................
b. Name(s) of competent tenchincal staff responsible for manufacture

4. 1/We enclose:

a. A true copyof a letter from me/us to manufacturing concern whose
manufacturing capacity is intended to be utilized by me/us.

b. A true copy of a letter from the manufacturing concern that they agree to
lend the services of their competent technical staff, equipment and premises
for the manufacture of each item required by me/us and they will analyze
every batch of finished product and maintain the registers of raw materials,
finished products and reports of analysis separately on this behalf.

c. Specimens of labels, cartons, of the drugs proposed to be manufactured.

5. Afeeofrupees ...................... has been credited to Government under the head of
account ..........ooeieennn.
Date .......cevvenennnn. Signature ....................
Designation ...................
Form 27-E

(See Rule 122-F)
Application for grant/renewal* of licence to manufacture Blood products for sale or

distribution
1. I/We of M/s hereby apply
for the grant of licence/renewal of licence number dated

to manufacture products on the premises situated at
2. Name(s) of item(s) :

1.
2.
3.
4.
3. The name(s), qualification and experience of competent Technical Staff as under:
(a) responsible for manufacturing (b) responsible for testing
1. 1.
2. 2.
3. 3.

4. The premises and plant are ready for inspection/will be ready for inspection
on .

5.a licence fee of rupees and an inspection fee of
rupees has been credited to the Government under the Head of
Account (receipt enclosed).

Dated Signature

Name & Designation




*delete, whichever is not applicable.

Note 1. The application shall be accompanied by a plan of the premises, list of machinery
and equipment for manufacture of blood products, memorandum of association/
constitution of the firm, copies of certificate relating to educational qualifications
and experience of the competent technical staff and documents relating to ownership
or tenancy of the said premises.

Note 2. A copy of the application together with the relevant enclosures shall also be sent to
the Central Licence Approving Authority and to the concerned Zonal/Sub Zonal
Officers of the Central Drugs Standard Control Organisation.]

Form 27-F

[See Rule 122-F]
Application for grant/ renewal*of license for collection, processing, testing,
storage, banking and release of umbilical cord blood stem cells.

1/We of M/s. hereby
applyfor the grant of license / renewal* of license number dated for
collection, processing, testing, storage, banking and release of umbilical cord blood stem cells
on the premises situated at .
1. Name(s), qualification and experience of competent Technical Staff are as under:-
i. Medical Director
ii. Laboratory In-charge
iii. Technical Supervisor
iv. Cord Blood Bank Technician(s)
2. The premises and plant are ready for inspection / will be ready for inspection on

3. A license fee of rupees and an inspection fee of rupees has been
credited to the Government under the Head of Account (receipt enclosed)
Dated:- _ Signature

Name & Designation



Note: 1. The application shall be accompanied by a plan of the premises, list of machinery
and equipment for collection, processing, testing, storage, banking and release of
umbilical cord blood stem cells, memorandum of association / constitution of the
firm, copies of certificate relating to educational qualification and experience of the
competent technical staff and documents relating to ownership or tenancy of the
premises.

2. A copy of the application together with the relevant enclosure shall also be sent to
the Central Licensing Approving Authority and to the Zonal / Sub-Zonal Officers
concerned of the Central Drug Standard Control Organization.]

[FORM 28
[See Rule 76]
Licence to manufacture for sale or for distribution of drugs specified in
Schedules C and C (1) excluding those specified in Sch. X
Number of licence and date Of ISSUE ......vvvvvrmememiiiiiin i
Lo is hereby licensed to manufacture at the premises situated at
the the following drugs, being drugs specified in Schedules C and
C (1) excluding those specified in Sch. X to the Drugs and Cosmetics Rules, 1945.

Name of drugs ...coeeeeie i

2. Names of approved [competent technical staff............cccooo e e,

3. The licence authorises the sale by way of wholesale dealing and storage for sale by the
licensee of the drugs manufactured under the licence subject to the condition applicable to
licences for sale.

4. The licence will be in force from ............c......... to

5. The licence is subject to the conditions stated below and to such other conditions as
may be specified in the Rules for the time being in force under the Drugs and Cosmetics Act.
1940.

[Date of issue.............. SIgNature .....cocevvevevec e
Designation ...........ccceeeeeeereennn.
* Licensing Authority.
* Central Licence Approving Authority
Conditions of Licence

1. This licence and any certificate of renewal in force shall be kept on the approved
premises and shall be produced at the request of an Inspector appointed under the Drugs and
Cosmetics Act. 1940.

2. If the licensee wishes to undertake during the currency of the licence the manufacture
of any drug specified in Schedules C and C (1) [excluding those specified in Sch. X] not
included above, he should apply to the Licensing Authority for the necessary endorsement as
provided in Rule 75 (3). This licence will be deemed to extend to the items so endorsed.

3. Any change in the *[competent technical staff] shall be forthwith reported to the
Licensing Authority.

4. [* * *]]

[5. The licensee shall inform the Licensing Authority in writing in the event of any change in
the constitution of the firm operating under the licence. Where any change in the constitution of
the firm takes place, the current licence shall be deemed to be valid for a maximum period of
three months from the date on which the change takes place unless, in the meantime, a
fresh licence has been taken from the Licensing Authority in the name of the firm with the
changed constitution.]

FORM 28-A
[See Rule 76-A]
Loan Licence to manufacture for sale [or for distribution of] drugs specified in
Schedules C and C(1) [excluding those Specified in Sch. X]
1. Number of licence and date Of ISSUE..........cooviiiiiiiiiiiiiiii,

premises situated at ...........ccecvenenine (070 the following drugs being drugs specified
in Schedules C and C(1) excluding those specified in Sch. X to the Drugs and Cosmetics



Rules, 1945.
Names of drugs ..........covvvvvvvnnnnn.

3. Names of approved % [competent technical staff........................
3-A. Thelicence shall be in force from.........c.ccccoevvvvnnnee. 1 (0 S

4. The licence authorizes the sale by way of wholesale dealing by the licensee and storage
for sale by the licensee of the drugs manufactured under the licence subject to the conditions
applicable to licence for sale.

5. The licence is subject to the conditions stated below and to such other conditions as may
be specified in the Rules for the time being in force under the Drugs and Cosmetics Act, 1940.
SIGNAtUTE ...t
Date Of iSSUE........cervviieiiiiien Designation..........cccorveeerrneennnn.
Conditions of Licence

1. This licence and any certificate of renewal in force shall be kept on the approved
premises and shall be produced at the request of an Inspector appointed under
the Drugs and Cosmetics Act, 1940.

2. If the licensee wishes to undertake during the currency of the licence to
manufacture any drug specified in Schedules C and/or C(1) [excluding those
specified in schedule X] not included above, he should apply to the Licensing
Authority for the necessary endorsement as provided in Rule 75-A. This licence
will be deemed to extend to the items so endorsed.

3. Anychange in the *[competent technical staff], shall be forthwith reported to
the Licensing Authority.

4. [* * *]

5. The licensee shall inform the Licensing Authority in writing in the event of any
change in the constitution of the firm operating under the licence. Where any
change in the constitution of the firm takes place, the current licence shall be
deemed to be valid for a maximum period of three months from the date on which
the change takes place unless, in the meantime, a fresh licence has been taken
from the Licensing Authority in the name of the firm with the changed
constitutio.

401

FORM 28-B
(See Rule 76)
Licence to manufacture for sale [or for distribution of] drugs specified in
Schedules C, C(1) and X

NO. OF ICENCE ...ttt

Lo is hereby licensed to manufacture at the premises situated at
................................. the following drugs specified in Schedules C, C(1) and X to the Drugs and
Cosmetics Rules, 1945.

Names of Arugs ......ceeveeereeriiiieeeier e

2. Names of [competnent technical staff.

3. The licence authorises the sale by way of wholesale dealing and storage for sale by the
licensee of the drugs manufactured under the licence subject to the conditions applicable to
licence for sale.

4. The licence will bein force from............cccceeeeee. (o TR

5. The licence is subject to the conditions stated below and to such other conditions as may
be specified in the rules for the time being in force under the Drugs and Cosmetics Act, 1940.

SIgNature ...
[Date....ocoevvvreeeiiinnnnn, Designation..........cceuvveiiiieeereeeennnns
*Licensing Authority.
*Central Licence Approving Authority.




Conditions of Licence
1. The licence and the certificate of renewal in force shall be kept at the approved
premises and shall be produced at the request of the Inspector appointed under the
Drugs and Cosmetics Act, 1940.
2. If the licensee wishes to undertake during the currency of the licence the manufacture
of any drug specified in Schedule X not included above, he should apply to the Licensing
Authority for the necessary endorsement as provided in Rule 75(4). This licence will
be deemed to be applicable to the items so endorsed.
3. Anychange in the expert staff shall be forthwith reported to the Licensing Authority.
4. The licensee shall inform the Licensing Authority in writing in the event of any
change in the constitution of the firm operating under the licence. Where any change
in the constitution of the firm takes place, the current licence shall be deemed to be
valid for a maximum period of three months from the date on which the change takes
place unless, in the meantime, a fresh licence has been taken from the Licensing
Authority in the name of the firm with the changed constitution.

sales made to dealers.

6. The licensee shall not manufacture drugs specified in Schedule X covered by
this licence for use as “Physician’s Samples”.]

[Form 28-C (See
rule 122-G)

Licence to operate a blood bank for collection, storage and processing of whole

human blood and/or* its components for sale or distribution

1. Number of licence date of issue at the premises
situated at
2. M/s is hereby licensed to collect, store, process and

distribute whole blood and/or its components.
3. Name(s) of the item(s):

5. The licence authorises licensee to collect, store, distribute, and processing of whole blood
and/or blood components subject to the conditions applicable to this licence.

6. The licence shall be in force from to

7. The licence shall be subject to the conditions stated below and to such other conditions
as may be specified from time totime in the Rules made under the Drugs and Cosmetics Act,

1940.

Dated

Signature

Name and Designation
*Licensing Authority
* Central Licence Approving Authority
Conditions of Licence




1. The licensee shall neither collect blood from any professional donor or paid donor
nor shall he prepare blood components from the blood collected from such a donor.

2. The licence and any certificate of renewal in force shall be displayed on the approved
premises and the original shall be produced at the request of an Inspector appointed
under the Drugs and Cosmetics Act, 1940.

3. Anychange in the techinical staff shall be forthwith reported to the Licensing Authority
and/or Central Licence Approving Authority.

4. The licensee shall inform the Licensing Authority and/or Central Licence Approving
Authority in writing in the event of any change in the constitution of the firm operating
under the licence. Where any change in the constitution of the firm takes place, the
current licence shall be deemed to be valid for maximum period of the three months
from the date on which the change has taken place unless, in the meantime, a fresh
licence has been taken from the Licensing Authority and/or Central Licence Approving
Authority in the name of the firm with the changed constitution.]

FORM 28-D
[See Rule 76]

Licence to manufacture for sale or for distribution of [Large Volume Parenterals/ Sera and
Vaccine /Recombinant DNA (r-DNA) derived drugs] specified in Schedules C and C(1)
excluding those specified in Schedule X

Number of liCENCe ......ccevvveee i and Date of issue ........ccccccvvverennn

L is hereby licensed to manufacture at the premises situated at
............................. the [Large Volume Parenterals/ Sera and Vaccine / Recombinant DNA (r-
DNA) derived drugs] specified in Schedules C and C(1) excluding those specified in Schedule
X tothe Drugs and Cosmetics Rules, 1945.

2. Name(s) of drug(s) ..eeeveevveeeeirieenie e

(each item to be separately specified)
3. Name(s) of competent technical staff.

(a) responsible for manufacturing (b) responsible for testing
1. 1
2. 2.
3. 3

4. The licence authorises the sale by way of wholesale dealing and storage for sale by the
licensee of the drugs manufactured under the licence, subject to the conditions applicable to
licence for sale.

5. The licence shall be in force from ..........cccviieiiiens 10 e

6. The licence shall be subject to the conditions stated below and to such other conditions
as shall be specified in the rules for the time being in force under the Drugs and Cosmetics Act,
1940.

SigNature ......ooeeeeeeeiieeees
Date.....cccoovveeieenne Designation .........ccccccovveeivenen,

Licensing Authority
Central Licence Approving Authority
Conditions of Licence

1. The licence and any certificate of renewal in force shall be kept on the approved premises
and shall be produced at the request of an Inspector appointed under the Drugs and Cosmetics
Act, 1940.

2. If the licensee wishes to undertake during the currency of the licence to manufacture
any drug specified in Schedules C and/or C(1) excluding those specified in Schedule X not
included above, he should apply to the Licensing Authority and/or Central Licence Approving
Authority for the necessary endorsement as provided in the rules. This licence shall be deemed
to extend to the items so endorsed.

3. Any change in the competent technical staff named in the licence shall be forthwith
reported to the Licensing Authority and/or Central Licence Approving Authority.




4. The licensee shall inform the Licensing Authority and/or Central Licence Approving
Authority in writing in the event of any change in the constitution of the firm operating under
the licence. Where any change in the constitution of the firm takes place, the current licence
shall be deemed to be valid for a maximum period of three months from the date on which the
change takes place unless, in the meantime, a fresh licence has been applied for along with
prescribed fee and necessary documents to the Licensing Authority and/or Central Licence
Approving Authority in the name of the firm with the changed constitution.]

FORM 28DA
[SeeRule 76A, 78A, 83 AA]
Loan license to manufacture for sale or for distribution of Large Volume Parenterals
/ Sera and Vaccine / Recombinant DNA(r-DNA) derived drugs excluding those
specified under Schedule X.

Number of license ..........c.coovveiinnnn. and date of iSSUE .....ccovvvviniiiiiii e,
Of i, is herebygranted a loan license to manufacture on the premises situated
- | (o7 [0 R the following drugs being Large Volume Parenterals

/ Sera and Vaccine / Recombinant DNA(r-DNA) derived drugs specified in Schedules C, C(1),
excluding those specified in Schedule X to the Drugs and Cosmetics Rules, 1945.
1. NAMES OF ArUGS ..ot e
2. Name(s) of competent technical staff ..o,
3. The license shall be in force from ..................... 10
4. The license authorizes the sale by way of wholesale dealing by the licensee and storage
for sale by the licensee of the drugs manufactured under the license subject to the
conditions applicable to license for sale.
5. The license is subject to the conditions stated below and to such other conditions as
may be specified in the rules for time being in force under the Drugs and Cosmetics

Act, 1940.
Date ......coovvvnennnn. Signature ...
Designation ................. Licensing
Authority Central License Approving
Authority

Conditions of Licence

1. This license and any certificate of renewal in force shall be kept on the approved
premises and shall be produced at the request of an Inspector appointed under the
Drugs and Cosmetics Act, 1940.

2. Anychange in the competent technical staff shall be forthwith reported to the Licensing
Authority and Central License Approving Authority.

3. If the licensee wants, during the currency of the license, to manufacture for sale
additional items of drugs not included above, he should apply to the Licensing Authority
and / or Central License Approving Authority for the necessary endorsement s provided
in the rules. This license will be deemed to extend to the items so endorsed.

4. The licensee shall inform the Licensing Authority and / or Central Approving Authority
in writing in the event of any change in the constitution of the firm operating under the
license. Where any change in the constitution of the firm takes place, the current license
shall be deemed to be valid for a maximum period of three months from the date on which
the change takes place unless, in the meantime, a fresh license has been taken from the
licensing Authority and / or Central License Approving Authority in the name of the firm
with the changed constitution.]

Form 28-E (See

rule 122-G)
Licence to manufacture and store blood products for sale or distribution
1. Number of licence date of issue at the
premises situated at
2. M/s is hereby licensed to manufacture, store,

sell or distribute the following blood products :-
3. Name(s) of the item(s) :



D
4. Name(s) of competent Techinical Staff:
(a) responsible for manufacturing (b) repsonsible for testing

1 L
2 2.
3. 3.
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5. The licence authorises the licensee to manufacture, store, sell or distribute the blood
products, subject to the conditions applicable to this licence.

6. The licence shall be in force from to

7. The licence shall be subject to the conditions stated below and to such other conditions
as may be specified from time to time in the Rules made under the Drugs and Cosmetics
Act, 1940.

Signature
Dated Name and Designation

Licensing Authority

Central Licence Approving Authority

delete, whichever is not applicable.
Conditions of licence

1. The licensee shall not manufacture blood products from the blood drawn from any
professional donor or paid donor.

2. Thislicence and any certificate of renewal in force shall be displayed on the approved
premises and shall be produced at the request of an Inspector appointed under the
Drugs and Cosmetics Act, 1940.

3. Any change in the technical staff shall be forthwith reported to the Licensing
Authority and/or Central Licence Approving Authority.

4.  The licensee shall inform the Licensing Authority and/or Central Licence Approving
Authority in writing any change in the constitution of the firm operating under the
licence. In the event of any change in the constitution of the firm, the licence shall be
deemed to be valid for a period of three months from the date on which the change
takes place unless, a fresh licence has been taken from the Licensing Authority
and/or Central Licence Approving Authority in the name of the firm with changed
constitution.]

Form 28-F
[See rules 122-F, 122-G, 122-H, 122-1, 122-K, 122-P]
License to collect, process, test, store, banking and release of umbilical cord blood
stem cells.

1.Number of license date of issue at the premises situated at

2.M/s. is hereby licensed to collect, process, test, store, banking



and release of umbilical cord blood stem cells.
3. Name(s) of Competent Technical Staff:

of umbilical cord blood stem cells subject to the conditions applicable to this license.
5. The license shall be in force from to



6. The license shall be subject to the conditions stated below and to such other conditions
as may be specified from time to time in the Rules made under the Drugs and Cosmetics
Act, 1940.
Signature
Designation
Licensing Authority
Dated: Central License Approving Authority

Conditions of License

1. Umbilical cord blood specific for an individual will be collected after signing an
agreement with the parent(s), whose child’s Umbilical cord blood is to be collected,
and the cord blood bank.

2.  Umbilical cord blood shall be collected from hospitals, nursing homes,, birthing centers
and from any other place where a consenting mother delivers, under the supervision
of the qualified Registered Medical Practitioner responsible for the delivery.

3. The license and any certificate of renewal in force shall be displayed on the approved
premises and the original shall be produced at the request of an inspector appointed
under the Drugs and Cosmetics Act, 1940.

4. Anychange in the technical staff shall be forthwith reported to the Licensing Authority
and / or Central License Approving Authority.

5. The licensee shall inform the Licensing Authority and / or Central License Approving
Authority in writing in the event of any change in the constitution of the firm operating
under the license. Where any change in the constitution of the firm takes place, the
current license shall be deemed to be valid for maximum period of three months from
the date on which the change has taken place unless, in the meantime, a fresh license
has been taken from the licensing authority and / or Central License Approving Authority
in the name of the firm with the changed constitution.”

FORM 29
[See Rule 89]
Licence to manufacture drugs for purposes of examination, test or analysis
Lo Of i, is hereby licensed to manufacture the drugs
specified below for purposes of examination, test or analysis at ...............ccccoeee...
2. This licence is subject to the conditions prescribed in Part VIII of the Drugsand
Cosmetics Rules, 1945.
3. This licence shall be in force for one year from the date specified below
Name of drugs..........ccceevvvvvnnnnnn.
Date.......ccccovvveveeeennne Licensing Authority ..............cc......
FORM 30
[See Rule 90]
Application for licence to manufacture drugs for purposes of examination, test or

analysis

Lo Of s by occupation .........ccceviieninnnnn.
hereby apply for a licence to manufacture the drugs specified below for purposes of
examination, test or analysis at ..........c.cceee... and | undertake to comply with the conditions
applicable to the licence.
Namesof drug .......cccocevvevrivinnnne.
Date.......coovviiieieeienn Signature ..o

[FORM 31

(See Rule 139)
Application for grant or renewal of a licence to manufacture cosmetics for sale [or
for distribution]

Lo 1We o, 0] hereby apply for the grant/renewal of a
licence

to manufacture onthe premises situated at ..................... the following cosmetics:-



2. Names of COSMELICS.. ..oovvvveieeieecee e
3. Names, qualifications and experience of technical staff employed for manufacture and

TESNG ..o
4, A fee Of TUPEES ..vcovveviieciieecee e, has been credited to Government under the

head of account............cccevvvveiiiiiiiiiiinene.
Date.......ccooevveveieiiininen, SIgNature ..c.ocoevveereeee e,
Note.- The application should be accompanied by a plan of the premises.]
FORM 31-A (See
Rule 138-A)
Application for grant or renewal of a loan license to manufacture cosmetics for sale
[or for distribution]

LIMWe ..o 0] S hereby apply for grant/ renewal of a loan
licence to manufacture cosmetics, for sale, on the Premises situated at .....................
Clo.ciiiiniian, the following cosmetics:

2. Names of cosmetics.....................
3. The names, qualifications and experience of the expert staff actually connected with the

manufacture and testing of the specified products in the manufacturing premises.
4. 1/We enclose

manufacturing capacity is intended to be utilised by me / us.

(b) A true copy of a letter from - the *manufacturing concern that they agree to
lend the services of their expertstaff, equipment and premises for the
manufacture of each item required by me / us and they will analyse every
batch of and maintain the registers of raw materials, finished products and
reports of analysis separately in this behalf.

(c) Specimens of labels, cartons of the products proposed to be manufactured.

5. A fee of rupees ................. has been credited to Government underthe head of
Account...............
Date....cc.coovvrienen. SIgnature ......ccovveverreverieeene

* Enter here the name and address of the manufacturing concern where the manufacture
will be actually carried out and also their licence number.]

FORM 32
[See Rule 140]
Licence to manufacture cosmetics for sale ® [or for distribution]
Number of licence and date Of ISSUE ............evvvviiriieriiieeneeee
i is hereby licensed to manufacture on the premises situated at............. the
following cosmetics under the supervision of the following technical staff-
(@) Names of cosmetics..........coeeerievnnnnene
(b) Names of the technical staff.............cccccco.oe....
2. The licence shall remain in force from ............... (0 J (both days inclusive)
3. The licence is subject to the conditions stated below and to such other conditions asmay be
specified in the Drugs and Cosmetics Rules, 1945.
SIGNALUIe ...cocveee e
Date of iSSUE.....cceeverierieriiiieine Designation...........ccovverereesieiennan
Conditions of Licence
1. This licence and any certificate of renewal in force shall be kept on the approved
premises and shall be produced at the request of an Inspector appointed under the
Drugs and Cosmetics Act, 1940.
2. Anychange in the technical staff shall be forthwith reported to the Licensing Authority.
3. If the licensee wants to manufacture for sale additional items he should apply to the
Licensing Authority for the necessary endorsement to the licence as provided in Rule
138(3). This licence shall be deemed to extend to the cosmetics so endorsed.



4. Thelicensee shall inform the Licensing Authority in writing in the event of any change in
the constitution of the firm operating under the licence. Where any change in the
constitution of the firm takes place, the current licence shall be deemed to be valid
for a maximum period of three months from the date on which the change takes
place unless, in the meantime, a fresh licence has been taken from the Licensing
Authority in the name of the firm with the changed constitution.]

