*THE DRUGS RULES, 1945

[21st December, 1945]
[As amended vide G.S.R6QE) dated01-07-2024 (w.e.f. 0007-2024)

DISCLAIMER

1. This document is a compiled version of the various amendment to the
Drug Rules, 1945, as publish#dough various gazette notifications over
time.

2. Atmost care has been taken to ensure correctness of these provisions.
However, in case of anyrdiscrepangy observed, it may be immediately

brought to the notige of Central Drugs Standard Control Organization
(CDSCO). &

3. The rules governlng the' regvi
Ministry of Ayush.. Anyidis
reported accordingly.

4’ QQ:?~0f Ayush drugs are published by the
crepancy regarding these rules may be
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*THE DRUGS RULES, 1945
[21st December, 1945]
[As amended vid&.S.R. 823(E) dated 171-2022 (w.e.f. 0408-2023]

In exercise of the powers conferred¥sections 6(2), 1233 and 33(N)] of
the Drugsand Cosmetics Act, 1940 (23 of 1940), the Central Government is
pleased to make the follovgrRulesd

PART |
PRELIMINARY

1. Short title, extent and commencemend (1) These Rules may be
called the Drugg[***] Rules, 1945.

(2) They extend to the whole of indf**}

5[***]

2. Definitionsd In-these Rule «u,nless there IS anythlng repugnant in the
subject or conte@dt - '

(a) "the Act" means _the Drugs and Cosmetlcs Act, 1940 (23 of 1940), as
amended from time to tlme :

f[(aa) "blopharmaceutlcal a$sificationsSystem"” means a system used to
classify drugs on the basis of solubility and permeability, classified as
category 4high solubility and high permeability, category-ldw
solubility and high permeability, categoryi-high solubility and low
permeability, and category How solubility and low permeability;]

’[(b) "Central Licence Approving Authority" means the Drugs Controller,
India, or the Joint Drugs Controller (India) or the Deputy Drugs
Controller (India) appoird 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
Homoeopthic provings or therapeutic efficacy of which has been
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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 andrsov
combination of ingredients of such Homoeopathic medicines but does not
include a medicine which is administered by parenteral route;]

(e) "Laboratory" means the Central Drugs Laboratory;

9(ea) "Marketer" means a person wlas an agent or in any other
capacityadopts any drug manufactured by another manufacturer under an
agreement for marketing of such drug by labeling or affixing his name on
the label of the drug with a view for its sale and distribution;]

194 (eb)] "registered Homoeopathic medical practitioner" means a
person who igegistered in_the, Central Register or a State Register of
Homeopathy:] ‘ ’

1719 (ec)] "Phytgpharmaceuticalidrug® includes purified and standardised
fraction with defined mifimam four biadtive or phytechemical
compounds (qualitatively and“guantitatively assessed) of an extract of a
medicinal plant or its padt, for in‘terknal orcexternal use ohém beings or
animals for diagposis, tréatment, ‘mitigation .or prevention of any disease
or disorder but ddes not inelide administration by parenteral route.]

14 (ee) "Registered medieal practitioner” means a pérson

(i) holding a qualification granted by an authority specified or
notified under section 3 of the Indian Medical Degrees Act, 1916
(7 of 1916), or specified in the Schedules to the Indian Medical
Council Act, 1956 (102 of 1956); or

(i) registered or eligible for regfration in a medical register of a
State meant for the registration of persons practicing the modern
scientific system of mediciné3[excluding the Homoeopathic
system of medicine]; or

(iii) registered in a medical regist&jother than a register for the
registration of Homoeopathic practitioners] of a State, who
although not falling within swgelause (i) or sulzlause (i) is
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declared by a general or special order made by the State
Government in this éhalf as a person practicing the modern
scientific system of medicine for the purposes of this Act; or

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

(v) who is engagd in the practice of veterinary medicine and
who possesses qualifications approved by the State Government;]

19(f) 'retail sale' means a sal§whether to a hospital, or a dispensary, or
a medical, edeational or research institute or to any other person] other
than a sale by way of wholesale dealing;]

¥(g) 'sale by way of wholesale dealing’ means sale to a person for the
purpose of selling agaih™and incllides sale to a halspdispensary,
medical, educational’or reseatch institutiap; ]

19(h) "ScheduleXmeans a hedule to these-Rules;]

¥ (i) State Government in réllati'cy)n“ to a Union Territory means the

Administrator thereof; 0 c

@[***] ‘ » I |
PARTIE

THE CENTRAL‘DRUGS LABORATORY

3. Functionsd Itshall be the function of the Laboratéry

(i) to analyse or test such samples of drugs as may be sent to it under sub
section (2) of section 11, or under ssdxtion 4) of section 25 of the
Act;

[***] 21

(iii) to carry out such other duties as may be entrusted to it by the Central
Government or, with the permission of the Central Government, by a
State Government after consultation with the g3rdrechnical Advisory
Board.
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293A. (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 inspect of the said drugs or classes of drugs
shall be exercised by the Director of the said Instidute:

(1) Sera

(2) Solution of serum proteins intended for injection
(3) Vaccines

(4) Toxins

(5) Antigens

(6) Anti-toxins

(7) Sterilized surgical ligater and sterilized surgical suti
(8) Bacteriophages:

Z[Provided that the functlons of the, Diregtor in respect of Oral Polio
Vaccine shall be exercised by the'*i Deputy Director and Head of the Polio
Vaccine Testing Laboratgin case C,entral Research Institute, Kasauli only.]

24(1A) The functlons of d¢he | Laboratory ftrespect of Oral Polio Vaccine
shall be carried out by:the following Institutes andsthe functions of the Director
in respect of theaid drugs shalf‘be exercised by the Director of the respective
Institutesd HA [

(a) Pasteur Institute of India, Conoor.

(b) Enterovirus Research Centre (Indian Council of Medical Research),
Haffkine Institute Compound, Parel, Bomb4§0012.]

2(c) The National Institute of Biologicals, NOIDA.]

29(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,
Izatnager 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
institutesd

(1) Anti-sera for veterinary use.
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(2) Vaccines for veterinary use.
(3) Toxoids for veterinary use.
(4) Diagnostic Antigens for veterinary use.]

211(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.]

28129 [(4)] The functions of the Laboratory in respect of the following drugs
shall be cared 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 drugs shall be performed by the Serologist and Chemical Examiner
of the said Laborators: nem

VDRL Antigen.]

39(5) The functiofr of the Labdratofry' in respectof Inttaine Devices and
Falope Rings shall be carried out at the CentraF Drugs Testing Laboratory,
Thane, Maharashtra and the fanctions:iof the Director in respetteo$aid
devices shall be exerciged by the-Director of the said Laboratory.]

311(6) The functions ofxthe Laboratoryin vrespect of human blood and
human blood products includifig’components, to test for freedom from HIV
antibodies, kall be carried out by the following Institute/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, Bement of
Microbiology,Delhi.

(b) National Institute of Virology, Pune.

(c) Centre for Advanced Research in Virology, Christian Medical
College, Vellore.]

3(7) The functions of the Laboratory in respect of Homoeopathic
medicines shall becarried out at ttfPharmacopoeia Commission of Indian
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Medicine and Homoeopathy at Ghaziabad (Uttar Pradesh)] and the functions of
the Director in respect of the Homoeopathic medicines shall be exercised by the
Director of the Laboratory.]

34(8) (a) The functions of the Laboratory in respect of the following kits or
class of drugs shall be carried out at the National Institute of Biologicals, Noida
and the functions of the Director iegpect of the said drugs or class of drugs
shall be exercised by the Director of the said institute.

(b) The kits or class of drugs referred to in clause (&) are
(1) Blood grouping reagents.

(2) Diagnostic kits for human immunodeficiency virus, HepaBtiSurface
Antigen and Hepatitis C Virus.

(3) Blood productd &
(a) Human Alb:umin; w7
(b) Human Aormal Imhﬁu‘nbg'ifdbUIin (intrarhuscular and intravenous);
(c) Humah .Coagulation,Ea(_,\:_to,r_VIII; e
(d) Human 'Co‘agulationf Factd.r'lx;
(e) Plasma Prote'i'n Flrrac’tiatioh';_, ¢ a
() Fibrin Sealant Kit; o
(g) Anti Inhibitor Coagulation complex.
(4) Recombinant products suchdas
(a) Recombinant Insulin and Insulin analogues;
(b) r-erythropoietin (EPO);
(c) r-Granulocyte Colony Stimulating Factor{GSF).
(5) Biochemical kit$

(@) Glucose Test Strips;
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(b) Fully automated analyzer based glucose reagents.]]
39(6) Enzyme and Hormones sucldas

(a) Streptokinase (Natural and Recombinant);

(b) Human Chorionic Gonadotropin (hCG);

(c) Human Menopausal Gonadotropin (hMG).
(7) Bacterial vaccine such@s

(a) Bacillus Calmett&uerin (BCG) vaccine.
(8) Viral vaccines such és

(a) Live attenuated Meacles, vaccine;

(b) Live attenu_atéd R‘ubellla»\‘/acdne;’

(©) Cell cultsre Rablesaccme] ‘

3¢[(9) The functiorts of the Iatborat(ify in respectof testing of the following
veterinary vaccines shall-be earriediout atthe Ghaudhary Charan Singh National
Institute of Animal Health, Baghpatf; Uttar Pradesh and timetions of the
Director in respect of the said ;vete,ri‘hary vacciges shall be exercised by the
Director of the said Instit(te, namedy: s O

() Haemorrhagic Se'pticae’mi'a Vaccine;
(i) Ranikhet Disease vaccine.]

4. Despatch of samples for test or analysi$ (1) Samples for test or
analysis under subection (4) of section 25 of the Act shall be sent by
registered post in a sealed packet, enclosed, together with a memorandum in
Form 1, in an outer cover addressed to the Director.

(2) The packet as well athe 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.
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5. Recording of condition of sealsd 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 analysisd After test or analysis the salt
of the test or analysis, together with full protocols of the tests applied, shall be
supplied forthwith to the sender in Form 2.

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

8. Signature of certificatesd 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.

RERDI-

[Rules 9 to 205 Owditted byk'S_ 2136 det&5th June, 195/]
CRARTIV
F[IMPORT AND REGISTRATION]

21.1n this Pard

3§(a) 'import licence' meéhs eitheraficence in Form 10 to import drugs
39+, excluding those speified in Schedule X, or a licence in Form10A 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 anperson to whom the powers of a licensing authority may be
delegated under rule 22;

(c) "licence for examination, test or analysis" means a licence in Form 11
to import small quantities of drugs the import of which is otherwise prohibited,
for the purpos of examination, test or analysis.

49(d) 'manufacturer”, includes a manufacturer of drugs, who may be a
Company or a unit or a body corporate or any other establishment in a country
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other than India, having its drugs manufactgrfacilities duly approved by the
National Regulatory Authority of that country, and who also has a free sale
approval of the drugs approved by the saichauity in the concerned country
and/or inothermajor countries,

(e) "Registration Certificate" nams 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 meant for import into and use in India.]

22. The licensing authority may with the approval of tikentral
Government by an order in writing delegate tHpower to sign licences and
Registration Certificates and] such other powers as may be specified in the
order to any other person under his control.

4923.lmport licencesd An import.licence in Form 10 shall be required for
Slimport of drugs], excluding those specified in Schedule X, and an import
licence in Form 10A shall be<egquired for the.importdofigs specified in
Scredule X.] B35 g ‘

4424, Form and manner of {application for import licenced (1) An
application for an importdicence/shall beowade to the licensing authority in
Form 8 for drugs excluding those specified in Schedule X, and in Form 8A for
drugs specified in Schedule X«eitheriby the manufacturer himself having a
valid wholesale licence fot saletordistribution<of drugs under these rules, or by
the manufacturer's agent in Ifita either4vaving a valid licence under the rules to
manufacture fosale of a drug or having a valid wholesale licence for sale or
distribution of drugs under these rules, ana shall be accompanied by a licence
fee of¥9ten thousand rupees for a single drug and an additional fee at the rate of
one thousand 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 shene manufacturer,
the fee to accompany each such application shaf[tmee thousand rupees] for
each drug.

(2) Any application for import licence in Form 8 or Form 8A, as the case
may be, shall be accompanied by a copy of Redisn Certificate issued in
Form 41 under rul@7A:
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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 10A,
as the case may be, without the issuance ofsdRagon Certificate under rule
27A, for reasons to be recorded in writing:

4pProvided further that Registration Certificate shall not be required to be
accompanied with an application for an import licence under the rulesefor th
import of invitro diagnostic kits and regents, except for the diagnostic kits
notified from time to time under sutlause (iv) of clause (b) of section 3.]

(3) A fee of*¥one thousand five hundred rupees shall be paid for mgaki
amendment in the licenég***].]

224A. Form and manner of application for Registration Certificated

(1) An application for issue 0fa Registration Certificate shall be made to the
licensing authdty in Form~40, eithel~by-the manufacturer himself, having a
valid whole sale licence’for sale gf distribution ofdrugs under these rules, or by
his authorised agent/n India, eitﬁeﬁ_ha{/ing a valid licence under the rules to
manufacture for saleiof a drug Having d valid whote sale licence for sale or
distribution of drugs understhese/rules, andshall be accompanied by the fee
specified in subule (3) and the informations ang undertakings specified in
Schedules B and DI daly signediby-oron behalf<tifie manufacturer.

(2) The authorisation by«a, manufaettirer to bis agent in India shall be
documented by a power of attorney'éxecuted and authenticated either in India
before a FirsClass Magistrate, or in the country of origin before such an
equivalentauthority, 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) (i) A fee of 2Yjten thousad US dollars}or its equivalent in Indian
rupees] shall be paid alongwith 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 >qfive thousand & dollars}*/[or its equivalent in Indian rupees]
shall be paid alongwith the application in Form 40 for the registration of a
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single drug meant for import into and use in India and alitiadal fee at the
rate of*gfive 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 shfivee
thousand US dollargf[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 DettiilO 001 or any othésranch 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 -l2tiial
and Public Health, G®ublic Health, 104ees and Fines":

Provided that in the casd 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 countty, of origin to the Bank of Baroda,
Kasturba Gandhi Marg, New Delhi,threugh theRElectrd@ade of the bank in
the Head of Account "921Medigalland Piblic Health, GRublic Health, 104
Fee and Fines", and the original'{r‘ééeipt' of the saidtransfer shall be treated as an
equivalent to the bark challan, subjectito the apptoval by the Bank odaaro
that they have received theépayment.. . .

(5) The applicant Shall be fiableferthe paynient of a fe&[bienty five
thousand US doIIarsﬂf[or‘its{, eguivalentin Indian rupees] for expenditure as
may ke required for inspectiorferyisit,of the manufacturing premises of drugs,
by the be required for inspection or visit of the manufacturing premises of
drugs, by the licensing authority or by any other persons to whom powers have
been delegated in this bdhlay 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 anabfsisug.

(7) A fee of>qone thousand eight hundred US dollars or its equivalent in
Indian rupees shall be paid for making amendment in the registration certificate
or] for a duplicate copy of the Registration Certificate¢héd original is defaced,
damaged or lost.
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(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 d drugs manufactured by one manufacturerd
(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 has two or more factories
situated in different places mdaaturing the same or different drugs a separate
licence shall be required in respect, of the drugs manufactured by each such
factory.] S R

ﬁi[***]

225A. Conditionszto be satisfi»‘éa‘ibéf‘ore a licence in FormQlor Form
10A is grantedd (1) A licencein/Formi10 orin Form 10A shall be granted by
the licensing authority having regardito:

(i) the premises; wherré'»thék 'ifnported substances will be stocked
areequipped with proper storag&€commodation for preserving
theproperties 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 refusegtant a licence in Form
10Ain respect of any applichwhere he is satisfiedl,

(a) that the applicant has not complied with the provisions of the Act or
these rules, or

(b) that by reasons 6f
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(i) his conviction under the Act or these rules or the Narcotic Drugs
and Psychtwopic 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 passedhbylicensing
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 oppatunity for making a representation in the matter, make such orders in
relation thereto as it thinks fit.]

2925B. Registration Certificate, for import of drugs manufactured by
one manufacturerd (1) A.single application may be madand a single
Registration Certificate i Forpad4damay>he issted in respect of the import of
more than one drug or-class of drtj;gs,',"-r_hanUfactur‘ed by the same manufacturer:

Provided that the drug or classesiof drugs, are manufactured factorg or
more tkan one factory fungtioning conjointly ascabsingle manufacturing unit:

Provided further that if a siggle manufacturer has two or more factories
situated in different places manufagturing the.Same or different drugs, separate
Registration Certificates shalesrequired inwréspect of the drugs manufactured
by each such factory.] o

26. Conditions of import licenced An import licence shall be subject to
the following conditiong)

(i) the manufacturer shall at all times observe the undertaking given by him
or onhis behalf in Form 9;

(i)  the license shall allow any Inspector authorized 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;

(i)  the licensee shall on request furnish to the licensing authority from
every batch of each substance or from such batch or batches at the licensing
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authority may from time to time specify a sample of such amaanthe
licensing authority may consider adequate fur 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;

(iv) if the licensing authority so directs the lise® shall not sell or offer

for sale any batch in respect of which a sample is or protocols are furnished
under the last preceding sulde until a certificate authorizing the sale of the
batch has been issued to him by or on behalf of the licensing iaythor

(v) 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 Il dthe Act, or the Rules thereunder and on being directed so to
do, withdraw the remainder, obtirat batch from sale and, so far as may in the
particular circumstances of the case be Practicable, recall the issues already
made from that batch§

(vi) the licensee shall malntam a record of aII sales by him of substances
for the import of “hich a Ilcense IS required, Showing particulars of the
substance and of the-persop/to whern sold and such further particulars, if
any, as the licensing authority may 'sprecsifwl su¢h record shall be open to
the inspection of any. Inspector authorlzed in that behalf by the licensing
authority:

SProvided that in respect of the sale or distribution of drugs specified in
Schedule X, the licensee shallintain a separate record or register showing
the following particulars, nameky:

Name of the drug,

Batch number,

Name and address of the manufacturer,

Date of transaction,

Opening stock on the business day,

Quantity d drug received, if any, and the source from which
received,
7. Name of the purchaser, his address and licence number,
Balance quantity of drug at the end of the business day,

o gahkwnE

o
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9. Signature of the person under whose supervision the drugdbarne
supplied;]

(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 Ill of the Act and of which the licensing
authority hagyiven to him not less than four months' notice.

27. Grant ofimport licence.d On receipt of an application for an
importlicence in the Form and manner prescribed in rule 24, the
licensing authorityshall, on being satisfied that,rdged, the conditions of the
licence will be observed, issue an import licence in Forr#f[® Form 10A, as
the case may be],

827A. Grant of Registration, JCertificates.d (1) On receipt for an
application for Registration Certificate in the?Eorm and manner specified in rule
24A, the licensing authority shall@n/ being “satisfied, that, if granted, the
conditions of the Registration Cerit;iffi\catét.}~WiII be observed, issue a Registration
Certificate inForm 41; RSEAN Y

Provided further thatcifsthe ,application s ccomplete in all respects and
informations specified: in Schédules Dliland Dll<are in order, the licensing
authority shall, within fine months:fromi'the date of receipt of an application,
iIssue such Registration ‘Céi,[tate, and-lind exceptional circumstances and for
reasons to be recorded in Wiiting; 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 noeceive the Registration Certificate within the
period as specified in proviso to sulde (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 orderationr¢hereto as it
thinks fit.]

8228. Duration of import licenced A licence, unless, it is sooner
suspended or cancelled, shall Balid for a period of three years from the
date of its issue]: Proded 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 on the application.]
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5428A. Duration of Registration Certificate.d 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 monks 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 licena.If the manufacturer
or licensee fa# to comply with any of the conditions of an import licence, the
licensing authority may after giving the manufacturer or licensee an opportunity
to show cause why such an order should not be passed, by an order in writing
stating the reasons therefor, gesd or cancel it for such period as it thinks fit
either wholly or in respect of somerebthe substances to which it relates:

S[Provided that a person who ds aggrieved, by the order passed by the
licensing authority under this mlmay, Wrthln thirtyzdays of the receipt of the
order, appeal to the~Central Government and thre Central Government may,
after such enquiry into the matter, as Jt/considers necessary and after giving the
said appellant an opportutity“for representrng hesvg, pass such orders in
relation thereto as it thinks fit.]{! )|

84129A. Suspension and,cancellation ©f Registration Certificatd. If the
manufacturer fails to comply“with, apy=ef'the conditions of the Registration
Certificate, the liensing 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 om 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, angl @entral 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.]
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30. Prohibition of import after expiry of potencyd No biological or other
special product specified in Schedule C or C(I) 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 lass than, or not to acquire a
toxicity greater than, that required, or as the case may be, permitted by the
prescribed test.

6_6[***]

S7130AA. Import of New Homoeopathic medicinesd (1) No
NewHomoeopathienedicine shall be imported except under and in accordance
with the permission in writing of the Licensing Authority.

(2) The importer of a New Homoeopathic medicine when applying for
permission shall produce before the Licensing Authority such documeartelry
other evidence as may be required by the ticensing Authority for assessing the
therapeutic efficacy of the medicinesincluding“the minimum provings carried
out with it.] | SRS ‘

4 Explanationd For the purpdéé ofthls rule, 'New Horopathic medicine'
meansy ‘ | '

(i) a Homoeopathie, medicing whicki’is not specified in the Homoeopathic
Pharmacopoeia of In’diav orrthe=United States of America or the United
Kingdom or the German Haempoeopathig:Pharmacopoeia; or

(i) which is not recognized imuthoritative Homoeopathic literature as
efficacious under the conditions recommended; or

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

5930B. Prohibition of import of certain drugs.d No drug, the
manufacture, sale or distribafi 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.]
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931. Standard for certain imported drugsd No drug shallbe imported
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 imtded for veterinary use, the standards of strength,
quality and purity, if any, shall be those that are specified in Schedule F(I) and
the test prescribed in that Scheduled shall be applicable for determining whether
any such imported drug complies withettsaid standards and where no
standards are specified in Schedule F(l) 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 furher that the licensing authority shall not allow the import of any
drug having less than S|xty per cent; re3|dual difelfperiod as on the date of
import:

Provided also thatsin exceptlonal cases theZlicensing authority may, for
reasons to be recorded wwritingi may allow the import of any drug having
lesser shelifife period;sbut before the/ date of explry as declared on the container
of the drug.]

11132, Packing and“abellingsof=imported drugsd No drug shall be
imported unlesdt is packedrand'labelled'in canformity with the rules in Parts
IX and X ZZ***] and further coOnforms 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(l).]

Z32A.Packing and labelling of Homoeopathic medicined No
Homoeopathic medicine shall be imported unless it is packed and labelled in
conformity with the rules ifPart 1XA.]