[FORM 32-A
(See Rule 139-B)
Loan licence to manufacture cosmetics for sale [or for distribution]

1. Number of licence and date of iSSU€...........cccceeverrneens

2. (0] R is here by granted a loan licence to manufacture the
following cosmetics on the premises situated at ....................
Clo. wovviviie, under the direction and personal supervision of the following technical staff :

(&) Namesof cosmetics.............euvveeeinennn.
(b) Names of the technical staff.............cccccvvevninns
3. The licence shall remain in force from ...........cccccceeeeens 10 SRR
4. The licence is subject to the conditions stated below and to such other conditions as are
specified in the rules for the time being in force under the Drugs and Cosmetics Act, 1940.
Date.........ccccccvvvvnnne Signature.........ccoeveveeenns
Designation.............ccceeenn.
Conditions of Licence
1. The licence and any certificate of renewal in force shall be kept on the approved
premises and shall be produced atthe request of an Inspector appointed under the
Drugs and Cosmetics Act, 1940.
2. Anychange in the technical staff shall be forthwith reported to the licensing authority.
3. If the licensee wants to manufacture for sale additional items he should apply to the
licensing authority for necessary endorsement to the licence as provided in Rule 138-
A (5). This licence shall be deemed to extend to the cosmetics so endorsed.]
FORM 33 [See

Rule 141]
Certificate of renewal of licence to manufacture cosmetics for sale
1. Certified that licence NO. ... grantedon the ...........c.c..... 0 v,
for the manufacture for sale of the following cosmetics at the premises situated at .....................
has been renewed from ...........c.c........ andshall expireon ..........ccccceeuee.
1. Names of COSMELICS. ......evvveveeerennnne
2. Names of the technical staff.......................
SIGNAtUIe ...
Date......cocovveveeiiiieeen. Designation...........c.ccoeevveveeeennnn
[FORM 33-A

[See Rule 141-A]
Certificate of renewal of loan licence to manufacture cosmetics for sale

1. Certified that loan licence NO. ..........ccoceevvierinene. granted onthe .................. (o JURPRRR
for the manufacture for sale of the following cosmetics at the premises situated at..................
Clo. .o has been renewed from ............ [ (0 ITUUTRIN

1. Names of cosmetics
2. Names of technical staff
SIGNALUIE v
Date......cocooeevieiiiieeen. Designation............ccocveeveieeneenne.

[FORM 34
[See Rules 131 and 150]



Certificate of tests or analysis of cosmetic by the Central Drugs Laboratory or the
Government Analyst
Name of the officer or Inspector from whom received ...........cccceeeviieeennene
Serial number and date of the Officer’s/Inspector’s memorandum .............cc.cecene.
Number of sample .........cccoeeviiiiiienn,
Date of receipt ..........ccvvvvvvvvnninnnns
Name of the cosmetic purporting to be contained in the sample ...........cccccoeeenn
Condition of seals on the ¢[packet or on portion of sample or container...]
Results of test or analysis :-
The sample of cosmetics -
(a) contain a prescribed colouronly.
does notcontain a prescribed colour.
(b) doesnot contain harmful ingredients.
contains harmful ingredients.
(c) conforms to claims made on the label as to the nature and quality of the
cosmetic.
does not conform to claims made ont he label as to the nature and quality of
the cosmetic.

NOo oWy

[(d) contains not Morethan ........ccccoeevenieeieincn, parts per
million of Lead and ........c.ccccovveevveiiecs vevinae parts per
Million Of ArSENIC ..ovovvevviiieiitiievieiiise e
contains MOre than .........cocooveveeninec e parts per
million of Lead and ...........cccccvvvvieviciiecenn, parts per

million of Arsenic.]
Director.



Date.......ccccveeeennn. Central Drugs Laboratory / Government Analyst.]

[FORM 35
[(See rules 65,67 G, 74, 74A, 74B, 78, 78A, 85H, 122P, 142, 142B, 150E, 158 and
158A]
Form in which the Inspection Book shall be maintained
(A) The cover of the Inspection Book shall contain the following particulars, namely :
1. Thename and address of the liCeNSEe ........ccovvvvvireeeeiiniinns
2. Licence number and the date up to which the licenceisvalid ...............

B) () The pagesofthe,Inspection Book shall be serially numbered and duly stamped
by the Licensing Authority. The pages, other than the first and the last pages,
shall have the following particulars:-

Name and designation of the Inspector who inspects the premises of the licensee

Date of INSPection ..........ccccceveveeveeenennn.

Observations ofthe InSpector ...........cccccvevevvenenn,

Signature of the Inspector

(i) Thefirstand last pages of the Inspection Book shall be endorsed bythe Licensing

Authority with the following word, namely :-

‘Inspection Book maintained by M/S. .........cccciiiiiiiiiniinn, situated

Al for licence number ..o in Form

under Drugs and Cosmetics Rules.

Seal and Signature of the
Licensing Authority.
Notes: (i) Printed copy of the Inspection Book may be obtained by the licensee from the
Licensing Authority on payment.

(i) The Inspection Book shall be maintained atthe premises of the licensee.
(iii) The observations made by the Drugs Inspector shall be in triplicate. The original
copy shall be retained in the inspection Book to be maintained in the premises of the
licensee. The duplicate copy shall be sent to the Licensing Authority. The triplicate

copy shall be taken as record by the Inspector.]

[FORM 36 (See
Rule 150-B)
Application for grant or renewal of approval for carrying out tests on drugs /
cosmetics or raw materials used in the manufacture thereof on behalf of licensees
for manufacture for sale of drugs/cosmetics.

() UWe oo Of i, hereby apply for the grant or renewal of
approval for carrying out tests of identity, purity, quality and strength on the following
categories of drugs/items of cosmetics or raw materials used in the manufacture thereof on
behalf of licensees for manufacture for sale of drugs/cosmetics.
(2) *Categories of drugs, items of cosmetics :
(@ Drugs other than those specified in Schedules C and C(1) and also excluding
Homoeopathic Drugs
1. Crude vegetable drugs.
2. Mechanical contraceptives.
3. Surgical dressings.
4. Drugs requiring the use of ultraviolet/Infra Red Spectrophotometer or
Chromatography.
5. Disinfectants.
6. Other drugs.
(b) Drugs specified in Schedules C and C(1) :
1. Sera, Vaccines, Antigens, Toxins, Antitoxins, Toxoids, Bacteriophages and
similar Immunological Products.
2. Antibiotics.
3. Vitamins.
4. Parenteral preparations.



Sterilised surgical ligature/suture.
Drugs requiring. the use of animals for their test.
Drugs requiring microbiological tests.
Drugs requiring the use of Ultraviolet/Infra Red Spectrophotometer or
Chromatography.
9. Other drugs.

(c) Homoeopathic drugs.

(d) Cosmetics.
(3) Names, qualifications and experience of expert staff employed for testing and the person-in-
charge of testing.
(4) List of testing equipment provided.
(5) I/We enclose a plan of the testing premises showing the location and area of the different
sections thereof.

© NG

(6) An inspection fee of rupees ........c..cvevuee. has been credited to Government under the head
OF ACCOUNT .o
Dated......cccocveeveeviiieeeen, Signature......ccoeeveevernnevnnn

*Delete whichever is not applicable.
[FORM 37 (See
Rule 150 - C)
Approval for carrying out tests on drugs/cosmetics and raw materials used in
their manufacture on behalf of licensees for manufacture for sale of drugs/cosmetics.

Number of approval and date ofissue : .........ccccceeeeverennnn.

(1) Approval is hereby granted to ..........ccccevvvrnneen for carrying out tests for identity, purity,
quality and strength on the following catagories of drugs / items of cosmetics and the raw
materials used in the manufacturing there of on the premises situated at ..............cccceeeeee..

Categories of drugs/items of cosmetics.

(2) Names of approved ”[competent technical staff]employed for testing and person-in-
charge of testing.

(3) The approval shall be in force from..........ccccevne. |0 P

(4) The approval is subject to the conditions stated below and such other conditions as
may be specified in the rules for the time being in force under the Act.

Date........cccceeeeeeen. Signature........ccccevevveeeeeenn.
Designation..........cccccoveuvveeeen.

Conditions of Approval

(1) This approval and any certificate of renewal in Form 38 shall be kept in the approved
premises and shall be produced at the request of the Inspectors appointed under the
Act.

(@) If the approved institution wishes to undertake during the currency of the approval the
testing of any other category of drugs or items of cosmetics it should apply to the
approving authority for necessary endorsement as provided in Rule 150-B. This
approval will be deemed to extend to the items so endorsed.

(3 Any change in the analytical staff or in the person-in-charge of the testing shall be
forthwith reported to the approving authority.]

[(4) The approvedinstitution shall inform the approving authority in writing in the event of
any change of the constitution of the institution operating under this Form. Where
any change in the constitution of the institution takes place, the current approval
shall be deemed to be valid for a maximum period of three months from the date on
which the change takes place unless in the meantime, a fresh approval has been
taken from the approving authority in the name of the institution with the changed
constitution.]

FORM 38 (See
Rule 150-J)



Certificate of renewal of approval for carrying out tests on drugs / cosmetics and
raw materials used in the manufacture thereof on behalf licensees for manufacture
for sale of drugs / cosmetics.

(1) Certified that approval number ...........cccccevvvvennnnn, granted on the ......cccoveevviieeennen, for
carrying out tests of identity, purity, quality and strength on the following categories of drugs/
items of cosmetics and the raw materials used in the manufacture thereof at the Premises
situated at. ......cooevvieniiinenn has beenrenewed from..........ccccceeeeriines {10 TR

Categories of drugs/items of cosmetics

(2) Names of approved [competent technical staff|"?and person-in-charge of testing.
Signature .......ccoeveveene
Dated.......ccccvvvvvenrnn. Designation .............. ]

FORM 39
[See Rule 150-E(f)]
Report of test or analysis by approved institution

(1) Name of manufacturer from whom sample received together with his manufacturing
licence number under the Act and under the rules made thereunder.

(2) Reference number and date of the letter from the manufacturer under which the sample
was forwarded.

(3) Date of receipt of the sample.

(4) Name of drug/cosmetic/raw material purporting to be contained in the sample.

(5) Details of raw material/final product (in bulk)/final product (in finished pack)* as obtained
from the manufacturer :

(@ Original manufacturer’s name (in the case of raw materials and drugs repacked.)
(b) Batch number.
(c) ™[Batch size asrepresented by sample.]
(d) Date of manufacture, if any.
(e) Date of expiry, if any.
(6) Results of test or analysis with protocols of test/analysis applied.

In the opinion of the undersigned, the sample referred to above is of standard quality /is
not of standard quality as defined in the Act and the rules made thereunder for the reasons
given below.

Date.....cooeeeeiieeciiens (Signature of person-in-charge of testing)]
Note -Final product includes repacked material.

* Delete whichever is not applicable.

[FORM 40 (See
rule 24-A)
Application for issue of Registration Certificate for import of drugs into India
under the Drugs and Cosmetics Rules, 1945.

*1/We ,(Name and full address) hereby apply for
the grant of Registration Certificate to the manufacturer, M/s
(full address with telephone, fax and E-mail address of the foreign manufacturer) for his
premises, and manufactured drugs meant for import into India.
1. Names of the drugs to be imported:

BAx > *]1., 2.,3.no0s.
2*. I/we enclose herewith the information and undertaking specified in Schedule D (I) and
Schedule D (Il) duly signed by the manufacturer for grant of Registration Certificate for the
premises stated below.
3. A fee of for registration of premises, the particulars of which are
given below, of the manufacturer has been credited to Government under the Head of Account




#0210 - Medical and Public Health, 04-Public Heatlh, 104-Fees and Fines” under the Drugs

and Cosmetics Rules, 1945 - Central vide Challan No. dated
(attached in original).
4. A fee of for registration of the drugs for import as specified at Serial

No. 2 above has been credited to Government under the Head of Account “0210 - Medical and
Public Health, 04-Public Heatlh, 104-Fees and Fines” under the Drugs and Cosmetics Rules,
1945 - Central vide Challan No. dated (attached in original)
5. Particulars of premises to be registered where manufacture is carried on:

Address (es) :
Telephone
Fax

E - mail

I/we undertake to comply with all the terms and conditions required to obtain Registration
Certificate and to keep it valid during its validity period.

Place:
Date:
Signature
Name
Designation
Seal/Stamp of Manufacturer or his

authorized agentin India

(Note :- In case the applicant is an authorized agent of the manufacturer in India, the Power of
Attorney is to be enclosed).

* delete whichever is not applicable.

[Form 41] (See rule 27-
A) Registration
Certificate
Registration Certificate to beissued for importof the drugs into India under Drugs
and Cosmetics Rule, 1945.
Registration Certificate No._ ~~~ Date
M/s ( Name and full Address of registered office)
having factory premises at
(full address) has been registered under rule 27-A as a
manufacturer and is hereby issued this Registration Certificate.
2. Name (s) of drugs which may be imported under this Registration Certificate.
A % *]1., 2.,3.nos.
3. This Registration Certificate shall be in force from to unless it is
sooner suspended or cancelled under the rules.
4. This Registration Certificate is issued throughthe office of the manufacturer or his
authorized agent in India M/s (name and full address)
who will be responsible for the business activities of the manufacturer, in India in all respects.
5. This Registration Certificate is subject to the conditions, stated below and to such other
conditions as may be specified in the Act and the rules, from time to time.
Place:
Date: Licensing Authority
Seal/Stamp

Conditions of the Registration Certificate

1. The Registration Certificate shall be displayed at a prominent place by the authorized agent.
2.No drug shall be registered unless it has a free sale approval in the country of origin, and/or
in other major countries.

3. The manufacturer or his authorized agent in India shall comply with the conditions of the
import licence issued under the Drugs and Cosmetics Rules, 1945.

4. The manufacturer or his authorized agent in India shall inform the licensing authority forthwith
in the event of any administrative action taken due to adverse reaction, viz. market withdrawal,
regulatory restrictions, or cancellation of authorization, and/or not of standard quality report
of any drug pertaining to this Registration Certificate declared by the Regulatory Authority of
the country of origin or by any Regulatory Authority of any other country, where the drug is



marketed/sold or distributed.

The despatch and marketing of the drug in such cases shall be stopped immediately, and the
licensing authority shall be informed immediately. Further action in respect of such stopped
marketing of drug shall be followed as per the direction of the licensing authority. In such cases,
action equivalent to that taken with reference to the concerned drug in the country of origin
or in the country of marketing shall be followed in India also, in consultation with the licensing
authority. The licensing authority may however, direct any further modification to this course
of action, including the withdrawal of the drug from Indian market within 48 hours time period.

5. The manufacturer or his authorized agentin India shall inform the licensing authority within
30 days in writing in the event of any change in manufacturing process, or in packaging, or in
labeling or in testing, or in documentation of any of the drug pertaining to this Registration
Certificate.
In such cases, where there shall be any major change/modification in manufacturing or in
processing or in testing, or in documentation as the case may be, at the discretion of the
licensing authority, the manufacturer or his authorized agent in India shall obtain necessary
approval within 30 days by submitting a separate application alongwith the registration fee, as
specified in clause (ii) of subrule (3) of rule 24-A.
6. The manufacturer or his authorized agent in India shall inform the licensing authority
immediately in writing in the event of any change in the constitution of the firm and/or address
of the registered office/factory premises operating under this Registration Certificate. Where
any such change in the constitution of the firm and/or address takes place, the current Registration
Certificate shall be deemed to be valid for a maximum period of three months from the date on
which the change has taken place unless, in the meantime, a fresh Registration Certificate has
been taken from the licensing authority in the name of the firm with the changed constitution of
the firm and/or changed address of the registered office or factory premises.]
[FORM 42 (See
Rules 129 A)
Application for issue of Registration Certificate for import of cosmetics into India
under the Drugs and Cosmetics Rules, 1945.
I/We* (Name and full address)
hereby apply for the grant of Registration Certificate to the manufacturer, M/s
(full address with telephone, fax and e-mail address of the foreign
manufacturer) for his manufactured cosmetics meant for importinto India.
1. Names of cosmetics along with their brand name and pack size(s) and variants for registration.

@) @
(2) (5)
©) ©)

2. I/We* enclose herewith the information and undertaking specified in Schedule D (IIl) duly
signed by the manufacturer for grant of Registration Certificate for the premises stated below:-
3. A fee of for registration of cosmetics for import as specified at
serial number .2 above has been credited to the Central Government under the Head of Account
“0210-Medical and Public Health, 04-Public Health, 104-Fees and Fines” under the Drugs and
cosmetics Rules, 1945 — Central” vide Challan No., dated, (attached in original).

4. Particulars of premises to be registered where manufacture is carried on:

Address (es) :
Telephone :
Fax :
E-mail :

I/we undertake to comply with all the terms and conditions required to obtain Registration
Certificate and to keep it valid during its validity period.

Place: Signature
Date: Name
Designation

Seal/Stamp of manufacturer or his authorized agentin India.
(Note:- In case the applicant is an authorized agent of the manufacturer in India, the Power of
Attorney is to be enclosed)



*Delete whichever is not applicable.
Form 43
(Seerule 129 C)
Registration Certificate
Registration Certificate to beissued for import of cosmetics into India under
Drugs and Cosmetics Rules, 1945.
Registration Certificate No. Date
M/ s (Name and full Address of registered office)
having factory premisesat (full address) has been
registered under rule129 Cas a manufacturer andis hereby issued this Registration Certificate.
2. Name (s) of cosmetics, along with their brand names and pack size(s) and variants which
may be imported under this Registration Certificate.
@)
@
(3)
3. This Registration Certificate shall be in force from to unless
it is sooner suspended or cancelled under the rules.
4. This Registration Certificate is issued through the office of the manufacturer or his authorised
agent or importer in India or by the subsidiary in India authorised by the manufacturer, namely:-
M/s (name and full address) who shall be responsible
for the business activities of the manufacturer, in Indiain all respects.
5. This Registration Certificate is subject to the conditions, stated below and to such other
conditions as may be specified in the Drugs and Cosmetics Act, 1940 and the rules made
thereunder, from time to time in this regard.
Place: LICENSING AUTHORITY

Date: Seal / Stamp

Conditions of the Registration Certificate
1. The Registration Certificate shall be produced by the authorised importer/distributer/agent
as and when required by the licensing authority regulatory authority.
2. The manufacturer or his authorised importer/distributor/agent in India shall inform the
licensing authority forthwith in the event of any administrative action taken namely, market

withdrawal, regulatory restrictions, or cancellation of authorisation, and/or not of standard
quality report of any cosmetic pertaining to this Registration Certificate declared by the
Regulatory Authority of the country of origin or by any Regulatory Authority of any other
country, where the cosmetic is marketed/sold or distributed.

The dispatch and marketing of the cosmetic in such cases shall be stopped and the licensing
authority shall be informed immediately. Further action in respect of such stopped marketing of
cosmetic shall be followed as per the direction of the licensing authority. In such cases, action
equivalent to that taken with reference to the concerned cosmetic in the country of origin or in the
country of marketing shall be followed in India also, in consultation with the licensing authority.
The licensing authority may, however, direct any further modification to this course of action,
including the withdrawal of the cosmetic from Indian market within 48 hours time period.

3. The manufacturer or his authorised agent/importer/distributor or subsidiary in India shall
inform the licensing authority within 30 days, in writing, in the event of additional variant/
additional cosmetic category/additional manufacturing location or any change in labeling or in
testing, or in documentation of any of the cosmetic pertaining to this Registration Certificate.
In such cases, where there shall be any additional variant/additional cosmetic category/additional
manufacturing location, as the case may be, at the discretion of the licensing authority, the
manufacturer or his authorised agent/importer/distributor/ subsidiary in India shall apply for
necessary approval within 30 days by submitting a separate application along with the registration
fee.

4. The manufacturer or his authorised agent in India shall inform the licensing authority
immediately in writing, in the event, of any change in the constitution of the firm and/or address
of the registered office/ factory premises operating under this Registration Certificate. Where



any such change in the constitution of the firm and/or address takes place, the current
Registration Certificate shall be deemed to be valid for a maximum period of three months
from the date on which the change has taken place unless, in the meantime, a fresh Registration
Certificate has been taken from the licensing authority in the name of the firm with the changed
constitution of the firm and/or changed address of the registered office or factory premises.]

[FORM 44
(See Rules 122 A, 122 B,122 D and 122 DA)
Application for grant of permission to import or manufacture a New Drug or to
undertake clinical trial.
I/We of M/s. (address)
hereby apply for grant of permission for import of and/or clinical trial or for approval to
manufacture a newdrug or fixed dose combination or subsequent permission for already
approved new drug. The necessary information / data is given below:
1. Particulars of New Drug:
(1) Name of the drug:
(2) Dosage Form:
(3) Composition of the formulation:
(4) Test specification:
(i) active ingredients:
(i) inactive ingredients:
(5) Pharmacological classification of the drug:
(6) Indications for which proposed to be used:
(7) Manufacturer of the raw material (bulk drug substances)
(8) Patents status of the drug
2. Data submitted along with the application (as per Schedule Y with indexing and page nos)
A. Permission to market anew drug-
(1) Chemical and Pharmaceutical information
(2) Animal Pharmacology
(3) Animal Toxicology
(4) Human/Clinical Pharmacology (Phase I)
(5) Exploratory Clinical Trials (Phase I1)
(6) Confirmatory Clinical Trials (Phase Ill) (including published review articles)
(7) Bio-availability, dissolution and stability study Data
(8) Regulatory status in other countries
(9) Marketing information:
(a) Proposed product monograph
(b) Drafts of labels and cartons
(10) Application for test license
B. Subsequent approval / permission for manufacture of already approved new drug:
(@) Formulation
(1) Bio-availability / bio-equivalence protocol
(2) Name of the investigator/center
(3) Source of raw material (bulk drug substance) and stability study data.
(b) Raw material (bulk drug substances)
(1) Manufacturing method
(2) Quality control parameters and/or analytical specification, stability report
(3) Animal toxicity data
C. Approval/ Permission for fixed dose combination:
(1) Therapeutic Justification (authentic literature in "*A[peer reviewed journals] /text books)
(2) Data on pharmacokinetics/pharmacodynamcics combination
(3) Any other data generated by the applicant on the safety and efficacy of the combination.
D. Subsequent Approval or approval for new indication - new dosage form:
(1) Number and date of Approval/permission already granted.
(2) Therapeutic Justification for new claim/modified dosage form
(3) Data generated on safely, efficacyand quality parameters
A total fee of rupees




(in words). has been credited to the Government under the Head of
Account (Photocopy of receipts is enclosed).
Dated

Signature
Designation
Note-Delete Whichever is not applicable.
FORM 45
(See Rules 122 A, 122 D and 122 DA) Permission toimport
Finished Formulation of a New Drug
Number of the permission and date of issue—

M/s of (address)

is hereby permitted to import the following new drug formulation under rule 122 A/ 122 D/

122 DA of the Drugs and Cosmetics Rules, 1945.

(1) Name of the New Drug:

(2) Dosage form:

(3) Composition:

(4) Indications:

Dated—— Signature—
Name and the designation of Licensing Authority

Conditions for Grant of Approval / Permission
(1) The formulation shall conform to the specifications approved by the Licensing Authority.
(2) The proper name of the drug shall be printed or written in indelible link and shall appear in a
more conspicuous manner than the trade name, if any, which shall be shown immediately after or
under the proper name on the label of the innermost container of the drug or every other
covering in which the container is packed.
(3) The label of the innermost container of the drug and every other covering in which the
container is packed shall bear a conspicuous red vertical line on the left side running throughout
the body of the label which shall not be less than 1 mm in width and without disturbing the
other conditions printed on the label to depict it is prescription drug.
(4) The label on the immediate container of the drug as well as the packing in which the
container is enclosed should contain the following warning:
“WARNING: To be sold by retail on the prescription of a — only,”
8A[(5) As Post Marketing Surveillance the applicant shall submit Periodic Safety Update
Reports every six months for the first two years. For subsequent two years the Periodic
Safety Update Reports shall be submitted annually. ]
(6) All reported adverse reactions related to the drug shall be intimated to the Drugs Controller,
India and Licensing Authority and regulatory action resulting from their review should be
complied with.
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(7) No claims except those mentioned above shall be made for the drug without the prior
approval of the Licensing Authority.

(8) Specimen of the carton, labels, package insert that will be adopted for marketing the drug in
the country shall be got approved from the Licensing Authority before the drug is marketed.
(9) Each consignment of imported drug shall be accompanied by atest/analysis report.

FORM 45-A
(See Rules 122 A and 122 DA)
Permission to import raw material (new bulk drug substance)

Number of the permission and date of issue
M/s. of (address) is hereby permitted to
import the following raw material (new bulk drug substances) under rule 122 A / 122 DA of
the Drugs and Cosmetics-Rules, 1945, namely:-
Name of the raw material (new bulk drug substances):

1)

)

®3)

Dated Signature
Name and Designation of the Licensing Authority

Conditions for Grant of Approval / Permission

(1) The raw material (new bulk drug substance) shall conform to the test specifications as

approved by the Licensing Authority)

(2) For manufacture of raw material (new bulk drug substance) or its formulation in the country,

separate approval under rule 122-B shall be obtained from the Licensing Authority.

(3) The permission to import shall not be used to convey or imply that the raw material (new bulk

drug) is categorized as “life saving or essential drug.”

FORM 46
(Seerules 122 B, 122 D and 122 DA)

Permission / Approval for manufacture of a new drug formulation Number of
permission and date of issue
M/s of (address) is
hereby granted Permission / Approval to manufacture following new drug formulation under
rule 122 B/ 122 D / 122 DA of the Drugs and Cosmetics Rules, 1945, namely:-

(1) Name of the formulation:
(2) Dosage form:

(3) Composition:

(4) Indications:




Dated Signature__ _

Name and designation of Licensing Authority.
Conditions for Grant of Approval / Permission

(1) The formulation shall conform to the specifications approved by the Licensing Authority.

(2) The proper name of the drug shall be printed or written in indelible link and shall appear

in amore conspicuous manner than the trade name, if any, which shall be shown immediately

after or under the proper name on the label of the innermost container of the drug or every

other covering in whichthe container is packed.

(3) The label of the innermost container of the drug and every other covering in which the

container is packed shall bear a conspicuous red vertical line on the left side running throughout

the body of the label which shall not be less than 1 mm in width and without disturbing the

other conditions printed on the label to depict it is prescription drug.

(4) The label on the immediate container of the drugas well as the packing in which the

container is enclosed should contain the following warning:

“WARNING: To be sold by retail on the prescription of a only,”

8A[(5) As Post Marketing Surveillance the applicant shall submit Periodic Safety Update

Reports every six months for the first two years. For subsequent two years the Periodic

Safety Update Reports shall be submitted annually. ]

(6) All reported adverse reactions related to the drug shall be intimated to the Drugs Controller,

India and Licensing Authority and regulatory action resulting from their review should be

complied with.

(7) No claims except those mentioned above shall be made for the drug without the prior

approval of the Licensing Authority.

(8) Specimen of the carton, labels, package insert that will be adopted for marketing the drug

in the country shall be got approved from the Licensing Authority before the drug is marketed.

FORM 46-A
(See rules 122 B and 122 DA)
Number of the permission / approval and date of issue
Permission / Approval for manufacture of raw material (new bulk drug substance)

M/s of (address) is hereby granted
Permission / Approval to manufacture the following raw material (new bulk drug substance)
under rule 122 B/ 122 DA of the Drugs and Cosmetics Rules, 1945.
Name of the raw material (new bulk drug substance):

1)

(2)

3)

Dated_ Signature

Name and designation of Licensing Authority

Conditions for Grant of Approval/ Permission
(1) The raw material (new bulk drug substance) shall conform to the specifications as approved
by the Licensing Authority
(2) The raw material (new bulk drug substance) can be sold to only those manufacture who have
permission, in writing, from Licensing Authority, either to use the drug for development purpose/
clinical trial/bio-equivalence study or to manufacture the formulation.
(3) For manufacture of the formulation in the country, separate approval under rule 122-B
shall be obtained from the Licensing Authority. ]

Form 47 (See
Rule 160 A)

Application for grant or renewal of approval for carrying outtests on Ayurvedic,
Siddha and Unanidrugs or raw materials used in the manufacture thereof on behalf
licensees for manufacture thereof on behalf of licensees for sale of Ayurvedic, Siddha

and Unani drugs.



@*1/We ........... of .cooeee. hereby apply for the grant /renewal of approval for carrying out
tests of identity, purity, quality and strength on the following categories of Ayurvedic, Siddha
and Unani drugs or raw materials used in the manufacture thereof on behalf of licensee for sale
of Ayurvedic, Siddha and Unani drugs.
(2) Categories of Ayurvedic, Siddha and Unani drugs other than those specified in the First

Schedule to this Act for which testing will be carried out:

No. Ayurveda and Siddha No. Unani

1  AsavaandArista 1 Nabeez, Khal ( Sirka)

2 Arka -Tinir 2 Majoon and its sub-
categories. Itrifal, Jawarish, Khameera, Laoog, Halwa

3 Avalehaand paka - llakam 3 Sufoof, Zuroor, Sunoon

4 Kvatha Curna - Kutinir Curanam 4 Namak, Khar

5  Guggulu 5 Raughan

6  Ghrita— Ney 6 Zimad

7  Churna-Curanam 7 Habb (Pill)

8  Talia—Tailam 8 Shiyaf

9 Dravaka — Tiravakam 9 Qutoor ( Drops)

10 Lavana-Uppu 10 Kohal ( Surama), Kajal

11 Kashara- Saram 11 Satt, Usara

12 Lepa- Pacai 12 Kushta

13 \Vati, Gutika — Kulikai 13 Joshanda ( Single drugs )

14 | Vartti 14 | Sharbat, Sikanjabeen

15 | Netrabindu ( Aschyotan ) 15| Sayyal, Arqg ( Distillates )

16 | Anjana - Kanmai 16| Qurs (Tablet)

17 | Sattva - Sattu 17 | Marham, Qairooti

18 | Kupipakva Rasayana - Kuppi Centuram 18 |Humool, Furzaja

19 | Parpati 19 |Bakhoor

20 | Pishti 20 | Nabati Advia

21 | Bhasma —Parpam 21 | Maadni Advia

22 | Mandura - Atai Kutinir 22 | Ajsad Advia

23 | Rasayoga —Centuram 23 | Haiwani Advia

24 | Lauha 24 | Jauhar

25 | Ghana Sattva 25 | Natool

26 | Kvath Pravahi — Kutinir 26 | Nashooq, Naswar

27 | Panak ( Syrup ) — Manappaku 27 | Shamoom

28 | Tablet — Mattirai 28| Saoot ( Nasal Drops )

29 | Capsules 29 |Mazoogh

30 [ Ointment — Kalimapu 30| Tila

31 | Phalavarti 31 |Lashooq

32 | Dhoomravarti / Doopan 32| Gulgand

33 | Kshar Sutra/Kshar Varti 33 |Fateela

34 | Single Drugs: 34 | Ghaza, Ubtan, Sabagh

35 | Pushp ( Phool ) 35| Capsule

36 | Nasya 36 |Hugna

37 | Swarasa ( Fresh Juice) 37 | Naurah

38 | Karna Bindu ( Ear Drops ) 38| Latookh

39 | Any other dosage form of patent and 39| Vajoor ( Throat paint )

Proprietary and Ayurvedia, Siddha,
Unani Drug.




| - | 40|Mazmazah (Mouth washer)
(3) Names, qualifications and experience of experts employed for testing and the person - in
-charge of testing.
(4) List of testing equipment provided.
(5) I / We enclose a plan of the testing premises showing the location and area of the different
sections thereof.

(6) An inspection fee of rupees................ has been credited to government under the head of
account.
Date............... Signature

Full address of the Applicant
* Delete whichever is not applicable

FORM 48 (See
rule 160 B)
Approval for carrying out tests or analysis on Ayurvedic, Siddha and Unani drugs or
raw materials used in the manufacture thereof on behalf of licensees for manufacture
for sale of Ayurvedic, Siddha and Unani drugs.

Number of approval and date of iSSUE .........cceuvviiiieiii i,

(1) Approval is hereby granted to .......... for carrying out tests for identity, purity, quality and
strength on the following categories of Ayurvedic, Siddha or Unani drugs and the raw materials
used in the manufacture thereof on the premises situated at...............

Categories of Ayurvedic, Siddha and Unani drugs.

(2) Name of experts employed for testing and the person - in - charge of testing................cco....
(experts) and........ccoceeveeeinecieiee e ( Person in charge).

(3) The approval shall be in force from ............ccccovevenee {0

(4) The approval is subject to the conditions stated below and such other conditions as may be
specified in the rules for the time being in force under the Act.

Date Signature

Place Designation
Seal of State Licensing Authority

Conditions of Approval
(1) This approval and any certificate of renewal in Form 49 shall be displayed in the approved
premises and shall be produced at the request of the Inspectors appointed under the Act.
(2) If the applicant wishes to undertake during the currency of the approval the testing of any
other category of Ayurvedic, Siddha or Unani drugs it should apply to the approving authority
for necessary endorsement as provided in Rule 160 - A. This approval will be deemed to
extend to the items so endorsed.
(3) Any change in the experts or in the person - in - charge of the testing shall be forthwith
reported to the approving authority.
(4) The applicant shall inform the approving authority in writing in the event of any change of
the constitution of the laboratory operating under this Form. Where any change in the
constitution of the laboratory takes place, the current approval shall be deemed to be valid for
amaximum period of three months from the date on which the change takes place unless in the
meantime, a fresh approval has been taken from the approving authority in the name of the
laboratory with the changed constitution.

FORM 49 (See
rule 1601)
Certificate of renewal for carrying out tests or analysis on Ayurvedic, Siddha or



Unanidrugs or raw material used in the manufacture thereof on behalf of licensees
for manufacture for sale of Ayurvedic, Siddha or Unani drugs.

(1) Certified that approval number..................... granted on the......... dayof........ 200 for carrying
out tests of identity, purity, quality and strength on the following categories of Ayurvedic,
Siddha or Unani drugs and the raw materials used in the manufacture thereof at the premises
situated at ................ has been renewed from .......... to. i, ( Date).

Categories of Ayurvedic, Siddha or Unani drugs

(2) Names of experts and the person — in — charge of testing ................ (‘experts ) and
............. ( person —in —charge)

Date Signature
Place Designation
Seal of State Licensing Authority
FORM 50 (See
rule 160D (f))
Report of test or analysis by approved Laboratory

(1) Name of manufacturer from whom sample received together with his manufacturing
license number under the Act or the rules made thereunder.
(2) Reference number and date of the letter from the manufacturer under which the same
was forwarded. ..
(3) Dateofreceiptofthesample. .........cooeiiiiii
(4) Name of Ayurvedic, Siddha and Unani drug of raw material purporting to be contained
inthe sample. .o
(5) Details of raw material of final product ( in bulk finished pack *) as obtained from the
manufacturer.

(a) Original manufacturer’s name in the case of raw materials and drugs
repacked.................

(b) Batchnumber .............cocoeeie

(c) Batch size asrepresented by sample...................

(d) Date of Manufacture, if any..............

(e) Date of Expiry,ifany................
(6) Results of test or analysis with protocols of tests or analysis applied for as per Ayurvedic,
Siddha or Unani pharmacopoeial standards.

(7) Other Specific tests for Identity, Purity, Quality and strength of patent and proprietary
drugs.
In the opinion of the undersigned, the sample referred to above is of standard * quality / is not
of standard quality as defined in the Act or the rules made thereunder for the reasons given
below.

(Signature of the Person —in — Charge of testing )

Date Name & Designation & Seal
Place Name & Address of the Laboratory
LicenceNO. ........cceueveens ]

Note: Final product includes repacked material.
* Delete whichever is not applicable

[SCHEDULE B
(See Rules 7 and 48)

FEES FORTEST ORANALYSISBY THE CENTRAL DRUGS

LABORATORIES OR STATE DRUGS LABORATORIES
l..1. Fees for



test and assay of Drugs requiring use of animals.

Adrenocorticotrophic hormone assay
Gonadotrophic hormone for LH activity
FSH Activity

Posterior Pituitary extract or its.
synthetic substitute for oxytocin activity
Vasopressor activity

Insulin andinsulln in combination for
Hypoglycaemic activity

Hyaluronidase

Glucagon

Heparin for anticoagulant activity
Protamine sulphate

Depressor or Histamine like substance
Pyrogen test

Antigenecity or foreign protein test

Rupees
1000

1000
1000
400

400

2000
500
2000
600
300
300
500
300




Abnormal or undue toxicity or safety test
Determination of Lethal doses,
LD jor LD, in mice
Skin senstivity/eye irritation
Implantation test
2. Microbiological tests and assays
Bioassay of Antibiotic
Microbiological assay of vitamins
Phenol coefficient
Preservatives — Microbial challenge test
Sterility test - Parenteral preparations
Surgical dressings
Syringes and needles
Transfusion and infusion sets or
assemblies, other sterile devices
3. ldentification tests
(@ Chemical Methods
(b) Microscopical
(C) IR Spectroscopy
(d) UV Spectroscopy
(e) Chromatography
(i) Paper
(ii) Thin layer
(iii) Column
(iv) GLC
(v) HPLC
(vi) Gelfiltration
(f) Electrophoresis
(i) Paper and cellulose acetate

(ii) Polyacrylamide Gel, starch gel, agar gel

4. Physical tests

(a) Optical rotation, specific gravity, refractive

index, weight per ml, fluorescence
(b) Viscocity

(c) pH, Solubility, loss on drying, net content,

ash, sulphated ash etc.

(d) Absorbancy, wt/unit area (surgical),
foreign matter, extractive value, thread
count etc.

(e) Uniformity of weight
(i) Tablets
(ii) Capsules

(f) Acid value, iodine value, peroxide value,
saponification value, acetyl value.

(9) Disintegration tests -

() Ordinarytablets

(ii) Capsules

(iii) Sugar coated tablets
(iv) Enteric coated tablets

(h) Dissolution test

(i) Uniformity of content

(j) Wt. per unit area (powder), particle
size, count, methoxy value

(k) Limit test for impurities

200

2000

400

2000
100
200
300

400

50
50
150
100

100
150
100
250
500

300

200
300 each

75 each
100

20 each

30each

15
20

100 each

20
30
50
100
250
500

200 each
100 each



() Related substances
() TLC method

(A) Without reference standards 150
(B) With reference standards 250
(ii) GasLiquid Chromatography
(A) Without reference standards 250
(B) With reference standards 350
(iii) High Pressure Liquid Chromatography
(A) Without reference standards 500
(B) With reference standards 500
(m) Water (Karl Fisher) 200
(5) Assays
(a) General Chemical methods 100 for each ingredient
(b) Non - aqueous/instrumental 200 for each ingredient
(c) Chromatography
@ TLC 250
(i) Column 200
(iii) GLC 350
(iv) HPLC 500
(v) Gel filtration 400
(d) Nitrogen determination 200
(e) Medicinal gases 400 (6)
Polymorph test 300

(Content of polymorph A in Chloramphenicol palmitate)
Surgical sutures (depeding on number of test to be carried.) 200-500

Other miscellaneous test 100-500
I1. Fees for Sera and Vaccine -

Sterlity test 100
Abnormal toxicity test 400
Spceific toxicity test 800
Inactivation test (Rabies) 200
Potency testing of rabies vaccine 2025
Potency testing of pertussis fraction of DPT vaccine 2025
Potency testing of tetanus fraction of

DPT/DT/TT vaccine 2500
Potency testing of diphetheria fraction of

DPT/DT vaccine 2700
Testing of antisera for the specific titre 1000
Poteney testing of measles/Mumps/Rubella vaccine 760 each
Testing of Oral Polio Vaccine (OPV) -

potency 4550
Identity 1000
Stability 800
Potency testing of Japanese -

Encephalitis Vaccine 3900
Potency testing of Snake Venom Serum 400 for each venom
Identify testing for vaccines/sera
Cell culture (other than OPV) 400
Other than cell culture 100
Estimation of volume/pH/total solids/No. of
organisms/Physical checking 50 each
Estimation of total proteins/aluminium content/
phenol/formaldehyde/thiomersal/moisture 200 each
Pyrogen testing 500

Stability test for vaccines other than Oral
Polio Vaccine 4550



i 1. Cosmetics 400-1500
(The exact amount of the fee shall be
determined by the Director of Laboratory
or the Government Analyst, as the case may be.)
IV. Rubber Condoms 1000
V Homoeopathic medicines-
1. Identification test for raw material of botanical

origin (other than assay of constitutents). 125
2. ldentification test of raw material of chemical

origin (other than assay). 100
3. Limit test for drugs of chemical origin 150
4. Assay of total alkaloids or of drugs of

chemical origin 100
5. Identification testfor drugs of animal origins

or microbiological 100
6. Fees for testing of Mother tincture, lower

potencies upto 3X or equivalent 100
7. Determination of Biochemic drug through

atomic absorbance spectrophotometer. 16

Note :-

1. For tests not listed in the Schedule, charges will be determined by the Director or the
Government Analyst of the laboratory/institute as the case may be.

2. For the tests relating to Ayurvedic, Unani and Siddha medicines, charges will be determined
by the Adviser (Indigenous System of Medicine), Director or Government Analyst of the
Laboratory/Institute, as the case may be.]

[SCHEDULEB-1
(Seerule 163F)
Fees for thetest or analysis by the Pharmacopoeial
Laboratory for Indian Medicine (PLIM) or the
Government Analyst.

Type of testing / analysis Cost of testing or
analysis in Rupees
1. Test for Sterility 250.00
2. Abnormal toxicity or undue toxicity or safety test 750.00
3. Determination of lethal doses LD 50 to 10 on Mice 2500.00
4. Chemical testfor eachingredient 500.00
5. Disinfectants 1000.00
6. Anyother testrequiring animal experimentation 500.00
7. Microbiological assay 750.00
8. Microscopic examination of single drugs 250.00
9. Microscopic examination of raw material of compound Drugs 500.00
10.Chemical identification as per Pharmacopoeia 250.00
11. Disintegration of tablets and capsules
(@ Ordinary 100.00
(b) Sugar coated 200.00
(c) Enteric coated 400.00
12. Physiochemical Assays 300.00
13. Tests other than assay (limit tests for impurities, ash 100.00

content, total solids, acid value, iodine value,

saponification value, loss on drying etc.) for each test
14. Optical rotation 250.00
15. Refractive Index 250.00
16.Arsenic testing 250.00




17.Paper chromatography 250.00

18.Thin layer chromatography 300.00
19.Column chromatography 2500.00
20. Gas liquid chromatography 1000.00
21.H.P.T.L.C. restricted to single drugs qualitative 1000.00
22.Atomic absorption Spectrophotometry For Hg, Pb, As, Cd. 500.00
23. Cosmetics / tailas / creams 500.00
24.|dentification test for raw material of plant origin (other 125.00
than assay of constituents)
25. Identification test for raw material of chemical origin 100.00
(other than assay)
26. Limit test for drugs of chemical origin 150.00
27. Other miscellaneous tests 1000.00

Note: Samplestesting charges will be determined / revised by the Director or Government Analyst of the Pharmacopoeial Laboratory
for Indian Medicine, asthe case may be in consultation with Department of Ayurveda, Yoga, Unani, Siddha and Homoeopathy,

Ministry of Health and Family Welfare.]

SCHEDULEC
(See Rules 23,61 and 76 and Part X)
Biological and Special Products

1. Sera.



~No o s wd

Solution of serum proteins intended for injection.
Vaccines for parenteral injections.]
Toxins.
Antigen.
Antitoxins.
Neo-arsphenamine and analogous substances used for the specific treatment of infective
diseases.
Insulin.
Pituitary (Posterior Lobe) Extract.
Adrenaline and Solutions of Salts of Adrenaline.
Antibiotics and preparations thereof in a form to be administered parenterally.]

. Anyother preparation which is meant for parenteral administration as such or after being

made up with asolvent or medium or any other sterile product and which—
requires to be stored in a refrigerator; or

does not require to be stored in a refrigerator.]

Sterilized surgical ligature and sterilized surgical suture.

Bacteriophages.]

Ophthalmic preparations.]

Sterile Disposable Devices for single use only.]
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SCHEDULE C (1) (See
Rules 23,61 and 76)
Other Special Products
[1. Drugs belonging to the Digitalis group and preparations containing drugs belonging to
the Digitalis group not in a form to be administered parenterally.
2. Ergot and preparations containing Ergot not in a form to be administered parenterally.
3. Adrenaline and preparations containing Adrenaline notin a form to be administered
parenterally.
4. Fish Liver Oil and preparations containing Fish Liver Oil.
5. Vitamins and preparations containing any vitamins notin a form to be administered
parenterally.
6. Liver extract and preparations containing liver extract not in aform to be administered
parenterally.
7. Hormones and preparations containing hormones notin a form to be administered
parenterally.
8. Vaccine not in a form to be administered parenterally.
[9. Antibiotics and preparations thereof not in a form to be administered parenterally.]
[10. In—vitro Blood Grouping Sera
11. In-vitro Diagnostic Devices for HIV, HbsAg and HCV]

SCHEDULE D
(See Rule 43)
Class of drugs Extent and conditions of exemption
1. Substances notintended for All provisions of Chapter Ill of the Act and
medical use Rules thereunder subject to the condition that

if the substance is imported in bulk, the
importer shall certify that the substance is
imported for non-medicinal uses, and if
imported otherwise than in bulk, each container
shall bear a label indicating that the substance
is not intended for medicinal use or is intended
for some purposes other than medicinal use
or is of commercial quality.

2 [ ***]

3 [ ***]

4. [ ***]

5. The following substances, which All provisions of Chapter Il of the Act and
are used both as articles of food Rules thereunder
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as well as drugs:-i) all condensed
or powdered milk whether pure,
skimmed or malted, fortfied with
vitamins andminerals.ii) Farex,
Oats, Lactose and all other similar
cerealpreparations  whether
fortified with vitamins orotherwise
excepting those for parenteral
use.iii) Virol, Bovril, Chicken
essence and all othersimilar
predigested foods. iv) Ginger,
Pepper, Cumin, Cinnamon and all
other similar spices and
condiments unless they are
specifically labelled as
conforming to thestandards in the
“[Indian Pharmacopoeia or the
official pharmacopoeias and the
official compendia of drug
standards prescribed under theAct
and Rules made thereunder.