33.Import of drugs for examination, test or analysi®d 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 corditionsd

(@) no drug shall be imported for such purpose except under a licence in
Form 11,
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(b) the licensee shall use the substances imported under the licence
exclusively for purposes of examination, test or analysis and shall carry
on such examirten, 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,ithr 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;

(d) the licensee shall keep a record of, and shall tepdhe licensing
authority, the substances imported under the licence, together with the
guantities imported, the,date «f, importation and the name of the
manufacturer; | |

(e) the licenseg shall ‘comply-with’ such further requirements, if any,
applicable tothe-holders O'Kf:f"lli:cenybes for examination, test or analysis as
may be specified in any rules/subsequently made under Chapterlll of the
Act and of which the°licénsing authiarity Aas given to him not less than
one month's notice. A

4133A.Import  of drug‘s by @ Government':HospitaI or Autonomous

Medical Institution for the tredtment of,patients.d Small quantities of a new

drug, as defined in rule 122E, the import of which is otherwise prohibited under
section 10 of the Act, may be importeat 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 Insbitu 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

(@) no new drug shall be imported for the said purposeixunder a
licence in Form 11 A, and the said drug has been approved for marketing
in the country of origin;
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(b) the licencee 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 ow i Medical Officers at the place, specified
in the licence or at such ott er plagas the licensing authority, may from
time to time authorise;

(c) The licencee shall allow an Inspector authorised by the licensing
authority in this behalf to enter, with or without prior notice, the premises
where the substances or drugs are stgciad 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 licencee shall keep @azrecord of, and shall submit the said report
half yearlyto the licensing authority, the substances or drugs imported
under the licence;ftogetherwith the-quantities imported and issued to the
patients, the dat€ of impattation; the name bftreufacturer, the name
and address oftthe patien‘t’-;'fb'jr};’\vz‘\ihom tirugis prescribed and theame

of disease: |

(e) the licencee shall cofnply with such other requirements, if
any,applicable tothe holders‘efimport licences for import of new drugs
for treatment of patients by Governmet 'Hospitals, as may be specified
from time to time in any rul&isabsequently made under ChHbiefrthe

Act and of which the licensing authority has given to him not less than
one month's notice;

() the drug shall be stocked under proper storage conditions and shall
be dispensed undéhe supervision of a registered pharmacist;

(g) the quantity of any single drug so imported shall not exceed
100average dosages per patient:

Provided that the licensing authority may, in exceptional circumstances,
sanction the import of drug arger quantity.]

34. Application for licence for examination, test or analysi®. (1) An
application for a licence for examination, test or analysis shall be made in Form
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12 and shall be made or countersigned by the head of the institution in which, or
by aproprietor 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) Evely application in Form 12 shall be accompanied by a fe€fofe
thousand rupees for a single drug and an additional fee of two thousand rupees]
for each additional drug.]

(4) The fees shall be paid through a challan in the Béridaroda, Kasturba
Gandhi Marg, New Delkhi10001 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 certified under the Head of Account "82¢@dical and
Public Health 08 Public Heatth, 108 Fees ‘aid Fine."]

I134A. Application for licenge:to-import smallzguantities of new drugs
by a Government Hgspital ori;Atitohomous Medical Institution for the
treatment of patientsd (1) An application for an @mporticence for small
quantities of a new drugcas defined iniruled122& for the purpose of treatment of
patients suffering from life threatening. diseasesgzor diseases causing serious
permanent disability, 6f, such diseases requiring therapies for unmet medical
needs, shall be made in"Fgrm T27AA by a Medical Officer of the Government
Hospital or Autonomous MediealInstitution, which shall be certified by the
Medical Superintendent of the Government Hospital or Head of the
Autonomous Medical Institution, as thase may be.

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

(3) Every application in Form 12AA shall be accompanied by a fee of
six hundred rupees for a singlitug and an additional fee of three hundred
rupees] for each additional drug.

(4) The fees shall be paid through a challan in the Bank of Baroda,
Kasturba Gandhi Marg, New Delait 0001 or any other branch or branches of
Bank of Baroda, or any other Ban&s Notified, from time to time, by the
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Central Government, to be certified under the Head of Account @210
Medical and Public Health, @4Public Health, 108 Fees and Fine".]

35. Cancellation of licence for examination, test or analysi8. (1) A
licence br 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 mdmd of the date of the order.

Z35A. Cancellation of licence for import of small quantities of new
drugs.0 (1) A licence for import of small quantities of a new drug, defined in
rule 122E, for the purpose of the treatment of p#diesuffering from life
threatening diseases, or diseases, gausing 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 autority for breach of any of the conditions subject to which the
licence was issued or-for contraventlon of any of the provisions of the Act and
rules made thereundgr.

(2) A licencee whase licenge has been cancelled may appeal to the Central
Government withn thre&months«drom the date ofthe receipt of the order, and
the Central Government ‘may aftersuchcenquiry into the matter, as it considers
necessary and after giving the: appellant‘an opportunity for representing his
views, may pass such orders in relatthereto, as it thinks fit.]

36. Import of drugs for personal used Small quantities of drugs, the
imports of which is otherwise prohibited under section 10 of the Act, may be
imported for personal use subject to the following condit@ns:

() the dugs shall form part of a passengédsma fidebaggage and shall be
the property of, and be intended for, the exclusive personal use of the
passenger;

(i) the drugs shall be declaremithe Customs authoritigsthey so direct;

(i)  the quantity of any single drug so imported shall not exceed
onehundred average doses:
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Provided that the licensing authority may in an exceptional case in any
individual case sanction the imports of a larger quantity:

89Provided further thaany drug, imported for personal use but not forming
part of bona fidepersonal baggage, may be allowed to be imported subject to
the following conditions, namel:

(i) the licensing authority, on an application made tonitForm 12A
issatisfied thathe drug is fobona fidepersonal use;

(i) the quantityto be imported is renable in the opinion dhelicensing
authority and is covered by prescription from a registered medical
practitioner; and

(iii) the licensing authority grants a permit in pest of the said drug in
Form 12B&requiring thezpermit holdétsto give details of drugs imported
and utilised on yearly basis]. ] '

836A.Import of drigs by chaﬂtable hospltal free of cos® (1) Small
quantity of drugs recejved in donation: by/a charitable hospital for the purpose of
treatment of the patients.in-the saidihospital /may be imported provided the
drugs are given or administered’to the patients free. of cost.

(2) The drugs shall notbe pro‘hibitﬁﬁ"izr‘nportand permitted to be marketed
in the country with residual‘shelf life of onegyéar or more. ]

8[37. Packing of patent or proprietary medicinesd Patent or proprietary
medicine shall be imported in containers intendeddtailrsale:

8Provided 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 aughatit
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].]

38. Statement to accompany imported drug® All consignments of
drugs sought to be imported shak laccompanied by an invoice or other
statement showing the name and address of the manufacturer and the names and
quantities of the drugs.
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39. Documents to be supplied to the Customs Collectdr.Before drugs
for the import of which a licence is not reopd are imported a declaration
signed by or on behalf of the manufacturer or 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 tleen€us
Collector.

8J40. Procedure for the import of drugsd (1) If the Customs Collector has
reason to doubt whether any drugs comply with the provisions of Chapter Ill of
the Act and rules thereunder he may, and if requested bgfaogr 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
consigiment of which samples have been taken until the report of the director
of the said laboratory or any; otherofficer.empowered by him on this behalf,
subject to the approval ofdhe CentralzGovernment on such samples is received:
Provided that if the importegives an;;;undertaking in writing not to dispose of
the drugs without th& consengt:gf/the Customs=Collector and to return the
consignment or suchzportion theteofas’may be reguired, the Customs Collector
shall make over the consignment to\the imparter.

(2) If an importer whe has given'anundertaking under the proviso to subrule
(1) is required by the Customsr Corlleétor to #eturn the consignment or any
portion thereof he shall rétamn the consignment or portion thereof within ten
days of receipt of the notice.] N

8[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
behalfsubject to the approval of the Central Government reports to the Customs
Collecor 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
that it cannot be remediedy bthe 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 theyevenanufactured or forfeit
them to the Central Government which shall cause them to be destroyed:]
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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
Custons 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.

877(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 sample$ any drug contravene in any respect the provisions
of Chapter Ill of the Act or the rules thereunder and that the contravention is
such that it can be remedied by the importer, the Customs Collector shall
communicate the report forthwith to the importadaermit him to import the
drug on his giving an undertaking in writing not to dispose of the drug without
the permission of the officentatthorised in this behalf by the Central
Government.] : r

&3[***]

43.The drugs spetified in Sc(dlaleDshaII be exempt from the provisions
of Chapter Il of the Act“atid-of the Rules made thereunder to the extent, and
subject to the condltlons speC|f|ed in that Schedule

8Y43A. Nodrug shall be |mported ito Indla except thgb one of the
following places, namel:

Firozepur Cantonment and Amritsar Railway Stations:

In respect of drugs imported bv rail across the frontier with Pakistan;
Ranaghat, Bongaon and Mohiassan Railway Stations:

In respect of drugs imported by rail ass the frontier with Bangladesh;

YPetrapole Road in West Bengal, Sutarkandi in Assam, old Raghna Bazar and
Agartala in Tripura:

In respect of drugs imported by road from Bangladesh;]

ARaxaul:
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In respect of drugs imported by road and railway lines connecting Raxaul in
India and Birganj in Nepal;]

9 Chemai, Kolkata, Mumbai, Cochin, Nhava Sheva, Kandla, Inland
Container Depots at Tuglakabad andtp@eganj in Delhi,®[Tuticorin and

Kamrajar Port] in Tamil Nadu, Marmugao port in Goa, Visakhapatnam and

B AKri shnapat nam anid AnGraanRyaalesta and haziip o r t s
port and Inland Containddepot Khohdiyar®[Gandhinagar and Mundra Port]

in Gujarat2Jand ¥[Inland Container Depot at Dhannad and Tihi], Indore in
Madhya Pradesh]: in respect of drugs imported byrgedndia;]

Chennai, Kolkata, Mumbai, Delhi, Ahmedabad, Hyderabada, @engaluru
and Visakhapatnam:

in respect of drgs imported by air_intg India.]

%43B. Drugs, congighmentsiof which aréintransthrough India to
foreigncountries and.which shall ‘notbersold of, distributed in India shall be
exempted from the reguirements: of Chapter Il of the Drugs and Cosmetics Act,
1940 (23 of 1940) and rules made! thereunder

Provided that if the Governmeht ‘of the countries taioh the drugs are
consigned regulate thelr» |mport_by,‘the___,grant ofsimport licences, the importer
shall at the time of importinto India;preduce such import licences.]

BN

PIGOVERNMENT ANALYSTS, INSPECTORS, LICENSING
AUTHORITI ES AND CONTROLLING AUTHORITIES]

19944, Qualifications of Government Analystd A person appointed as a
Government Analyst under the Act shall be a persordwho

(a) is a graduate in Medicine or Science or Pharmacy or Pharmaceutical
Chemistry of al%jUniversity established in India by the law or has an
equivalentqualification recognised and notified by tBentralGovernment for
such purpose] andas had not less thdive years'postgraduate experience in

the testing of drugs in a laboratory under the control of (i) a Government
Analyst appointed under the Act, or (i) the head of an Institution or testing
laboratory approved for the purpose by the appointing auth&dtyr has
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completed two years' training on testing of drugs, including items stated in
Schedule C, in Central Drugs Laboratory], or

(b) possesses a pegtaduate degree in Medicine or Science or Pharmacy or
Pharmaceutical Chemistry off&[University established in India by the law or

has an equivalent qualification recognised and notified by the Central
Government for such purpose] or possesses theAssociateship Diploma of the
Institution of Chemists (India) obtained by passing the sasmeation with
‘Analysis of Drugs and Pharmaceuticals' as one of the subjects and has had after
obtaining the said pogfraduate degree or diploma not less than three Years'
experience in the testing of drugs in a laboratory under the control of (i) a
Government Analyst appointed under the Act, or (ii) the head of an Institution
or testing laboratory approved for the purpose by the appointing autA&fiy

has completed two years' training on testing of drugs, including séated in
Schedule Cin Central Drugs Laboratoryj:

Provided thal
199(i) for the purpose of exammatlonof items in §cheduk@ C,

(ia) the persons appointed/under clausen(a) or (b) and having degree in
Medicine, Physiology, Phimacology, Microbiology, Pharmacy should
have experiencé.or trainiag:in:testing of Said items in an institution or
laboratory approv‘ed,by the‘appaintingcauthority for a period of not less
than six months; , oveRY

(ib) the person appointed under clause (a) or (ib)niot having degree

in the above subjects should have experience or training in testing of the
said Schedule C drugs for a period of not less than three years in an
institution or laboratory approved by the appointing authority or have
completed two yearsaining on testing of drugs including item stated in
Schedule C in Central Drugs Laboratory;]

(if) 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 bythe 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

Central Drugs Standard Control Organization, Ministry of Health and Family Welfare, Govt. of India Page280f963



Analysts. The persons so appointed may, if the ayipgi authority so
desires, continue in service after the expiry of the said period of four years;

(iif) no person who is engaged directly or indirectly in any trade or business
connected with the manufacture of drugs shall be appointed as a Government
Analyst for any area:

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
medcine or pharmacy and has had not less than five years' experience in the
standardization of biological products or a person holding a-grasiate
degree in Veterinary Sciencer General Science, or medicine or Pharmacy or
Pharmaceutical Chemistry witin experience of not less than three years in the
standardisation of biological products: c

Provided also that persons alseady-appointed as Government Analysts may
continue to remain 4n servige,if: the appoimting authority so desires,
notwithstanding the f& that they db:notjfulfil the qualifications as laid down in
clause (a), clause (b)or the preceding/proviso.] &

45. Duties of Government Analystsd|(1) The Government Analyst shall
cause to be analysed Gt tested ‘stich-samples of By as may be sent to
him by Inspector or other persornisitrdérthe provisions of Chapter IV of the Act
and shall furnish reports of the: resultszof test or analysis in accordance with
these rules®within a period ofsixty days of the receipt of the sample:

Provided that where it is not possible to test or analyse the sample within the
specified period, the Government Analyst shall seek extension of time from the
Government giving specific reasons for delay in sucing®r analysis.]

(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 samplé On receipt of a package from an
Inspector containing a sample for test or analysis, the Government Analyst shall
compare the seals on the packdor on portion of sample or container] with
the specimen impression receiveda@pely and shall note the condition of the
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seals on thé®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 B of the result of the test or analysis, together with full
protocols of the tests or analysis applied.

19 Explanationd It shall be deemed to be full and sufficient compliance
with the requirement of the rule in respect of thpm@y of "protocols of the
tests or analysis applied"gif

(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 aen givthe 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 spébific tests or analysis in the
pharmacopoeias are giveq hetkeport;

(3) for patent gr proprietar»_y;f’mfed‘iéines containing pharmacopoeial drugs
for which the official tests or analysis or methods of assays are modified
and applied, a description jof the actwabtests or, as the case may be,
analysis or methods obsdys 0 applied is given in the report;

(4) for patent or“proprietaryi=medicines“for which no pharmacopoeial
tests or methods of analysis, are avaitéble or can be applied but for which
tests or methods of analysis 'giv'en 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 the report;

(5) for those drugs for which methodsteskt 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 analysisd An application from a purchaser
for test or analysis of a drug under section 2éefAct shall be made in Form
14A and the report of test or analysis of the drug made on such application shall
be supplied to the applicant in Form 14B.
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48. Feesd The fees to be paid by a person submitting to the Government
Analyst under section 26 dhe Act for test or analysis of a drdg[***]
purchased by him shall be those specified in. Schedule B.

11149, Qualifications of Inspectorsd A person who is appointed an
Inspector under the Act shdlle a person who has a degree in Pharmacy or
Pharmaceutical Sciences or Medicine with specialisation in Clinical
Pharmacology or Microbiology from a Univesestablished in India by law:

Provided that only those Inspectors

(i) who have not less thal8 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' Schedul&’xC in a laboratory approved for this
purposeby the Ilcensmg authorlty, or

(i)  who have galned experlence of not Iess than three years in the
inspection of firm manufactiting” any of the substances specified in
Schedule C during the tenure of thelr sepvices as Drugs Inspectors;

shall be authosied to mspect the manufacture of the substances mentioned in
Schedule C:] :

UZprovided further that the'requirefiient as to the academic qualification
shall not apply to persons appointed as Inspectors on or before the 18th day of
October, 1993.]

11949A. Qualification of a Licensing Authority.8 No person shall be
qualified to be a Licensing Authority under the Act unfess

(i) he is a graduate in Pharmacy or Pharmaceutical Chemistry or in
Medicine withspecialisation 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:
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1 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.]]

11/50. 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 d 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 stule (1), or as the case may be, an officer appointed by
the State Government under suite (2)shall be a controlling authority.]

L1950A.Qualification of a Contrdlling' Althority. 8 (1) No person shall be
qualified to be a Controlling Authofity-tinder th€Act unéess

() he is a graduate mPharmacy or Pharmaceutical Ghgnar in
Medicine with=specialisatiofdn Elinical Pharmacology or Microbiology
from a University established in India by law; and

(i) he has experience-in Vthe_ manufacture or testing of drugs or
enforcement of thg provisions of the Actfor a minimuenipd of five
years: /

11TProvidedthat 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 safeSubject to the
instructions of the controlling authority, it shall be the duty of an Inspector
authorized to inspect premises licensed for the sale ofdrugs

(1) to inspectifnot less than once a year] all establishments licensed
for the sale of drugs within the area assigned to him;

(2) to satisfy himself that the conditions of the licences are being
observed;
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(3) to procure and send for test or analysis, if necessarygrtat
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) to investigate any complaint in writing which may be made to him;

(5) to institute prosecutions in respect of breaches of the Act and rules
thereunder;

(6) to maintain a record 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 mitbcopies of such record to the
controlling authority;

(7) to make sucheaniri'és and imspections as may be necessary to
detect the sale of drugs in ¢onttaventiof,of the Act;

(8) when so atithorized bytheState Gowvernment, to detain imported
packages Wich he has reasgnito” suspect eontain drugs, the import of
which is prohibited, |

52. Duties of dpspectors-ispecially authorised to inspect the
manufacture of drugs io[**?]]. ) Subject o the instrgions of the
controlling authority it shallbe,the duty of andnspector authorized to inspect the
manufacture oEJdrugsi@y**+]] |

(1) to inspectZ[not less than once gear], all premises licensed for
manufacture ofqdrugs 129***]] within the area allotted to him to
satisfy himself that the conditions of the licence and provisions of the
Act and Rules thereundare being observed;

(2) in the 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 phka 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;
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(3) to send forthwith to the controlling authorigjter 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) to take samples of thddrugs ***]] manufactured on the
premises and send them for test or analysis in accordance with these
Rules;

(5) to institute prosecutions in respect of breaches of the Act and rules
thereunder.

53. Prohibition of disclosure of information.d Excep 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 fim in the course of his official duties.

54. Form of order.fiot to dlspose of stocld An order in writing by an
Inspector under clauge (c) of sectlon 22 of the Act requiring a person not to
dispose of any stockin his possessmn ‘shall be in Form 15,

12754 A. Prohibition_of salea No petsan in possessmn of a dAig**] in
respect of which an Taspector has made an erder under clause (c)-of sub
section(i) of section 22 '0f the Aetrshall:in contravention of that order sell or
otherwise disposef@ny stock ‘ef such drugd#+].]

12955, Form of receipts for seized drugsi2{***], record, register,
documents or any other material object® A receipt by an Inspectoof the
stock of any drug?q***] or for any record, register, document or any other
material object seized by him under clause (c) or clause (cc) efesaion (1)
of section 22 ofthe Act shall be in Form 16.]

12I55A.Manner of certifying copies of seized documen®®.The Drugs
Inspector shall return the documents, seized by him under clause (cc), or
produced before him under clause (cca) of-sedtion (1) of section 22 of the
Act, within a period of tenty 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

Central Drugs Standard Control Organization, Ministry of Health and Family Welfare, Govt. of India Page340f 963



the concerned Drugs Inspector and the pefsan whom they were seized, or
as the case may be, who produced such records.]

56. Form of intimation of purpose of taking samplesd When an
Inspector takes a sample of a drug for the purpose of test or analysis, he shall
intimate such purpose in writing Form 17 to the person from whom he takes
it.

128[56A. Form of receipt for samples of drugs where fair price tendered
is refuseddo Where the fair price, for the samples of drugs taken for the
purpose of test or analysis, tenei@runder suisection (1) of section 23 has
been refused, the Inspector shall tender a receipt therefor to the person from
whom the said samples have been taken as specified in Form 17A.]

57. Procedure for despatch. of sample to Government Analyst. (1)
The portion of sample or thescontainer seftdy an Inspector to the Government
Analyst for test or analysis under{sséction (4) of,section 23 of the Act shall
be sent by registered post or by hand ira 'sealedzpacket, enclosed together with
a memorandum in dfm 18, in an outer cover addressed to the Government
Analyst.

(2) A copy of the memorandum and e‘specimen impression of the seal used
to seal the packet shall be sent:to:ithe Government Analyst separately by
registered post or by hantk-

12958, Confiscation of drugs, implements, machinery, etd.(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 contravemti 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, duleerated drug under
section 17B 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 ih suc
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.]
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13958A.Procedure for disposal of confiscated drug8. (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
rulesin 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 Courshall 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 confiscatedghlare of standard quality
and do not contravene the provisions of the Act or the rules made thereunder, he
shall rgoort to the Court accordinglyéThe,Court may then order the Inspector
to give the stocks of confiscated drutgshospital or dispensary maintained or
supported by the Goveriment dr by Charitable lnstitutions. ]

i

SALE OF DRUGS OTHER THAN HOMEOPATHIC MEDICINES

59. (1) The State _Government"’*sﬁh\allk' i‘appoint ficensing authorities for the
purpose of this Part foUsh areastas:may:be specified.

1321(2) Application for the gramd***] of-avlicence £4to sell, stock, exhibit
or offer for sale or distribute] drugs, other than thoséuied in Schedule X,
13Yshall be made in Form 19 accompanied by a fee of rupees one thousand and
five hundred or in Form 19A accompanied by a fee of rupees five hundred, as
the case may be, or in the case of drugs includedhnadide X shall be made in
Form 19C 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 a shop in a village or town having population of 5,00@s3; the
application in Form 19A shall be accompanied by a fee of rupees ten.

(3) L39A fee of rupees one hundred and fifty] shall be paid for a duplicate
copy of a licencé®qto sell, stock, exhibibr offer for sale or distribute] drugs,
other than those included in Schedule X, or for a licence to sell, stock, exhibit
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for sale or distribute drugs included in Schedule X, if the original is defaced,
damaged or lost:

Provided that in the case of itimet vendor or an applicant who desires to
establish a shop in a village 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.

&6[***]

13760. 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 lisldon

3961.Forms of licences to sell drugd. (1) A licenceito sell, stock,
exhibit or offer for sale orsdistribute] drugs other than those specified in
Schedules C, C (1) and:X and-by tétail,ostriéted licence or by wholesale,
shall be issued in Form,20, Form:20A:0r Form 20B, as the case may be:

Provided that a licence in Fonm20A%shall be valid for only such drugs as are
specified in the licence. : |

(2) A licence**to7sell, stock; exhibitior offerdor sale or distribute] drugs
specified in Schedules C:and C:'(':L) éxClUding those specified in Schedule X, by
retail on restricted licence“6r, by wholesale@hall be issued in Form 21, Form
21A or Form 21B, as the case may e’ =

1Provided that a licence in Form 21A shall not be granted for drugs
specified in Schedule C and shall be valid for only such Schedule C (i) drugs as
are specified in the licence.]