[6. Drugs and Cosmetic imported for [The provisions of Chapter Il of the Act and
manufacture and export by units rules thereunder which arequired them to
situated in “Special Economic be covered by an import licence, import
Zone” as notified by the Government registration and import through notified
of India from time.] port of entry, subject to condition that these

drugs and cosmetic shall not be diverted sale
in the country: Provided that such imported
drugs and cosmetics may be permitted to the
domestic area if they meet the requirements of
standard procedure of import and registration
asrequired under Chapter Il of the Act and
Rules thereunder.]

[SCHEDULE D (1)
(Seerule 21 (d) and rule 24 A)

Information and undertaking required to be submitted by the manufacturer or his
authorized agent with the Application Form for a Registration Certificate. The
format shall be properly filled in for each application in From 40. The detailed

information, secretin nature, may be furnished on a Computer Floppy.
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1.

1.1

12
13.

1.4

15
16.

1.7.

2

2.1,

2.2.

2.3.

2.4,

2.5,

3.1

3.2

3.3.

3.4.

3.5.

3.6.

Particulars of the manufacturer and manufacturing premises

Name and address of the manufacturing premises (telephone No, Fax No., E-mail
Address) to be registered.

Name(s) and address(es) of the Proprietor/Partners/Directors.

Name and address of the authorized Agent in India, responsible for the business of the
manufacturer.

A brief profile of the manufacturer’s business activity, in domestic as well as global
market.

A copy of Plant Master File (duly notarized)

A copy of Plant Registration/approval Certificate issued by the Ministry of Health/
National Regulatory Authority of the foreign country concerned (duly notarized).

A brief profile of the manufacturer’s research activity.

Particulars of the manufactured drugs to be registered under Registration Certificate.-
Names of drugs (Bulk/Formulation/Special product) to be registered meant for import
into and use in India:

A copy of the approved list showing the bulk drugs/formulations/special products
mentioned in 2.1 above are permitted for manufacturing/marketing in the country of
origin, (duly notarized).

A copy of Good Manufacturing Practice (GMP) certificate, as per WHO-GMP
guidelines, or Certificate of Pharmaceutical Products (CPP), issued by the National
Regulatory Authority of the foreign country concerned, in relation to the bulk drugs
or formulations or special products, meant for import into India;

The domestic prices of the drugs to be registered in India, in the currency of the
country of origin;

The name(s) of the drug(s) which are original research products of the manufacturer.
Undertaking to declare that:-

We shall comply with all the conditions imposed on the Registration Certificate, read
with rules 74 and 78 of the Drugs and Cosmetics Rules, 1945.

We declare that we are carrying on the manufacture of the drugs mentioned in this
Schedule, at the premises specified above, and we shall from time to time report any
change of premises on which manufacture will be carried on andin cases where
manufacture is carried onin more than one factory any change in the distribution of
functions between the factories.

We shall comply with the provisions of Part IX of the Drugs and Cosmetics Rules, 1945:
Every drug manufactured by us for import under the Registration Certificate into India
shall be asregard strength, quality and purity conforms with the provisions of Chapter
[l of Drugs and Cosmetics Act, 1940 and Part IV of the Drugs and Cosmetics Rules,
1945, and their amendment from time to time:

We shall from time to time report for any change or manufacturing process, or in
packaging, or in labeling, or in testing, or in documentation of any of the drugs,
pertaining to the Registration Certificate, to be granted to us. Where any change in
respect of any of the drugs under the Registration Certificate has taken place, in respect
of any of the above matters, we shall inform the same to the licensing authority, in
writing within 30 days from the date of such changes. In such cases, where there will
be any major change/ modification in manufacturing or in processing or in testing, or
in documentation, as thecase may be, at the discretion of the licensing authority, we
shall obtain necessary approval within 30 days by submitting a separate application,
alongwith the registration fee as specified in clause (ii) of sub rule (3) of rule 24-A.
We shall from time to time report for any administrative action take due to adverse
reaction, viz., market withdrawal regulatory restriction, or cancellation of authorization
and/or “not of standard quality report” of any drug pertaining to the Registration
Certificate declared by any Regulatory Authority of any country where the drug is
marketed/sold or distributed. The despatch and marketing of the drug in such cases,
shall be stopped immediately and the licensing authority shall be informed immediately.



3.7.

3.8.

3.9.

Further action in respect of stop marketing of drug shall be taken as per the directions
of the licensing authority. In such cases, action equivalent to that taken with reference
to the concerned drug(s) in the country of origin or in the country of marketing will
be followed in India also, in consultation with the licensing authority. The licensing
authority may direct any further modification to this course of action, including the
withdrawal of the drug from Indian market within 48 hours time period.

We shall comply with such further requirements, if any, as may be specified, by the
Government of India, under the Act and the rules, made thereunder.

We shall allow the licensing authority and/or any person authorized by him in that
behalf to enter and inspect the manufacturing premises and to examine the process/
procedure and documents in respect of any drug manufactured by us for which the
application for Registration Certificate has been made:

We shall allow the licensing authority or any person authorized by him in that behalf
to take samples of the drugs concerned for test, analysis or examination, if considered

necessary by the licensing authority.

Place:
Date:

Signature of the manufacturer [or his authorised agent]
Seal/Stamp
SCHEDULED(II)
(Seerule 21 (d) and rule 24 A)

Information required to be submitted by the manufacturer or his authorized agent
with the Application Form for the registration of a bulk drug/formulation/special
product for itsimportinto India. The format shall be properly filled in and the
detailed information, secretin nature, may be furnished on a Computer Floppy.

1. GENERAL

1.1

1.2.

13.
14.

1.5.

1.6.

1.7.

18.
1.9.

Name of the drug/formulation/special product, a brief description and the
therapeutic class to which it belongs.

Regulatory status of the drug. Free Sale Certificate and/or Certificate of
Pharmaceutical Products (CPP) issued by the Regulatory Authority of the country
of origin. Free sale approval issued bythe Regulatory Authorities of other major
countries.

Drugs Master File (DMF) for the drug to be registered (duly notarized).

GMP Certificate in WHO formats or Certificate of Pharmaceutical Products (CPP)
issued by National Regulatory Authority of the country of origin (duly notarized).
List of countries where marketing authorization or import permission for the
said drug is granted with date (respective authorization shall be enclosed)

List of countries where marketing authorization or import permission for the
said drug is cancelled/ withdrawn with date.

List of countries where marketing authorization or import permission for the
said drug is pending since (date)

Domestic price of the drug in the currency followed in the country of origin.

List of countries where the said drug is patented.

2. CHEMICAL AND PHARMACEUTICAL INFORMATION OF DRUGS.

2.1,

22

2.3.

24,

Chemical name, Code name or number, if any

Non-proprietory or generic name, if any

Structure Physico-chemical properties

Dosage form and its composition,

- Qualitative and Quantitative composition in terms of the active substance(s)
and excipient(s)

- List of active substance(s) separately from the constituent(s) of excipients.
Specifications of active and inactive ingredient(s) including pharmacopeal
references.

Source of active ingredient(s), name and address.



2.5, Tests for identification of the active ingredient(s),

Method of its assays and tests for impurity profile with reference standards for the
impurities

(Protocol to be submitted alongwith reference standards for the impurities/
relative substances)

2.6. Outline method and flow chartof manufacture of the bulk drug or finished
formulation or special product.

2.7. Detailed test protocol for the drug with pharmacopeal reference or in house
specification as approved by the registration authority, in the country of origin.

2.8. Stability data including accelerated stability and real time stability analysis.

2.9. Documentation on pack size.

2.10. Numerical expression on EAN bar code on the labels and cartons.

2.11. Safety documents on containers and closer

2.12. Documentation on storage conditions.

2.13. Three samples of medicinal product/drug and outer packaging are to be submitted
with batch certificates. Additional samples as well as reference substances with
batch certificates including date of manufacture, shelf life, storage conditions of
reference substance may be required both during registration procedure and
during validity of registration decision.

2.14. Batch test reports/certificate of five consecutive production batches in details
of the medicinal product are to be submitted for every site of manufacturing
premises.

2.15. Manner of labelling as per rule 96 of the Drugs and Cosmetics Rules, 1945.

2.16. Package insert.

2.17. Details of safety handling procedure of the drug.

2.18. Details of PMS study report for marketing period not exceeding five years.

3. BIOLOGICALAND BIOPHARMACEUTICALINFORMATION OF DRUGS.

3.1. Biological control tests applied on the starting material, if applicable.

3.2. Biological control testsapplied on the intermediate products, if applicable.

3.3. Biological control tests applied on the finished medical products, if applicable.

3.4. Stability of the finished products in terms of biological potency of the drug, if
applicable.

3.5. Sterility tests, if applicable, specification and protocol therein.

3.6.  Pyrogen tests, if applicable specification and protocol therein.

3.7. Acute and sub-acute toxicity tests, if applicable specification and protocol therein.

3.8. Bio-availability studies and bio-equivalence data, if applicable.

3.9. Data relating to the environmental risk assessment for r-DNA products.

3.10. Otherinformation relevant under the section.

PHARMACOLOGICALAND TOXICOLOGICAL INFORMATION OF DRUGS.

Executive summary of the product is to be submitted mentioning the specific and general

pharmacological actions of the drug and pharmacokinetic studies on absorption,

metabolism, distribution and excretion. A separate note is to be given on acute and sub-

acute toxicity studies and long term toxicity studies. Specific studies on reproductive

toxicity, local toxicity and carcinogenic activity of the drug is to be elaborated, as far as

possible.

CLINICALDOCUMENTATION

A new drug as defined under rule 122-E of the Drugs and Cosmetics Rules, 1945 is required

to be permitted separately by the licensing authority under rule 122-A of the said rules

prior to its registration. Sucha new drug requires a brief summary on clinical

documentation, alongwith permission under 122-A of the said rules for its Registration

Certificate.

6. LABELLING AND PACKAGING INFORMATION OF DRUGS.

6.1. Lables should conform as per the specifications under the Drugs and Cosmetics
Rules, 1945.



6.2. Package insert should be in English and shall indicate the following therapeutic
indications:-
Posology and method of administration.
Contra-indications.
Special warnings and special precautions for use, if any.
Interaction with other medicaments and other forms of interaction.
Pregnancy and lactation, if contra-indicated.
Effects of ability to drive and use machines, if contra-indicated.
Undesirbale effects/side effects.
Antidote for overdosing.
6.3.  Package insert should indicate the following pharmaceutical information:-
List of excipients.
Incompatihilities.
Shelf life in the medical product as packaged for sale.
Shelf life after dilution or reconstitution according to direction.
Shelf life after first opening the container.
Special precautions for storage.
Nature and specification of the container.
Instructions for use/handling.
7. SPECIFIC INFORMATION REQUIRED FOR THE SPECIAL PRODUCTS (to be
supplied, separatelyin annexures, ‘A’, ‘B’and ‘C’.)
The information submitted above is true to the best of my knowledge and belief.
Place:
Date:
Signature of the manufacturer [or his authorised agent]
Seal/Stamp

NB: 1. Any change in the process of manufacture, method of testing, labeling, packaging,
designing of the sale pack, medical literature and documentation is to be intimated to the
licensing authority forthwith and permission to be obtained from him within 30 days time
period.

2. Information relating to Serial No. 4 and Serial No. 5 are not applicable for drugs figuring in
Indian Pharmacopeia and also for the drugs figuring in United States of Pharmacopea, European
Pharmacopea, and British Pharmacopea provided such drugs have already been approved for
marketing in India for the applicant under rules 122 A, 122 B, 122 C or 122 D of the Drugs
and Cosmetics Rules, 1945.

ANNEXURE-A
(See Schedule D-II, item No.7)
INFORMATION TO BE SUBMITTED IN SCHEDULE D-IlI SPECIFIC
INFORMATION REQUIRED FOR THE BLOOD PRODUCTS.
A product dossier showing the:-
1. Details of source Plasma, its viral screening, storage and transport from Collection Centres
to Fractionation Centre. Regulatory status of Collection Centres.
2. Details of Fractionation Centre, Regulatory Status, Method of Fractionation and Control
Processes.
3. Details of viral inactivation process for enveloped and non-enveloped virus(es) and viral
validation studies to assess the viral load of the product. Testing of viral screening at any stage
is to be highlighted with the details of the kits used with their respective sensitivity and specificity.
4. Bulk filtration prior to pharmaceutical packing giving the full details of Micro-filtration or
nanofiltration followed.
5. Complete details of pharmaceutical processing and unitization.
6. Test protocol of the product showing the specifications and pharmacopeal method followed
for various testing parameters.
Specific batch test report for at least 3 batches showing the specifications of each testing



parameter.
7. Pack size and labelling.
8. Product Insert.
9. Specimen Batch Release Certificate issued by the National Regulatory Authority of the
country of origin.
Specific processings like safe handling, material control, area control, pasteurization, stability
studies, storage at quarantine stage and finished stage and packaging should be highlighted in
the product dossier.
The information submitted above is true to the best of my knowledge and belief.
Place:
Date:
Signature of the manufacturer **4[or his authorised agent]
Seal/Stamp
NB: 1. Any change in the process of manufacture, method of testing, labeling, packaging,
designing of the sale pack, medical literature and documentation is to be intimated to the
licensing authority forthwith and permission to be obtained from him within 30 days time
period.

ANNEXURE-B
(See Schedule D-II, item No.7)
INFORMATION TO BE SUBMITTED IN SCHEDULE D-II

SPECIFIC INFORMATION REQUIRED FOR THE DIAGNOSTIC KITS
A product dossier showing the:-
1. The details of source antigen or antibody as the case may be and characterization of the
same. Process control of coating of antigen or antibody on the base material like Nitrocellulose
paper, strips or cards or ELISA wells etc.
Details composition of the kit and manufacturing flow chart process of the kit showing the
specific flow diagram of individual components or source of the individual components.
2. Test protocol of the kit showing the specifications and method of testing.
In house evaluation report to sensitivity, specificity and stability studies carried out by the
manufacturer.
3. The report of evaluation in details conducted by the National Control authority of country
of origin. Specimen batch test report for at least consecutive 3 batches showing specifications
of each testing parameter.
4. The detailed test report of all the components used/packed in the finished kit.
5. Pack size and labelling.
6. Product Insert.
Specific evaluation report, if done by any laboratory in India showing the sensitivity and
specificity of the kit.
Specific processing like safe handling, material control, area control, process control, stability
studies, storage at quarantine stage and finished stage, packaging should be highlighted in the
product dossier.
The information submitted above is true to the best of my knowledge and belief.
Place:
Date:
Signature of the manufacturer **4[or his authorised agent]
Seal/Stamp
NB: 1. Any change in the process of manufacture, method of testing, labeling, packaging,
designing of the sale pack, medical literature and documentation is to be intimated to the licensing
authority forthwith and permission to be obtained from him within 30 days time period.

ANNEXURE-C
(See Schedule D-II, item No. 7) INFORMATION TO BE
SUBMITTED IN SCHEDULE D-II SPECIFIC INFORMATION



REQUIRED FOR THE VACCINES

A product dossier showing the:-
1. History, source, date of receipt, storage, identity and characterization of seed strain.
2. Details flow chart of manufacturing process showing all the details of in process control
on toxicity, potency study and stability data of the final bulk and the final finished product
including the storage temperature.
3. Complete details of chemical and pharmaceutical data for the product.
Composition and dosage form - method of manufacture with detailed flow chart - control of
starting material - control tests on intermediate and finished products - certificate of analysis
of finished products - validation of critical manufacturing steps.
4. Test protocol of the vaccines showing the specifications and method of testing including
pharmacopeial specification.
5. Specimen batch test report for at least consecutive three batches showing the specifications
of each testing parameter.
6. The detailed test report of all the components used/packed in the finished vaccine.
7. Pack size and labelling.
8. Product Insert.
9. Specimen batch release certificate issued by the National Regulatory Authority of the
country of origin.
10. Summary of pre-clinical and clinical data including.

(a) Prescribing information.

(b) Pharmacological and toxicological data pertaining to tests on animals Characterization of

immuno response and safety study in human use, in specific conditions.
Specific information on source of seed strain, its characterization, inactivation etc and
processings like safe handling, material control, area control, process control, stability studies,
storage at quarantine stage and finished stage, packaging should be highlighted in the product
dossier.
Specimen production and quality control protocols for at least three consecutive lots showing
the specifications for each quality control parameter including pharmacopeal requirement
shall be submitted for study:.
The information submitted above is true to the best of my knowledge and belief.
Place:
Date:
Signature of the manufacturer **4[or his authorised agent]
Seal/Stamp

NB: 1. Any change in the process of manufacture, method of testing, labeling, packaging,
designing of the sale pack, medical literature and documentation is to be intimated to the
licensing authority forthwith and permission to be obtained from him within 30 days time
period.
2. All vaccines shall be new drugs unless certified otherwise by the licensing authority approved
under rule 21 of the Drugs and Cosmetics Rule 1945, A copy of approval of the vaccine
issued by the said licensing authority is to be enclosed, prior to issue of Registration Certificate
of the said vaccines. ]
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SCHEDULED (lII)
(See rule 129 A)

INFORMATION AND UNDERTAKING REQUIRED TO BE SUBMITIED BY THE
MANUFACTURER ORHIS AUTHORISED IMPORTER/DISTRIBUTOR/AGENT WITH
THE APPLICATION FORM FOR AREGISTRATION CERTIFICATE. THE FORMAT
SHALL BE PROPERLY FILLED IN FOR EACHAPPLICATION IN FORM 42.

1. PARTICULARS OFTHE MANUFACTURER AND MANUFACTURING PREMISES.-

(@) Name and address of the manufacturer and manufacturing premises to be registered

along with telephone numbers, Fax numbers and e-mail address.

(b) Name(s) and address of the Partners/Directors.

(c) Name and address of the authorised importer/distributor/agent in India, responsible for
the business of the manufacturer.

(d) A brief profile of the manufacturer’s business activity, in domestic as well as global

market.
2. PARTICULARS OF THE COSMETICS TO BE REGISTERED UNDER
REGISTRATION CERTIFICATE .-

(@) Names of cosmetics along with their brands name, category, pack sizes and variants to
be registered and meant for import into and use in India.

(b) Particulars of the manufacturing licenses/registration/marketing authorizations (if any)
under which the cosmetics are being manufactured in the country of origin along with the
copy of the licenses/ marketing authorization/registration issued by the Regulatory
Authority of that country.

(c) List of countries where marketing authorization or import permission for the said
cosmetic has been granted.

3. CHEMICAL INFORMATION OF COSMETICS.-

(@ Name(s) of ingredients in the nomenclature of standard references, along with percentages
contained in the cosmetic.

(b) Specification and testing method for testing of the cosmetic(s).

(c) Manner of labelling as per Drugs and Cosmetics Rules, 1945.

(d) Package insert (if any).

4.UNDERTAKING TO DECLARE THAT.-

(a) We shall comply with all the conditions imposed on the Registration Certificate for the
import of cosmetics as required under the provisions of Drugs and Cosmetics rules, 1945.

(b) We declare that we are carrying on the manufacture of the cosmetics mentioned in this
Schedule, at the premises specified above, and we shall from time to time report any
change of premises on which manufacture will be carried on and in cases where manufacture
is carried on in more than one factory any change in the distribution of functions between
the factories.

(c) We shall complywith the provisions of Part XIII of the Drugs and Cosmetics Rules, 1945.
(d) Every cosmetic manufactured by us for import under the Registration Certificate into
India shall conform to the specifications given in the Drugs & Cosmetics Rules, 1945

as amended from time to time.
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(e) We shall inform to the licensing authority, within 30 days in the event of any change in
variants or in category or in manufacturing location or in labelling or in documentation of
any of the cosmetic pertaining to the certificate to be granted to us.

(H We shall from time to time report for any administrative action taken due to adverse
reaction, viz. market withdrawals/regulatory restriction, or cancellation of authorisation
and/or “not of standard quality report” of any cosmetic pertaining to the Registration
Certificate declared by any Regulatory Authority of any country where the cosmetic is
marketed/sold or distributed. The despatch and marketing of the cosmetic in such cases,
shall be stopped and the licensing authority shall be informed immediately.

(g) We shall comply with such further requirements, if any, as may be specified, by the
Government of India, under the Act and the Rules, made thereunder.

(h) We shall allow the licensing authority or any person authorised by him in that behalf to
take samples of the cosmetics for testing if considered necessary by the licensing authority.

The information submitted above is true to the best of my/our knowledge and belief.
Place:
Date:
Signature of the manufacturer or his authorized agent
SCHEDULE E [See

Rules 65 and 97]

Seal/Stamp.

List of Poisonous Substances

[Omitted]

SCHEDULE-E (1) [See rule 161 (2)] LIST OF POISONOUS SUBSTANCES
UNDER THE AYURVEDIC (INCLUDING SIDDHA) AND UNANI SYSTEM OF

A. Ayurvedic System

Sch. E(1)

DRUGS OF VEGETABLE ORIGIN

(1) Ahipena (Except seeds)
(2) Arka

(3) Bhallataka

(4) Bhanga (Except seeds)
(5) Danti

MEDICINE

Papaver somniferum Linn. (Except seeds)
Calotropis procera (Ait.) R.Br.
Semecarpus anacardium Linn. f.
Cannabis sativa Linn. (Except seeds)
Baliospermum montanum Mull. Arg.

(6) Dhattura Datura metel Linn.

(7) Gunja (Seed) Abrus precatorius Linn. (Seed)
(8) Jaipala (Seed) Croton tiglium Linn.

(9) Karaveera Nerium indicum Mill

(10) Langali Gloriosa superba Linn.

(11) Parasika Yavani
(12) Vatsanabha/ Shringivisha

(13) Vishamushti

. DRUGS OF ANIMALORIGIN

(14) Sarpa Visha

Hyoscyamus niger Linn.

Aconitum ferox, Wall. ex Ser.

Aconitum chasmanthum Stapf.ex Holmes
Stychnos nux vomica Linn.

Snake poison
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lIl. DRUGS OF MINERAL ORIGIN

B.

(15 Gauripashna
(16) Hartala
(17) Manahashila
(18) Parada
(19) Rasa karpura
(20) Tuttha
(21) Hingula
SIDDHASYSTEM
(1) Abini (except seed)
(2)Alari
(3) Attru thummatti
(4) Umathai
(5) Etti
(6) Ganja (except seed)
Kalappaki Kizahangu
(8) Kodikkalli
(exempted for external use)
(9) Chadurakkalli
(exempted for external use)
(10) Kattu Thumatti
(11) Kunri (except root)
(12) Cheramkottai
(13) Thillai
(14) Nabi
(15 Nervalam
(16) Pugaielai
(17) Mancevikkalli
(exempted for external use)

C. UNANI MEDICINE

448

DRUGS OF VEGETABLE ORIGIN

(1) Afiyun (except seed)

(2) Bazur-ul-banj

(3) Bish

(4) Bhang (except seed)

(5) Charas (resin)(Except seed)
(6) Dhatura seeds

(7) Kuchla

(8) Shokran
DRUGS OF ANIMALORIGIN
(9) Sanp (head)

(10) Telni Makkhi

DRUGS OF MINERAL ORIGIN

Arsenic

Arsenic trisulphide
Arsenic disulphide
Mercury

Hydrargyri subchloridum
Copper sulphate
Cinnabar

Papaver somniferum Linn

Nerium indicum Mill

Citrullus colocynthis (L.) Schrad
Datura stramonium Linn.

Stychnos nux vomica Linn
Cannabis sativa Linn. (7)
Gloriosa superba Linn.
Euphorbia tirucalli Linn.

Europhorbia antiquorum Linn.

Cucumis trigonus Roxb.

Arbus precatorius Linn.
Semecarpus anacardium Linn.f.
Exoecoria agallocha Linn.

Aconitum ferox Wall.
Croton tiglium Linn.
Nicotiana tabacum Linn.
Euphorbia species

Papaver somniferum Linn.
Hyoscyamus niger Linn
Aconitum chasmanthum Stapfex Holmes
Cannabis sativa Linn
Cannabis sativa Linn
Datura metel Linn. (seeds)
Stychnos nux vomica Linn.
Conium maculatum Linn.

Snake (head)

Mylabaris cichorii Linn
Mylabaris pustulata Thumb
Mylabaris macilenta
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(11) Darachikna Hydrargyri perchloridum

(12) Hira Diamond

(13) Ras Kapoor Hydrargyri Subchloridum (calomel)

(14) Shingruf Hydrargyri bisulphuratum

(15 Zangar Cupri subacetas

(16) Sammul-Far (Abyaz, Asfar, Aswad and Ahmar (white, yellow,
black and red, arsenic)

(17) Tootiya Copper Sulphate

(18) Para Hydrargyrum

(19) Hartal Arsenic trisulphite (yellow)

* Arka used for Bhawna before making Bhasma is exempted.

SCHEDULE F
[See Rule 78 and Part X]
PART I
VACCINES
[Omitted]

PART 11
TOXINSAND ANTIGENS
[Omitted]

PART 111

PROVISIONS APPLICABLE TO PRODUCTION OF ALL SERA FROM LIVING ANIMALS

[Omitted]

PART IV
PROVISIONS APPLICABLE TO PARTICULAR SERAAND
ANTI-TOXIN
[Omitted]

PARTV ARSPHENAMINE AND ITS
DERIVATIVE [Omitted]

PART VI
INSULIN
[Omitted]
PART VII
PITUITARY (POSTERIOR LOBE) EXTRACT
[Omitted]
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PART VIl ADRENALINE
INJECTION [Omitted]
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PART IX
ANY OTHER PREPARATIONS INCLUDING WATER FORINJECTION IN AFORM TO BE
ADMINISTERED PARENTERALLY]
452 The Drugs and Cosmgesifteti]1940 and Rules, 1945 Part XI11B
PART X
SURGICAL LIGATURE AND SURGICAL SUTURE
[Omitted]

PART XI
PROVISIONS APPLICABLE TO THE PRODUCTION OF BACTERIOPHAGES
[Omitted]

PART XII
(A) THE DIGITALIS GROUP OF DRUGS AND ERGOT AND ITS DERIVATIVES
[Omitted]

(B) FISH-LIVER OILS
[Omitted]

(C) LIQUOR ADRENALINE HYDROCHLORIDE NOT TO BE ADMINISTERED
PARENTERALLY
[Omitted]

(D) PREPARATIONS CONTAINING ANY VITAMINS IN A FORM NOT TO BE
ADMINISTERED PARENTERALLY
[Omitted]

(E) STANDARDS FOR PREPARATIONS OF LIVER FOR ORAL USE
[Omitted]
(F) PREPARATIONS CONTAINING HORMONES IN ANY FORM NOT TO BE
ADMINISTERED PARENTERALLY
[Omitted]

PART XII-A
PROVISIONS APPLICABLE TOANTIBIOTICS AND THEIR PREPARATIONS
[Omitted]

PART X1l B
REQUIREMENTS FOR THE FUNCTIONING AND OPERATION
OFABLOOD BANK AND/ OR FOR PREPARATION OF BLOOD
COMPONENTS.

. BLOODBANKS/BLOOD COMPONENTS

A. GENERAL

1. Location and Surroundings : The blood bank shall be located at a place which shall be
away from open sewage, drain, public lavatory or similar unhygienic surroundings.

2. Building : The building (s), used for operation of a blood bank and/or for preparation of
blood components shall be constructed in such a manner so asto permit the operation of the
blood bank and preparation of blood components under hygienic conditions and shall avoid
the entry of insects, rodents and flies. It shall be well lighted, ventilated and screened
(mesh), wherever necessary. The walls and floors of the rooms, where collection of blood or
preparation of blood components or blood products is carried out shall be smooth, washable
and capable of being kept clean. Drains shall be of adequate size and where connected



directly to a sewer, shall be equipped with traps to prevent back siphonage.

3. Health, clothing and sanitation of staff : The employees shall be free from contagious
or infectious diseases. They shall be provided with clean overalls, head-gears, foot-wears
and gloves, wherever required. There shall be adequate, clean and convenient hand washing
and toilet facilities.

B. ACCOMMODATION FORA BLOOD BANK :

A blood bank shall have an area of 100 square meters for its operations and an additional area
of 50 square meters for preparation of blood components. It shall be consisting of a room
each for—

(1) Registration and medical examination with adequate furniture and facilities for
registration and selection of donors;

(2)blood collection (air-conditioned);

(3) blood component preparation. (This shall be air-conditioned to maintain temperature
between 20 degree centigrade to 25 degree centigrade);

(4) laboratory for blood group serology. (air-conditioned);

(5) laboratory for blood transmissible diseases like Hepatitis, Syphilis, Malaria, HIV-
antibodies (air conditioned);

(6) sterilization-cum-washing;

(7) refreshment-cum-rest room (air-conditioned);

(8) store-cum-records.
NOTES:

(1) The above requirements as to accommodation and area may be relaxed, in respect of testing
laboratories and sterilization-cum-washing room, for reasons to be recorded in writing by the
Licensing Authority and/ or the Central Licence Approving Authority, in respect of blood
banks operating in hospitals, provided the hospital concerned has a pathological laboratory
and a sterilization-cum-washing room common with other departments in the said hospital.

(2) Refreshments to the donor after phlebotomy shall be served so that he is kept under
observation in the Blood Bank.

C. PERSONNEL :
Every blood bank shall have following categories of whole time competent technical staff :

(a) Medical Officer, possessing the qualifications specified in condition (i) of rule
122-G.

(b) Blood Bank Technician (s), possessing -

(i) Degree in Medical Laboratory Technology (MLT) with six month’s experience
in the testing of blood and/or its components; or

(it) Diploma in Medical Laboratory Technology (MLT) with one year’s experience
in the testing of blood and/or its components, the degree or diploma being from
a University/Institution recognised by the Central Government or State
Government.

(c) Registered Nurse (s).
(d) Technical Supervisor (where blood components are manufactured), possessing

(i) Degree in Medical Laboratory Technology (MLT) with six month’s experience
in the preparation of blood components; or



(i1) Diploma in Medical Laboratory Technology (MLT) with one year’s experience
in the preparation of blood components, the degree or diploma being from a
University/ Institution recognised by the Central Government or State
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NOTES:

(1) The requirements of qualification and experience in respect of Technical Supervisor and
Blood Bank Technician shall apply in the cases of persons who are approved by the
Licensing Authority and/or Central Licence Approving Authority after the
commencement of the Drugs and Cosmetics (Amendment) Rules, 1999.

(2) As regards, the number of whole time competent technical personnel, the blood bank shall
complywith the requirements laid down in the Directorate General of Health Services Manual.

(3)It shall be the responsibility of licensee to ensure through maintenance of record and
other latest techniques used in blood banking system that the personnel involved in blood
banking activities for collection, storage, testing and distribution are adequately trained in
the current Good Manufacturing Practices / Standard Operating Procedures for the tasks
undertaken by each personnel. The personnel shall be made aware of the principles of
Good Manufacturing Practices / Standard Operating Procedures that affect them and receive
initial and continuing training relevant to their needs.

D. MAINTENANCE :

The premises shall be maintained in aclean and proper manner to ensure adequate cleaning
and maintenance of proper operations. The facilities shall include

(1) Privacy and thorough examination of individuals to determine their suitability as donors.

(2) Collection of blood from donors with minimal risk of contamination or exposure to
activities and equipment unrelated to blood collection.

(3) Storage of blood or blood components pending completion of tests.

(4) Provision for quarantine, storage of blood and blood components in a designated
location, pending repetition of those tests that initially give questionable serological
results.

(5) Provision for quarantine, storage, handling and disposal of products and reagents not
suitable for use.

(6) Storage of finished products prior to distribution or issue.

(7) Proper collection, processing, compatibility testing, storage and distribution of blood
and blood

components to prevent contamination.

(8) Adequate and proper performance of all procedures relating to plasmapheresis,
plateletpheresis

and leucapheresis.
(9) Proper conduction of all packaging, labeling and other finishing operations.
(10) Provision for safe and sanitary disposal of -

(i) Blood and / or blood components not suitable for use, distribution or sale.

(i) Trash and items used during the collection, processing and compatibility testing
of blood and or blood components.

E. EQUIPMENT :



Equipment used in the collection, processing, testing, storage and sale/distribution of
blood and its components shall be maintained in a clean and proper manner and so placed asto
facilitate cleaning and maintenance. The equipment shall be observed, standardised and
calibrated on a regularly scheduled basis as described in the Standard Operating Procedure
Manual and shall operate in the manner for which it was designed so as to ensure compliance

with the official requirements (the equipments) as stated below for blood and its components.

Equipment that shall be observed, standardised and calibrated with at least the following

frequencies : -

EQUIPMENT PERFORMANCE | FREQUENCY FREQUENCY OF
CALIBRATION
1. Temperature Compare against Daily As oftenas
recorder thermometer necessary
2. Refrigerated Observe speed Each day of use | As often as
centrifuge and temperature necessary

3. Hematocrit
centrifuge

4. General lab
centrifuge

5. Automated
blood typing

6. Haemoglob-
inometer

7. Refractiometer

or Urinometer
8. Blood container

9. Water bath

Observe controls
for correct results
Standardize
against cyanameth-
emoglobulin standard

Standardize against
distilled water

Standardize against
weighing device
container of known

weight
Observe temperature

Each day of use

Each day of use

—ditto—

—ditto—

—ditto—

Standardise before initial
use, after repair or
adjustments, and annually.

Tachometer, every
6 months.

As often as
necessary

—ditto—




10. Rh view box
(wherever
necessary)

11. Autoclave

ﬁ@Serologic T
rotators

13. Laboratory
thermometers

14. Electronic
thermometers

15. Blood agitator

—ditto—

—ditto—

€ BB5veABchtrBRMelicsAch dqFoand Ruls

for correct results

Observe weight of
the first container
of blood filled for

—ditto—

Each time of use

Monthly

Each day of use

—ditto—

—ditto—

1S, 1942 as offefsX11B

necessary
Before initial use.

Standardize with
container of
known mass or

volume before
initial use, and
after repairs or
adjustments.

correct results

F. SUPPLIESAND REAGENTS:

All supplies and reagents used in the collection, processing, compatibility, testing, storage
and distribution of blood and components shall be stored at proper temperature in a safe and
hygienic place, in a proper manner and in particular -

(a)

(b)
(©
(d)

(®

all supplies coming in contact with blood and blood components intended for transfusion
shall be sterile, pyrogen-free, and shall not interact with the product in such a manner asto
have an adverse effect upon the safety, purity, potency or effectiveness of the product.
supplies and reagents that do not bear an expiry date shall be stored in a manner that the
oldest is used first.

supplies and reagents shall be used in a manner consistent with instructions provided by
the manufacturer.

all final containers and closures for blood and blood components not intended for
transfusion shall be clean and free of surface solids and other contaminants.

each blood collecting container and its satellite container(s), if any, shall be examined
visually for damage or evidence of contamination prior to its use and immediately after
filling. Such examination shall include inspection for breakage of seals, when indicated,
and abnormal discoloration. Where any defect is observed, the container shall not be
used, or if detected after filling, shall be properly discarded.

representative samples of each lot of the following reagents and/or solutions shall be
tested regularly on a scheduled basis by methods described in the Standard Operating
Procedures Manual to determine their capacity to perform as required :



Reagents and solutions Frequency of testing alongwith

controls
Anti-human serum Each day of use
Blood grouping serums Each day of use
Lectin Each day of use
Antibody screening and reverse grouping cells Each day of use
Hepatitis test reagents Each run
Syphilis serology reagents Eachrun
Enzymes Each day of use
HIV | and Il reagents Each run
Normal saline (LISS and PBS) Each day of use
Bovine Albumin Each day of use

G. GOOD MAUFACTURING PRACTICES (GMPs) / STANDARD OPERATING
PROCEDURES (SOPs) :

Written Standard Operating Procedures shall be maintained and shall include all steps to be
followed in the collection, processing, compatibility testing, storage and sale or distribution
of blood and/or preparation of blood components for homologous transfusion, autologous
transfusion and further manufacturing purposes. Such procedures shall be available to the
personnel for use in the concerned areas. The Standard Operating Procedures shall inter alia
include :

1. (a) criteria used to determine donor suitability.

(b) methods of performing donor qualifying tests and measurements including minimum and
maximum values for a test or procedure, when a factor in determining acceptability;

(c) solutions and methods used to prepare the site of phlebotomy so as to give maximum
assurance of a sterile container of blood ;

(d) method of accurately relating the product(s) to the donor ;

(e) blood collection procedure, including in-process precautions taken to measure
accurately the quantity of blood drawn from the donor ;

() methods of component preparation including, anytime restrictions for specific steps in
processing ;

(g) all tests and repeat tests performed on blood and blood components during processing

(h) pre-transfusion testing ,wherever applicable, including precautions to be taken to identify
accurately the recipient blood components during processing ;

(i) procedures of managing adverse reactions in donor and recipient reactions;
(j) storage temperatures and methods of controlling storage temperatures for blood and
its components and reagents;

(k) length of expiry dates, if any, assigned for all final products;
() criteria for determining whether returned blood is suitable for re-issue;

(m) procedures used for relating a unit of blood or blood component from the donor to
its final disposal;

(n) quality control procedures for supplies and reagents employed in blood collection,
processing and re-transfusion testing ;

(o) schedules and procedures for equipment maintenance and calibration;
(p) labeling procedures to safe guard its mix-ups, receipt, issue, rejected and in-hand ;

(q) procedures of plasmapheresis, plateletpheresis and leucapheresis if performed,
including precautions to be taken to ensure re-infusion of donor’s own cells.



(r) procedures for preparing recovered (salvaged) plasma if performed, including details
of separation, pooling, labeling, storage and distribution.

(s) all records pertinent to the lot or unit maintained pursuant to these regulations shall be
reviewed before the release or distribution of a lot or unit of final product. The review or
portions of the review may be performed at appropriate periods during or after blood
collection, processing, testing and storage. A thorough investigation, including the
conclusions and follow-up, of any unexplained discrepancy or the failure of a lot or unit
to meet any of its specification shall be made and recorded.

2. A licensee may utilise Current Standard Operating Procedures, such as the Manuals of the
following organisations, so long as such specific procedures are consistent with, and at least as
stringent as, the requirements contained in this part , namely:-

(i) Directorate General of Health Services Manual.

(i) Other Organisations’ or individual blood bank’s manuals, subject to the approval of
State Licensing Authority and Central Licence Approving Authority.
H. CRITERIAFORBLOOD DONATION:
Conditions for donation of blood :

(1) General - No person shall donate blood and no blood bank shall draw blood from a
person, more than once in three months. The donor shall be in good health, mentally alert and
physically fit and shall not be inmates of jail, persons having multiple sex partners and drug-
addicts .The donor shall fulfil the following requirements, namely :-

[(a) the donor shall be in the age group of 18to 65 years.]

(b) the donor shall not be less than 45 kilograms ;
(c) temperature and pulse of the donor shall be normal;

(d) the systolic and diastolic blood pressures are within normal limits without medication;
(e) haemoglobin which shall be not less than 12.5 grams ;

(f) the donor shall be free from acute respiratory diseases;

(9) the donor shall be free from any skin diseases at the site of phlebotomy;

(h) the donor shall be free from any disease transmissible by blood transfusion, in so far
as can be determined by history and examination indicated above;

(i) the arms and forearms of the donor shall be free from skin punctures or scars indicative
of professional blood donors or addiction of self injected narcotics.

(2) Additional qualification of a donor. - No person shall donate blood, and no blood bank
shall draw blood from a donor, in the conditions mentioned in column (1) of the Table given
below before the expiry of the period of self deferment mentioned in the column (2) of the
said Table :

Table : Deferment of blood donation

Conditions(1)

Period of Deferment(2)

(a) Abortions 6 months
(b) History of Blood transfusion 6 months
() Surgery 12 months
(d) Typhoid 12 months after recovery
(e) History of Malaria & duly treated 3 months (endemic)
3 years (non endemic area)

(H Tattoo 6 months
(h) Breast feeding 12 months after delivery
(i)  Immunization(Cholera, Typhoid, Diphtheria, 15 days

Tetanus, Plague, Gammaglobulin)
() Rabies vaccination 1 year after vaccination.
(k) History of Hepatitis in family 12 months

or close contact



(  Immunoglobulin 12 months.

(3) No person shall donate blood and no blood bank shall draw blood from a person, suffering
from any of the diseases mentioned below, namely :-

(@) Cancer

(b) Heart Disease

(© Abnormal bleeding tendencies

(d) Unexplained weight loss

(e) Diabetes-controlled on insulin

[(f) Hepatitis infection]

(9) Chronic nephritis

(h) Signs and symptoms, suggestive of AIDS

0] Liver disease

)] Tuberculosis

(9] Polycythemia Vera

)] Asthma

(m) Epilepsy

(n) Leprosy

(0) Schizophrenia

(p) Endocrine disorders
I. GENERAL EQUIPMENTS AND INSTRUMENTS :
1.For blood collection room:

(i)  Donor beds, chairs and tables : These shall be suitably and comfortably cushioned and
shall be of appropriate size.

(ii)  Bedside Table.
(iii)  Sphygmomanometer and Stethoscope.
(iv)  Recovery beds for donors.

(v)  Refrigerators, for storing separately tested and untested blood, maintaining temperature
between 2 to 6 degree centigrade with digital dial thermometer, recording thermograph
and alarm device, with provision for continuous power supply.

(vi)  Weighing devices for donor and blood containers.

2. For Haemoglobin determination:
(i)  Copper sulphate solution (specific gravity 1.053)

(ii)  Sterile lancet and impregnated alcohol swabs.
(iii)  Capillary tube (1.3 x 1.4 x 96 mm or pasteur pipettes)
(iv)  Rubber bulbs for capillary tubings.

(v)  Sahli’s haemoglobinometer / Colorimeteric method.
3. For temperature and pulse determination:

(i) Clinical thermometers.

(ii)  Watch (fitted with a seconds-hand) and a stop-watch.
4. For blood containers :

(@) Onlydisposable PVC blood bags shall be used (closed system) as per the specifications
of IP/USP/BP.

(b)  Anti-coagulants : The anti-coagulant solution shall be sterile, pyrogen-free and of the
following composition that will ensure satisfactory safety and efficacy of the whole
blood and/or for all the separated blood components.

(i) Citrate Phosphate Dextrose Adenine solution (CPDA) or Citrate Phosphate
Dextrose Adenine-1 (CPDA-1) —— 14 ml. Solution shall be required for 100 ml.
of blood.

NOTE :- 1. (i) In case of single /double / triple/ quadruple blood collection bags used for
blood component preparations, CPDA blood collection bags may be used. (ii) Acid Citrate
Dextrose solution (A.C.D. with Formula-A). I.P.- 15 ml. solution shall be required for 100
ml. of blood. (iii)Additive solutions such as SAGM, ADSOL, NUTRICEL may be used for
storing and retaining Red Blood Corpuscles upto 42 days.



NOTE 2 : The licensee shall ensure that the anti-coagulant solution are of a licensed
manufacturer and the blood bags in which the said solutions are contained have a certificate of
analysis of the said manufacturer.

5. Emergency Equipments /items:

)
(i)
(iii)
(iv)
v)

(Vi)

Oxygen cylinder with mask, gauge and pressure regulator.
5 percent Glucose or Normal Saline.
Disposable sterile syringes and needles of various sizes.
Disposable sterile I.V. infusion sets.

Ampoules of Adrenaline, Noradrenaline, Mephentin, Betamethasone or
Dexamethasone, Metoclopramide Injection.

Aspirin.

6. Accessories :

(i)

(i)
(iii)
(iv)

v)
(Vi)
(vii)

Such as blankets, emesis basins, hemostats, set clamps, sponge forceps, gauze,
dressing jars, solution jars, waste cans.

Medium cotton balls, 1.25 cm. adhesive tapes.

Denatured spirit, Tincture lodine, green soap or liquid soap.
Paper napkins or towels.

Autoclave with temperature and pressure indicator.
Incinerator.

Stand -by generator.

7. Laboratory Equipment :

()

(i)
(i)
(iv)
()
(Vi)
(vii)
(viii)
(ix)
)
(xi)
(xii)
(xii)

(xiv)
(xv)
(xvi)
(xvii)

Refrigerators, for storing diagnostic kits and reagents, maintaining a temperature
between 4 to 6 degree centigrade (plus/minus 2 degree centigrade) with digital
dial thermometer having provision for continuous power supply.

Compound Microscope with low and high power objectives.

Centrifuge Table Model.

Water bath : having range between 37 degree centigrade to 56 degree centigrade.
Rhviewing box in case of slide technique.

Incubator with thermostatic control.

Mechanical shakers for serological tests for Syphilis.

Hand-lens for observing tests conducted in tubes.

Serological graduated pipettes of various sizes.
Pipettes (Pasteur)

Glass slides
Test tubes of various sizes/ micrometer plates (U or V type)

Precipitating tubes 6 mm x 50 mm. of different sizes and glass beakers of different
sizes.

Test tube racks of different specifications.
Interval timer electric or spring wound.
Equipment and materials for cleaning glasswares adequately.

Insulated containers for transporting blood, between 2 degree centigrade to 10
degree centigrade temperatures, to wards and hospitals .

(xviii) Wash bottles.

()
(9
(0d)

(o)

Filter Papers

Dielectric tube sealer.

Plain and EDTA vials.

Chemical balance (wherever necessary)

(xxiii) ELISA reader with printer, washer and micropipettes.



J. SPECIAL REAGENTS:

(1)

@)
®)
(4)
(5)
(6)

Standard blood grouping sera Anti A, Anti B and Anti D with known controls. Rh
typing sera shall be in double quantity and each of different brand or if from the same
supplier each supply shall be of different lot numbers.

Reagents for serological tests for syphilis and positive sera for controls.
Anti Human Globulin Serum (Coomb’s Serum).

Bovine Albumin 22 percent Enzyme reagents for incomplete antibodies.
ELISA or [Rapid or] RPHA testkits for Hepatitis and HIV | and Il.
Detergents and other agents for cleaning laboratory glasswares.

K. TESTING OF WHOLE BLOOD:

(1) It shall be the responsibility of the licensee to ensure that the whole blood collected,
processed and supplied conforms to the standards laid down in the Indian
Pharmacopoeia and the other tests published, if any, by the Government.

(2 Freedom from HIV antibodies (AIDS) Tests - Every licensee shall get samples of
every blood unit tested, before use, for freedom from HIV | and HIV Il antibodies
either from laboratories specified for the purpose by the Central Government or in his
own laboratory. The results of such testing shall be recorded on the label of the
container.