(3) A licencel[to sell, stock, exhibit or offer for sale or distribute] drugs
specified in Schedule X by retail or by wholesale shall be issued in Form 20F or
Form 20G as the case may be]

62. Sale at more than one placeé.If drugs are sold or stocked for sale at
more han one place, separate application shall be made, and a separate licence
shall be issued, in respect of each such place:
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14Provided that this shall not apply to itinerant vendors who have no
specified place of business and wiidl be licensed to conduct business in a
particular area within the jurisdiction of the licensing authority.]

14762A. Restricted licences in Forms 20A and 21& (a) Restricted
licences in Forms 20A and 21A shall be issued stibgethe 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 fobona fidetravelling 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 of distribution of drugs are not
available.

(c) The licensing autharity magsue a liGence in Form 21A to a travelling
agent of a firm but to nocother elassiof: itinerantvendors for the specific purpose
of distribution to medical practltloners or dealers samples of biological and
other special products specifiedd |n Schedule C:

Provided that travelllng agents) of licensed ananufacturers, agents of such
manufacturers and ofzimportefs. of drtigs shall be exempted from taking out
licence for the free distribution ofisamples of medicines among members of the
medical profession, hospltals |spensar|es and the medical institutions or
research institutions.

11962B. Conditions to be satisfied before a licence in Form 20A or Form
21A is grantedod (1) A licence in Form 20A or Form 21A shall not be granted
to any persorunless 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 ajpgs:

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

(2) In granting a licence under rule 62A the authority empowered to grant
to it shall have regard &
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() the number of licences granted in thedlty during one year
immediately preceding; and

(i) the occupation, trade or business carried on by such applicant:

Provided that the licensing authority may refuse to gt&fit*] a licence
toany applicant or licensee mespect 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 underulas

(3) Any person who is aggrieved by the order passed by the licensing
authority in sukrule (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 thematter as it considers necessary and after giving the appellant
an opportunity for representing his viewsin the matter, make such order in
relation thereto as it thinks fit.] <

14962C. Applicatiortfor Ilcence to seII drugs by Wheesale or to distribute
the same from a mator vehicled (1) Appllcatlon fop the grant*y***] of a
licence to sell by wholesatesonto dlstnbute fraro a motor vehicle shall be made
to the licensing authonty in Fofm 19AA and dHz¢ accompanied b{#]a fee
of rupees five hundred] S

&8[***]

(2) A fee of rupees*Jone hundred and fifty] shall be paid for a duplicate
copy of a licence issued underghule, if the original is defaced, damaged or
lost.

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

Provided that such a licence shall not be required in a case where a public
carrier or a hired vehicle is used for transpootatr distribution of drugs.]
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15963. Duration of licenced (1) A licence issued in Forms 20, 20A, 20B,
20BB, 20F, 20G, 21, 21A, 21B or Form 21BB shall remain valid, if licencee
deposits a licence retention fee referred to inrsud (2) before the expiry of a
period of every succeeding five years from the date of its issue, unless, it is
suspended or cancelled by the licensing authority.

(2) The licence retention fee referred to in sule (1) shall be equivalent
to the respetive fee required for the grant of such licence.

(3) If the licencee fails to pay licence retention fee on or before the due
date as referred to in suble (1), he shall be liable to pay licence retention fee
along with a late fee calculated at theeraf two per cent, of the licence fee for
every month or part thereof up to six months, and in the event gpayment
of such fee, the licence shall be deemed to have been cancelled.]

63A. Lo]xx4]
63B. 157%+4]

15364. Conditions#o be satisfiedibefore a licence i#{Form 20, 20B,
20F, 20G, 21 or 21BYis granted=q*#*]} 0 (i), A-licerice in:{Form 20, 20B,
20F, 20G, 21 or 21B}¥qto sell; stock, exhibit or offer for sale or distribute]
drugs shall not be @ranteéPf#**} to..any person unless the authority
empowered to grant the ticencesatisfieg:that thé premises in respect of which
the licence is to be grantéef{*sx], are adequafe, equipped with proper storage
accommodation for preserving the p'r’Op'erties of the drugs to which the licence
applies and are in chge 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***] unless the licensing authority is satisfied that the
requirements prescribed for a pharmacy in Schedule N have been complied
with:

L3TProvided further that licence in Form 20F shall be graitgt] only
to a pharmacy and in areas where a pharmacy is not operating, such licence may
be granted®{***] to a chemist and druggist.]
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Explanationd For the purpose of this rule the term ‘pharmacy' shall be held
to mean ad include every store or shop or other pta¢g) 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 preparét); which
has upon it or displayed within by 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 or upon it gives the impression that the operatinantioned
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®>g***] a licence under sukrule (1) the authority empowered
to grant it shall have gard®

39(i) to the average numberoafslicences granteft**] during the
period of 3 years immediately.preceding, and]

(i) to the occupation, tradé;,;‘()if:- _b"u'si‘ness ordinarily carried on by such
applicar duringthe period "afprg‘said:

Provided that the licensingcauthority may sefuse to graif[if*] a licence
to any applicant or licensee in respect ofywhom itds satisfied that by reason of
his conviction of an offence UmdeheAcCt or these rules, or the previous
cancellation or suspension of anylicencelgraffi§tt*] thereunder, he is not a
fit person to whom a licence6hould-bezgrari@**] under this rule. Every
such order shall be communicated to the licensee as soon as possible:

189Provided further that in respect of an application for the grant of a licence
in Form 20B or Form 21B or both, the licensing authority shall satisfy himself
that the premises in respect of which a wholesale licence is to be granted
16[*xx] are §

(i) of an area of ndess than ten square metres)d
1%(ii) in the charge of a competent persaod

(a) is a Registered Pharmacist, or;
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(b) has passed the matriculation examination or its
equivalentexamination from a recognised Boavith the four
years'experience in dealing with sale of drugs, or;

(c) holds a degree of a recognised Unsity with one year's
experience in dealing with drugs:]

189Provided also thét

(i) in respect of an application for the grant of a licence in Form 20
orForm 21 or both, the licensing authority shall satisfy itself that
thepemises are on an area of not less than 10 squastres, and

(i) in respect of angplication for the grant of kcenced
(@ inForm 20 ok fFForm 21 v hoth, and
(b) in Form 208 oF; Form 2lB or both,

the licensing authority-shall satlsfy ltseﬂiht the premlses are of an area not less
than 15 square metres:

Provided also thatthe provisions. of fh‘e preceding proviso shall not apply to
the premises for whichslicencesihave:been isstied by the licensing authority
before the commencemetit of the Drlagmi Cosmetlcs (1st Amendment) Rules,
1997.] »

184(3) Any person who isaggrieved by the order passey the licensing
authorityin subrule (1) may, withn 30 days from the datd the receipt ofsuch
order, appeal to the Stat@overnment 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.]

65. Condition of licencesd Licences int®Forms 20, 20A, 20B, 20F, 20G,
21 and 21B] shall be subject to the conditions stated therein and to the following
general condition$:
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169(1) Any drug shall, if compoundeor made on the licensee's premises,
be compounded or made by or under the direction and personal
supervision of @*[registered pharmacist],

(2) The supply, otherwise than by way of wholesale deafifjty}*] of

any drug supplied on the prescription of a Registered Medical Practitioner
shall be effected only by or under the personal supervision of a
167registered pharmacist].

189(3) (1) The suppyl of any drugi®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 thei@enumber of entry in the register
shall be atered on the prescription. THellowing particulars shall be
entered in the registéy:

(@) serial number of the; entry; 23
(b) the date®of supply};
(c) the name apd addressiofithe prescribes

179(d) the nane and addréss_ Of_the patient, or the name and address of
the owner of theZanimal if the drug supplied is for veterinary use,]

(e) the name of the driigtorcpréparation and the quantity or in the case
of a medicine made up ke licensee, the ingredients and quantities
thereof,

(f) in the case of a drug specified¥f§{Schedule C ot“Schedule H
and Schedule H] the name of manufacturer of the drug, its batch
numberand the date of expiry of potency, if any,

(g) the signature of th®[Registered Pharmacist] by or under whose
supervision the nacine was made up or supplied:

Provided that in the case of drugs which are not compoundéd in
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 case
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or credit memo books, serially numbered and specially maintained for
this purpose:

Provided further thatfithe 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 new
entry in the register includes a serial number, the date of supply, th
guantity supplied and asufficient 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 dredemo particulars in
respect ad

(i) any drugs suppliedagainst prescription under the Employees
State Insurancg>'Scheme if alfthe above particulars are given in
that prescription, ane 25y

(i) any=drugs otherithan’that spegified #Schedule C or
173Schedule H andSchedulelliif it issupplied in the original
unopened container, Of the mansifacturer and if the prescription is
duly stamped at the time)ofisupply with the name of the supplier
and he date on whieh:the stpply was made and on condition that
the provisions of staailes(4)7(3)of this rule are complied with.

19 (h) the supply of a drug speCifi'ed in Schedule HI shall be recorded in
a separate register at thmeé of the supply giving the name and address
of the prescriber, the name of the patient, the name of the drug and the
quantity supplied and such records shall be maintained for three years
and be open for inspection.]

(2) The option to maintain a presdign register or a cash or credi 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 grafi* **] of the licence to sell by retail:

Provided that the Licensing Authority may require records to be maintained
only in prescription register if it is satisfied that the entries in the carbon copy of
the cash or credit memo book are not legible.]
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179(4) (1) The supply by retail, otherwise than on a prescription of a drug
specified in Schedule €]***] shall be recorded at the time of supply eitber

(i) in a register specially maintained for the puws@an which the following
particulars shall be enteréd:

(a) 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 speciiein Schedule C, the name of the
manufacturer, the batch number and the date of expiry of potency,

() the signature of the person under whose supervision the sale was
effected, or

(i) in a cash or credit memo‘ hook, ‘ser’ially numbered containing all th
particulars specified in items (b) to (f) of sulause(l) above.

Noted The entries in-the carbon copy of the cash or credit memo which is
retained by the licensée shaII be maintained |n a legible manner.

(2) The option to maintain a register OF casknrtmdit memo book shall be made
in writing to the Llcensmg Authetityat:the tlme of application for the grant
17g++x] of a licence to sell by, retait™

Provided that the Licensing Autho'rity' may require records to be maintained
In a register if it is satisfied that the entries in the carbon copytloé cash or
credit memo book are not legible.

(3) (i) The supplyby retail of ary drug shall be made against a casltredit
memo which shall contain the followingarticulars:d

(a) name, address and sale licence number of the dealer,
19(b) serial number of the cash or credit memo,]
180(c)] the name and quantity of the drug supplied.

(i) Carbon copies of cash or credit menstsll be maintained by the licensee
as record.
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181(4) (i) 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, namelg:

(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.

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

187(5) (1) Subject to the other provisions of these rules the supply of a drug by
wholesale shall be made against & cash or credit memo bearing the name and
address of the licensee and=his licence nlffper under the Drugs and Cosmetics
Act in which the following-particulars-shatl be enteded:

(a) the date of sale,

(b) the name, addss of the Ilcensee to whom sold and his sale licence
number. In case of sale to an guthorty:purchasing on behalf of Government, or
to a hospital, medicat; educational or research dnstitution or to a Registered
Medical Practitioner fofithe purpose-of suppb<his patients the name arid
address of the authority, ‘institution -or the Reglstered 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,

18(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.

189(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, namefy
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(a) the date of purchase,

(b) the nameaddress 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.

(i) Purchase bills including cash or credit memodlidteserially 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 sipply 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 pyr‘ovided inthese rules, all registers and records
maintainecunder these rufes shallbespreservedifor a period of not less than two
years from the date of the last entry thereln ‘

(8) Notwithstandingzanything contamed in this ruleit shall not be necessary to
record any particulars incasregister. speC|aIIy maneta for the purpose if the
particulars are recorded in any other, reglster specially maintained under any
other hw for the time belng in foree.

189(9) (a) Substances specified%ﬁﬁ[Schedule H and $edule H] or Schedule
X shall not be sold by retalil éxCept 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 sl be retained by the licensee for a period of two
years.

(b) The supply of drugs specified #{Schedule H and Schedule HI] or
Schedule X to Registered Medical Practitioners, Hospitals, Dispensaries
and Nursing Homes shdle 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 8hall
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(a) be in writing and be signed by the person giving it with his usual
signdure and be dated by him;

187(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 totaamount of the medicine to the supplied and the dose
to be taken.

(11) The person dispensing a prescription containing a drug specified in
189ScheduleH and Schedule H18§and Schedule X] shall canmy with the
following requirements in addition to other requirements of these dules:

(a) the prescription must not be dispensed more than once unless the
prescriber has stated theréon that it fiay, be dispensed more than once;

(b) if the prescrip’tiyoncontai_nsjj;a’,direction that it may be dispensed a
stated number of times of; ,{'c‘it;_\stated intervals it must riot be dispensed
otherwise than irfaccordance withthe directions;

(c) at the time of disp'ensin,g there mUSt be noted on the prescription
above the ginature;of the prescriber the nameyand address of the seller and
the date on which the prescription is-dispensed.

189(11A) No person dispensing & preseription containing substances specified in
18y189Schedule H and Schedule HI] or X] may supply any other preparation,
whether containing the same substances or not in lieu thereof.]

189(12) Substances specified in Schedule X kept in retail shopeamniges used
in connection therewith shall be stoded

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

(b) in a part of the premises separated from the remainder of the premises
and to which only rgmonsible persons have access.]

&({***]
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19(15) (a) The description "Drugstore" shall be displayed by such licensees
who do not require the services off4Registered Pharaist].

(b) The description "Chemists and Druggists" shall be displayed by such
licensees who employ the services é#%Registered Pharmacist] but who
do not maintain a "Pharmacy" for compounding against prescriptions.

(c) The description "Pharmacy”, "Pharmacist”, "Dispensing Chemist" or
"PharmaceuticalChemist" shall be displayed by such licensees who
employ the services of &JRegistered Pharmacist] and maintain a
"Pharmacy" for compoundinggainst prescriptions.

199Explanationd For the purpose of this rule

(i) 'Registered Pharmacist' means a person who is a registered pharmacist as
defined in clause (i) of section 2 of the Rharmacy Act, 1948 (8 of 1948):

Provided that the pr'o'visions" of ,\j'sakection (97 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 Potehcy’ means the date that is recorded on the
container label orZwrappefas the date uptoswhich the substance may be
expected to retain a potency"hor Vles"s" than @F not to acquire a toxicity greater
than that required or permitted by the predcribed test.]]

199(16) The license shall maintain an Inspection Book in Form 35 to enable an
Inspector to record his impressions and the defects noticed.]

199(17) No drug shall be sold or stocked by the licensee after the date of
expiration of potacy recordd on its containerabel 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 tfoe withdrawal,
reimbursement or disposal of the same, may be stocked after theofdat
expiration of potency pemay such withdrawal, reimbursement or disposal, as
the case may be, subject to the condition that the same shall be sfmaegiely
from thetradestocks®{and all such drugs shall be kept in packages or cartons,
the top of which shall display prominently, the words "Not for sale"].]
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199(18) No drug intended for distribution to the medigaofession as free
sample which bears a label on the container as specified in ¢fiisg] of
subrule (1) of rule 96, and no drug meant for consumption by the Employees'
State Insurance Corporation, the Central Governniéedlth 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
purpo® shall be sold or stocked by the licensee on his premises:]

199 Provided that this subule shall not be applicable to licensees who have been
appointed as approved chemists, by the State Government in writing, under the
Employee's 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 Medi&torescar,other Government Institutions for
drugs meant for consumption underthose schéfes have been appointed as
authorised Depots or €arrying »and;;;Fo-rwarding agent by the manufacturer in
writing, for storing fre€ sampb .myéan’t}fdr distribution to medical profession]
subject to the conditians that the’stackshall be stated separately from the trade
stocks and shall maintain separatg rec¢ords of the stocks received and distributed
by them.] 2N

200(19) The supply by retail of :a'ny drug in a eontainer other than the one in
which the manufacturer has marketed the.drug, shall be made only by dealers
who employ the services of2&{Registéred Pharmacist] and such supply shall

be made under the direct supervision of tf§Registered Pharmacist] in an
envelope or other suitable wrapper or container showing the following
particulars on the labé:

(@) name of the drug,
(b) the quantity supplied,
(c) the name and address of the dealer.]

202[(20) The medicines for treatment of animals kept in a retail shop or premises
shall be labelled with the words "Not for humanduder treatment of animals
only" and shall be storéd
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(a) in a cupboard or drawer reserved solely for the storage of veterinary drug,
or

(b) in a part of the premises separated from the remaindbe pfémises to
which customers are not permitted to have access.]

209(21) (a) Thesupply of drugs specified in Schedule X shall be recorded at the
time of supply in a register (bound and serially page numbered specially
maintained for the purpose and separate pages shall be allotted for each drug.

(b) The following particulars shall lentered in the said register, namély:

() Date of transaction;

(i)  Quantity received, iiny,the name and address tife supplier and
the number of the relevant Ilcence hddg thesupplier;

(i)  Name of the drug;

(iv) Quantity supplied;

(v) Manufacturer’s name‘ 2 SIZ TS

(vi) Batch No./r Lot No§; A
(vii)  Name and address ofthe patlent/purchaser

(vii) Reference Nurmnber of'the prescription against which supplies were
made; 7 DA

(ix) Bill No. and“date in respectof purchases and suppliade by him;

(x) Signature of the persen-under Whose supervision the drugs have
been supplied.] »

20965A.Additional information to be furnished by an applicant for
licence or a licensee to the licensing authorit§. The appliant 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
which applying for or after obtaining the licence, as the case may be.]

20965B. Inspection for verification of compliance. 8 The licensing
authority shall cales inspection, by the Inspector appointed under the Act, of
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each premises licensed under this Part, to verify the compliance with the
conditions of licence and the provisions of the Act and these rules, not less than
once in three years or as needed asgipkeibased approach.]

66. Cancellation and suspension of licencés(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 therefore, 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 wih any provisions of the Act or rules thereunder:

299Provided 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 suspendéf the Ilcensee proyes to the satisfaction of the licensing
authorityd

(a) thatthe act or omission was not instigatéd or connived at by him or, if
the licensee is a firm or company, by a partner of the firm or a director of
the company, or

(b) tha he or hiszagent or employeaihad not peen guilty of any similar act
or omission within%twelve ‘monthis:before the date on which the act or
omission in question‘took plage; er‘where his agent or employee had been
guilty of any such act Gf<omissioni"the lisee 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) that he had used due diligence to ensure that the conditions of the
licence or the provisions of the Act or the rules thereunder were observed.]

210(2) A licensee whose licence has been suspended or cancelled may,
within three maths of the date of order under sule (1), prefer an appeal
against that order to the State Government, which shall decide the same.]
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21I66A. Procedure for disposal of drugs in the event of cancellation
oflicence.d (1) In case a licensee, whose license has been cancelled, desires to
dispose of the drugs he has in his possession in the premises in respect of which
tine licence has been cancelled, he shall apply in writing to the licensing
authority for this purpose, giving thiellowing particularspamely:o

(a) 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, as the case may be, held by him,

(b) the names of drugs gether 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).

(2) The licensing authority may, after examination of the paetrsuleferred
to in subrule (1) and, if n‘ecesxsa‘ry, after"inspection by an Inspector of the
premises where the drugs are ﬂstoqlged, grant the necessary permission for their
disposal.] B S5 ‘

212 [***]

| 2EBHRTRA
SALE OF, HOMOEOPATHIC MEDICINES

67A. (1) The State Government s'halluappoint licensing authorities for the
purpose of this Part for such areas’asmay be specified.

(2) Application for the grant or renewal of a licerté&to sel, stock, exhibit
or offer for sale or distribute] Homoeopathic medicines shall be made in Form
19B to the licensing authority and shall be accompanie#tfay fee of rupees
two hundred and fifty]:

219pProvided that if the applicant applied for renewal of licence after its
expiry but within six months of such expiry the fee payable for renewal of such
licence shall bé[rupees two hundred and fifty plus an additional fee at the rate
of rupees fifty pemonth or part thereof].]

211(3) If the original licence is either defaced, damaged or lost, a duplicate
copy thereof may be issued on paymerit$a fee of rupees fifty].]
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67B. A licensing authoritymay, 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, to any other person under this control.

67C.Form of licences to sell drug8. (1) A licence?!qto sell, stock, exhibit
or offer for sale or distribute] Homoeopathic medicines by retail or by
wholesale shall be issued in Form 20C or Form 20D as the case may be:

219Provided that no licence shall be required exhibiting the drugs for
promotional activities in any fair.]

67D. Sale at more than one placé. 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 @ah place.

67E.Duration of licencesdsAn o'r'i'gina‘l licence or a renewed licence unless
it is sooner suspended or:canceled-shaftealidfor a period of five years on
and from the date on which] it4s: g.rahwd or renewed:

219Provided that ifsthe applica"tibh‘ﬂ«fdr. 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 feethe-licence shall continue to be in toile
orders are passed on“he application. and the licence shall be deemed to have
expired if application fortits repewal is;not made within six months after its

expiry]

22967EE. Certificate of renewald The certificate of renea of a sale
licence in Forms 20C and 20D shall be issued in Form 20E.]

67F. Conditions to be satisfied before a licence in Form 20C or Form
20D is grantedd (1) A licence in Form 20C or Form 20BYto sell, stock
exhibit or offe 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 licenndarm 20C the sale premises is in charge of a
person who is or has been dealing in Homoeopathic medicines and

223who is havingd

(a) degree in Homoeopathy from a recognised University; or
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(b) degree in Pharmacy from a ogmised University; or

(c) Bachelor's degree from eecognised University with one year
experience of dealing in Homoeopathic medicines in the clinic of a
registered Homoeopathic Medical Practitioner or with the holder of
licence in Form 20C or Form 2QDr

(d) diploma in Homeopathic Pharmacy; or
(e) diploma in Homeopathy Medicine and Surgery:]

29Provided that the person already registered with the State Licensing
Authority as competent person for the purposes of griaintense in Form 20C
or Form 20D or both prior to the coming into force of the Drugs and Cosmetics
(11th Amendment) Rules, 2017, shaII contlnue to be considered as a competent
person for the said purposes: '

Provided further that 'no registéred Homeopalhimlical practitioner who is
practising Homeopathy in the premlses where Homeopathic medicines are sold
shall deal in Homeopathlc medlcmes]

(2) Any person whois aggne,ved, by the order passed by the licensing
authority under subuleZ(1) may, within/30 dag/fronsithe date of the receipt of
such order appeal to the’State GOvernm’ent and‘the State Government may, after
such enquiry into the matter, as it considérs necessary and after giving the
appellant an opportunity for represeriting his case, make suchionisgation
thereto as it thinks fit.