(3) Eachblood unitshall also be tested for freedom from [Hepatitis B surface antigen
and Hepatitis C Virus antibody,] VDRL and malarial parasite and results of such
testing shall be recorded on the label of the container.

NOTE :

(@  Blood samples of donors in pilot tube and the blood samples of the recipient shall be
preserved for 7 days after issue.

(b)  The blood intended for transfusion shall not be frozen at any stage.

(c) Blood containers shall not come directly in contact with ice at any stage.

L. RECORDS :

The records which the licensee is required to maintain shall include inter alia the following
particulars, namely: -

@)

(2)

©)

(4)
(5)
(6)

Blood donor record : It shall indicate serial number, date of bleeding, name, address
and signature of donor with other particulars of age, weight, haemoglobin, blood
grouping, blood pressure, medical examination, bag number and patient’s detail for
whom donated in case of replacement donation, category of donation (voluntary/
replacement) and deferral records and signature of Medical Officer Incharge.
Master records for blood and its components: It shall indicate bag serial number,
date of collection, date of expiry, quantity in ml. ABO /Rh Group, results for testing of
HIV | and HIV Il antibodies, Malaria, V.D.R.L., ][Hepatitis B surface antigen and
Hepatitis C Virus antibody]and irregular antibodies (if any), name and address of the
donor with particulars, utilisation issue number, components prepared or discarded
and signature of the Medical Officer Incharge.

Issue Register : It shall indicate serial number, date and time of issue, bag serial
number, ABO / Rh Group, total quantity in ml, name and address of the recipient,
group of recipient, unit/institution, details of cross-matching report, indication for
transfusion.

Records of components supplied : quantity supplied, compatibility report, details
of recipient and signature of issuing person.

Records of A.C.D./C.P.D./CPD-A/SAGM bags giving details of manufacturer, batch
number, date of supply, and results of testing.

Register for diagnostic kits and reagents used : name of the kits / reagents, details
of batch number, date of expiry and date of use.



(7) Blood bank must issue the cross matching report of the blood to the patient together
with the blood unit.
(8 Transfusion adversereaction records.
(9) Records of purchase, use and stock in hand of disposable needles, syringes, blood
bags, shall be maintained.
NOTE: The above said records shall be kept by the licensee for a period of five years.

M. Labels:
The labels on every blood bag containing blood and/or component shall contain the following
particulars, namely :

(1) The proper name of the product in a prominent place and in bold letters on the bag.

(2) Name and address of the blood bank.
(3) Licence number.
(4) Serial number.

(5) The date on which the blood is drawn and the date of expiryas prescribed under Schedule
P to these rules.

(6) A coloured label shall be put on every bag containing blood. The following colour
scheme for the said labels shall be used for different groups of blood.

Blood Group Color of the label
O Blue
A Yellow
B Pink

AB White

(7)  The results of the tests for ?[Hepatitis B surface antigen and Hepatitis C Virus antibody;,]
syphilis, freedom from HIV | and HIV |l antibodies and malarial parasite.
(8 TheRh group.
(9) Total volume of blood, the preparation of blood, nature and percentage of anticoagulant.
(10) Keep continuously temperature at 2 degree centigrade to 6 degree centigrade for
whole human blood and/or components as contained under 111 of part XII B.
(11) Disposable transfusion sets with filter shall be used in administration equipment.
(12) Appropriate compatible cross matched blood without atypical antibody in recipient
shall be used.
(13) The contents of the bag shall not be used if there is any visible evidence of deterioration
like haemolysis, clotting or discoloration.

(14) The label shall indicate the appropriate donor classification like “Voluntary Donor” or
“Replacement Donor” in no less prominence than the proper name.
NOTES:
1. Inthe case of blood components, particulars of the blood from which such components
have been prepared shall be given against item numbers (5), (7), (8), (9) and (14).
2. Theblood and/or its components shall be distributed on the prescription of a Registered
Medical Practitioner.
11.BLOOD DONATION CAMPS.
A blood donation camp may be organised by -

(a) alicensed designated Regional Blood Transfusion Centre; or
(b) alicensed Government blood bank; or
[(c) the Indian Red Cross Society; or
(d) a licensed blood bank run by registered voluntary or charitable organisations
recognised by State or Union Territory Blood Transfusion Council ;]

NOTES:
() “Designated Regional Blood Transfusion Centre” shall be a centre approved and



designated by a Blood Transfusion Council constituted by a State Government to
collect, process and distribute blood and its components to cater to the needs of

thregion and that centre has also been licensed and approved by the Licensing Authority
and Central Licence Approving Authority for the purpose.

(i)  The designated Regional Blood Transfusion Centre, Government blood bank and
Indian Red Cross Society shall intimate within a period of seven days, the venue
where blood camp was held and details of group wise blood units collected in the
said camp to the Licensing Authority and Central Licence Approving Authority.

For holding a blood donation camp, the following requirements shall be fulfilled/complied
with, namely:
(A) Premises, personnel etc.

(@  Premises under the blood donation camps shall have sufficient area and the location

shall be hygienic so asto allow proper operation, maintenance and cleaning.

(b)  All information regarding the personnel working, equipments used and facilities
available at such a Camp shall be well documented and made available for inspection,
if required, and ensuring -

(i) continuous and uninterrupted electrical supply for equipment used in the Camp;
(ii) adequate lighting for all the required activities;
(iii) hand-washing facilities for staff;
(iv) reliable communication system to the central office of the Controller/Organiser
of the Camp;
(v) furniture and equipment arranged within the available place;
(vi) refreshment facilities for donors and staff;
(vii) facilities for medical examination of the donors; (viii) proper disposal of waste.

(B) Personnel for Out-door Blood Donation Camp :
To collect blood from 50 to 70 donors in about 3 hours or from 100 to 120 donorsin 5 hours, the
following requirements shall be fulfilled/complied with:-

(i)  One Medical Officer and two nurses or Phlebotomists for managing 6-8 donor
tables;

(ii)  two medico social workers;
(iii)  three blood bank technicians;
(iv)  twoattendants;

(v)  wvehicle having a capacity to seat 8-10 persons, with provision for carriage of
donation goodsincluding facilities to conduct a blood donation camp.
(C) Equipments :
1. BPapparatus.

2. Stethoscope.

3. Blood bags (single, double, triple, quadruple)
4. Donor questionnaire.

5. Weighing device for donors.

6. Weighing device for blood bags.

7. Artery forceps, scissors.

8.  Stripper for blood tubing.

9. Bed sheets, blankets / matress.
10. Lancets, Swab sticks / tooth picks.
11. Glassslides.
12.  Portable Hb meter / Copper Sulphate.
13.  Testtube (big) and 12 x 100 mm (small).
14.  Test tube stand.
15.  Anti-A, Anti-B, Anti-AB, Antisera and Anti-D.

=
o

Test tube sealer film.



17. Medicated adhesive tape.
18.  Plastic waste basket.
19. Donor cards and refreshment for donors.
20. Emergency medical Kit.
21. Insulated blood bag containers with provision for storing between 2 degree centigrade
10 degree centigrade.
22. Dielectric sealer or portable tube sealer
23. Needle destroyer (wherever necessary)
I11. PROCESSING OFBLOOD COMPONENTS FROM WHOLE BLOODBY A
BLOODBANK.
The Blood components shall be prepared by blood banks as a part of the Blood Bank services.
The conditions for grant or renewal of licence to prepare blood components shall be as follows:
(A) Accommodation
(1) Rooms with adequate area and other specifications for preparing blood components
depending on quantum of work load shall be as specified in item B under the heading
“l. Blood Banks/Blood Components” of this Part.

(2) Preparation of Blood components shall be carried out only under closed system
using single, double, triple or quadruple plastic bags except for preparation of Red
Blood Cells Concentrates, where single bags may be used with transfer bags.

(B) Equipment :

(i)  Air conditioner;

(i)  Laminar air flow bench;

(iii)  Suitable refrigerated centrifuge;

(iv)  Plasma expresser

(v) Clipperand clips and or dielectric sealer;

(vi)  Weighing device;

(vii) Dryrubber balancing material;

(viii) Artery forceps, scissors;

(ix) Refrigerator maintaining a temperature between 2 degree centigrade to 6 degree

centigrade, a digital dial thermometer with recording thermograph and alarm device,
with provision for continuous power supply;

(¥ Platelet agitator with incubator (wherever necessary);

(x) Deep freezers maintaining a temperature between minus 30 degree centigrade to minus
40 degree centigrade and minus 75 degree centigrade to minus 80 degree centigrade;

(xi)  Refrigerated Water bath for Plasma Thawing;

(xiii) Insulated blood bag containers with provisions for storing at appropriate temperature
for transport purposes;
(C) PERSONNEL :

The whole time competent technical staff meant for processing of Blood Components
(that is Medical Officer, Technical Supervisor, Blood Bank Technician and Registered Nurse)
shall be as specified in item C, under the heading “lI. BLOOD BANKS/BLOOD
COMPONENTS?” of this Part.

(D) TESTING FACILITIES::

General :- Facilities for A, B, AB and O groups and Rh (D) grouping.

[Hepatitis B Surface antigen and Hepatitis C Virus antibody,] VDRL, HIV | and HIV 1l antibodies
and malarial parasites shall be mandatory for every blood unit before it is used for the preparation
of blood components. The results of such testing shall be indicated on the label.

(E) CATEGORIESOFBLOOD COMPONENTS:

(1) CONCENTRATED HUMAN RED BLOOD CORPUSCLES : The product shall be known
as “Packed Red Blood Cells” that is Packed Red Blood Cells remaining after separating plasma
from human blood.



General Requirements :

(a) Storage : Immediately after processing, the Packed Red Blood Cells shall be kept at a
temperature maintained between 2 degree centigrade to 6 degree centigrade.

(b)  Inspection : The component shall be inspected immediately after separation of the
plasma, during storage and again at the time of issue. The product shall not be issued
if there is anyabnormality in colour or physical appearance or any indication of
microbial contamination.

(c) Suitability of Donor : The source blood for Packed Red Blood Cells shall be obtained
from a donor who meets the criteria for Blood Donation as specified in item H under the
heading “I. Blood Banks/Blood components” of this Part.

(d)  Testing of Whole Blood : Blood from which Packed Red Blood Cells are prepared
shall be tested as specified in item K relating to Testing Of Whole Blood under the
heading “I. BLOOD BANKS/BLOOD COMPONENTS” of this Part.

(e) Pilot samples : Pilot samples collected in integral tubing or in separate pilot tubes
shall meet the following specifications :

(i)  One or more pilot samples of either the original blood or of the Packed Red
Blood Cells being processed shall be preserved with each unit of Packed Red
Blood Cells which is issued.

(i)  Before they arefilled, all pilot sample tubes shall be marked or identified so as
torelate them to the donor of that unit or Packed Red Blood Cells.

(i)  Before the final container is filled or at the time the final product is prepared,
the pilot sample tubes accompanying a unit of Packed Red Blood Cells, shall
be attached in a temper-proof manner that shall conspicuously identify removal
and re-attachment.

(iv)  All pilot sample tubes, accompanying a unit of Packed Red Blood cells, shall
be filled immediately after the blood is collected or at the time the final product
is prepared, in each case, by the person who performs the collection of
preparation.

(F) Processing :

(i) Separation : Packed Red Blood Cells shall be separated from the whole blood,—

(@ if thewhole blood is stored in ACD solution within 21 days, and
(b) if the whole blood is stored in CPDA-1, solution, within 35 days, from the date of
collection. Packed Red Blood Cells may be prepared either by centrifugation done in

a manner that shall not tend to increase the temperature of the blood or by normal

undisturbed sedimentation method. A portion of the plasma, sufficient to ensure

optimal cell preservation, shall be left with the Packed Red Blood Cells.

(ii)  Packed Red Blood Cells Frozen : Cryophylactic substance may be added to the
Packed Red Blood Cells for extended manufacturer’s storage not warmer than minus
65 degree centigrade provided the manufacturer submits data to the satisfaction of
the Licensing Authority and Central Licence Approving Authority, as adequately
demonstrating through in-vivo cells survival and other appropriate tests that the
addition of the substance, the material used and the processing methods results in a final
product meets the required standards of safety, purity and potency for Packed Red Blood Cells, and that
the frozen product shall maintain those properties for the specified expiry period.

(iii) Testing : Packed Red Blood Cells shall conform to the standards as laid down in
thelndian Pharmacopoeia.

(2) PLATELETS CONCENTRATES: :

The product shall be known as “Platelets Concentrates” that is platelets collected from one
unit of blood and re-suspended in an appropriate volume of original plasma.
General Requirements :
(i) Source : The source material for platelets shall be platelet-rich plasma or buffy coat
which may be obtained from the whole blood or by plateletpheresis.

(ii) Processing :
(a) Separation of buffy-coat or platelet-rich plasma and platelets and re-suspension



(b)

(c)

(d)

(e)

of the platelets shall be in a closed system by centrifugal method with appropriate
speed, force and time.

Immediately after collection, the whole blood or plasma shall be held in storage
between 20 degree centigrade to 24 degree centigrade. When it is to be transported
from the venue of blood collection to the processing laboratory, during such transport
action, the temperature as close as possible to a range between 20 degree centigrade
to 24 degree centigrade shall be ensured. The platelet concentrates shall be separated
within 6 hours after the time of collection of the unit of whole blood or plasma.

The time and speed of centrifugation shall be demonstrated to produce an unclamped
product, without visible haemolysis, that yields a count of not less than 3.5 x 10 (3.5
x 10 raised to the power of ten) and 4.5 x 10% (4.5 x 10 raised to the power of ten) i.e.
platelets per unit from a unit of 350 ml. and 450ml. blood respectively. One percent
of total platelets prepared shall be tested of which 75 percent of the units shall
conform to the above said platelet count.

The volume of original plasma used for re-suspension of the platelets shall be
determined by the maintenance of the pH of not less than 6 during the storage
period. The pH shall be measured on a sample of platelets which has been stored for
the permissible maximum expiry period at 20 degree centigrade to 24 degree centigrade.

Final containers used for platelets shall be colourless and transparent to permit
visual inspection of the contents. The caps selected shall maintain a hermetic seal to
prevent contamination of the contents. The container material shall not interact
with the contents, under the normal conditions of the storage and use, in such a
manner asto have an adverse effect upon the safety, purity, potency, or efficacy of

the product. At the time of filling, the final container shall be marked or identified
by number so as to relate it to the donor.

(iii) Storage : Immediately after re-suspension, platelets shall be placed in storage not
exceeding for a period of 5days, between 20 degree centigrade to 24 degree centigrade,
with continuous gentle agitation of the platelet concentrates maintained throughout
such storage.

(iv) Testing : The units prepared from different donors shall be tested atthe end of the
storage period for-

(@) Platelet count;

(b) pH of not less than 6 measured at the storage temperature of the unit;

(c) measurement of actual plasma volume;

(d) one percent of the total platelets prepared shall be tested for sterility;

(e) the tests for functional viability of the platelets shall be done by swirling movement

before issue;

(f) if the results of the testing indicate thatthe product does not meet the specified

requirements, immediate corrective action shall be taken and records maintained.

(v) Compatibility Test : Compatible transfusion for the purpose of variable number of Red Blood
Cells, A, B, AB and O grouping shall be done if the platelets concentrate is contaminated
with red blood cells.

(3) GRANULOCYTE CONCERNTRATES:-

0

(if)

(iif)

Storage : It shall be kept between 20 degree centigrade to 24 degree centigrade for a
maximum period of 24 hours.

Unit of granulocytes shall not be less than 1 x 1010 (i.e. 1 x 10 raised to the power
of 10) when prepared on cell separator.

Group specific tests/HLA test wherever required shall be carried out.

(4) FRESH FROZEN PLASMA :
Plasma frozen within 6 hours after blood collection and stored at a temperature not warmer
than minus 30 degree centigrade, shall be preserved for a period of not more than one year.



(5) CRYOPRECIPITATE:

Concentrate of anti-hemopbhiliac factor shall be prepared by thawing of the fresh plasma frozen
stored at minus 30 degree centigrade.

(a) Storage:

Cryoprecipitate shall be preserved at atemperature not higher than minus 30 degree centigrade
and may be preserved for a period of not more than one year from the date of collection.
(b) Activity :

Anti-hemophiliac factor activity in the final product shall be notthan 80 units per bag. One
percent of the total cryoprecipitate prepared shall be tested of which seventy five percent of
the unit shall conform to the said specification.

F.PLASMAPHERESIS, PLATELETPHERESIS AND LEUCAPHERESIS USING A
CELL SEPARATOR .

An area of 10 square meters shall be provided for apheresis in the blood bank.

The blood banks specifically permitted to undertake the said apheresis on the donor shall
observe the criteria as specified in item H relating to Criteria for blood donation under the
heading “I. Blood Banks/Blood Components” of this part. The written consent of the donor
shall be taken and the donor must be explained, the hazards of apheresis. The Medical Officer
shall certify that donor is fit for apheresis and it shall be carried out by a trained person under
supervision of the Medical Officer.

(A) PLASMAPHERESIS, PLATELETPHERESIS AND LEUCAPHERESIS:

The donors subjected to Plasmapheresis, plateletpheresis and leucapheresis shall, in addition
to the criteria specified in item Hrelating to the CRITERIA FOR BLOOD DONATION, under
the heading “I. BLOOD BANKS/BLOOD COMPONENTS” of this Part being observed, be
also subjected to protein estimation on post-pheresisffirst sitting whose results shall be taken
as a reference for subsequent pheresis/sitting. It shall also be necessary that the total plasma
obtained from such donor and periodicity of Plasmapheresis shall be according to the standards
described under validated Standard Operating Procedures.

NOTE :

(i) At least 48 hours mustelapse between successive apheresis and not more than
twice in a week.

(i)  Extracorporeal blood volume shall not exceed 15% of donor’s estimated blood
volume.

(iii)  Platelet pheresis shall not be carried out on donors who have taken medication
containing Aspirin within 3 days prior to donation.

(iv)  If during plateletpheresis or leucapheresis, RBCs cannot be re-transfused then at
least 12 weeks shall elapse before a second cytapheresis procedure is conducted.
(B) MONITORING FORAPHERESIS:

Before starting apheresis procedure, hemoglobin or haematocrit shall be done. Platelet count,
WBC counts, differential count may be carried out. In repeated Plasmapheresis, the serum
protein shall be 6 gm./100ml.

(C) COLLECTION OF PLASMA:

The quantity of plasma separated from the blood of a donor shall not exceed 500 ml. Per
sitting and once in fortnight or shall not exceed 1000 ml. Per month.

PART XII C
|. REQUIREMENTS FOR MANUFACTURE OF BLOOD PRODUCTS

The blood products shall be manufactured in a separate premises other than that meant for
blood bank. The requirements that are essential for grant or renewal of licence to manufacture
blood products such as Albumin, Plasma Protein Fraction, Immunoglobins and Coagulation
Factor Concentrates, shall be as follows, namely:-

A.GENERAL REQUIREMENTS:



1. Location and surroundings, buildings and water supply :

The requirements as regards location and surrounding, buildings and water supply as contained
in paragraphs 1.1.1, 1.1.2, 1.1.3 of Part | of Schedule M shall apply mutatis mutandis to the
manufacture of blood products.

2. Disposal of waste and infectious materials :

(i)

(i)

The requirement as regards disposal of waste and infectious materials as contained
in paragraph 1.1.4 of Part| of Schedule M shall apply mutatis mutandis to the
manufacture of blood products.

Proper facility shall also be provided for potentially infectious materials, particularly
HIV | & HIV Il, ?[Hepatitis B surface antigen and Hepatitis C Virus antibody] through
autoclaving, incineration or any other suitable validated methods.

3. Health, clothing and sanitation of personnel :

0

(i)

The requirement as contained in paragraph 3 of Part | of Schedule M shall be complied
with.

The personnel working in the manufacturing areas shall be vaccinated against
Hepatitis B virus and other infectious transmitting diseases.

4. Requirements for manufacturing area for Blood Products :

(i)

(i)

(iii)

(iv)

v)

(Vi)

(vii)

(viii)

For the manufacture of blood products, separate enclosed areas specifically
designed for the purpose shall be provided. These areas be provided with air locks
for entry and shall be essentially dust free and ventilated with an air supply. Air
supply for manufacturing area shall be filtered through bacteria retaining filters
(HEPA Filters) and shall be at a pressure higher than in the adjacent areas.

The filters shall be checked for performance on installation and periodically
thereafter, and records thereof shall be maintained.

Interior surfaces (walls, floors and ceilings) shall be smooth and free from cracks,
they shall not shed matter and shall permit easy cleaning and disinfection. Drains
shall be excluded from aseptic areas. Routine microbial counts of the manufacturing
area shall be carried out during manufacturing operations. The results of such counts
shall be checked against well documented in-house standards and records maintained.
Access to the manufacturing areas shall be restricted to a minimum number of
authorised personnel. Special procedures for entering and leaving of the manufacturing
areas shall be prominently displayed.

Sinks shall be excluded from aseptic areas. Any sink installed in other clean areas
shall be of suitable material such as stainless steel, without an overflow, and be
supplied with water of potable quality. Adequate precautions shall be taken to avoid
contamination of the drainage system with dangerous effluents and airborne
dissemination of pathogenic micro-organisms.

Lighting, air-conditioning, ventilation shall be designed to maintain a satisfactory
temperature and relative humidity to minimise contamination and to take account of
the comfort of personnels working with protective clothing.

Premises used for the manufacture of blood products shall be suitably designed
and constructed to facilitate good sanitation.

Premises shall be carefully maintained and it shall be ensured that repair and
maintenance operations do not present any hazard to the quality of products. Premises
shall be cleaned and, where applicable, disinfected according to detailed written
validated procedures.

Adequate facilities and equipments shall be used for the manufacture of blood
products derived from blood plasma.

All containers of blood products, regardless of the stage of manufacture, shall be
identified by securely attached labels. Cross contamination shall be prevented by
adoption of the following measures. namely:-

(@  processing and filling shall be in segregated areas;



(ix)
(x)
(xi)

(b)  manufacture of different products at the same time shall be avoided:;
(c) simultaneous filling of the different products shall be avoided:;

(d) ensure transfer, containers/materials by means of airlocks, air extraction,
clothing change and careful washing and decontamination of equipment;

(e) protecting containers/materials against the risk of contamination caused by
re-circulation of untreated air or by accidental re-entry of extracted air;

(f  using containers that are sterilised or are of documented low “bioburden”.
Positive pressure area shall be dedicated to the processing area concerned.
Air -handling units shall be dedicated to the processing area concerned.

Pipe work, valves and vent filters shall be properly designed to facilitate cleaning
and sterilization. Valves on fractionation/reacting vessels shall be completely steam-
sterilisable. Air vent filters shall be hydrophobic and shall be validated for their
designated use.

5. Ancillary Areas :

(i)
(i)

(iii)

(iv)

Rest and refreshment rooms shall be separated from other areas.

Facilities for changing and storing clothes and for washing and toilet purposes
shall be easily accessible and appropriate for the number of users. Toilets shall
not be connected directly with production or storage areas.

Maintenance workshops shall be separated from production areas. Wherever parts
and tools are stored in the production area, they shall be kept in rooms or lockers
reserved for that use.