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

(1) The premises where the Homoeopathic medicines are stomkedlé or
sold are maintained in a clean condition.

229(2) In the case of licence in Form 20C the Homeopathic medicines shall be
soldg

() under the supervision of a person having qualifications referred to in
subrule (1)of rule 67F; and
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(i) in manufacturer's sealed packing only except dispensing of
medicines in globules, water or milk sugar or as per prescription of a
Homoeopathic Medical Practitioner.]

(3) The licensee shall permit an Inspector to inspect the ipesmand
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 20D shall maintain records of purchase and sale of
Homoeopathic medicines ontaining alcohol together with names and
addresses of parties to whom sold.

224(5) The licensee in Form 20C 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 30 ml. or lower
capacity and in respect of mother tincturésmade up in quantities up to 60 ml.
need be maintained.] ¢~

229(6) The licensee shall maintai;ﬁ }{éhf_lri’spection BiwoKorm 35 to enable an
Inspector to record his impressions‘and the defects noticed.]

22167GG. Additional information to'be furnished by an applicant for
licence or a licensee te.the licefising authori§y. The applicant for the gnt
of a licence or any person grantetlza;ficence. ander this part shall, on demand
furnish to the licensing autharity, before thé& grant of the licence or during the
period the licence is in force, as the case may be, documentary evidence in
respect of thewnership 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 or
verifying the correctness othe statements made by the applicant or the
licensee, while applying for or after obtaining the licence, as the case may be.]

67H. Cancellation and suspension of licencés(1)The licensing authority
may, after giving the licensee an opportynio show case why suchan
ordershouldnobe passedyy an order in writing stating theeasons therefore,
cancela 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 ef th
conditions of the licence or with any provisions of the Act or rules made
thereunder:
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229provided that, where such failure or contravention is the consequence of
an act or omission on the part of an agent or employee, timedichall not be
cancelled or suspended if the licensee proves to the satisfaction of the licensing
authorityd

(a) that the act or omission was not instigated or connived at by him or, if
the licensee is a firm or company, by a partneheffirm 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 haveihad> knowledge @ft threvious act or
omission, or ~ ‘

(d) that he hadiused due “'6'd|'l|géh‘éte to ensure that the conditions of the
licence or the provisionssofithe Act or thesules thereunder were observed.]

229(2) A licensee 'Whose licgnce- has beenpgnsled or cancelled may,
within three months of the date:of the-order underrsid (1), prefer an appeal
against that order to the State Goyernment; which shall decide the same.]]

PART VII

Z2IMANUFACTURE FOR SALE OR FOR DISTRI BUTION]
OF DRUGS OTHER THAN HOMOEOPATHIC MEDICINES

68. Manufacture on more than one set ofpremises. d 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 tesp@achsuch set of
premises.

2UI68A. Grant 29***] of Licences by the Central Licence Approving
Authority. 8 (1) Notwithstanding anything contained in this Part, on and from
the commencement of the Drugs d@odsmetics (9th Amendment) Rulggide
G.S.R 923 (E), dated 14th December, 1992icence for the manufacture for
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sale or distribution of drugs as specified from time to time by @entral
Government by noti@iation in the Official Gazettdor the purpse of thisrule,
shall be granted®{***] by the Central LicenceApproving Authority
(appointedby the Central Government):]

Provided that the application for the gr&#f***] of such licence shall ke
made to the licensing authority.

(2) On receipt of the application for gragt{***] of a licence, the
licensing authority shall

(i) verify the statement made in the application form;

(i) cause the manufacturing thesting establishment to be inspected in
accordance with the provisions of rule 79; and

QS[***]

(3) If the licensingzauthority visQafSétvi'sfied that the applicant is in a position to
fulfil the requirements laid downféis?‘}inf—‘ther?aﬂaes, he=shall prepare a report to
that effect and forward it alongwith the applicatiéfifand the licence (in
triplicate) to be granted®[**]Zdulz completed] to the Central Licence
Approving Auhority:

Provided that if the licensing authority'is of the opinion that the applicant is
not in a position to fulfil the reqiifemenits laid down in these rules, he may, by
order, for reasons to be recorded in writing, refuse to grant the licence as the
casemay be.

(4) If on receipt of the application and the report of the licensing authority
referred to in subule (3) and after taking such measures including inspection of
the premises by the Inspector, appointed by the Central Government under
section 4 of the Act, with or without an expert in 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 grang3§***] 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 repbrthe licensing authority, by
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order, for reasons to be recorded in writing, reject the application for grant
4++*] of licence as the case may be.]

2968B. Delegation of Powers by the Central Liceree Approving
Authority. 8 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 qualifetions as prescribed for controlling authority under rule
50A for such areas and for such periods as may be specified.]

24969. Application for licence to manufacture drugs other than those
specified in Schedules C and C (1) tché Drugs and Cosmetics Rule8.
241(1) Application for gran£*g***] of 24jlicence to manufacture for sale or for
distribution] of drugs, other than those specified in SclesdG and C(l) shall
be made to the licensing autharityrappeinted by the State Government for the
purpose of this Part (hereinafter.in, this Part referred to as the licensing
authority) and shall be adle <5 h&E

(@) in the case of repacklngof drugs excludinmgpge specified in
Schedule X for$ale or distfibution|in Form 248B;

(b) inthe caseof manufactiire of drugs included in Schedule X in Form
24F; " e

(c) in any other case. inForm 24

(2) 24q(a) Every application in Form 24B dhhe 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 inspectiGf{***].

(b) Every application in Form 24F 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 every ssiiguent inspectio#{***].

(c) Every application in Form 24 shall be made upto temg for each
category of drugg*9referred to in Schedule M relating to Pharmaceuticals
products and Schedule -M relating to medical devices andh-vitro
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diagnostics] 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
inspectior?***].]

2i7[***]

(4) A fee ofZrupees one hundred shall be paid] for a duplicate copy of the
licence issued under clause (a), clause (b) or clause (c) ollsuli) if the
original is defaced, damaged or lost.

249(5) Applications for manufacture of more than ten items of each category
of drugs as™Jreferred to in Schedule M relating to pharmaceuticals products
and Schedule Mil relating to medical devices and-vitro diagnostics] or for
manufacture of additional items of drugs by licensees in Form 24 or Form 24F
shall be accompanied by an additional fee at the rate of rupees three hundred for
each additional item of dflg. Applicatiohs in Form 24B for licence to
manufacture for sale and distributien forrepacking for more than 10 items of
each category or far ‘manufactgref _:d]f ’additional item of drug shall be
accompanied by additional fee' ofrupees one hundred for each additional item
of drugs asategorizedn SchelulelM @nd/Mill. ]

21(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 122E,
such application shall alsé be accompanied with approvalriting, in favour
of the applicant, from the licefising autherity as defined in clause (b) of rule 21.]

2769A. Loan licencesd Y[(1) Application for the gran€J***] of loan
licences to manufacte for sale or for distribution of drugs other than those
specified in Schedule C, Schedule C(I) and Schedule X shall be made up to ten
items for each category of drug¥referred to in Schedule M relating to
pharmaceulicals pducts and Schedule -M relating to medical devices and
in-vitro diagnostics] and shall be made in Form 24A accompanied by a licence
fee of rupees six thousand and an inspection fee of rupees one thousand and five
hundred to the licensing authority:

@[***]
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29 Explanationd For the purpose of this rule a loan licence means a licence
which a licensing authority may issue to an applicant who intends to avail the
manufacturing facilities owned by a licgse 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 a loan licence.

259(3) subject to the provisions of suble (2), application for manufacture
of more than ten items for each category of drug on a loan licence shall be
accompanied by an additional fee apees thee hundred per additional item
2referred to in Schedule M relating to pharmaceuticals products and Schedule
M-Il relating to "medical devices and-vitro diagnostics].]

24(4) If the licensing authoryi‘ty'ivsr satisfied that a loan licence is defaced
damaged or lost or othefwise rendered Useless; he may, on payriidiat fefe
of rupees one thousand] issue‘a duphcate licenced]]

&({***]

26170. Form of licence to repack’ or Mmanufacture drugs other than those
specified in SchedulesZzC and 'C{B. Licences for $epacking of drugs against
application in Form 24B ‘shall be;granted:in Form 25B, licences for manufacture
of drugs included in Scheddle,, X againstapplication in Form 24F shall be
granted in Form 25F and licences for manufacture of drugs against application
in Form24 shall be granted in Form 25.]

26770A. Form of loan licence to manufactue for sale 2jor for
distribution] of drugs other than those 2Yspecified in Schedules C, C(l) and
X].6 A loan £Jlicence to manufacture for sale or for distribution] ofigh
other than those specified #&JSchedules C, C(I) and X] shall be issued in
Form 25A.]

26471. Conditions for the grant 29***] of a licence in Form 25 284or
Form 25F.]8 Before a licence in Form 2834or Form 25F] is granteéq***]
the following conditions shall be complied with by the applicant:
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(1) the manufacture shall be conductedemthe active direction and personal
supervision of competent technical staff consisting at least of one person who is
a whole time employee and wh@is

(a) a graduate in Pharmacygr Pharmaceutical Chemistry cf]a
Universty established in India by law or has an equivalent qualification
recognized 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 periodexperience 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 #f[a University estabdihed in India by law or

has an equivalent qualification recognised and notified by the Central
Government for such purpeselpwhgo. for the purpose of his degree has
studied Chemistry as.a principal.subject and has had at least three years'
practical experiereifi the manufacture of drugs after his graduation; or

(c) a graduate~in Chemrcal Engmeerlng or, Chemical Technology or
Medicine of 257&! UnlverS|ty establlshed in hdia by law or has an
equivalent qualificationrecognised anetified’by the Central Government

for such purposeJawith general trai'nihg and practical experience, extending
over a period of notless than three years in'the manufacture of drugs, after
his graduation; or

259(d) holding anyforeign 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 thatiny 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 Foftfd25
Form 25F] as it esited before that date shall be deemed to be qualified for the
purposes of this rule:

2l9Provided further that for drugs other than those specified in Schedules C,
C(l), and X and meant for veterinary use, the wholetime employder whose
supervision the manufacture is conducted shall be a graduate in Veterinary
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Science or Pharmacy or General Science or Medicine of a University
recognized by the Central Government and who has had atleast three years'
practical experience in thenanufacture of drugs excluding graduate in
Pharmacy who shall have at least eighteen months' practical experience in the
manufacture of drugs:]

2liprovided 2/4also] that the licensing authority maijn the matter of

manufacture of disinfectant fluid insecticides, liquid paraffin, medicinal gases,
nonchemical 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 clause (a), (b) or (c) of
this rule, has, in the opion of the licensing authority, adequate experience in
the manufacture of such substanee:]- “

(2) The factory premises sHall: comiphy with'sthe conditions prescribed in
Schedule M. SRS B ‘

(3) The applicant shall provide‘( adequate space, ‘plant and equipment for the
manufacturing operationsy’ the space;: plant and equipment recommended for
various opeations are given in Schedule M.

213(4) The applicant shall providerand“maintain adequate staff, premises and
laboratory equipment for carfying/otests: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 manufacturingits, which, before the commencement of
the Drugs and Cosmetics (Amendment) Rules, 3977vere making
arrangements with institutions approved by the licensing authority for such tests
to be carried out on their behalf may cong such arrangements 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 condutiednstitutions
approved by i€Junder Part XV (A) of these rules] for this purpose.]
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2I9(4A) The head of the testing unit referred to in condition (4) shall possess a
degree in Medicine or Scienocg 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 arrangésrmiem the storage of drugs
manufactured by him.]

211(6) The applicant shall, while applying for a licence to manufacture
219drugs], furnish to the licensing authority evidence and date justifyingttba

29drugsp

() contain the constituent ingredients in therapeutic/prophylactic
guantities 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 usesih the-egntext.of the Vehicles, excipients additives and
pharmaceutical aids used:injthe;formulation, and under the conditions in
which the formulations for administration and yse are recommended;

(i) are stable undgr theconattis\of storage recommended; and

(iv) contain suchZingredients and il such guantities for which there is
therapeutic justification.] - :

29(v) have the approval tin. aetifing, in favour of the applicant to
manufacture drug formulatis falling under the purview of new drug as
defined in rule 122E, from the licensing authority as defined in clause (b)
of rule 21.]

20(7) The licensee shall comply with the requirements of 'Good Manufacturing
Practices' as ldidown in Schedule M.]]

28I(8) The applicant shall make application for grant of licence for a drug
formulation containing single active ingredient only in proper name.]

287(9) In case the applicamtends to market the drug under a brand name or
trade name, the applicant shall furnish an undertaking in Form 51 to the
licensing authority to the effect that to the best of his knowledge based on
search in trade marks registry, central data base fodbrame or trade name of
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drugs maintained by Central Drugs Standard Control Organisation, literature

and reference books on details of drug formulations in India, and internet, such

or similar brand name or trade name is not already in existence witlttréspe

any drug in the country and the proposed brand name or trade name shall not
lead to any confusion or deception in the market.]

28J71A. Conditions for the grant 294**] of a licence in Form 25B.8
Before a licence in Form 25B is grantég***] the following conditions shall
be complied with by the applicant

(1) the repacking operation shall be carried out under hygienic conditions
under the supervision of a competentspe;

289(2) the factory premises shall comply with the conditions prescribed in
Schedule M; and]

2871(3) the applicant‘shall have adeguate arsangements in his own premises
for carrying out tests forhe ’st,_'rfer?j»gt‘h,;quality and purity of the drugs at a
testing unit whichshall be sepa‘(agéffrom the repacking unit;

281(4) The application for/ grant (of. Jlicence™ for a drug formulation
containing single active ingredient shall be manly in proper name:]

287(5) In case the applicant:ihtehds' to market the drug under a brared nam
or trade namethe appli¢ant shall furnish<an undertaking=orm 51to the
licensing authority to the effect ‘that to the befitis knavledge based on
search in tradearks registry, central data base for brand name or trade
name of drugs maintained by Central Drugs Standard Control
Organisation, literature and reference books on details of drug
formulations in India, and internesuch or similar brand name or trade
name is not already in existence with respect to any drug in the country
and the proposed brand name or trade name shall not lead to any confusion
or deception in the market:]

Provided that the repacking units, whichfdse the commencement of the
Drugs and Cosmetics (Second Amendment) Rules, 28)7&ere making
arrangement with institutions approved by the licensing authority for such tests
to be carried out on their behalf, may continue sartangement up to the 31st
July, 1977:
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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 Byuinder Part
XV(A) of these rules] for this purpose.]

Explanationd A person who satisfies the following minimum qualifications
shall be deemed to be a "competent person” for the purposes of rule 71A or 74A
of these rules, nameb

(@) a person who holds the Diploma in Pharmacy approved by the
Pharmacy Council of India under the Pharmacy Act, 1948 (8 of 1948) or
a person who is registered under the said Act, or

(b) a person who has passed the Intermediate examination with
Chemistry as one of the pringipal subjects or an examination equivalent
to it or an examination¥ecognised by'the licensing authority as equivalent
to it, or : Y )

(c) a person/Awho has"pésfs‘ed‘"the Matriculation examination or an
examination rec¢ognised by thednsing authority as equivalent to it and
has had not less tharsfoyre apra&;tﬁxal experience in the manufacture,
dispensing or repacking of drugs.}. 1

29971B. Conditions for.the grant24x*+] of@ licence in Form 25A3
Before a icence in Form 25Acis._grantedd**+], the applicant shall, while
applying for a licence to manufact’w?é@[drugs], furnish to the licensing
authority evidence and date fifiging that the*Jdrugsp

() 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 tsbthul;

(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 ¢hconditions of storage recommended; and

(iv) contain such ingredients and in such quantities for which there is
therapeutic justification:]
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299(v) in case the applicant intends to market the drug under a brand name
or tradename, the applicant shall furnish an undertaking in Form 51 to the
licensing authority to the effect that to the best of his knowledge based on
search in trade marks registry, central data base for brand name or trade
name of drugs maintained by CentrauBs Standard Control Organisation,
literature and reference books on details of drug formulations in India, and
internet, such or similar brand name or trade name is not already in
existence with respect to any drug in the country and the proposed brand
name or trade name shall not lead to any confusion or deception in the
market:]

29 Provided that the application for grant of a licence for a drug formulation
containing single active ingredient shall be made only in proper name.]

29972 .Duration of licenced (1)-Aticence issued in Form 25, Form 25B and
Form 25F shall remain vailid if the licencee deposits a licence retention fee
referred to in sulnule (2)before‘the expiry of a period of every succeefiireg
years from the date ef its |ssue unless it is sduspended or cancelled by the
licensing authority. AN

(2) The licence retehtiory fee referred to<insule (1) shall be equivalent
to the respective fee required for the grant of such licence excludipgction
fee paid for grant of licehce. :

(3) If the licencee fails {0°pay, licencé retention fee on or before the due
date as referred to in suble (1), he shall be liable to pay licence retention fee
along with a late fee calculated at the ratenaf per cent, of the licence fee for
every month or part thereof up to six months, and in the event gpaygment
of such fee, the licence shall be deemed to have been cancelled.]

73297 xx4]
73A 2% 4]

29973AA.Duration of loan licenced (1) A licence issued in Form 25A
shall remain valid if licencee deposits a licence retention fee referred to-in sub
rule (2) before the expiry of a period of every succeeding five yearstfrem
date of its issue, unless, it is suspended or cancelled by the licensing authority.

Central Drugs Standard Control Organization, Ministry of Health and Family Welfare, Govt. of India Page670f963



(2) The licence retention fee referred to in sule (1) shall be equivalent
to the respective fee required for the grant of such licence excluding inspection
fee mid for grant of licence.

(3) If the licencee fails to pay licence retention fee on or before the due
date as referred to in suble (1), he shall be liable to pay licence retention fee
along with a late fee calculated at the rate of two per centedfdence fee for
every month or part there of up to six months, and in the event gbangnent
of such fee, the licence shall be deemed to have been cancelled.]

30973AB. Inspection for grant of licence and verification of
conplianced (1)Before a licence in Form 25 or Form 25A or Form 25B or
Form 25F is granted, the licensing authority shall cause the establishment in
which the manufacture of drugs is proposed to be conducted or being conducted
to be inspected jointly by the,rgs daspectors appointed by the Central
Government and the State>Government unfder this Act who shall examine the
establishment intended£o be used or berng usetfor the manufacture of drugs.

(2) The premisesHicensed under frul:e (1) shall be inspectgdintly by
Inspector appointed By the Central Government arid State Government to verify
the compliance with the ‘eenditions of licence and the provisions of the Act and
these rules not less than once in three )years of as needed as per risk based
approach.] ‘

73B. 301[x4]

30774, Conditions of licence irft®JForm 25 and Form 25F]d A licence in
399Form25 and Form 25F] shall be subject to the condititated therein and
to the following further conditions, namedy:

(@) the licensee shall prowdand maintain staff, premises and the
equipment as specified in rule 71;

(b) the licensee shall comply with the provisions of the Act and of these
rules andwith 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 ihe Official Gazette;
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(c) the licensee shall either in his own laboratory or in any other
laboratory approved by the licensing authodtfunder Part XV (A) of

these rules] test each batch or lot of the raw material uséunbyor the
manufacture of his products and also each batch of the finalproduct 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 ofiive years from the date of manufacture;

(d) the licensee 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 fivesyea

(e) the licensee shall allow ai${Inspector appointed under the Act] to
enter, with or without prior notice, any premises and to inspect the plant and
the process of manufacture ancbthe means employed in standardiding an
testing the drugs;

() the licensee shaII allow £9r5[lnspector appointed under the Act] to
inspect all registers and records mamtalned under these rules and to take
samples of the manufactured drugs ‘and shall Supplycto Isispector such
information as he may reguirg far the pufpese of ascertaining whether the
provisions of the Agt and the rules thereunder have been observed;

(g) the licensee shall,efrom t|me~to't|me,‘report to the licensing authority
any changes in ehexpert 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;

3%9(h) 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;

(i) if the licensing authority®]or the controlling authority] so directs and if
requested by the licensee who had also furnigiveda faciereasons for
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such directions, the licensee shall not sell or offer for sale any liatc
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 behlf of the licensing authorit$?]or the controlling authon;

(j) the licensee shall on being informed by the licensing auth®¥or the
controlling authority] that any part of any batch of the drug has been found
by the licensing authority’Jor the contolling 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 casadbeatrle,
recall all issues already made from that batch;

(k) the licensee shall maintain an Inspection Book in Form 35 to enable an
Inspector to record his impressiens and the defects noticed;

39(1) the licensee shall maintareference samples from each batch of the
drugs manufactured by him in/a 'q'u_aﬁt‘ity which is at least twice the quantity
of the drugrequiredto condu’Qt‘él}l‘;thﬂe' tests perfarmed on the batch. In case
of drugs bearing ‘an expiry date an the label, the refersamples shall be
maintained for a périoe-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 referénce samptes-shall be maintained for a period of three
years from the ate of manufacture;] ™ -

399(m) the licensee, who has beehkgranted a licence in Form 25/, shall

(i) forward to the licensing authority of the concerned States of
manufacture and supply of the drug a statement of the salesdftect

the manufacturers, wholesalers, retailers, hospitals, dispensaries and
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 sdiy page numbered and such
records shall be retained for a period of five years or one year after the
expiry of potency, whichever is later
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A. Accounts of the drugs specified in Schedule X used for
themanufactur@

Date of issue

Name of thedrug.

Opening balance of stock on the production day.

Quantity received, if any, and source from where received.
Quantity used in manufacture.

Balance quantity on hand at the end of the production day.
Signature of the persan charge.

No s WDNPRE

B. Accounts of productioh

Date of manufacture.

Name of the drug,. ,,

Batch Number!™

Quantity of raw materlal used in manufacture
Anticipated yield:: )
Actualyield. !
Wastage.
Quantity 6f-the’ manufacted goods transferred

© NGO~ WNE

C. Accounts of the manufactired drégs

Date of manufacture. AN

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.
Signature of the person in charge.

© XN OAWDNE

(n) 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 sli be kept in a separate place under the direct custody

of a responsible person.]]
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319(0) The licensee shall comply, with the requirements3di'Good
Laboratory Practices" as laid down in Scheduld &nd] *4"Good
Manufacturing Practices and Requirements of Premises, Plant and
Equipment for Pharmaceutical Produ¢tss laid down in Schedule M.]

317(p) No advertisement of the drugs specifiadSichedule H, Schedule HI
and Schedule X shall be made except with the previous sanction of the
Central Government.]

319(q) the applicant shall submit the result of bioequivalence study referred
to in Schedule Y, along with the application for grant dicance of oral
dosage form of drugs specified under category Il and category IV of the
biopharmaceutical classification system.]