Animal houses shall be well isolated from other areas, with separate entrance.

B. COLLECTIONAND STORAGE OFPLASMA FORFRACTIONATION:

(a) Collection :

(1)

(2)

©)

Plasma shall be collected from the licensed Blood Banks througha cold chain
process and stored in frozen condition not warmer than minus twenty degree
centigrade.

Individual plasma shall remain in quarantine till it is tested for ?[Hepatitis B and
Hepatitis C Virus antibody] , HIV 1 and HIV 11.

A sample from pooled-lot plasma of about 10-12 units of different donors shall be
tested for 2[Hepatitis B and Hepatitis C Virus antibody], HIV | and HIV Il and if the
sample found negative, only thenit shall be taken up for fractionation.

(b) Storage Area :

(1)

(2)

(3)

@

(5)

Storage areas shall be of sufficient space and capacity to allow orderly storage of
the various categories of materials, intermediates, bulk and finished products,
products in quarantine, released, rejected, returned or recalled products.

Storage areas shall be designed or adopted to ensure good storage conditions. In
particular, they shall be clean, dry and maintained within temperature required for
such storage and where special storage conditions are required (e.g. temperature,
humidity), these shall be provided, checked and monitored.

Receiving and dispatch bays shall protect materials and products from the weather
and shall be designed and equipped to allow containers of incoming materials to be
cleaned, if necessary, before storage.

Where quarantine status is ensured by storage in separate areas, these areas shall
be clearly marked and their access restricted onlyto authorised personnel.

There shall be separate sampling area for raw materials. If sampling is performed
in the storage area, it shall be conducted in such a way so as to prevent contamination
or cross-contamination.



(6) Segregation shall be provided for the storage of rejected, recalled, or returned
materials or products.

(7)  Adequate facility shall be provided for supply of ancillary material, such as ethanol,
water, salts and polyethylene glycol. Separate facilities shall be provided for the
recovery of organic solvents used in fractionation.

C.PERSONNEL :
(1) Manufacture :

The manufacture of blood products shall be conducted under the active direction and personal
supervision of competent technical staff, consisting of at least one person who shall be a whole
time employee, with one year practical experience in the manufacture of blood products/plasma
fractionation and possesses—

(a) Post-graduate degree in Medicine - M.D. (Microbiology/Pathology/Bacteriology/
Immunology/Biochemistry); or

(b)  Post-graduate degree in Science (Microbiology) ; or

(c)  Post-graduate degree in Pharmacy (Microbiology), from a recognised University
or Institution.

(2) Testing :

The head of the testing unit shall be independent of the manufacturing unit and testing shall be
conducted under the active direction and personal supervision of competent technical staff
consisting at least one person who shall be a whole time employee. The Head of the testing unit

shall have eighteen months practical experience in the testing of drugs, especially the blood
products and possesses-

(@) Post-graduate degree in Pharmacy or Science- (Chemistry/Microbiology/Bio-
chemistry); or

(b)  Post-graduate degree in Medicine - M.D. (Microbiology/Pathology/Biochemistry),
from arecognised University or Institution.

D. PRODUCTION CONTROL :

(1) The production area and the viral inactivation room shall be centrally air-conditioned
and fitted with HEPA Filters having Grade C (Class 10,000) environment as given in
the Table below.

(2) The filling and sealing shall be carried out under aseptic conditions in centrally
air-conditioned areas fitted with HEPA Filters having Grade A or, as the case
may be, grade B (Class 100) environment given in the said Table.

TABLE
AIR CLASSIFICATION SYSTEM FOR MANUFACTURE OF STERILE PRODUCTS
Maximum number of particles permitted per m?

MAXIMUM NUMBER OF | MAXIMUM NUMBER
PARTICLESPERMITTED OF VIABLE

PER m3 MICROORGANISM
PERMITTED PERm®

GRADE 055 Less than
micron 5micron
A (Class 100) 3500 None Less than 1
(Laminar —
Airflow workstation)
B (Class 100) 3500 None Less than 5
C (Class 10000) 3,50,000 2,000 Lessthan 100

(8 The physical and chemical operations used for the manufacture of plasma
fractionation shall maintain high yield of safe and effective protein.



(4) The fractionation procedure used shall give a good yield of products meeting
the in-house quality requirements as approved by the Licensing Authority and
Central Licence Approving Authority reducing the risk of microbiological
contamination and protein denaturation to the minimum.
(5) The procedure adopted shall not affect the antibody activity and biological
half-life or biological characteristics of the products.
E.VIRAL INACTIVATION PROCESS:

The procedure used by the licensee to inactivate the pathogenic organisms such as
enveloped and non-enveloped virus, especially infectivity from HIV | & HIV II, Hepatitis B
surface antigens and Hepatitis C Virus antibody] the viral inactivation and validation methods
adopted by the licensee, shall be submitted for approval to the Licensing Authority and Central
Licence Approving Authority.

NOTES:

(1) No preservative (except stabiliser to prevent - protein denaturation such as
glycine, sodium chloride or sodium caprylate) shall be added to Albumin, Plasma
Protein Fraction, Intravenous Immunoglobulins or Coagulation Factor
Concentrates without the prior approval of Licensing Authority and Central
Licence Approving Authority.

(2)  The licensee shall ensure that the said stabilisers do not have deleterial effect
on the final product in the quantity present so as not to cause any untoward or
adverse reaction in human beings.

F.QUALITY CONTROL :

Separate facilities shall be provided for Quality Control such as Hematological, Bio-chemical,
Physico-chemical, Microbiological, Pyrogens, Instrumental and Safety testing. The Quality
Control Department shall have inter alia the following principal duties, namely.—

(1) Toprepare detailed instructions, in writing for carrying out test and analysis.

(2) To approve or reject raw material, components, containers, closures, in-process
materials, packaging material, labeling and finished products.

(3) To release or reject batch of finished products which are ready for distribution.

(4) Toevaluate the adequacy of the conditions under which raw materials, semi-
finished products and finished products are stored.

(5) To evaluate the quality and stability of finished products and when necessary
of raw materials and semi-finished products.

(6) Toreview production records to ensure that no errors have occurred or if errors
have occurred that they have been fully investigated.

(7)  To approve or reject all procedures or specifications impacting on the identity,
strength, quality and purity of the product.

(8)  To establish shelf-life and storage requirements on the basis of stability tests
related to storage conditions.

(9) To establish and when necessary revise, control procedures and specifications.
(10) Toreview complaints, recalls, returned or salvaged products and investigations
conducted thereunder for each product.
(11) Toreview Master Formula Records/Cards periodically.
G.TESTINGOFBLOOD PRODUCTS:

The products manufactured shall conform to the standards specified in the Indian
Pharmacopoeia and where standard of any product is not specified in the Pharmacopoeia, the
standard for such product shall conformto the standard specified in the United States
Pharmacopoeia or the British Pharmacopoeia. The final products shall be tested for freedom
from HIV | and HIV |l antibodies, [Hepatitis B surface antigen and Hepatitis C Virus antibody.]
H. STORAGE OF FINISHED PRODUCT :

(i)  The final products shall be stored between two degree centigrade to eight degree



centigrade, unless otherwise specified by the Central Licence Approving
Authority.

(ii)  The shelf-life assigned to the products by the licensee shall be submitted for
approval to the Licensing Authority and Central Licence Approving Authority.

I. LABELLING :

The products manufactured shall be labelled as specified in the Indian Pharmacopoeia, the
British Pharmacopoeia or the United States Pharmacopoeia which shall be in addition to any
other requirement stated under Part IX or Part X of these rules. The labels shall indicate the
results of tests for [Hepatitis B surface antigen and Hepatitis C Virus antibody], freedom
from HIV | and HIV |l antibodies.

J.RECORDS :

The licensee shall maintain records as per Schedule U and also comply with Batch
manufacturing records as specified in Paragraph 9 of Part | of Schedule M and any other
requirement as may be directed by Licensing Authority and Central Licence Approving Authority.

K. MASTER FORMULA RECORDS:

The licensee shall maintain Master Formula Records relating to all manufacturing and quality

control procedures for each product, which shall be prepared and endorsed by the competent

Technical Staff, i.e., Head of the manufacturing unit. The Master Formula Records shall contain—

(i) the patent or proprietary name of the product alongwith the generic name, if any,
strength and the dosage form;

(i)  adescription or identification of the final containers, packaging materials, labels
and closures to be used;

(iii)  the identity, quantity and quality of each raw material to be used irrespective of
whether or not it appears in the finished product. The permissible overage that may
beincluded ina formulated batch shall be indicated;

(iv)  adescription of all vessels and equipments and the sizes used in the process;

(v)  manufacturing and control instructions along with parameters for critical steps such
asmixing, drying, blending, sieving and sterilising the product;

(vi)  the theoretical yield to be expected from the formulation at different stages of
manufacture and permissible yield limits;

(vii) detailed instructions on precautions to be taken in the manufacture and storage of
drugs and of semi-finished products; and

(viii)  the requirements in-process quality control tests and analysis to be carried out
during each stage of manufacture including the designation of persons or departments
responsible for the execution of such tests and analysis.

Il. REQUIREMENTS FOR MANUFACTURE OFBLOOD PRODUCTS FROM BULK
FINISHED PRODUCTS

Where the blood products, such as Albumin, Plasma Protein Fraction, Immunoglobulins and
Coagulation Factor Concentrates are manufactured through the manufacturing activities of
filling and sealing the blood products from bulk powder or solution or both, the requirements
as they apply to the manufacture blood products from whole blood shall apply mutatis
mutandis to such manufacture of blood products, unless other requirements have been approved
by the Central Licence Approving Authority.]

[PART XII D
REQUIREMENTS FOR COLLECTION, PROCESSING, TESTING, STORAGE,
BANKING AND RELEASE OFUMBILICAL CORDBLOOD DERIVED STEM CELLS



(A) GENERAL REQUIREMENTS

1. Location, Surroundings and Building: The building (s) for storage of Umbilical cord blood
shall be so situated and shall have such measures as to avoid risk of contamination from
external environment including open sewage, drain, public lavatory or any factory which
produces disagreeable or obnoxious odour or fumes, excessive soot, smoke, chemical or
biological emissions.

2. Buildings and premises: (1) The premises used for processing and storage shall be designed,
constructed and adapted and maintained to ensure that the above operations and other
ancillary functions are performed smoothly under hygienic conditions and in sterile areas
wherever required. They shall also conform to the conditions laid down in the Factories
Act, 1948 (63 of 1948).

The premises shall be:

(a) Adequately provided with working space to allow orderly and logical placement of
equipment, material and movement of personnel so as to maintain safe operations and
prevent contamination;

(b) Designed / constructed / maintained to prevent entry of insects, pests, birds, vermins
and rodent. interior surfaces (walls, floors, ceilings and doors) shall be smooth and
free from cracks, and permit easy cleaning, painting and disinfection, and in aseptic
areasthe surfaces shall be impervious, non-shedding, non-flaking and non-cracking;

(c) Flooring shall be unbroken and provided with a cove both at the junction between the
wall and the floor as well as the wall and the ceiling.

(d) Provided with light fitting and grills which shall flush with the walls and not hanging
from the ceiling to prevent contamination;

(e) If provided with fire escapes, these shall be suitably installed in the walls without any
gaps,

(f) Provided with the furniture in aseptic areas which is smooth, washable and made of
stainless steel or any other appropriate non shedding material other than wood;

(g) Provided with separate areas for processing and storage of products to prevent mix-
ups, product contaminations and cross contamination;

(h) Provided with defined environmental conditions for temperature, humidity, ventilation
and air filtration. Classifications shall be defined and, if appropriate, monitored.

(2) A periodical record of cleaning and renovating of the premises shall be maintained.

(3) Disposal of waste and infectious materials:

(a) Waste materials awaiting disposal shall be stored safely;

(b) The disposal of sewage and effluents from the facility shall be in conformity with
the requirements of the Pollution Control Board,;

(c) All bio-medical waste shall be dealt with in accordance with the provisions of the
Bio-medical Waste [Management and Handling] Rules, 1996.

(4) Health, clothing and Sanitation of personnel:

(a) All personnel shall undergo medical examination prior to employment and shall
be free from infectious and contagious diseases and thereafter they should be
medically examined periodically at least once a year and for this purpose records
shall be maintained thereof:

(b) All personnel, prior to and during employment, shall be trained in practices which
ensure personal hygiene and a high level of personal hygiene shall be observed by
all those engaged in the collection, processing, banking of umbilical cord blood;

(c) All persons shall wear clean body coverings appropriate for their duties before
entering the Processing Zone and the Change Rooms with adequate facilities
shall be provided prior to entry into any specific zone;

(d) Smoking, eating, drinking is prohibited inside the Laboratory;

(e) All personnel working in the Laboratory shall be protected against virus infections.

(5) Requirements for Processing, Testing and Storage Areas for Umbilical cord blood stem

cells:

(a) Separate dedicated areas specifically designed for the purpose and the workload
shall be provided:

(b) There shall be separate areas for designated work purposes namely:-

(i) Cord blood Reception: cord blood reception area with space for transient
storage of units and physical examination shall have adequate facilities for
registration, date entry and generation of bar-coded labels. Air condition
area of atlease 10.00 Sqg. meters shall be provided;



(i) Cord blood processing area: The room shall be clean and have an air handling
System to provide a Class 10,000 environment. Entry to this area shall be
through air lock. The room will house Class 100 hiological safety cabinets
for Umbilical cord blood processing. The temperature of the clean room
shall be maintained 20 to 25°C and with a positive differential pressure of
10-15 pascals and Relative humidity of 50-60% Minimum area shall be 10.00
Sq. meters for the activity;

(iii) Haematology and Serology Laboratory: The laboratory shall be equipped
and utilized for the purpose of independently testing of Umbilical Cord Blood
for ABO grouping and Rh Typing, Total Nucleated Cell Count, Progenitor
cell count and viability test. The room shall be air-conditioned and area of at
least 10.00 Sq. meters shall be provided.

(iv) Transfusion Transmissible Disease Screening Laboratory: The Laboratory
shall be equipped and utilized for screening tests on maternal blood for
infectious diseases viz. HIV | & II; Hepatitis B & C virus, syphilis, malaria,
CMV and HTLV. The room shall be air-conditioned and area of at least 10.00
Sg. meters shall be provided.

(v) Sterility Testing Laboratory: The laboratory shall be used for performing
Sterility tests on Umbilical Cord blood unit. The premises may be classified
depending on the testing method used. The room shall be air-conditioned
with adequate and ancillary area for media preparation, sterilization,
incubation and decontamination. Area of at least 10.00 Sqg. meters shall be
provided.

(vi) HLA Typing Laboratory: The Umbilical Cord blood unit shall have
arrangements for HLA typing and genetic disease testing. In-house testing
can be done by providing a well demarcated laboratory from the processing
area for evaluation of possible genetic disease and HLA typing. The area
shall have Class 100,000 environment and air-conditioned and area of at least
10.00 Sqg. meters shall be provided.

(vii) Sterilization-cum-washing: Appropriate facility shall be provided within the
premises for proper washing and sterilization. This facility would be optional
for laboratories using entirely disposable items.

(viii) Records and Store Rooms: There shall be designed record room(s) and
store room(s) of at least 10.00 Sq. meters each. The access to record room
shall be permitted only to authorized person. The room will have adequate
protective facilities as the documents and records are to be preserved for
long years.

(ix) Cryogenic Storage room: A minimum space of 20.00 sq. meters shall be
provided by the licensee. The cryogenic storage room shall have provision
for temperature monitoring of storage vessels, liquid nitrogen level in storage
vessels and oxygen meter. The service space between each liquid nitrogen
storage vessel, supply cylinders and connecting hose should be minimum
1.00 sqg. Meters. Separate storage space for other accessories required shall
be provided. The room shall be air-conditioned.

(X) General Storage area: General storage area shall be provided to store all the
consumables, under conditions deemed optimum for storage by
manufacturers.

COLLECTION AND STORAGE OFPROCESSED UMBILICAL CORD
BLOOD COMPONENT
1. Collection:

(a) Umbilical Cord blood unit specific for an individual will be collected after
signing an agreement with the parents, whose child’s Umbilical Cord blood
is to be collected and the cord blood bank. Private and Public Umbilical
Cord blood banking to have different agreements;

(b) Umbilical Cord blood shall be collected from hospitals, nursing homes,
birthing centers and from any other place where a consenting mother delivers,
under the supervision of the qualified Registered Medical Practitioner
responsible for the delivery;

(c) The cord blood shall be collected aseptically in a disposable PVC bag,
containing adequate quantity of sterile, pyrogen free anti-coagulant and sealed
effectively and such PVC Bags shall be procured from licensed manufacturer;



(d) The Umbilical Cord blood would be collected from a premises operating in
hygienic condition to allow proper operation, maintenance and cleaning.

2. Transportation:

(a) Umbilical Cord blood shall be transported from the birthing center to the
designated laboratory under and as per procedure prescribed by the cord blood
bank;

(b) The transportation procedure shall be validated to ensure optimum survival
of the Stem Cells;

(c) The transportation temperature should be between 18 to 28°C;

(d) Thetime period between collection and processing shall not exceed 72 hours.

3. Storage:

(&) The Umbilical Cord blood shall be stored at room temperature between 20
to 25°C in the reception area prior to processing;

(b) Samples pending tests for specific transfusion transmittable infectious diseases
shall be stored in a segregated manner.

Note:- Temperature range between 4 to 37 degrees Celsius, for the whole time period of
transit may be allowed beyond the 18°C to 28°C in exceptional cases. The effects of deviation
of transit temperature from the optimum, onthe product shall be adequately explained by the
licensee in the client education booklet.

C. PERSONNEL

Cord blood bank shall have following categories of whole time competent technical staff,
namely:-

1. Medical Director:- The operation of cord blood bank shall be conducted under the
active directions and supervision of a Medical Director who is a whole time employee
and is possessing a Post Graduate degree in medicine — MD [Pathology/Transfusion
Medicine/Microbiology] and has experience / training in cord blood processing and
Cryogenic Storage.

2. Laboratory In-charge: The laboratory in-charge shall have Post Graduate qualification
in Physiology or Botany or Zoology or Cell Biology or Microbiology or Biochemistry
or Life Sciences or Graduate in Pharmacy and one year working experience in
pathological laboratory licensed by the local health authority or any microbiology
laboratory of a licensed drug manufacturing / testing unit and or experience / training
in cord blood processing and cryogenic storage.

3. Technical Supervisor (cord blood processing):- The technical supervisor shall have a:

(a) Degree in Physiology or Botany or Zoology, Pharmacy or Cell Biology or Bio
Sciences or Microbiology or Biochemistry or Medical Laboratory Technology
(M.L.T.) with minimum of three years of experience in the preparation of blood
components and / or experience or training in cord blood processing and

Cryogenic Storage; or

(b) Diploma in Medical Laboratory Technology (M.L.T.) with five years experience
in the preparation of blood components and experience or training in cord blood
processing and Cryogenic Storage shall be essential.

4. Cord Blood Bank Technician(s):- The technicians employed shall have a:

(a) A degree in Physiology or Botany or Zoology or Pharmacy or Cell Biology or

Bio Science or Microbiology or Biochemistry or Medical Laboratory Technology

(M.L.T.) with six months experience and or training in cord blood processing

and cryogenic storage; or

(b) Diploma in Medical Laboratory Technology (MLT) with one year experience in
the testing of blood and / or its components and / or experience or training in
cord blood processing and Cryogenic Storage.

D. AIR HANDLING SYSTEM

1. Air handling for sterile areas shall be different from those for other areas. The filter
configuration in the air handling system shall be suitably designed to achieve the grade
of air as given in the Table I. The environmental microbiological monitoring of clean
areas shall be in accordance to the recommended limits given in Table II.

2. The Processing area shall have HVAC system and fitted with HEPA Filters having Grade
C (Class 10,000) environment as given in Table I.

3. The entire processing shall be done conforming to Grade A (Class 100) Standard of air
quality.

TABLE |



AIR BORNE PARTICULATE CLASSIFICATIONS FOR MANUFACTURE OF

STERILE PRODUCTS

Grade | Maximum number of permitted particles per cubic meter equal to or above
At rest (b) In Operation (a)
0.5um 5um 0.5 pum S5um
A 3,500 0 3,500 0
B(@ | 3500 0 3,550,000 2000
C(@ | 3,50,000 2000 35,00,000 20,000
D(a) | 35,00,000 20,000 Not defined Not defined
Notes:

(a) In order to reach the B, C and D air grades, the number of air changes shall be related
to the size of the room and the equipment and personnel present in the room. The air
system shall be provided with the appropriate filters such as HEPA for grades A, B and
C. The maximum permitted number of particles in the “at rest” condition shall

(b)

approximately be asunder:-

[Grade A and B corresponds with class 100 or M 3.5 or class 5]; Grade C with Class
10,000 or M 5.5 or ISO Class 7; Grade D with Class 1,00,000 or M 6.5 or ISO Class

8

The requirement and limit for the area shall depend on the nature of the operation

carried out.




TABLE I
RECOMMENDED LIMITS FOR MICROBIOLOGICAL MONITORING OF CLEAN
AREAS “IN OPERATION”

Grade | Air Sample cfu/m3| Settle Plates | Contact Plates|Glove points (five fingers
(dia90 mm) | (dia55mm) |cfu perglove
cfu/2 hrs. cfu per plate

A <1 <1 <1 <1

B 10 5 5 5

C 100 50 25 -

D 500 100 50 -

Notes:

(a) These are average values.
(b) Individual settle plates may be exposed for not less than two hours in Grade B, C and
D areas and for not less than thirty minutes in Grade A area.
E. QUALITY CONTROL
1. Facilities shall be provided for Quality Control such as Haematological,
Microbiological and Instrumental testing.
2. Following duties shall be performed under the function of quality control:

(@ To prepare detailed instructions for carrying out such tests and analysis;

(b) To approve or reject raw materials and consumables, used in any step, on the
basis of approved specifications;

(c) Haematological tests like Total Nucleated Cell Counts, Mononuclear Cell Count,
Enumeration of the population of Stem Cells, Stem Cell viability shall be performed on
samples of processed Umbilical cord blood unit;

(d) Microbiological Tests shall be done on Maternal Blood samples for freedom from
Hepatitis B Surface Antigen, Hepatitis C Virus antibody, HIV | and Il antibodies.
Syphilis, Malaria, CMV and HTLV. Bacterial and Fungal Culture shall be done on
the umbilical cord blood samples;

(e) Instruments which would be used to process test and store the UCB unit would be
validated before commissioning and calibrated from time to time to check their
conformity to specific standards according to an approved and valid protocol;

(f) The environmental monitoring of the clean rooms would be done at periodic intervals
according to an accepted and validated protocol;

(g) All tests mentioned above shall be done in house except tests under itme numbers
(e), (f) and test for enumeration of Stem Cell Population, HLA typing and Genetic
Disease Testing which may be outsourced to a competent third party approved by
the licensing authority.

F. SCREENINGTESTS

1. The maternal blood sample shall be tested for
(a) Hepatitis B;
(b) Hepatitis C;
(c) HIV1&2;
(d) Syphilis;
(e) Malaria;
(Hh CMV,
(g) HTLV

2. The Umbilical Cord Blood shall be tested for
(@ Total Nucleated Cell count;
(b) Total Mononuclear Cell Count;
(c) Progenitor Cell (CD34+) enumeration;
(d) Cell Viahility;
(e) ABO Group and Rh Type;
()  Sterilityasregards Bacterial and Fungal contamination status;
(g) HLA Matching (Only for allogenic Cord Blood Units).