31474A.Conditions for licence, in Form 25Bd A licence in Form 25B
shall be subject to conditionsamd therein anato the following conditiods:

(a) the repacking of drugs shall atall times be conducted under the
personal supervision of at Ieast one person whRo is approved as a competent
person by the licensing authorlty,

(b) the licensee shallitdaer provide and maintain adequate arrangements
in his own premises, for carnying outtests of the strength, quality and purity
of the drugs repacked:or makerarrangements with some institution approved
by the licensing authoritSunder Part XV (A) ofthese rules] for such tests

to be regularly carried out on his behalf by the institution;

(c) the licensee shall make adequate arrangements for the storage of drugs;

319(d) the licensee shall comply withe 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 wonune into

force four months after publication in the Official Gazette;]

(e) the licensee shall allow ad¥|Inspector appointed under the Act] to
enter with or without notice, any premises where the packing of drugs in
respect ofwhich the licence is issued is carried on, to inspect the premises
and to take samples of repacked drugs;
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319(f) the licensee shall, either in his own laboratory or, in any other
laboratory approved by the licensing authorigst 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 register
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 therpase of ascertaining whether the
provisions of the Act and these rules have been observed;]

319(g) the licensee shall maintain an Inspection Book, in Form 35, to enable
an Inspector to record his impressions and the defectedgt

320(h) the licensee shall maintaim reference samples from each batch of the
drugs manufactured byzhim in a.quantity“which is at least twice the quantity
of the drug requiredsto condugt:all thestests'performed on the. batchse

of drugs bearing afl expiry date ofi the label, the reference samples shall be
maintained for a-period ofithfeeimonths beyond the date of expiry of
potency. In case of drugs whefe no date of expiry of potency is specified on
the label, the refereecsamples shall:be maintained for a period of three
years from the date of manufacture,}|)

321(i) No advertisementof the’drugs'specif'iéd in Schedule H, Schedule HI
or Schedule X shall be nmade @xcept with the previous sanctigheof
Central Government.]

32974B. Conditions of licence in Form 2549 (1) The licence in Form
25A shall be deemed to be cancelled or suspended, if the licence owned by the
licensee in Form 25 whose manufacturing facilities haen lavailed 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.
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(3) The licensee shall test each batch or lot efrdw 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 shathbveed 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 eithi@r

(i) provide and maintain to the satisfaction of the licensing authority
adequate staff and adequate laboratory facilities for carpantests of
strength, quality and purityrofithe substances manufactured by him; or

(i)  make arrangemen'ts:yyith somef institution approved by the
licensing authority@[un~derg‘}?ajr"t_:x.j\/(A) of these rules] for such tests to
be regilarly cafried out on:."his;pfehalf by theinstitution.]

3291(5) The licensee shall maintain‘ref‘erence samples from each batch of the
drugs manufactured by him inja quantitywhich iszat least twice the quantity of
the drug requiredo congluct all“the tests performed on the batch. In case of
drugs bearing an expiry datetonithéeldabelithe reference samples shall be
maintained for a period of thré&smonthsd@yond the date of expiry of potency. In
case of drugs where no date of expiry ofgmcy is specified on the label, the
reference samples shall be maintained for a period of three years from the date
of manufacture.]

329(6) The licensee shall maintain an Inspection Book in Form 35 to enable
an Inspector to wdrd his impressions and the defects noticed.]

329(7) No advertisement of the drugs specified in Schedule H, Schedule HI
or Schedule X shall be made except with the previous sanction of the Central
Government.]

327(8) the apficant shall submit the result of bioequivalence study referred
to in Schedule Y, along with the application for grant of a licence of oral dosage
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form of drugs specified under category Il and category IV of the
biopharmaceuticallassification system.]

32975.Forms of application for licence to manufacture for sale or
distribution of drugsspecified in Schedules C and C (¥ excluding those
specified in Part XB and Schedule X& (1) Applications for the grarf€J***]
of licence to manufacture for sale or distribution of drugs specified in Schedules
C and C(1X¥excluding those specified in Part XB and Schedule X], shall b
made to the licensing authority in Form 27, dHfhall be made upto tereins
for each category of drugsqreferred to in Schedule M relating to
pharmaceuticals products and ScheduldliMelating to medical devices and
in-vitro diagnostics] 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

i3[***]
@[***]

(2) Application for: grant339+=] of licence to manufacture for sale or
distribution of drugs speciﬁed:inScheduIes €;€(l) and X shall be made to the
licensing authority in Eorm 27B, ardishall be mage upto ten items for each
category of drugs®qreferred tosin:Sehedule M<relating to pharmaceuticals
products and Schedulé’;M refating™to medical devices andn-vitro
diagnostics] and shall be acc6mpaniedablitence fee of rupees six thousand
and an inspection fee of rupees one thousand and five hundred for every
inspection

QS[***]

Provided that the applicant shall possess a licence in Form 28 to manufacture
such drugs:

&1[***]

339(3) The application for grarlfJ***] of licenses to manufacture for sale
or for distribution of drugs if¥qLarge Volume Parenterals, Sera aviaccine
and Recombinant DNA {DNA) derived drugs,] shall be made to the licensing
authority appointed under this Part in Form 27D &4dhall be made upto ten
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items for each category of drugs categorised in Schedule M adidbgha
accompanied by a licence fee of rupees six thousand and an inspection fee of
rupees one thousand and five hundred for every inspeéfor]]:

ﬁ‘.}[***]

133[(3A) The application referred to in sufule (3) of rule 75 of these rules,
and the application for grant of permission to manufacture new drug for sale or
distribution under rule 80 of the New Drugs and Clinical Trials Rules, 2019 or
rule 122B of these rules, #® case may be, shall be made simultaneously.]

349(4) A fee of rupees one thousand shall be paid for duplicate copy of the
licence issued under suble (1), subrule (2) or sub rule (3), as the case may
be, if the original lience is detected, damaged or lost.

(5) If the licensee appliestfor manufdcture of more than ten items of each
category of drugs, the application/shall .be acéampanied by an additional fee at
the rate of rupees three’hundreddach additional item of drug&]referred to
in Schedule M relating to pharm&éé&ti_é‘éls products and SchedUledéthting
to medical devices afid-vitro diaghostics].]

347(6) Where an application @nder this rule is for thenafacture of drug
formulations falling under the purview. of'new drig under rule 80 of the New
Drugs and Clinical TrialstRules;2049-er-rule 122B, the licence to manufacture
for sale or distribution of the drugs shall he'§ranted after approval of theslrug a
new drug.] o

34J75A. Loan licencesd (1) Applications for the grant*{***] of loan
34Ylicencesfor the manufacture for sale or for distribution] of drugs specified in
Schedles Cand C(I}*9excluding those specified in Part XB and Schedule X]
shall be mad@ Form 27 A to the licensing authty and®3shall be made upto
ten items foreach category of drugfgreferred to in Schedule M relating to
pharmaceuticalproducts and Schedule-M relating to medical devices and
in-vitro diagnosticsjand shall be accompanied by a licence fee of rupees six
thousand and aninspection fee of rupees onastral and five hundred for
every inspection

QS[* **].

Central Drugs Standard Control Organization, Ministry of Health and Family Welfare, Govt. of India Page760f 963



3i7[***] )

g Explanationd For the purpose of this rule a loan licence means a licence
which a licensing authority magsue to an applicant who intends to avail the
manufacturing facilities owned by a licensee in Form 28.]

349(1A) The application for grarffJ***] of loan licence to manufacture for
sale or distributio of drugs in 'Large Volume Parenterals’, 'Sera and Vaccine'
and 'Recombinant DNA {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 sh&lule M and accompanied by a
licence fee of six thousand rupees and an inspection fee of one thousand five
hundred rupees for every inspectisti***]:

iz[***] )

(2) The licensing authotity, shallefdre, the grant of a loan licence, satisfy
himself that the manufacturing ,U'nyi{t‘ihasfiadequate,equipment, staff, capacity for
manufacture and facilities for testing; to/tndertakesthe manufacture on behalf of
the applicant for a loan licence. | [ &1 '

&3[***] )

3q(3) Subject to the provj:s'ioris of sub dqule (2), the application for
manufacture of more than tén,items of each<ategory of drugs on a loan licence,
shall be accompanied by an additioria fee at the ratgpees three hundred for
each additional item of drugs.

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

75B 35 +4],

35976. Form of licences to manufacture drugs specified in Schedules C
and C(l), excluding those specified ig2Part XB and] Schedule X, or drugs
specified in Schedules C, @ and X and the conditions for the grant
3+ of such licences- *=9JA licence to manufacture for sale or for
distribution of drugs specified in Schedules C and C(l) other #ffirarge
Volume Parenterals, Sera and Vaccines and Recombinant DNDNA)
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derived drugs,], drugs specified in Part XB and Schedule X shall be issued in
Form 28 and a licence to manufacture for sale or distribution of drugs specified
under Schedul€ and C(l) (other thaJLarge Volume Parenterals, Sera and
Vaccines and Recombinant DNA-IDNA) derived drugs,], drugs specified in
Part XB) and Schedule X shall be issued in Form 28B. A licence to manufacture
for sale or fordistribution of2¢JLarge Volume Parenterals, Sera and Vaccine
and Recombinant DNA {DNA) derived drugs] shall be issued in Form 28D.
Before a licence in Form 28 or Form 28B or Form 28D is gra#ffd*], the
following conditions shall be complied with by the applicanjf:

(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 wholéme employe and who i8

(a) a graduate in Pharmaey cer, Pharmaceutical Chemistry®s#
University established in India by law’or has an equivalent qualification
recognised and fotified:by:the Central Government for such purpose]
and has &d atrleast ei‘ght‘ieéh.;_mOnths' practical experience after the
graduation inzthe manufabtt}tévof drugs to=which this licence applies,
this period of experience may, however, be reduced by six months if the
person has undergone jgraiping.in manufacture of dtagshich the
licence applies7or a period of siximonthsduring his University course;
or . ;

(b) a graduate in Science BfacUniversity established in India by law

or has an equivalent qualification recognised and notified byetieél
Government for such purpose] who for the purpose of his degree has
studied Chemistry®Jor Microbiology] as a principal subject and has
had at least three years' practical experience in the manufacture of drugs
to which tis licence applies after his graduation; or

(c) a graduate in Medicine éf4{a University established in India by
law or has an equivalent qualification recognised and notified by the
Central Government for such purpose] with least three years'
experience in the manufacture and pharmacological testing of biological
products after his graduation; or

3¢Y(d) a graduate in Chemical Engineering of a University recognised
by the Central Government witht deast three years' practical
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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 claajgeclause (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 manufactudeugfs 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:

%9 Provided further that for, the drugs sl in Schedules C and C
(1) meant for vetetifary use, the ®hole time employee under whose
supervision the emanufaeture yvis).condacted may be a graduate in
Veterinary Science or General Sc:tence or. Medicine or Pharmacy of a
University recegnised by the Certtl(aovernment and who has had at
least three years' experlence in the manufacture of biological products:]

%TProvided also that for’medical devices, the whole time employee
under whose supervisionithe-manufactyre or testingnslucted shall

() a graduate in Pharmacy or”Ertgineering (in appropriate branch) from
a University recognised by the CentralGovernment for such purposes
and has had at least eighteen months practical experience in the
manufacturing or testing of devEe¢o which this licence applies after

his graduation; or

(i) a graduate in science, from a University recognised by the Central
Government for such purposes, with Physics or Chemistry or
Microbiology as one of the subject and has had at least three years
practical experience in the manufacturing or testing of devices to which
this licence applies after his graduation; or

(i) a diploma in Pharmacy or Engineering (in appropriatench)
from a Board or Institute recognised by the Central Governmethieor t
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State Goveament, as the case may lba, such purposes and has had at
least four years practical experience in the manufacturing or testing of
devices towhich this licence applies after his diploma; or

(iv) having a foreign qualification, the quagliand content of training

of which are comparable with those specified in clause (i), clause (ii)
and clause (iii) and is permitted to work as competent technical staff
under this rule by the Central Government.]

36§(2) The appkant proposing to manufage pharmaceutical producshall
comply with the provisions referred to in Schedule M.]

3§(2A) The applicant proposing to manufacture medical devicesiramiiro
diagnostics shall comply with the glity management system as referred to in
Schedule Mill.]

369(3) The applicant sh‘all“provide adequate Space, plant and equipment for
pharmaceutical products as referkr"gd;to"i_n Schedule M and for Medical devices
andin-vitro diagnosticg-as referred 1g:in Schedulel ]

389(4) The applicant shall,provide| and/maintajn adequate staff, premises and
laboratory equipment_for carryihg: out such tests_of the strength, quality and
purity of the substancés, as yne required to be cdrried out by him under the
provisions of Part X of these rulesrineliding proper housing for animals used
for the purposes of such’ tests, the testing unit being separate from the
manufacturing unit and the head of the testing unitdo@ndependent of the
head of the manufacturing unit:]

Provided that the manufacturing units which before the commencement of the
Drugs and Cosmetics (Amendment) Rules, 1383%Were making arrangements
with institutions approvedly 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 methodkher than sterility the
licensing authority may permit such tests to be conducted by institutions
approved by i{under Part XV (A) of these rules] for this purpose.]
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317(4A) The head of the tesw 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 licensiagthority is considered adequate.]

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

37(6) The applicant shall furnish to the licensing authority, if required to do so,
data on thestability of drugs which are likely to deteriorate for fixing the date of
expiry which shall be printed on the labels of such drugs on the basis of the date
so furnished.]

3M9(7) The applicant shall, while applying for a licendo manufacture
39drugs], furnish to the licensing authority evidence and data justifying that the

SYdrugsp ‘

(i) contain the Constitu’ehtf f?[i’ngr;edients zin therapeutic/prophylactic
quantities as detetimed in felationto the claims or conditions for which
the medicines afe 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 i farmulatiogs, and undeotigitions in
which the formulations for administration_and use are commended;

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

(iv) contain such ingredients and in such quantities for which there is
therapeutic justification.]

39(v) have the approval, in writing, in favour of the applicant to
manufacture drug formulations falling under the purview of new drug as
defined in rule 122E, from the licensing authority as defined in clause (b)
of rule 21.]

31(8) The licensee of armaceutical products shall complyith
therequirements of'%y"Good Manufacturing Practices and Requirements of
Premises, Plant and Equipment for Pharmaceutical Prodastd8d down in
Schedule M and the licensee of Medical Devicesiandtro diagnostics shall
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comply with the requirements of "Quality Management System" as laid down in
Schedule Mill.]

3'§(9) The applicant shall make applicationr fgrant of licence for a drug
formulation containing single active ingredient only in proper name.]
3YExplanationd For the purpose of this rule$®J'Large Volume

Parenterals" sera and Vaccines amd¢dtnbinant DNA GDNA) derived drugs;]

shall mean the sterile solutions intended for parenteral administration with a
volume of 100 ml. or more (and shall include amdagulant solutions) in one
container of the finished dosage form intended for singdd us

381(10) the applicant shall submit the result of bioequivalence study referred to
in Schedule Y, along with the application for grant of a licence of oral dosage
form of drugs specified under category Il and category IV bé t
biopharmaeutical classification system:}

387(11) In case the applicant intendsste marketithe drug under a brand name or
trade name, the applicant shallfurnisian undertaking in Form 51 to the
licensing authority to-the efte 'thfét}vtqfthe best ofhis knowledge based on
search in trade mark§! registry, céhtr‘dl data base foe brand name or trade name of
drugs maintained by Centrat‘Drugs: Startdard“Control Organisation, literature
and reference books @n details:of 'drug foyrmulatiormdia, and internet, such

or similar brand name ©F.trade nameis’not already in existence with respect to
any drug in the country and the proposed brand name or trade name shall not
lead to any confusion or deceptiontimEthé market.]

38J76A, Forms of loan licences to manufacture for sale or for distribution
drug specified in Schedules C and Cl excluding drugs specified in Schedule

X or of Large Volume Parenterals, Sera and Vaccine and recombinant
DNA(r-DNA) derived drugs, and conditions for the grant 3{***] of such
licencesd A loan to licence to manufacture for sale or for distribution of drugs
specified in Schedules C and C(l), excluding drugs specified in Schedule X, and
large Volume Parenteral§era and Vaccine and Recombinant DNAD{A)
derived drug specified in Part XB shall be issued in Form 28A and a loan
licence to manufacture for sale or for distribution of Large Volume Parenterals,
Sera and Vaccine and Recombinant DNADNMA) derived drug shall be
iIssued in Form 28DA, and the] applicant shall, while applying for a licence to
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manufacture2®Jdrugs] furnish to the Licensing Authority evidence and data
justifying that the®®Jdrugsp

() contain the constituent ingredients in therapeutic/prophylactic
guantities 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 wéds, 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) containsuch ingredients and in such quantities for which there is
therapeutic justifications}>™

#9(v) in case the appli€ant’intends, to market the drug under a brand
name or tradesnamehe/@applcant, shall furnish an undertaking
inForm 51 to the licensingtthority to the effectthat to the best ofhis
knowledge based pn.search| injtrade marks registry, central data base for
brand name or trade name of drugs,maintained by Central Drugs Standard
Control Organisation, literature/apdference’books on details of drug
formulations in India, andsinternet:;such ©r similar brand name or trade
name is not already in‘existence withi'respect to any drug in the country
and the proposed brand name or trade name shall not lead to any
confusion oreception in the market:]

38TProvided that the application for grant of a licence for a drug formulation
containing single active ingredient shall be made only in proper name.]

38977 .Duration of licenced (1) A licence issued in Form 28, Form 28B
and Form 28D shall remain valid, if the licencee deposits a licence retention fee
referred to in swoule (2) before the expiry of period of every sucaegdive
years from the date afs issue, unless itsisispended or cancelled by the
licensing authority.
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(2) The licence retention feeferred to in sulsule (1)shall be equivalentto
the respective fee required for the grant of such licence excluding inspection fee
paid for grant of licence.

(3) If the licencee fails to pay licence retention fee on or before the due date
as referred to in sutule (1), he shall be liable to pay licence retention fee along
with a late fee calculated at the rate of two per cent, of the licence fee for every
month or part theeof up to six months, and in the event of yp@ayment of such
fee, the licence shall be deemed to have been cancelled.]

38978. Conditions of licenced A licence in3JForm 28, Form 28B or
Form 28D] shall be subject to the special conditions, if any, set out in Schedule
F or Schedule F(l), as the case may be, which relate to the substance in the
respect of which the licence is granted and to the following general
conditionsd ' '

(@) () The licensee shatbro\/ide al :rGTT)__air)taikn antadequate staff and adequate
premises and plant:for the prqu—':-rt;m:athufacture and storage of the substances
in respect of which-the Iicence;"is :;i‘s,»s‘_Ued;

(if) without prejudice to thergenerality of the foregoing requirement, every
holder ¢ a licence who for any, purpose engaged in the culture or
manipulation of pathogenie: Spebearing micreorganisms shall be
provided to the satisfaction ofthe Bicensing Authority separate laboratories
and utensils and apparati$4equired=for the culturaamipulation of such
micro-organisms, the laboratories, utensils and apparatus so provided not
being used for the manufacture of any other substance;

39(b) The licensee shall provide and maintain staff, premises and equipsment
specified in rule 76;]

397(c) (i) 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 licensirmuthority2®Junder 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 éhparticulars in respect of such tests as specified in
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Schedule U. The records or registers shall be retained in the case of a
substance for which a potency date if fixed for a period of two years from
the expiry of such date, and in the case of othertanbss for a period of

five years from the date of manufacture;]

(d) The licensee shall allow &%{Inspector appointed under the Act], to enter,
with or without prior notice, any premises where the manufacture is carried
on andto 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 af¥4{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 requireforcthe ,posp of ascertaining whether the
provisions of the Act and rules thereunder have been observed;]

() The licensee shall from fime, to trme teport fo the licensing authority any
changes in the expett staff responsrble for the manufacture or testing of the
substance and any fhaterial alterations in the prémises or plant used for that
purpose which have beenhade/since the daté of the last inspection made on
behalf of the licensing authorlty before the issue ofthe licence;

39(g) The licensee shall,on'request' furnrsh to the licensing authority,
controlling authority or to s(éh; autheritiéS as the licensing authority or the
controlling authority may direct, from every batch of drugs as the licensing
authority or the controlling Authdy 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.]

399 (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 precedingpsuhgraph until a
certificate authorizing theale of the batch has been issuedita hy or on
behalf of the licensinguthority or the controlling authority;]

397(i) The licensee shall on being informed by the licensing authority or the
controlling authority that any padf any batch of the substance has been found
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by the licensing authority or the controlling authority not to conform with the
standard of strength, quality or purity specified in these rules and on being
directed so to do, withdraw the remainder of thatlvdrom sale and so far as
may in the particular circumstances of the case be practicable recall all issues
already made from that batch;]

() No drug manufactured under the licence shall be sold unless the precautions
necessary for preserving its propest have been observed throughout the
period after manufacture;

3% (k) 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 subsquently 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 Qfficial Gazette;]

¥(1) The licensee shall aihtain;an: I;r]specktion Book in Form 35 to enable an
Inspector to record his impressiongf'ahd defects noticed;]

399(m) The licensee shall maintaif reference saniples from each batch of the
drugs manufactured by hinsin a,quahtityymﬂnis,_ at least twice the quantity of

the drug required to eonduct All the tests performed on the batch. In case of
drugs bearing and expiry datesen=the label the reference samples shall be
maintained for a period of threefmonths“beyond the date of exXpigtency. In

case of drugs where no daté”of expiry,ef'potency is specified on the label, the
reference samples shall be maintained for a period of three years from the date
of manufacture;]

499(n) The licence, who has been gietha licence in Form 28B 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 Regtered Medical Practitioners every three months;

(if) 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 atterdate of expiry of
potency, whichever is later.
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A. Accounts of the drugs specified in Schedule X used for
themanufactur@

Date of issue.

Name of the drug.

Opening balance of stock on the production day.

Quantity received, if anygnd source from where received.
Quantity used in manufacture.

Balance quantity on hand at the end of the production day.
Signature of the person in charge.

NOoOOR~ONE

B. Accounts of Productiah

Date of manufacture.

Name of the drug.

Batch number.

Quantity of raw: materlal used 1 manufacture
Anticipated yield.
Actual yield. ~
Wastage. !
Quantity of the manufactured goods transferred to stock.

©NOoO Ok WDNRE

C. Accounts of manufactured druys ,

Date of manufacter

Name of the drug.

Batch Number.

Opening Balance.

Quantity manufactured.

Quantity sold.

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

©ONOoOOOhWDNRE

(o) The licensee shall store drugs sfiediin 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;]

49(p) The licensee shall comply with the requirement®9fGood Laboratory
Practices" as laid down in Schedulel Land] 1¥"Good Manufacturing
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Practices and Requirements of Premises, Plant and Equipment for
Pharmaceutical Productsds laid down in SchedalM.]

4%9(g) No advertisement dhe dugs specified in Schedule H, Schedtl®r
Schedle X shall be made except with the previous sancbéihe Central
Government.]

499(r) the applicant shall submthe result of bioequivalence study referred to in
Schedule Y, along with the application for grant of a licence of oral dosage
form of drugs specified under category Il and categorylV of the
biopharmaceutidaclassification system.]

49978A.Conditions of licence in®Form 28A or Form 28DA].8 (1) The
licence in*®{Form 28A or Form 28DA] shall be deemed to be cancelled or
suspended, if the licence owned by.the licensé&[#¥{Form 28 or Form 28D]
whose manufacturing faciliti€s have been availed of by the licensee is cancelled
or suspended, as the case may be under these rules

(2) The licensee Shall comply Wlth tIpEOVlSlons of the Act, and of these
rules and with such further requwements if any, as may be specified in any rules
subsequently made undersChapter IVLof ihecAct, provided that where such
further requirements ate specifiedin the tules, thase would ouméorce four
months after publicatiofiin the Official:Gazette. |,

(3) The licensee shall tést-each batch:orlot 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 gisters showing the particulars in respect of such
tests as specified in 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 theeasd other substances, 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 requiréhf@mpurpose of ascertaining
whether the provisions of the Act and these rules have been observed.

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

499(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 suchsdamgthe basis
of the date so furnished.]

419(6) 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 conducli #ghe 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 potenspéified on the label, the
reference samples shall be maintamedfor a period of three years from the date
of manufacture.] | |

41Y(7) The licensee:shall mamtaman Inspectién Book in Form 35 to enable
an Inspector to record Himpress’ighs;gnd;the defects noticed.]

417(8) No advertisementsafcthe drugs specified in Schedule H, Schedule HI
or Schedule X shall he made except with the previous sanction of the Central
Government.] N e

413(9) the applicant shall submit the restft of bioequivalence study referred
to in Schedule Y, along with the appli"c‘at'ion for grant of a licence of oral dosage
form of drugs specified under category Il and category TV of the
biopharmaceutical classifitan system.]

41979.Inspection before grant****| of licence.d Before a licence under
this part is granted®9**] the licensing authority or Central Licence
Approving Auhority, 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 Inspgec 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 testingdthgs to be
manufactured or being manufactured and enquire into the professional
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gualifications 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 capabity 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' as laid down in Schedule M reaith the Requirements of
Maintenance of records as laid down in Schedule U.]

41980.Report by Inspectord (1) The Inspector shall forward a detailed
descriptive report giving his findings on each aspect of inspection along with hi
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 autherityd, (1) If the licensing authority]or
Central Licence ApprovingeAuthority..as théZcase may be] after such further
enquiry, if any, as he may considernecessary, is satisfied that the requirements
of the Rules under the”Act have been/complied With and thaotiditions of
the licence and the ridles underthe ActW|II be observed, he shall issue a licence
49under this Part]. |

(2) If the licensing authorit§'1—7[of Céntral Licencé Approving Authority as
the cas may be,] is notiso satisfied:‘he shall reject the application and shall
inform the applicant of the.reasons for 'sueh rejection and of the conditions
which must be satisfied beforé'‘aHicen€e can be granted and shall supply the
applicant with a copy of th@spection report.

41982.Further application after rejection.d If within a period of six
months from the rejection of an application for a licence the applicant informs
the licensing authorit§:Jor 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 authd@ipr
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 withyin respect of drugsotified under rule
68A] issue a licence in Form 28]or Form 28B].

423183.Duration of loan licenced (1) A loan licence issued in Form 28A
and Form 28DA shall remain valid, if the licencee deposlisemce retention
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fee referred to in sulule (2) before the expiry of period of every succeeding
five years from the date of its issue, unless it is suspended or cancelled by the
licensing authority.

(2) The licence retention fee referred to in sule (1) shall be equivalent
to the respective fee required for the grant of such licence excluding inspection
fee paid for grant of licence.

(3) If the licencee fails to pay licence retention fee on or before the due
date as referred to in suble (1), re shall be liable to pay licence retention fee
along with a late fee calculated at the rate of two per cent, of the licence fee for
every month or part thereof up to six months, and in the event egpayment
of such fee, the licence shall be deemed te@Heeen cancelled.]

83A, 424[xxx]
83AA. 425xx+]

84. The provisions:0f this partshall épply to the manufacture of drugs for
sale notwithstanding that such deigs are manufactured for sale outside India.

42942184 A. Provisions for appeal-to:the State Government or Central
Government by partyZwhose licence/has not been grantedy**] 6 Any
person who is aggrievedsby the" 'qulias"s"ed by ¢he licensing authority or the
CentralLicence Approving “Authority, as_thé case may be, refusing to grant
429%+] g licence “qunder this Part],“May within thirty days from the date of
recept of such order, appeal to the State Government or Central Government, as
the case may be, and the State Government or the Central Government may,
after such enquiry into the matter, as is considered necessary and after giving
the said person an opporttynfor representing his views, may pass such order
in relation thereto as it thinks fit.]]

BUBAAA. Additional information to be furnished by an applicant for
licenceor a licensee to the licensing authorityd The applicant fothe 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 bthe ownership or occupation on rental or other basis of the premises,
specified in the application for licence or in the licence granted, constitution of
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the firm or any other relevant matter which may be required for the purpose of
verifying the correctess of the statements made by the applicant or the
licensee, while applying for or after obtaining the licence, as the case may be.]

BY84AB. Information to be uploaded by the licensee on online portal
SUGAM.d (1) The licensegranted license under this Part shall register with
portal SUGAM (vww.cdscoonline.gov.inand upload information, as per the
format provided in the said portal, pertaining to the licences granted for
manufacturgor sale or distribution of drugs and the information so provided
shall be updated from time to time.

(2) The information uploaded by the licensee with SUGAM portal under
subrule (1), shall be verified by the concerned Licensing Authority.]

43984B. Prohibition for the mapyfacture for sale of cycimates and
preparations containing cycmatesd No pérsonshall manufacture for sale
cyclamatesand preparations containingesaatest

43984C.Inspectionfor verificatioﬁ ;«,Qf;i;dmpliance.a (1) Before a licence in
Form 28 or Form 28A or Form 28B 6t Form 28D ofForm 28DA, is granted the
licensing authority or Centraklicence Approving Authority, as the case may be,
shall cause the establishment jin which'the rfaoture of drugs is proposed to
be conducted or being ‘Gonducted:ta beiinspectedjointly by the Drugs Inspectors
appointed by the CentraIGQvernment and the State Government under this Act,
who shall examine the establishment.interided to be used or beiddoughe
manufacture of drugs.

(2) The premises licensed under sule (1) shall be inspected jointly by
Inspector appointed by the Central Government and State Government to verify
the compliance, with the conditions of licence and the provisionsoh¢hand
these rules, not less than once in three years or as needed as per risk based
approach.]

43484D. Agreement for marketingd No marketer shall adopt any drug
manufactured by another manufacturer for marketing of suadh lsydabeling
or affixing his name on the label of the drug with a view for its sale and
distribution without an agreement as referred to in clause (ea) of rule 2.]
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43984E. Responsibility of marketer of the drugsd Any marketer o
sells or distributes any drug shall be responsible for quality of that drug as well
as other regulatory compliances along with the manufacturer under these rules.]

43185, Cancellation and suspension of licencés(1) The Cental Licence
Approving Authority may, after giving the licensee an opportunity to
showcause, why such an order should not be passed by an order in writing
stating the reasons therefor, cancel a licence issued tngl@att, or suspend it
for such period sthe thinks fit either wholly or in respect of any of the drugs to
which it relates®Jor direct the licensee to stop manufacture, sale or distribution
of the said drugs artdqthereupon order the diesction 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 authogitiay, for,such licences grantéd[***] by him,
after giving the licenseesan opportumty io show cause why such an order should
not be passed, by ap’ order m_wrltmg ‘stating the reasons therefor, cancel a
licence issued undehis part or suspend it' for such period as he thinks fit either
wholly or in respectcof any of theldrugs to whick: it releor direct the
licensee to stop manufacturej/saleor “distribution of the said drugs and
9thereupon order the destructlon of drugs and] the stocks thereof in the
presence of an Inspectoy], if in hIS oplnlon the licensee has failed to comply
with any of the conditions ‘6f the Ilcence onswith any provisions of the Act or
rules mae thereunder.] 8

441(3) A licensee whose licence has been suspended or cancelled by the
Central Licence Approving Authority or licensing authority under-sue (1)
or subrule (2), as the case may be, may within ninety dayhefeceipt of a
copy of the order by him prefer an appeal to the Central Government or the
State Government, as the case may be, and the Central Government or the State
Government may after giving the licensee an opportunity of being heard,
confirm, revese or modify such order.]

AIPART VIIA
UIMANUFACTURE FOR SALE OR FOR DISTRIBUTION]
OF HOMOEOPATHIC MEDICINES
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85A. Manufacture on more than one set of premisa$.If Homoeopathic
medicines are manufactd 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.

85B. Application for licence to manufacture Homoeopathic medicines.

(1) Application for grant or mewal of**jlicences to 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 refed to as the licensing authority) and shall be made
in Form 24C.

4494(2) The application in Form 24C shall be accompadied

(@) by a fee of*qrupées two Humdred] for the manufacture of
Homoeopathic mdter tinetires, -and Ppotentised preparations and
aninspection fee of“—e[rupe’es.,,idh_e‘ hundred}, for the first inspection or
“Trupees fifty] itcase of inspection for renewal of licence;

(b) by a fee” of #2[rupees (two! hundred] for the mafacture of
Homoeopathic potdised prep’arations only, .and an inspection fee of
“9rupees one hundred] for.the firstinspection &fdupees fifty] in case

of inspetion for renewal ofdieence;. ‘

(c) by afee of*Jrupees two hund‘red] for the manufacture of potentised
preparations from back potencies by pharmacies which are already
licensed to sell Homoeopathic medicines by retail anahgpeiction fee of
“9rupees one hundred] for the first inspectiorf“Srupees fifty] in case

of inspection for renewal of licence.

(3) If a person applied for renewal of a licence after its expirywithin
six months of such expiry, the fee payable for the renewal of such a licence
shall bé&

(a) ®Yrupees two hundred] plus an additional fee at the rafedofipees
one hundred] per month oag thereof and an inspection fee&frupees
fifty] for the manufacture of Homoeopathic mother tinctures and
potentised preparations;
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Y (b) *qrupees two hundred] plus an additional fee at the rate of
4Trupees one hundrgger month or part thereof and an inspection fee of
“rupees fifty] for the manufacture of Homoeopathic potentised
preparations only;]

(c) *Frupees two hundred] plus an additional fee at the raféeqafipees

one hundred] @ month or part thereof and an inspection fe¥fupees

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 *Jrupees fifty] shall be paid for a duplicate copy of the
licence for the manufacture of Homoeopathic mother tincture and potentised
preparations issued under suite (1) if the original is defaced, damaged or
lost; while the fee to be paid farpsachca,duplicate copy of the licence for the
manufacture of Homoeopathlc potentlsed preparations only shé&fheees
fifty].

45(5) Applications by Ilcensee to manufacturejdmonal items of
Homoeopathic medi€ines shall be|| made to the licensing authority and such
applications shall be aceonipanied; by. ‘a fe€@*rupees fifty] for each
additional item.] Co

85C. Application to ‘manufacture'New Hojmoeopd’nic medicines'd
Subject to the other provisions-ef these,Rudles,

(1) No 'New Homoeopathic medicine' shall be manufactured unless it is
previously approved by the licensing authority mentioned in Rule 21;

(2) the manufacture of 'New Homoeopathic mediciwiien applying to the
licensing authority mentioned in suble (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 at with it;

(3) while applying for a licence to manufacture a 'New Homoeopathic

medicine' an applicant shall produce alongwith his application evidence that
the 'New Homoeopathic medicine' for the manufacture of which application

Is made has already begpeoved.
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Explanationd The term 'New Homoeopathic medicine' in this rule shall
have the same meaning as in rule 30AA.

4985D. Form of licence to manufacture Homoeopathic medicings.
Licence for manufacturer of Homoeopathic medisinis a license to
manufacture potentised preparations from back potencies by Pharmacies who
are already licensed to sell Homoeopathic medicines by retail shall be granted in
Form 25C.]

85E. Conditions for the grant or renewal of a licence in Form 25@.
Before a licence in Form 25C is granted or renewed the following conditions
shall be complied with by the applicait:

(1) The manufacture of Homoeopathic medicines shall be conducted under
the direction and supervision of competent technical staff consstilegst
of one person who is a whole time empl6$8gnd who i$

(a) a graduate in Scienc’ef;Wirt'h‘*C:hemistry‘ as one of the subjects with
three years' exgerience in mfanufaéture of Hamoeopathic medicines; or

(b) a graduate inPharmagy with -18 -months of experience in the
manufacture of Homoeopathicmedicines; or

(c) holds qualification as:'d»efi'ned undercsciause (g) of clause (1) of
section 2 of the Horfiogopathy Central Council Act, 1973 (59 of 1973)
with 18 months of expesince i “the manufacture of Homoeopathic
medicines:

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

£9(2) The factory premises shall comply with the requirements and
conditions specifed in Schedule M1

Provided that where the licensing authority considers it necessary or
expedient so to do, it mage havingregard to the nature and extent of
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manufacturing operations, relax or suitably alter the said requirements or
conditions in any articular case for reasons to be recorded in writing.]

471(2A) Certificate of Good Manufacturing PracticelThe certificate of
Good Manufacturing Practice to manufacturers, who comply with the
requirements of Good Manufacturirigractices of Homeopathy drugs, as
specified in Schedule M shall be issued up to the date of validity of licence

]

(3) The applicant for manufacture of Homoeopathic mother tinctures shall
either (i) provide and maintain adequate staff, premises andatabpr
equipment for identifying the raw materials and for testing the mother
tinctures wherever possible, or (ii) make arrangements with some institution
approved by the licensing authori8funder Part XV (A) of these rulespif

some tests, wherever possmle 1o be regularly carried out on his behalf by
that institution.

(4) The premises Where Homoeopathlc medicines are manufactured shall
be distinct and separate fromy the premlses used for residential purposes.

(5) Homoeopthic medicines shall not benmanufactured simultaneously with
drugs pertaining to-other systems of medicine.

(6)The applicant sh‘all,v make affangeménts for proper storage of
Homoeopathienedicines manufactured.y him:

49Provided hat in case potentised preparations are made in a Pharmacy
holding licence in Form 20C, the conditions (2) and (3) shall not apply. The
licensee shall ensure to the satisfaction of the licensing authority that th
products manufactured by it, conform te ttlaims made on the label.]

45985EA.Inspection before grant or renewal of licencé. Before a licence

under this Part is granted or renewed in Form 25C or Form 26C, the licensing

authority shall cause the establishment, in whiah 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
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to be manufactured and inquire into the professional qualifications of the
technical staff to be empley. 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 #wuirements of plant and
equipment as laid down in Schedule IMead with the requirements of
maintenance of records as laid down in Schedule U.]

BUB5EB.Report by Inspectord The Inspector of Inspectors shall forward a
detailed @scriptive report giving his or their findings on each aspect of
inspection alongwith his or their recommendations after completion of his or
their inspection to the licensing authority.]

#®A85EC.Grant or refusal of licenced (1) If the licensing authority after
such further enquiry, if any, as.hemmay,consider necessary is satisfied that the
requirements of the ruleszuhder the, Act haye been complied with and that
conditions of the licenceg*and tHe tules urder therAct shall bevetkére shall
grant or renew a licengé in Form 25Cor Form 26C-

(2) If the licensing“authority is not so|satisfied he shall reject the application
and shall inform the applicant; of the reasens for such rejection and of the
conditions which musgbe satisrﬂiéjefore aylicence g€an be granted or renewed
and shall supply the applicant with‘a‘copy of inspection report.]

46J85ED. Further applicatién:after rejection.d If within a period of six
months from the rejection of an applicatiar & licence, the applicant informs
the licensing authority that the conditions laid down have been fulfilled and
deposits an inspection fee #rupees two hundred], the licensing authority
may, if after causing further insgean to be made, he is satisfied that the
conditions for the grant of licence have been complied with, issue a licence in
Form 25C or Form 26C.]

46U85EE. Appeal to the State Governmend Any person who is aggrieved
by the order pssed by the Licencing 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 adesednecessarand after giving the said
person an opportunity for representing the case pass such order as it thinks fit.]
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85F. Duration of licenced An original licence or a renewed licence unless
it is sooner suspended or cancelled shaff¥ealid for a period of five years on
and from the date on which], it is granted or renewed:

459Provided that if the application for renewal of a licence in force is made
before its expiry or if the applicatiois 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 wtlsix months of its

expiry.]

85G. Certificate of renewald The certificate of renewal of a licence in
Form 25C shall be issued in Form 26C.

85H. Conditions of licenced A licence in Form 25C shall be subject to the
conditions stated therein and to thedmllng fdrther conditions, namefy:

(a) the licensee shall prowde and malntaln staff and premises as specified in
rule 85E; P37

(b) the licenseeshall,allow/ &¥[lhspector. appointed under the Act] to
enter, with or without prionotiCe,',’any premises wheie the manufacture of a
Homoeopathic medigine in rgspeet of'which the licence is issued is carried
on, to inspect the premlses and40 take samples of the manufactured
Homoeopathic medicines:

(c) the licensee shall allow an Ingpper 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;

49(d) the licensee shall maintain an Inspection Book in Form 35 to enable
an Inspector to record his impressions and defects notice;]

(e) the licensee shall comply with the following conditions in respect of
mother tinctures maufactured by hin@

(i) the crude drug used in the manufacture of the mother tincture shall be
identified and records of such identification shall be K&ffor a period
of five years];
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(ii) the total solids in the mother tince shall be determined and records
of such tests shall be kef3f[for a period of five years];

(i) the alcohol content in the mother tincture shall be determined and
records of the same shall be maintaifjéat a period of ive 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 tinctureygienic
conditions shall be scrupulously observed by the licensee. Storage and
handling conditions shall also be properly observed by the licensee
according to Homoeopathic principles;

419 (ea) no colour shall beadded'to '&rhtymoeopathic medicines:

Provided that caramel may be adctedcomblnatlons of Homoeopathic
preparations with syrup base ]

(f) records shall be mal‘ntalned\of Homoeopathic medicines containing
alcohol and the quantities sgldtegether with names and adsliasgarties

to whom sold.*§Sach records shall be mamtalned for a period of five
years.] :

47185HH. Additional information t@\be furnished by an applicant for
licence or a licensee tthelicensing 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 beurentary evidence in
respect of the ownership or occupation in 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 fopulhgose 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 licencés(l) The licensing
authority may, after givig the licensee an opportunity to show cause why such
an order should not be passed, by an order in writing stating the reasons
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therefor, cancel a licence issued under this Part or suspend it for such period as
he thinks fit, either wholly or in respect ebme 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.

417(2) A licensee whose licee has been suspended or cancelled may,
within three months of the date of the order underrsil# (1), prefer an appeal
against that order to the State Government, which shall decide the same.]]

PART VIII
MANUFACTURE FOR EXAMINATION, TEST OR ANALYSIS

86.Conditions relating to manufacture for examination, test or
analysisd Theprovisions of section,18 of the Act shall not apply to the
manufacture of any drug inr‘sma‘II quantities for the purpose of examination, test
or analysis if the conditions prescribiedhis Part are fquiIIed.

87.Labelling.0 Any-drug manu;f’ ctured for the purpose of examination, test
or analysis shall be Kept in contalners‘ bearmg labéls, indicating the purpose for
which it has been manufactured,/

88Labelling of drags supplied-ftp“ other spersonsd If any drug
manufactured for the purpose of-examination teést or analysis is supplied by the
manufacturer to any other petson, the container shall bear a label on which shall
be stated the name and address of the manufacturer, the acceptaticscient
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. Licenced If the person proposing to manufacture a drug for the purpose
of examinationtest 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:

4¥Provided that in the case of a drug the composition of wisichich 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
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licensing authority mentioned in rule 21, to the effect that there would be no
objection to such licence being granted.]

90. Form of application.d #”4[(1)] An application for a licence in Form 29
shall be made to the licensing authpappointed by the State Government for
the purposes of this Part (hereafter in this Part referred 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 compy by which, the
substance will be manufactured.

479(2) Every application ift’9Form 30] shall be accompanied Hy[a fee of
rupees two hundred and fifty].]

48[(3) The license in Form 29 may be granted by the licensing authority
within a period of seven working days from the dateecgipt of the application
duly completed in Form 30.and in case wheére no communication is received by
the applicat from licensing authority.within the*8aid period of seven days, the
licensing authority shatibe deeme@j’ t,d"-hé}ve granted the license.]

91Duration of licenced A liceficein Form 29 shall, unless sooner
cancelled, be in force foragerigd®8ithreecyears from the date of issue], and
may thereafter be renewed for periods,ofione yearsat a time.

92. Conditions of Lice‘nceé A Iicenkcé».in Form 29 shall be subject to the
following conditionsd ‘ ‘

(a) the licensee shall use the drugs maouwfieed 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 a8 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 dougs
manufactured for examination, test or analysis and of any person or
persons to whom the drugs have been supplied;

Central Drugs Standard Control Organization, Ministry of Health and Family Welfare, Govt. of India Pagel020f963



(d) the licensee shall comply with such further requirements, if any,
applicable to the holders of licences in Form 29 as may befigpeii

any Rules subsequently made under the Act and of which the licensing
authority has given him not less than one months' notice.

(e) the licensee shall maintain an Inspection Book to enable an
Inspector to record his impressions and defects noticed.

93. Cancellation of licencesd (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
iIssued under this Part, eithwholly 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. ARD C

481(2) A licensee whose’ ‘Iicenhce; has been suspended or cancelled may appeal
to the State Government withinthigemmoriths of the date of the order.]

: BAGETIN
LABELLING AND:RPAGKING OF.DRUGS OTHER THAN
H@MOEOPATHIC, MEDICINES

94. Exemption of certain drugs;frem:certary provisions of this Partd
(1)Labels on packages or containers of druds 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 conspiquagison on
the innermost container in which the drug is packed and every other covering in
which that container is packéd

(a) name of the drug;

(b) the name, address of the manufacturer and the number of the licence
under which the drug has beeamufactured;

(c) batch or lot number;

(d) date of expiry, if any:
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48Iprovided that where a drug, not classified under Schedule F, Schedule
F() and Schedule X#jor blood products defined undeule 122 EA] is
required by the consignee to be not labelled 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 21.]

48Tprovided further that where a drug classified as Narcotic Drug or
Psychotropic Substance is to be exported under a code number, the same may
be permitted by the said Licensing Authority on the following conditions,
namelyd

(i) each consignment @xport shall be accompanied with requisite import
licence from the importing country;

(i) the applicant shall obtain &, no objection certificate from the Drugs
Controller, India for masitfacture of suth, formulations to be exported with
code number againstaeh exportrorder alongwith certificate from the
regulatory authority of the |mport|ng countryzcontrolling Narcotics drugs
and Psychotropie Substances that they do not have any objection for the
import of the drug with code number

(i) the state LicensmAuthority shalllissue the manufacturing licence for
these formulationsihon eachiexpett order on the basis of a no objection
certificate from Drugs-Controller] india;

(iv) a no 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.]

48Y(2) The provisions or rules 96 to 101 inclusivealsmot 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
tha

(i) the medicine is labelled with the following particulé¥s:

(a) the rame and address of the supplier;
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(b) the name of the patient and the quantity of the medicine;
(c) the number representing serial number of the entry in the
prescription register;

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

489(e) the words Tor 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 labelledd Subjectto the
other provisions of these rules, no person shall sell or distribute any drug

(including a patent or proprietary medicine) unless it is labelled in accordance
with these rules.