G. STORAGE

1. The Umbilical cord blood shall be cryopreserved using a controlled rate freezing or
equivalent validated procedures. The frozen storage shall be at minus 196°C and shall
not be warmer than minus 150°C.

2. There will be no shelf life for this class of product.



H. REFERENCE SAMPLES
1. At least two reference samples shall be collected from cord blood unit product prior
to cryopreservation and stored at minus 196°C and shall not be warmer than minus
150°C.
2. At least one additional reference sample shall be stored at minus 76°C or colder for
the purposes other than viability analysis.
I. LABELLING
1. Initial label placed during collection shall specify:

(@)
(b)

(c)
(d)
(e)
(f)
(@)

(h)

Human Umbilical Cord Blood;

Approximate Volume or weight of contents in the collection bag [UCB+
Anticoagulant];

Mother’s name;

Place of collection;

Date and time of collection;

Collected by;

To be labeled in bold, “ROOM TEMPERATURE ONLY — DO NOT
REFRIGERATE, DO NOT IRRADIATE”;

Manufacturing license number.

2. Label at completion of processing and before issue - Cryogenic Storage Label
[Statutory label] shall indicate the following:

(a)
(b)
(c)
(d)
(e)
()
(@
(h)
()

M

Name of product:- Human Progenitor Cell [HPC] — Cord Blood;
Volume or weight of contents;

Percentage of Cryoprotectant [DMSO];

Percentage of any other additive / preservant;

Date of collection [birth] .............cooeiiiie. ;

Date Of Processing .......cocveveiuiriuienenenennnnn. ;

Name of manufacturer ..............ccoovveevinennnn. ;

Manufacturing license number;
Storage temperature — not less than, - 196°C and shall not be warmer than minus
150°C,
Unique Traceability Number and/ or BAR Code.

3. Issue label at the time of release of Cord Blood Unit shall indicate the following
namely:-

a] Name of manufacturer;

b] License number;

c] All details of the Cryogenic Storage Label;

d] The results of Total Nucleated Cells, Progenitor Cell percentage {CD34+),
Viability;

e] Results of Transfusion Transmittable diseases testing on maternal blood;

fl  ABO Group and Rh Type;

g] Date of processing;

h] Result of HLA typing [allogenic];

i] Statement “properly identify intended Recipient and Product”;

jl A statement indicating that leukoreduction filters should not be used;

k] Statement “Do not irradiate”

] Name and address of receiving hospital.

J. RECORDS OR DOCUMENTATION
1. The licensee shall maintain the following records

(@) Client/donor enrolment/ agreement record,;

(b) Collection of unit and transportation record,;

(c) Master record of stored unit;

(d) HLA Matching record,;

(e) Unit Release Register;

(f) Stock Register for Blood Collection Bag Cryoprotectant and Preservant, RBC
Sedimentation Enhancer;

(g) Stock Register for Diagnostic Kits, Reagents and other consumables;

(h) Record on feedback after use of cord blood / Adverse reaction record.

2. The following Standard Operating Procedures shall be maintained by the licensee,
namely:-

(@ Umbilical Cord Blood collection;
(b) Transportation of the collected Umbilical cord Blood unit;



(c) Processing of Umbilical cord blood unit;

(d) Cryogenic storage of processed umbilical cord blood unit;

(e) Testing of maternal blood for transfusion transmittable infections;

() Testing of Umbilical cord blood for ABO Grouping and Rh Typing;

(g) Testing of Umbilical cord blood unit for Total Nucleated Cell Count,
Mononuclear Cell Count, Progenitor Cell (CD34+) enumeration, and
viability,

(h) Testing of Umbilical cord blood stem cell unit for sterility;

(i) Disposal of bio medical waste;

(j) Dispensation of Umbilical cord blood unit;

(k) Preventive maintenance Protocol for all Instruments;

(I) Acceptance / Rejection procedure of consumables;

(m) Environment monitoring of classified areas;

(n) Any other standard operative procedure as per requirements.

K. CORD BLOOD RELEASE

1. There shall be designated area with adequate space for procedures and records related
to cord blood unit selection and release.

2. The cord blood bank shall obtain written or electronic request from the transplant
physician or designee for shipment of the cord blood unit.

3. Accompanying documentation at the time of issue from the cord blood bank shall
include indications, contra-indications, caution, instruction for handling and use of
the cord blood unitincluding short-term storage and preparation for transplantation.

4. Procedure for transportation of cryopreserved cord blood unit within the facility shall
be designed to protect the integrity of the unit and the health and safety of the personnel.

5. Cryopreserved cord blood unit stored at -150°C or colder shall be transported in a
liquid nitrogen cooled dry shipper that contains adequate absorbed liquid nitrogen and
has been validated to maintain temperature below -150°C for at least 48 hours beyond
the expected time of arrival at the receiving facility.]

PART XIlI
GENERAL
1. For the purposes of this Schedule, any test or method of testing described in the ?[Indian
Pharmacopoeia] shall be deemed to be a method approved by the Licensing Authority.
2. The Licensing Authority shall publish in the Official Gazette from time to time particulars
of any test or method of testing approved by him.
[SCHEDULE F (1)
PART | VACCINES

(A) PROVISIONSAPPLICABLE TO THE PRODUCTION OF BACTERIAL VACCINES

1. Definition. —(1) This part of the Schedule applies to bacterial vaccines made from any
micro-organism pathogenic to man or other animal and to vaccines made from other micro-
organisms which have antigenic value.

(2) Forthe purposes of this part of the Schedule, a bacterial vaccine means a sterile
suspension of a killed culture of the micro-organism from which the vaccine derives its name
or a sterile extract or derivative of a micro-organism, or a pure suspension of living micro-
organisms which have been previously made avirulent.

2. Staff of Establishment.—A competent expert in bacteriology with sufficient experience
in the manufacture and standardisation of biological products shall be in charge of the
establishment responsible for the production of bacterial vaccine and he shall be assisted by
a staff adequate for carrying out the tests required during the preparation and standardisation
of the vaccines.

3. Proper Name.—The proper name of any vaccine shall be the name of the micro-organism
from which it is made followed by the word “Vaccine” unless the Schedule otherwise provides
or if there is no other special provision in this Schedule, some other name as approved by the
licensing authority:

Provided that in the case of the under-mentioned preparations the proper name of the vaccine
may be as follows :
1. Anthrax Spore Vaccine (Living).



Blackquarter Vaccine.

Enterotoxaemia Vaccine.

Fowl Cholera Vaccine.

Haemorrhagic Septicaemia Adjuvant Vaccine.

o gk~ wbd

Haemorrhagic Septicaemia Vaccine (Broth).
[7.  Multi Component Clostridial Vaccine.
8. Hemorrhagic Septicaemia Vaccine — Alum Treated.]

4. Records.— Cultures used in the preparation of vaccine before being manipulated into a
vaccine, should be thoroughly tested for identity by the generally accepted tests applicable to
the particular micro-organisms.

The permanent records which the licensee is required to keep shall include amongst others, a
record of the origin, properties and characteristics of the cultures.

5. Combined Vaccines.—Vaccines may be isssued either singly or combined in any
proportion in the same container. In the case of combination of vaccines, a name for the
combined vaccine may be submitted by the licensee to the licensing authority, and if approved,
may be used asthe proper name of the vaccine.

6. Preparation.—Bacterial vaccines, simple or polyvalent, are prepared from selected
cultures after careful examination for their identity, specificity, purity and antigenicity. They
may be prepared in the following manner :

(a) Formal Cultures or Bacterins.—The selected pure culture stain or strain are grownin a
suitable fluid medium, at an optimum temperature, for an appropriate period. The pure growth
is then exposed to the action of solution of Formaldehyde I.P. in suitable concentration and
temperature. The product is finally filled in suitable sterilised containers which are subsequently
sealed.

(b) Vaccine of Bacterial Products or Bacterial Derivatives.—These vaccines are prepared by
growing the organisms on suitable media and then deriving specific antigenic constituents of
the bacteria by various special methods.

(c) Living Bacterial Vaccines.—They are prepared from non-pathogenic but fully immunogenic
strains of micro-organism. Strict aseptic precautions are taken throughout the preparation
against the introduction of microbial contaminants.

7. General Standards:

(a) Discription.—Bacterial vaccines are colourless to yellowish brown liquids containing dead
or viable bacteria in homogeneous suspension.

(b) Identification.—All types of vaccines confer active immunity in the susceptible animals
which can be demonstrated by injecting suitable experimental animals with the calculated
doses of the product and subsequently determining the presence of the protective antibodies
in their serum and/or by challenging the vaccinated animals by injecting virulent strain of the
homologous organisms. The protected animals should survive the challenge.

(c) Tests for sterility—All bacterial vaccines shall be tested for sterility in accordance with
the provision of Rules 115 to 119 (both inclusive). If the vaccine contains added bactericide
or bacteriostatic, a quantity of medium sufficient to render the growth inhibitor ineffective is
added to the sample, or a suitable substance is added in a concentration sufficient to render
the growth inhibitor ineffective but not itself to inhibit the growth of micro-organism.

(d) Purity Tests for Living Bacterial Vaccine.—Petri-dishes containing suitable media are
streaked with the final product and incubated at 37°C for 72 hours. The vaccine passes the
test if no growth of micro-organisms other than those from which the vaccine was prepared is
obsereved. Other tests include examination for motility of the organisms, fermentation
reactions and thermoagglutination test and dye-inhibitor tests in case of bruceliza vaccine.
(e) Safety Test.—The safety of the vaccine shall be assessed by injecting it in appropriate
dose in suitable susceptible animals. No animal should show any untoward, general or local
reaction, within seven days after inoculation.

(f) Potency Test—Wherever applicable, susceptible experimental animals are inoculated with
the calculated doses of the final product. The animals are challenged, after the period of
immunisation, with virulent infective dose of the homologous culture along with the controls.



The potency of the vaccine is assessed by the survival of the vaccinated animals and the death
of the controls.
8. Labelling :
(a) The label onthe ampoule or the bottle shall indicate :

(i)  Proper name.
(ii)  Contents in millilitres or doses.
(iii) Potency, if any.
(iv)  Batch number.
(v) Expirydate.
(b)The label on the outside container shall indicate :
(i) Proper name.
(ii) Contents in millilitres or doses.
(iii) Batch number.
(iv) Date of manufacture.
(v) Manufacturing licence No.
(vi) Manufacturer’sname and address.
(vii) “Foranimal treatmentonly.”
(viii) Storage conditions.

9. Storage.—Bacterial vaccines shall be stored, protected from light at temperature between
2°C to 4°C and shall not be frozen.

10. Date of Manufacture.—The date of manufacture shall be, unless otherwise specified
in the individual monograph in this Part, as defined in clause (b) of sub-rule (3) of Rule 109.

ANTHRAX SPORE VACCINE (LIVING)

1. Synonyms.—Avirulent Anthrax Spore Vaccine or Bacillus Anthracis Vaccine (Living).

2. Definition.—The vaccine is a suspension of living spores of an uncapsulated avirulent
strain of B. anthracis in 50 per cent glycerine saline.

3. Preparation.—Avirulent B. anthracis of known antigenicity is grown on suitable medium
at pH. 7.4 in Roux flasks. After 72 hours incubation at 37°C, the pure sporulated culture
growth which shows 70 to 80 per cent sporulation is washed with normal saline and glycerinated
to the extent of 50 per cent by weight of culture washing and the whole suspension is kept at
room temperature for twenty-one days to allow for the stabilization of the spores.

4. Standards:

(a) Description.—It is slightly opalescent or pale brown semi-viscous liquid.

(b) Identification—Uncapsulated B. anthracis which is avirulent can be isolated from the
vaccine.

(c) Sterility Test—Should comply with the test for sterility described in the general
monograph on “Bacterial Vaccine.”

(d) Purity Test—Complies with the “Purity Tests for Living Bacterial Vaccine” described
under the general monograph on “Bacterial Vaccines.”

(e) Safety Test—Four healthy adult guinea-pigs each weighing 300-450 g. not previously
treated with any material which will interfere with the test are inoculated subcutaneously, two
with 0.2 ml each and two with 0.5 ml. each of the unglycerinated suspension respectively.
Four more guinea-pigs are injected with 1:5 dilution of the glycerinated product in the same
manner. No untoward reaction should be observed and none of the animals should die of
anthrax during the period of observation for seven days.

(f) Safety and Potency Test in sheep and goat—Spore count of the glycerinated suspension
is made after twenty-one days from the date of glycerination. Three places for each of the
three dilutions 10, 10%, and 107 are made.

Eight sheep and eight goats each weighing not less than 18 kg. are injected subcutaneously in
the following manner:—



two sheep : Each subcutaneously with 10 ml. of the stock spension (for safety)

two goats : Each subcutaneously with 5 ml. of the stock suspension (for safety)

six sheep  : Each subcutaneously with one million spores suspended in 50 percent glycerine
saline solution.

six goats  : Each subcutaneously with one million spores suspended in 50 per cent glycerine

saline solution.
None of these animals should die of anthrax. Twenty-one days after vaccination, the animals
are challenged with 100 lethal doses of virulent B. Anthracis spores along with two healthy
sheep and two goats as controls.

All the controls should die of anthrax within 72 hours after challenge and at least 66 per
cent of the vaccinated animals should survive. The animals shall be observed for a minimum
of ten days from the date of challenge.

[(g) Viable Count.—The Vaccine when plated on suitable media should show 10 million
viable spores per cattle dose and 5 million spores per sheep dose.]

5. Labelling and Storage.—Should comply with the requirements for “Labelling” and
“Storage” as laid down in the general monograph on “Bacterial Vaccines”.

[6. Expiry date.—The date of expiry of the potency of the vaccine shall be not more than
two years from the date of manufacture if stored in 4°C and six months, if stored at room
temperature.]

BLACKQUARTER VACCINE

1. Synonym.—Blackeg vaccine or Quarter Evil Vaccine.

2. Definition.—Blackquarter Vaccine is a culture of Clostridium chauvoei grown in a suitable
anaerobic fluid medium and rendered sterile and toxic by the addition of Solution of Formaldehyde
[.P. in such amanner that it retains its immunising properties.

3. Preparation.—Cultures of Cl. chauvoei are grown in a suitable anaerobic fluid medium and
killed by the addition of a suitable concentration of Solution of Formaldehyde I.P. The final
product shall be adjusted to pH 7.0.

4. Standards.—

(a) Description.—It is a yellowish brown liquid containing dead bacteria in suspension.

(b) Identification.—It protects susceptible animals against infection with Cl. chauvoei.

(c) Sterility Test.—Should complywith the test for sterility described in the general
monograph on “Bacterial Vaccines”.

(d) Safety and Potency Tests.—At least six adult healthy guinea-pigs each weighing 300g
to 450 g. to are injected subcutaneously each with 3ml. of the product followed a week later
by a second injection with the same dose. They should not show any systemic reaction but may
show only a minimum of local reaction. Fourteen days after the second injection six of the
vaccinated guinea-pigs are challenged intramuscularly with 25 viable spores of Cl. Chauvoei
equivalent to 5. c.h.d. along with 0.2ml of a 5 per cent solution of calcium chloride. Two
controls are used. The controls should die of the specific injection and at least 4 of the six
vaccinated animals should survive before the product is passed for issue.

5. Labelling and Storage.—Should comply with the requirements of “Labelling” and
“Storage” as laid down in the general monograph on “Bacterial vaccines”.

6. Expiry Date.—The date of expiry of the potency of the vaccine shall not be more
than twenty-four months from the date of manufacture.

BRUCELLAABORTUS (STRAIN 19 VACCINE) (LIVING)
1. Synonym.—Contagious Abortion Vaccine, (Strain 19) (Living).
2. Definition.—Brucella Abortus (Strain 19) Vaccine (Living) is a suspension of a pure
smooth living culture of Br. abortus of low virulence in normal saline solution.
3.  Preparation.—Forty-eight to seventy-two-hour-old growth of Br. abortus (Strain 19)
on potato agar medium in Roux flasks washed with buffered normal saline solution pH 6.4



and the pure growth from the flasks are pooled together, 0.5ml. of the pooled product is
mixed with 4.5 ml. of normal saline solutionat pH 6.4 in graduated centrifuge tube and
centrifuged at 3000 r.p.m. for one hour. The percentage of cell deposit is assessed by reading
the amount of cell deposit obtained.

The concentrated suspension is then diluted with buffer normal saline solution so that the
final product contains 0.7 per cent bacterial cell deposit.
4. Standard:
(a) Description.—It is an almost white turbid liquid containing live bacteria in suspension.
(b) Identification.—It consists of Gram-negative bacilli capable of protecting susceptible
animals against Brucellosis.
(c) Sterility Test.—Should comply with the test for sterility described in the general monograph
on “Bacterial Vaccine”.
(d) Purity Test.—A smear of the finished products examined microscopically after staining
by Gram’s method for evidence of any contamination. When grown on suitable media, Br.
abortus should be obtained in a pure state.
(e) Safety Test.—Two healthy guinea-pigs each weighing 300 g. to 450g. are inoculated
subcutaneously each with 1.0 ml. of the final product. The guinea-pigs should not show
excessive reaction of a toxic nature during the period of observation ot ten days.
(f) Potency Test.—Each of a group of four healthy guinea-pigs, drawn from a uniform stock
and each weighing 300 g. to 450 g. is injected intramuscularly with 1 ml. of the vaccine, and
is challenged nine weeks after vaccination by the intramuscular injection of 1 ml. of a
suspnesion containing 5,000 fully virulent Br. abortus organisms. Each of a group of two
unvaccinated guinea-pigs is similarly injected. After a further six weeks, the guinea-pigs are
killed and cultures are made from their spleens. More than half of the vaccinated guinea-pigs
contain no demonstrable Br. abortus in the spleen; all the controls are infected.
(g) Viable Count.—The vaccine when plated on suitable media should show between 14,000
million and 18,000 million Br. abortus organisms per ml. At least 80 per cent of the brucella
organisms should be in the smooth phase.
5. Labelling and Storage.—Should comply with the requirements of “Labelling” and “Storage”
as laid down in the general monograph on “Bacterial Vaccines”. The liquid vaccine shall be
issued fresh as far as possible without allowing any period of storage after manufacture.
6. Expiry Date.—The date of expiry of the vaccine shall be not more than five weeks from
the date of manufacture.

ENTEROTOXAEMIAVACCINE

1. Synonyms.—Clostridium Welchii, Type D, Formal Culture: Pulpy Kidney Vaccine.

2. Definition. - Enterotoxaemia Vaccine is a culture of a highly toxigenic strain of
Clostridium type, D,grown in an anaerobic medium rendered sterile and toxic by the addition
of Solution of Formaldehyde I.P. in such a manner that it retains its immunising properties.

3. Ptrpstsyion. - Selected toxigenic strain of Cl. Welchii type D, is grown in a liquid medium
under conditions which ensure maximum epsilon toxin production. The culture is checked for
purity and toxicity as tested in mice. Solution of Formaldehyde I.P. is added in suitable
concentration and the formolised culture is keptat 37° C till the production is sterile and
non-toxic.

4. Standard.-
(a) Description. - It is a yellowish brown liquid containing dead bacteria in suspension.

(b) Identification.—When injected into susceptible animals it stimulates the production of
epsilon antitoxin of Cl. Welchii, type D.

(c) Sterility Test—Complies with the test for sterility described in the general monograph
on ‘Bacterial Vaccines’.

(d) Safety and Potency Tests.—At least eight sheep each weighing not less than 18 kg. or
twelve rabbits each weighing 1 kg. to 1.5 kg. are used for testing the safety and potency of each
brew of the vaccine. Two sheep receive subcutaneously 10 ml. each and the other six sheep



receive 2.5ml. each of the product subcutaneously. The rabbits are given subcutaneously a
dose of 5ml. each. The sheep and rabbits are observed for five days. They should show only
a minimum local reaction and no systemic reaction.

The sheep receiving 10 ml. are withdrawn from experiments after five days. Each of the other
six sheep is inoculated with a second dose of 2.5 ml. fourteen days after the first injection.
The rabbits are inoculated with 5 ml. as a second dose, after one month of the first inoculation.
The day after the second inoculation the sera of sheep or rabbits are pooled separately. The
pooled serum of each group of animal shall contain in each ml. not less than two international
units of CI. welchii epsilon antitoxin which is determined by testing on mice as follows:—

One ml. of the pooled serum is mixed with one ml. of the epsilon toxin of CI. welchii type
D, containing 300 mouse-minimum-lethal-doses (mouse m.l.d.) and kept at room temperature
for half an hour. At least two mice each weighing notlessthan 18g. are each given intravenously
0.2 ml. of the mixture. As control two mice each weighing notless than 18 g. should each
receive 0.2 ml. of the toxin containing 300 mouse m.l.d. per ml. diluted with equal volume of
normal saline. The control mice should die within 1 to 2 hours while the mice receiving the
mixture of serum and toxin should survive for at least two days. Sera containing one
International Unit of epsilon antitoxin per ml. will be able to neutralise 150 mouse m.l.d. of
epsilon toxin of CI. welchii type D.

5. Labelling and Storage.— Should comply with the requirements regarding “Labelling” and
“Storage” as laid down in the general monograph on “Bacterial Vaccines”.

6. Expiry Date.—The expiry date of potency of the vaccine shall be not more than twelve
months from the date of manufacture.

FOWL CHOLERA VACCINE (POLYVALENT)
1. Synonym.—Pasteurella Septica Vaccine (Avian).

2. Definition.—Fowl Cholera Vaccine is a formolised pure broth culture of virulent strains
of Pasteurella Septica (Avian).

3. Preparation.—The strains are grown separately in nutrient broth for 48 hours at 37° C.
The pure growth is killed by the addition of a Solution of Formaldehyde I.P. in a suitable
concentration. The cultures are then mixed in equal proportions and the final vaccine is bottled
in suitable containers.

4. Standard :
(a) Description.—It is light yellow liquid containing dead bacteria in suspension.
(b) Identification.—It protects susceptible birds against P. aviseptica infection.

(c) Sterility Test.—Complies with the test for “Sterility” described under the general
monograph on “Bacterial Vaccines”.

(d) Safety Tests.— Two healthy young fowls each weighing not less than 400 g. or twelve
healthy mice are inoculated subcutaneously each with 1 ml. of the final product. The birds
should not show any untoward reaction during the period of observation for seven days.

5. Labelling and Storage.—Should comply with the requirements of “Labelling” and “Storage”
as laid down in the general monograph on “Bacterial Vaccines”.

6. ExpiryDate.—The date of expiry of potency of the vaccine shall be not more than six months
from the date of manufacture.

HAEMORRHAGIC SEPTICAEMIA ADJUVANT VACCINE
1. Synonym.—Pasteurella Septica Adjuvant Vaccine.

2. Definition.—The vaccine is a homogeneous suspension of formolised agar-washed
Pasteurella septica with liquid paraffin and lanolin.

3. Preparation.—Pure growth of a highly antigenic strain of P. Septica in phase 1 grown on
nutrient agar medium co