%1796. Manner of Labelling.d_(&)Subjectto th other provisions of these
rules, the following particulars! shall be gither printed or written in indelible ink
and shall appear inza consplcuous tnanner on: the label of the innermost
container of any drug and on every “other covering in which the container
packed, namely: '

() The name of the drug:

(A) “qFor this purpose, the proper pame of the drug or fixed dose
combination drug other thatifixed \d6se combinations of vitamin and other
fixed dose combinations containing thiemore drugs, shall be printed or
written in a conspicuous manner which shall*#g**] at least two font

size larger than the brand name or the trade name, if any, and in other cases
the brand name or the trade name, if amgll be writterf®J***] below or

after the proper name and shall Be.]

(a) for drugs included in Schedule F or Schedule F(l), the name given
therein;

(b) for drugs included in the Indian Pharmacopoeia or the official
Pharmacopeias and official compendia of drugastlards prescribed in
rule 124, the name or synonym specified in the respective official
pharmacopoeias and official compendia of drug standards followed by the
letters 'L.P.' or, as the case may be, by the recogaldaeviations of the
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respective official pharmacopoeia and official compendia of drug
standards;

(c) for drugs included in the National Formulary of India, the name or
synonym specified therelmo |l | owed by ft he | etters ¢

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

491 1[***]

497(AA) Notwithstanding anything contained in these rules, the additional
requirements of labeling specifiettie notification number G.S.R. 222(E) dated

the 13th March, 2018 published'in the Gézette of India, Extraordinaryll Rart
Section (3)- Subsection(i)“shall-bé”on\veluntafy basis for a period beginning

on the 13th September,’2018 and endlng on the@1st March, 2019 and thereafter
shall be mandatory] AR

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

(ii) The content of active ingrediets
This shall be expresséd

(a) for oral liquid preparatianin terms of the content per single dose,
the dose being indicated in 5 millilitréS[***]:

Provided that where the dose is below 5 millilitres the contents of
active ingredients may be expressed in terms of one millififer
fraction thereof];

Y Provided further that where the single dose is more than 5
millilitre, the content of active ingredients shall be expressed in terms
of minimum single dose as approved bg ticensing authority,]
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(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 ampouldlit wi
be enough if the composition is shown on the label or wrapper affixed
to any package in which such ampoule is issued for sale;

(c) for drugs in 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, as the case may be;

(e) for other preparations, in terms of percentage by weight or volume
or in terms of unitageper gram o millilitre &etcase may be:

Provided that clagisefi(ity shall not=apply to a pharmacopoeial
preparation where the 6@mposition of such preparation is specified in
the respective pharmaédb‘déia and to azpreparation included in the
National Formulary. of,India; |

(iv) ©¥9The name of the manufactUr_er and the address of the premises of
the manufacturer where the drug has beendnanufactured:]

Provided that if the drug“is’icontédined in an ampoule or a similar small
container, it shall be enough if onlgg name of the manufacturer and his
principal place of¥[manufacture] is shown.

(V)A distinctive batch number, that is to say, the number by reference to
which details of manufacture of the particular batch from which the
subsance 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 bgamtinuous process, like
manufacture of magnesium sulphate, pharmaceutical chemicals, etc., the
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production resulting in one homogeneous mix of the finished products
shall be considered as one "Batch™:

(2) In the case of powers, liquid orals, ointmergs;., one "Batch
Number" shall be assigned to all the containers filed from one
homogeneous bulk.

(3) In the case of tablets, capsules, lozenges, torches, etc. one "Batch
Number" shall be assigned to the products manufactured from one
homogeneous mixeady for compression or filing.

(4) In case of parental preparations sterilized by steam under pressure,
one "Batch Number" shall be assigned to all containers filed from one
homogeneous bulk solution and sterilized load.

(5) In the case of contairernf parental preparations filed from one
homogeneous bulk”solutiof-and-sterilized in more than one sterilizer
load, the "Batch, Number:as’signed to the containers in the different
sterilizer loads%shall be(same:Batch Number" as is assigned to the
homogerous bulk solution] provided the samples taken from all the
sterilizer loads pass tieterility/ test, andskept separate from one another
until the report ef the stefility test'is)available:

Explanationd For the ,k purpoese  of ¢hemical and other tests,
represetative samples‘frgm all contaifiers filled from the homogeneous
bulk solution should be taken.

(6) In the case of parental and other sterile products filled aseptically a
"Batch Number shall be assigned to all containers filled from one
homogeneous mix uwting one filling operation, the filling operation
being completed in a period of not more than a day during which no
schedule change in the filling assembly is made. When containers are
filled from one homogeneous mix, in a number of filling operatidms, t
"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 direction
filling operations pass the sterility tests, aar@ kept separate from one
another until the report of the sterility test is availalgplanationd
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For the purpose of chemical and other tests, representative samples from
all containers filled from the homogeneous mix should be taken.

(7) In the cas®f medicinal gases produced by a continuous process of
operation a week's production from one tank load shall be considered as
a Batch.

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

(vii) Drugs specified in Schedule P and their preparations including
combinations with other drugs ah 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 éXpiry shall not exceed that laid down
in the said Schedul@g[under the conditios of, storages specified therein.
499Drugs and their] preparatlons notincludedin Schedule P, shall bear on
their labels the date of thelk: manufacture andralso the date of their expiry
which shall not eXceed S|xty monthrsm the date of manufacture]:

Provided that this period m’ay be ’extended by the licensing authority
specified in claus&, (b) ofwtle=24"n respect of any specified drug if
satisfactory evidence is_produced by the ‘manufacturer to justify such an
extension. :

299(viii) drugs specified in schedule C(l) 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:]

9provided that drugs in bulk form included in Schedule C(I) 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 amgr dicence
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.
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(ix) Every drug intended for distribution to the medicalfpssion 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
sampl® Not to be sold' which shall be overprinted.

07(x) If any preparation contains not less than 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.]

9 (xi) 2In addition to the other particulars which are required to be
printed or written under these rules, the labehokr most container of the
following categories of drugs and every other covering in which
thecontainer is packed shaledr a caution or warning, as applicable,
depending on whether the drug is covered under Schedule G or Schedule H
or Schedule H 1 or Schedule R, cas, specified in rule 97, in legible black
coloured font size in @completely red rectangular box without distyirb
other conditions prlnted on the Iabel under these rules, ndnely:

Narcotic analgesics, hypnotlcs sedatlves tranqunllsers corticosteroids,
hormones, hypaglycemic, antlmlcroblals antiepileptics, antidepressants,
anticoagulants, antiancer drugs. red all®ether drugs falling under
Schedules G, H, # 1 and Schedule X whethgr covered or not in the above
list: ‘ ’

Provided that if any of the ;drug,reférred above category is not covered
under any of the Schedule, namely, Schedule G, ScheduleH, Schedule H 1
ard Schedule X, the label of inner most container of drugs and every other
covering in which the container is packed shall bear caution or warning, as
the case may be, applicable for that drugs covered under Schedule H as
specified in rule 97:]

9YProvided further that] the provisions of this clause shall not apply to
(a) preparations intended for animal treatment;
(b) preparations intended for external use;

(c) ophthalmic preparations and ear drops; and
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(d) sterile preparationsush as sutures, surgical dressings and
preparations intended for parenteral use.]

09(xii) Drugs and their preparations including combinations with other
drugs imported into the country shall also bear on the label, the licence
number under which the drug is imported, preceded by the words "Import
Licence" and the name arid address of the importer.]

07 (xiii) The name of the marketer of the drug and its address, in case the
drug is marketed by a marlkeet

Provided that if the drug is contained in an ampoule or a similar small
container, it shall be enough if only the name of the marketer is shown.]

(2) (i) The particulars to be printed or written on the label of a mechanical
contraceptive shall be apexified'in' Schedule R.

(i) The following particulars, intaddition to those specified underrsid(1)

shall be either printed or writtehg’,ihf- indelible ink and shall appear in a
conspicuous manner=pn the label’6fithe innermost-container and on every other
covering in which the container of a contraceptlve other than a mechanical
contraceptive, is packed namély

(a) the date of manufact,ur»e; '

(b) the date up to whiéh+theVEdbntraceptive is expected to retain its
properties;

(c) the storage conditionscessary for preserving the properties of the
contraceptive up to the date indicated in-slduse (b):

Provided that for oral contraceptives it shall be sufficient to display on the
label of the container the date of manufacture only.

(3) (i) The particuars prescribed in sutule (1) shall be printed or written in
indelible ink 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 bedelibly marked on the sealed container of surgical
ligature or suture or printed or written in indelible ink on a label enclosed
therein.
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(i) Nothing in these rules shall be deemed to require the labelling of any
transparent cover or of any wrapper, cas®ther 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 labgbe 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 iityy marked on any glass container other than
ampoules.

1339(5) Every active pharmaceutical ingredient (bulk drug) manufactured or
imported in India shall bea'Quick Respohse code on its label at each level
packaging that ste datagor information-readable, with software application to
facilitate tracking and tracmg The stored data ofzinformation shall include the
following minimum patticulars, namek?

(i) Unique product identification code

(i) Name of the AP},

(iif) Brand name (if any) ; :
(iv) Name and address of the manufacturer '
(v) Batch no.,

(vi) Batch size,

(vii) Date of manufacturing,

(viii) Date of expiry or retesting,

(ix) Serial shipping container code,

(x) Manufacturing licence no. or import licence no.
(xi) Speciastorage conditions required (if any).]

139(6) The manufacturers of drug formulation products as specified in
Schedule H2 shall print or affix Bar Code or Quick Response Code on its
primary packaging label or, in case of dieguate space in primary package
label, on the secondary package label that store data or information legible with
software application to facilitate authentication.
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(7) The stored data or information referred to in-aulk (6) shall include the
following particulars, namely:

(i) unique product identification code;

(ii) proper and generic name of the drug;
(iif) brand name;

(iv) name and address of the manufacturer;
(v) batch number;

(vi) date of manufacturing;

(vii) date of expiry; and

(viii) manufacturing licence number.]

Explanationd 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 shaII be preceded by the wordy 'Exp
date' ]

97. Labelling of medlcmesc’i'm[(l) The container of a medicine for
internaluse shadl ' /

9 (a) if it contains a dreig substance specified in Schedule G, be labeled
with following words in legale black coloured fent size in completely red
rectangular box: T

SCHEDULE G PRESCRIPTION DRUSCAUTION
It is dangerous to take this preparation except under me
supervision.

(b) if it contains a drug dastance specified in Schedule be labeled with
symbol Rx and conspicuously displayed on the left top comer of the label and
shall also be labeled with the following words in legible black coloured font
size in completely red rectangular box:

SCHEDULE H PRESCRIPTION DRUGCAUTION
Not to be sold by reil without the prescription of a Register
Medical Practitioner.

(c) if it contains a drug substance specified in Schedule H and comes within the
purview of the Narcotic Drugs and Psychotropic Substances Act, 1985 (61 of
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1985) be labeled with symbol MRwhich shall be in red and conspicuously
displayed on the left top comer of the label and shall also be labeled with the
following words in legible black coloured font size in completely red
rectangular box:

SCHEDULE H PRESCRIPTION DRUGWARNING
To be ®Id by retail on the prescription of a Registered Med
Practitioner only.

(d) if it contains a drug substance specified in Schedule X, be labeled with
symbol XRx, which shall be in red and conspicuously displayed on the left top
comer of the label anshall also be labeled with the following words in legible
black coloured font size in completely red rectangular box:

SCHEDULE X PRESCRIPTIONDRUGWARNING

To be sold by retail ©n the prescription of a Registered Me
Practitioner only. | IR

(e) if it cortains a drtg Qnstancg—:{ffs'pe_(j‘ifri‘"ed in Schedule \Hie labeled with
symbol Rx, which shall be in red|afd conspicuously displayed on the left top
comer of the label and shali@lsg be labeledwith the following words in legible
black coloured font size in conmbly"red rectangularbox:

SCHEDULE HI PRESCRIPTION-DRUGCAUTION

- It is dangerous to take this prepayation except in accordance wi
medical advice.

- Not to be sold by retail without the prescription of a Registered Me
Practitioner.

() if it contains a drug dastance specified in Schedule Biid comes within the
purview of the Narcotic Drugs and Psychotropic Substances Act, 1985 (61 of
1985) be labeled with symbol NRx, which shall be in red and conspicuously
displayed on the left top ater of the label and shall also be labeled with the
following words in legible black coloured font size in completely red
rectangular box:

SCHEDULE H1PRESCRIPTION DRUG CAUTION
- It is dangerous to take this preparation except in accordance wi
medical advice.
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- Not to be sold by retail without the prescription of a Registered Me
Practitioner.]

(2) The container of an embrocation, liniment, lotich%ointment,
antiseptic cream,] liquid antiseptic or other Idjumedicine for external
application shall be labelled with the words in capital Tor External use only'.]

21I(3) The container of a medicine made up ready only for treatment of an
animal shall be labelled conspicuously with therds 'Not for human use; for
animal treatment only', and shall bear a symbol depicting the head of a domestic
animal.]

217(3A) The container of a medicine for treatment of food producing
animals shall be labelled with the witlagval period of the drug for the species
on which it is intended to be used:, .

Provided that if the specific-withdkawal pétiod has not been validated, the
withdrawal period shall'not be& Iess than 'sevendays for eggs or milk, twenty
eight days for meat fromauiltry: and mammals mcludlng fat and offal, five
hundred degree daysdfor fish meat.’

Explanationd For the purpose of this) rule, the withdrawal period is the
period of interval between the'last administratiof of a veterinary medicine to
animals under the nmal"conditions oftuse and the production of food stuff
from such animals to ensureythat food"Stuffs do not contain residues in
quantities in excess of the maximum residue limits laid down.]

219(4) The container of a medicine piaged for treatment of human ailments
shall if the medicine contains industrial methylated spirit, indicate this fact on
the label and be labelled with the wadds

"FOR EXTERNAL USE ONLY" ]

219(5) Substances specified in SchedXldén bulk form shall bear a label
wherein the symbol as specified in sule (1) shall be given conspicuously in
red letters.]

21997A. Modified application of rules 96 and 97 for certain periodd
Notwithstanding anything coaithed in these rules, the modified or additional
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requirements of labelling as may be specified in the notification of the
Government of India in the Ministry of Health and Family Welfare number
G.S.R. 408(E), dated the 26th April, 2018, shall be on valyritasis for a
period commencing on the date of coming into force of this rule and ending on
the 31st day of March, 2019, and thereafter shall be mandatory.]

iﬁ[***]

217102. NonSterile Surgical Ligature and Sutured 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 ibteked ink the words
"Non-sterile surgical ligature (sutufenot to be used for operations upon the
human body unless efficiently sterilized".]

103 514

(2) The name and addressof the-manufacturer,shall be printedlabehef
the container of a patent or propnetary medlcme

219(3) The true formula,or list of the mgredlents shaII be printed or written in
indelible ink on the_outer label of every package containing patent or
proprietary mettine | - :

529104. Use of letter§#AF., etd Thes“letters T.P., and recognised
abbreviations of pharmacopoeias”and official compendia of drug standards
prescribed under these rules shall be entered on the label of the drug ¢méy for
purpose of indicating that the drug is 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.]

22I104A. Prohibition against altering inscriptions on containers,labels
or wrappers of drug.d 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 thie 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.]
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229105. Packing of drugsd (1) The m@ack sizes of drugs meant for retail sale
shall be as prescribed in Schedule PI to these rules.

(2) The pack sizes of drugs not covered by the Schedule PI shall be as
given below:

Unless specified otherwise in Schedul&PI,
(i) The pack sizes for Tablets/@ules shall k&

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 32%qor 7].

(i) The pack sizes forr‘liquid'OraI' preparations shall be 30 ml. (paediatric
only) 60 ml./100 ml./260 ml./450l,

(iiiy The pack sizés for Paediafiie Gral Drop&shall be 5 ml./I0 ml./15 m.
(iv) The pack sizefor Eye/Ear/NasaI Drops shall be 3 ml. /5 ml./ 10 ml.

(v) The pack sizes for Eye O‘i‘htﬁrhekht shall be3 gm/5 gm/10 gm: Provided
that the provisionsief the paeck’sizes covered under this rule shallnot apply

1. Pack sizes or dosage"fOrms not covered bg foregoing
provisions of this rule.

2. The imported formulations in finished form.
3. Preparations intended for Veterinary use.
4. Preparations intended for Export.

5. Vitamins/Tonics/Cough Preparations/Antacids/Laxatives in Liquid
Oral forms, Unit doséncluding applicaps).

6.Pack sizes of dosage forms meant for retail sale to Hospitals,
Registered Medical Practitioners, Nursing Homes.
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7. Physician's Samples.
8. Pack sizes of Large Volume intravenous Fluids:

>2JProvided furtler 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

220529 Provided also that] Oxytocin injection meant for sale shall be in
single unit blister pack only:]

>29Provided also that Diclofenac injection for human use shaith lsingle
unit dose pack only.]

°2[105A. Packing of drugs “Specified in ScheduleX.d The drugs
specified in Schedule X shall be marketed in packings not excéeding

(i) 100 unit doses jh the case"ﬁ’],‘fjfé{blétS/capsUles;
(i) 300 ml. h the case of orabliguid/preparatiort;
(iii) and 5 ml. in the case of injections:.

Provided that nothing in this ruleshall apply te'packings meant for use of a
hospital or a dispensary’subject to the“conditiongithat

(i) such supplies are made-by the nfaiturers or distributors direct to the
hospital/dispensaries; and

(i) hospital packs shall not be supplied to a retail dealer or to a Registered
Medical Practitioner.]

22106. Diseases which a drug may not purport to preverdr cure.d (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) No drug may purport or claim to procure assist to procure, or may
convey to the intending user thereof any idea that it may procure or assist to
procure, miscarriage in women.
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w2

SAPART IXA
LABELLING AND PACKING OF HOMOEOPATHIC MEDIC INES

106A. Manner of labelling of Homoeopathic medicine8. (A) Thefollowing
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 @very other covering in which the container is
packedd

() The words 'Homoeopathic medicine'.
(i) The name of the medicide

23(a) For drugs included in the Homoeopathic Pharmacopoeia of
India or the United-States of Affieas,or the United Kingdom, or the

German Homoeopathlc Pharmacopoela the name specified in that
Pharmacopoeia.] 351 * ~

(b) For other drugs, the»name' descrlptlve of the true nature of the
drugs. |

(i) The potencyzof the Homoeopathlc medid@ngor this purpose the
potency shall be expressed elther in deC|maI centesimal or millesimal
systems. 4

237(iiiA) In case of a Homoeopathic medicine containing two or more
ingredients, the name of each ingredient together with its potency and
proportionexpressed in metric system shall be stated on the label.]

23q(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 the manufacturér the name and address

of the seller:]

3Provided that where such medicines are imported, the name and
address of the importer shall also be mentioned on the label.]
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(v) In case the Homoeopathic medicine eamé alcohol, the alcohol
content in percentage by volume in terms of ethyl alcohol shall be stated
on the label:]

>3YProvided that in case that the total quantity of the pharmacopoeial
Homoeopathic medicine in the containei3® millilitres or less, it will not be
necessary to state the content of alcohol in the label.]

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

(i) a distinctive batch numbemadt is to say, that 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.'- 6r "Batch" or "ot Number or "Lot No." or "Lot"

or any distinguishing preflx 1Y x '

(i) manufacturing Ilcence 'ber the number being preceded by the
words "Manufacturing Llcence‘N’umber" or "Mig. Lie No." or "M.L."

39Explanationd This clause shaI‘I-%'.not apply to a Homoeopathic mother
tincture manufactured Butside Ingia:- 2.

(C) No Homoeopathic medicine ’COntai‘h,innga single ingredient shall bear a
proprietary name on its label.]]

231106B. Prohibition of quantity and percentaged 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 packingr bottles of not more than 100
millilitres.]]

PART X
SPECIAL PROVISIONS RELATING TO BIOLOGICAL AND OTHER
SPECIAL PRODUCTS

23§107. Name of substancé. If any substance specified in Schedule C is
advertised or sold as a propagt medicine or is contained in a medicine so
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advertised or sold, the proper name of the substance shall appear on the label in
the manner prescribed in this Part.

339Explanationd For the purpose of this rule the expression fpraname"
means the proper name stated in Schedule F or 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 propsame stated in Schedule F(l) or if no such
name is stated, the name or synonym given in the current edition famihe t
being of the>*qBritish Pharmacopoeia (Veterinary)], or, if no such name is
statedeither in Schedule F(Br the>*dBritish Pharmacopoeia (Veterinary)], the
name descriptive of the true nature and origin of the substance approved by the
licensing authority.]]

108. Containerd 244(1) No'substance specifiéd Schedule C shall be sold
or offered for sale unless’it has'been, sealed ima previously sterilised container
made of glass or any. other swtable materlal approved for the purpose by the
licensing authority appointed under rule 21, in such manner as imdkie
opinion of the licensitig authorlty, sufflce to preclude the access of bacteria:

Provided that it shadl not be necess;ary’to use aspreviously sterilised container
if the filled and sealedZcontaineris=ta:be sterilised after the sealing and such
sterlising procedure would renderitherprodugts sterile. However, the licensing
authority may, for any speciafreasons;zditect the licensee istgntise such
containers.]

(2) When any such substance is issued in liquid form in containers which are
sealed insuch 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 a@moving a portion of the contents of the container:

249Provided that nothing in this stiole shall apply to a penicillin
suspension in oil and wax.]

>4(3) The container shall comply with such furthequirements, if any, as
are specified in Schedule F or Schedule F(l) as the case may be, in that behalf.]
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>49(4) The licensing authority may in the case of particular preparation of
any such substance dispense with any ofrdwgirements of this rule or of
Schedule F or Schedule F(l), as the case may be, and may make such additional
requirement, as having regard to the nature of the preparation, they may deem
necessary.]

249109.Labellingd (1) The bllowing 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 on the label of every phial,
ampoule or other container of a substance specifi&thedule C and on every
other covering in which such phial, ampoule or container is patked:

(a) Where a drug is imported, the number of licence under which it is
imported, preceded by the words "Import Licence":

Provided that no refefénce shall befanadeany other import licence
number granted by any authgrity edtside India on any label orcontainer or
in any covering in;which the ¢ontainér is padked or in any other matter of
advertisement enclosed therem {

(b) Where a test cfor potency in unitssds vegd by these rules, a
statement of the potency in units defihed in terms of relating to the standard
preparation specifiedk in Schedule:E:or F(l), as the case may be:

Provided that this cIausé shall not apply‘in the case of vaccine lymph.

(c) Where aést for potency of maximum toxicity is required the date up

to which the substance if kept under suitable conditions may be excepted to
retain a potency not less than that stated on the label of the container or not
to acquire a toxicity greater than thrmitted by the test, as the 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.
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(2) The particulars prescribed in clause (a) of theceding suiyule 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 dnankine
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 oaay 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 is issued for sale, n@amely:

(a) the dateon which the manufacture of the particular batch from which
the substance in the container ds,taken was completed as defined in
Schedule F or ScheduleF(l) or.if there iSmo definition in Schedule F or F(l)
as hereafter definedin this rule’andin theecabvaccine prepared from
concentrates, thestdate of ‘c‘orﬁplétion‘of the final products and the bottling
for issue; NS

(b) where an antiseptic‘-substlan\ce has Heen added, the nature and the
percentage propottion introduced;) /| |

(c) the precaution hecessary»forpMGagthé properties of the contents
up to the date indicated in“elause{(c¢)©f-sule (1)

(4) For the purpose of clause (a) of suike (3), the date of which the
manufacture of a batch is completed shadl be

(a) in cases where a test for potency ordiiis required, by these rules

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'as removed from cold storage after having bespt k

at a temperature not exceeding 5°C continuously for a period not exceeding
two years from the time when the last test was completed;

(b) in cases where no such test is required or aco&pted
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() if the substance is a serum obtained from a livingmal, the
earliest date on which any material contributing to the batch was
removed from the animal;

(i) 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 mateal 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 kept in cold storage at a temperature not exceeding 5°C
continuously from the aliest practicable date after that on which
growth was terminated in the material as the case may be, the date of
removal from cold storage shall be treated as the date on which the
manufacture of the batch 1S completed'

(c) in all other cases the datm WhICh the substance is filled in the
container.] Y v

549109A. Labellingiof medicaldeVicest Subject to the other provisions of
these rules, the following:particulars ShaLII, besrinted in indelible ink on the label
or sticker on tk shelf pack of the_medical\device or on the outer cover of such
medical device and on every outer: coverlng |n which the medical device is
packed, namely; » '

(a) proper name of the medyical device;
(b) the details necessary for the user to identify the deandats use;

(c) the name of the manufacturer and address of the manufacturing
premises where the device has been manufactured;

(d) the correct statement of the net quantity in terms of weight, measure,
volume, number of units, as the case may be, anduimber of the devices
contained in the package shall be expressed in metric system; and

(e) the date of manufacture and date of expiry; alternately the label shall
bear the shelf life of the product:
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Provided that in the case of sterile devices the dlaséerilisation may be
given as date of the manufacture of the device:

Provided further that the device is made up of stable materials such as
stainless steel or titanium, and supplied -sterile, date of expiry may not
be necessary;

(f) to provide, wheever required, an indication that the device contains
medicinal or biological substance;

(g) to provide, a distinctive batch number or lot number preceded by the
word "Lot No." or "Lot" or "Batch No." or "B. No.";

(h) to indicate, wherever required, anyesial storage or handling
conditions applicable to the device;

() to indicate, if the device is supplied aé @ sterile product, its sterile state
and the sterilisationmetha@=cio7 744

(j) to give, if considered reIéVéiﬁt,},‘Warnings or precautions for the attention
of the user of thecmedical device;

(k) to label the device, if the de\)iéé' is;intended for single use;

(1) to overprint on the labeliofthe containér, the words "FOR CLINICAL
INVESTIGATION ONLY"%A4ify theedevice is intended for clinical
investigation;

(m) to overprint on the label of the device, the words "Physician's
Samplé® Not to be sold", if a medical device is intended for distribution to
the medical professional as a free sample,

(n) to provide, except for imported devices, the manufacturing licence
numbe by preceding the words "Manufacturing Licence Number" or "Mfg.
Lie, No." or "M. L";

(o) Devices or Invitro diagnostics which are not sold to customer or patient
directly and are sold for use by hospitals or diagnostic labs shall provide the
informationaffixing additional label or sticker on outer shelf pack;
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(p) to provide on the label, in case of imported devices, with the approval of
the licensing authority mentioned in rule 21, the import licence number,
name and address of the importer and addreisecactual manufacturing

premises, date of manufacture, (if not already printed at the time of import):

Provided that the label may bear symbols recognised by the Bureau of Indian
Standards or International Organisation for Standardisation (ISO) iofliext
and the device safety is not compromised by a lack of understanding on the part
of the user in case the meaning of the symbol is not obvious to the device user.]

241109B. Exemption of certain labelling requirements for medical
devices for export from Indiad The labels on packages or container of
devices for export shall be adopted to meet specific requirements of the law of
the country to which the device is to be exported, but the following particulars
shall appear inanspicuous manner.en the, label of the shelf pack of the medical
device in which the devicezis packed,and eVery other outer covering in which
the container is packéd & ) D&

(a) name of the Device;

(b) the distinctive batchsnumber o lotpember preceded by thd that
No." or "Lot" or "Batch No.}'or /B Naot;

(c) the date of expiry/if any; -

(d) the name and address ' of“the manufacturer and address of actual
premises where the been manufactured;

(e) the manufacturing Licence No. preceded by the letters "M.L. No" or
"Manufacturing Licence No";

(f) the internationally recognised symbols in lieu of text, wherever required:

Provided that where a device is required by the consignee not to be labeled
with the name and address of the manufacturer, the label on the paokages
container shall bear a code number as approved by the licensing authority and
the code number shall bear the name of the State or Union territory, in
abbreviation, followed by the word "Device" and "manufacturing licence
number:
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Provided further that tiere a device is required by the consignee not to be
labeled with the code number also, the label on the packages or container shall
bear a special code number, as requested by the consignee, and approved by the
licensing authority under rule 21.]

24§109C. Shelf life of the medical devices. The shelf life of the medical
devices shall not exceed sixty months from the date of manufacture:

Provide that the period may be extended by the licensing authority in respect
of any specifiedmedical device, if satisfactory evidence is produced by the
manufacturer to satisfy such an extension.]

110. Prohibition of sale of substance after prescribed dat&.No person
shall sell, or exhibit for sale any substance specified in Schedule C aftiatéhe
recorded on the container, label @r.wrapper as the date up to which the
substance may be expected=o retain a poténcy not less than, or not to acquire a
toxicity greater than thatrequired-orpermitted by, the prescribed test as the case
may be. AT AD ‘

ﬂﬁ![***]

20111. Standardsd, Every sUbstancei~specified in Schedules C and C(l)
intended for sale shall'eonformuwith the standards’of strength, quality and purity
specified in these rules ‘and in;Sehedule; F@)x as the case may be, and the
tests for determining such confarmity shall¥e applied to samples taken from the
final product after every manufacturing process has been completed.]

21112, Tests for strength and qualityd The ests, if any, required for
determining the strength and quality of each of the substances specified in
Schedules C and C(I) shall be those set out in Schedule F or Schedei§de(l)
as specified as the case may be].]

QS[***]
115. Application of tests for sterilityd The tests shall be appliéd

(a) 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 exdepreparations, which after being sealed in the
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containers are to be sterilized by heat, in a manner satisfactory to the
licensing authority; and

(b) to the contents of sample containers when ready for issue.

@[***]

119.(1) If at this examination no growth of miecayganisms is found in any
tube, the sample may be treated as having passed the test.

(2) If at the examination a growth of m@eorganisms is visible,
furthersamples may be taken and the tests may be repeated turthies
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 processes of
taking samples from the batch for a test may be repeated twice:

Provided that if thecsae organisiis visible in more than ontest the
batchshall be treated as no sfetileland:the material container in the batch shall
not be issued or used as part @f/a further batch: unless and until it has been
resterilized and has passed the tests 4

120. Notwithstanding anything contained in the last preceding rule, in any
case wher@ '

(a) a substance is reguired 'in" any emefgency by a registered medical
practitioner, but the licensee hasot filled containers in stock, or

(b) a substance which in the opiniord the licensing authority is 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
alread passed the test for sterility and freedom from abnormal toxicity,
without completing the sterility test on the filled containers, provided that
he complies with the following conditiords:

() the licensee shall before the issue take samples in the egquir
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;
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(if) if at any examination any growth is visible in any of the tubes, he
shall immediatelynotify the licensing authority;

(i) he shall keep available for inspection a record 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.

29121 Test for freedom from abnormal toxicity.d The test for freedom
from abnormal toxicity shall be carried out as per the current edition of Indian
Pharmacopoeia in the cases of each batch of the serum tested by the licensee or
by an institutiom approved by the licensing authority for the purpose of carrying
out the test on its behalf.]

29121A.Test for pyrogensd Solution of substances intended for parenteral
administration in large volumes (10-ml..or more at a tisha)ll be pyrogeifree
and tested for pyrogens. Ifwater or any other, aqueous solvent is supplied along
with the substances for: preparmg such solutlons it shall also be pyfregen
and tested for pyrogens.] Yy

122. Substances ispecified in Schedule Cgl)The following provisions
shall apply in the case of:asubstance specifieddn Schedulé C(l):

(a) The container shall comply with .the requifements, if any specified in
Schedule F or Schedule 'F@?[or as;spegified] asthe case may b

&8[***]

(c) The substance shall conform to the standards of strength, quality and purity
specified in Schedule F or Schedule FiJor as specified], as the case may be,
and the tests for deteming the strength, quality and purity of the substance
shall be those specified in Schedule F or Schedulee¥@y as specified], as

the case may be.

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

(e) The substance should be stbre a cool place and away from light.
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S6IPART XA
IMPORT OR MANUFACTURE OF NEW DRUG FOR CLINICAL
TRIALS OR MARKETING

122A. Application for permission to import new drdg>¢j(1) (a) No
newdrug shall banported 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 a new drug shall be
made in Form 44 to the Licensing Authority, acgamied by a fee ofqtwo
lakh 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 sh application shall b&Jone lakh 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
>%9one lakh rupees] and such |nf0_ matlon and data as requiredAgpendix
| or Appendix IA or Appendix IB] of Schedule Y, asdhe case may be.]

(2) The importer of a new drug when applylng for permission under subrule
(1), shall submit data as given ﬁﬁé[Appendm | or Appendix A or Appendix
IB] to Schedule Y including the-results=of local clinical trials carried out in
accordance with the guidelinés,specified-in‘that Schedule and submit the repor
of such clinical trials in the format gi'\’/‘e'h in Appendix Il to the said Schedule:
Provided that the requirement or 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 pulic 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 ad 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 bése rules.
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5%9(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, is®ye a
import permission in Form 45 and/or Form 45A, subject to the condition 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.]

122B. Application for approval to manufacture new drug 2]**]. &
2§(1)(a) No new drug shall be manufactured for sale unlessapproved 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 tfie, Licensing Authority as defined in
clause (b) of rule 21 arghall be a@ccompanied byra fee of fifty thousand rupees:
Provided that where the ‘applicatio_:n i\sftdr}p‘ermiss‘ion to import a new drug (bulk
drug substance) and~grant of apﬁfr:c‘)yalf t0 manufacture its formulation/s, the fee
to accompany such application shallfiiy/thousand rdpees only.

Provided further that wheref'a SUbéeqUent application by the same applicant
for that drug, whether ifi modified:desage form grwith new claims, is made, the
fee to accompany such subseqtient application' shall be fifteen thoupaed:r

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 an such information and data as required by
6JAppendix | or Appendix IA or Appendix IB] of Schedule Y, as the case may
be.]

(2) The manufacturer of a new drug under-gue (1) when applying for
approval to the licensing authority mentioned in the saidrsldy shall submit
dataas given irr®Appendix | or Appendix IA or Appendix IB] to Schedule Y
including the results of clinical trails 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.
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269(2A) The Licensing Authority as defined in clause (b) of rule 21 after
being satisfied that the drug if approved to be manufacture 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, wikethe 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 of a new drug underuselb
(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 appté¥En the name othe applicant]
by the licensing authority mentioned incrule 21:

Provided that the requ1rement of submlttlng the results of local clinical trials
may not be necessary if the" drug islof’ such aznature tha@fhi&ensing
Authority in rule 21] may, in pubhc mterest decide to grant such permission on
the basis of data avaitable from other countrles

Provided further that the submissi'on" of requirements relating to Animal
Toxicology, Reproduction studies, ~Teratogenic studies, Ratinstudies,
Mutagenicity and CarcinOgenicity»may bé madified or relaxed in case of new
drugs approved and marketéd: for several years in other countries if he is
satisfied that there is adequate published evidence regarding the safety of the
drug, subjecto the other provisions of these rules.

572 2[***]

213[122D. Permission to import or manufacture fixed dose&ombination.
d (1)An application for permission to import or manufacture fixed dose
combination dtwo or more drugs as defined in clause (c) of rule 122E shall be
made to the Licensing Authority as defined in clause (b) of rule 21 in Form 44,
accompanied by a fee offifteen thousand in case of application for
manufactue of the fixed dose combinations and one lakh rupees in case of
import application of the fixed dose combinations] and shall be accompanied by
such information and data as is required in Appendix VI of Schedule Y.
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(2) The Licensing Authority after being tsdied 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
statel 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 ould be considered.

122DA. Application for permission to conduct clinical trials for New
Drug/ Investigational New Drugd (1) No clinical trial for a new drug,
whether for clinical investigation, or any clinical experiment by any Institution,
shall be condcted except under,andcin, accordance with the permission, in
writing, of the Licensing Authority defined in‘elause (b) of rule 21.

(2) An application for grant of perm|SS|on to condact,

(a) human clirical trials (Phas@on a newcdrugshall be made to
theLicensing Autharity: dn Form 44paccompanied by a fee of fifty
thousand rupees and Such information and data as required under
ScheduleY; * il

(b) exploratory clinical trials (Phas_lde), on a new drug shall be made on
the basis of data emerging from Phéggal, accompanied by a fee of
twenty-five thousand rupees;

(c) confirmatory clinical trials (Phas#l) on a new drug shall be made
on the basis of the data emerging from PHasend where necessary,
data emerging from Phaselso, and shall be accompanieg a fee of
twenty-five thousand rupees.

Provided that no separate fee snail be required to be paid alongwith
application for import/manufacture of a new drug based on successful
completion of phase clinical trials by the apphcant.
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Provided further that ndee snail be required to be paid alongwith 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 wikie tclinical trials, shall
grant permission in Form 45 or Form 45 A or Form 46 or Form 46A, 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 inadequa, intimate the apphcant 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 treonditions which shall be satisfied
be fore permission could be considered:

29(4) Nopermission for ‘coh‘ductr of clinical trial intended for academic
purposes in respect of approved:drug formulation shall be required for any new
indication or new route of admiristtatioft’ or new dose or new dosage form

(a)the trial is appfoved hyothe Ethics,Committee; and

(b) subject to théZprovisions: of swble 5, the data generated is not
intended for submisSion to licensing-authgrity.]

579(5) The Ethics Committee shai’ however inform the licensing authority
about the cases approved by it and also about cases where there could be an
overlap between the clinical trial for academic and regulatory purposes and
whetre the said authority does not convey its comments to the Ethics Committee
within a period of thirty days from the date of receipt of communication from
the Ethics Committee, it shall be presumed that no permission from the
licensing authority is required.]

2Explanationd For the purpose of these rukgs,

(@) "Clinical Trial" means a systematic study of any new drug(s) in
human subject(s) to generate data for discovering and/or verifying the
clinical, pharmacological (including pharmacodynamics and
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pharmacokinetic), and/or adverse effects with the objective of
determining safety and/or efficacy of the new drug;

(b) "Global Clinical Trial" means any clinical trial which is conducted as
part of multinational clinical development afdrug;

(c) "Investigational New Drug" means a new chemical entity or a
product having therapeutic indication but which has never been tested
earlier on human being;

(d) "New Chemical Entity" meanan active substance developmental
stage which may be spified as a drug under the Act, after undergoing
any clinical trial.]

578 8[***]

29122DAB. Compensation in gase of injury or death during clinical
trial. 8 229(1) In case ota injufyecedrrngsto the, subject during the clinical
trial, free medical management,Sﬁaﬂfbe" given astlong as required on till such
time it is established that the injuryis fot related to:the clinical trial, whichever
is earlier.] ' |

(2) In case the injuppccurring-ta the trial subject is related to the clinical
trial, such subject shall also be ,‘éntitlred"f‘or finaficial compensation as per order
of the Licensing Authority d&fined under clagSe (b) of rule 21, and the financial
compensation will be over and afeyany expenses incurred on the road
management of the subject.

28I(2A) In case, there is no permanent injury, the quantum of compensation
shall be commensurate with the nature of the-p@mmanent injury and loss of
wages othe 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 expenses incurred on the medical management of
such subject.
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(4) The expenses on medical management and financial compensation in the
case of clinical trial injury or death of the trial subject shall be borne by the
sponsor ofte clinical trial.

(5) Any injury or death of the subject occurring in clinical trial due to
following reasons shall be considered as clinical trial related injury or death and
the subject or his/her nominee(s), as the case may be, are entitled forafinanci
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 investigationalproduct to provide intended therapeutic
effect [where, the staadard care, thaugh available, was not provided to
the subject as per the cIrnrcaI trmbtoco]

(d) use of placebo in a pIacehontroIIed triat [where the standard care,
though avarlablewas not prowded to the subject as per the clinical trial
protocol;

(e) adverse effegts duel/to- concomrtant me&dication excluding standard
care, necessitated as part of approved prétocol;

(f) for injury to a chrld InUtero because of the participationparent in
clinical trial;

(9) any clinical trial procedures involved in the study.

(6) The Sponsor, whether a pharmaceutical company or an institution shall
give an undertaking along with the application for clinical trial permission to the
Licensing Autlority 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.

(7) In case the Sponsor fails to provide medical management for the injury to
the subjectand/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
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giving an opportunity tolew 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 orka any other action deemed fit under the
rules.]

287122DAC. Permission to conduct clinical triald (1) The Licensing
Authority as defined in clause (b) of rule 21, on being satisfied that the data
submitted along with the applittan in support of the proposed clinical trial is
adequate in all respects, issue permission for conduct of clinical trial, subject to
the following conditions, nameky:

(@) Clinical trial shall be conducted in compliance with the approved
protocols, requements of Schedule Y annexed to these rules, Good
Clinical Practice Guidelinesdercanduct of clinical trials in India and other
applicable regulationg; |

(b) Approval of the Ethics Comm'ﬁee shall’be obtained before initiation
of the study; RN

(c) Clinical trial shalbbe registe‘red,at Climical Trials Registry of India
before enrolling the first patient for'the study:

(d) Annual status report ofzeach glinical trial, as to whether it is ongoing,
completed or terminated; shall be_submitted to the Licensing Atythor
and iii case of termination of any clinical trial the detailed reasons for the
same shall be communicated to the said Licensing Authority;

(e) Any report of serious adverse event occurring during clinical trial to
the subject, after due analysis, $h@@ forwarded within ten days of its
occurrence as per Appendix XI and in compliance with the procedures
prescribed in Schedule Y;

(f) Incase of an injury or death during the clinical trial to the subject of the
clinical trial, the apphcant shall provid®mplete medical management
and compensation m 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
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the Licensng Authority within thirty days of the receipt of the order of the
said authority;

(g) The premises of Sponsor including their employees, subsidiaries and
branches, their agents, contractors andcaniractors and clinical trial
sites shall be open tospection by the officers authorised by the Central
Drugs Standard Control Organisation, 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;

(h) The Sponsor including their employees, subsidiaries and branches,
their agents, contractors and stdmtractors and clinical trial sites and the
Investigator shall allow fiicers.autherised by the Central Drugs Standard
Control Organisationgwho may.be accompanied by an officer of the State
Drug Control Authgrity cohcermed; to entet with or without prior notice,
any premises of’Sponsor:ifchiding their employees, subsilianiel
branches, their lagents, coptrgsiors and-aartifactors and clinical trial
sites to inspect; search and |sgize, any recerd, data, document, books,
investigational drugs, etc /telated.to clinical trials and provide adequate
replies to any queries rady the mspectmg authority in relation to the
conduct of clinical tnal |

(2) Notwithstanding the conditions_spécified in suke (1), the Licensing
Authority, on being satisfied that the data submitted along with the application
in support of the proed 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 eligibilityssessmest conduct and treatment of
suchclinical trial.

(3) If any Sponsor including their employees, subsidiaries and branches,
their agents, contractors and stdmtractors, Investigators conducting clinical
trial and clinical trial sites fail to conhpwith 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,
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(a) issue warning letter giving details of deficignfound during the
inspection, which might affect the right or wéking 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 clinidabl permission;

(d) debar the Investigator(s), Sponsor including their employees,
subsidiaries and branches, their agents, contractors and subcontractors to
conduct any clinical trial in future.

(4) The Sponsor including their employees, subsidsagied branches, their
agents, contractors and sobntractors and clinical trial Investigators, against
whom action as mentioned in sulle (3) has been taken by the Licensing
Authority, may, within ninety-days of the ¥éeeipt of the copy of the ordereof t
Licensing Authority prefer an.appeal .to the%Central Government, and the
Central Government may, after: glvmg such appellant an opportunity of being
heard, confirm, reverge or modify:stich order.]

122 DB. Suspension-.or ~cancellation -of. Perniission/Approval.If the
importer or manufacturer under’ this Part fails to comply with any of the
conditions of the permission or.approval, the Li€ensing Authority may, after
giving an opportunity to show causgawvhy-such.an order should not be passed, by
an order in writingstating the reasons therefdr, suspended or cancel it.

122DC. Appeal.d 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 Centradr@ment may after
such enquiry into the matter as is considered necessary, may pass such order in
relation thereto as it thinks fit.

289122DD. Registration of ethics Committeéd (1) No Ethics Committee
shall review and accordsi 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) RuR913, who has already
reviewed and accorded approval to clinical trial protocol, shall obtain
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registration within a period of fortfive days from the date of commencement
of the Drugs and Cosmetics (Third Amendment) Rules, 2013.

(2) An application br registration of Ethics Committee shall be made to
the Licensing Authority in accordance with the requiremastspecified in the
Appendix VIII of Schedule Y

(3) The Licensing Authority after being satisfied that the requirements
have been complied ith, may grant registration to the Ethics Committee
subject to such conditions as may be stétedein

(4) The Ethics Committee shall review and accord its approval to a clinical
trial and also carry ongoing review of the trial at appropriate intere
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 welbeing gfthe trial subjétts.

(5) In the case of.any seriOud\é'rse event occurring to the clinical trial
subjects during the linical trlal the Ethics Committee shall analyse and
forward its opinion @as per procedures speC|f|ed under APPENDIX XII of
Schedule Y

(6) The Ethics Committee ‘'shall-allow inspectors iicals authorised by
the Central Drugs Standard Contrel-Organisation to enter its premises to inspect
anyrecord, data or any docutment relateghtd clinical trial and provide adequate
replies to any query raised by such inSpéctors or officials, as thenegdee, in
relation to the conduct of clinical trial.

(7) The registratiorunless it is suspended or cancelled, shall be valid for a
period of three years from the date of issue;

Provided that if the application for -registration 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 theembership or the constitution of the Ethics
Committee takes place.
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(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 satesfibefore the registration can be granted.

(9) If the Ethics Committee falls 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 anrowdeting 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, mayitlwn 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. ;

Explanationd For the~purpose,ofithis milan Ethics Committee is a
committee comprising of medlcal scuentlflc Aoedical and noiscientific
members, whose responsibility:is? to ensure the protection of the rights, safety
and wellbeing of hufman subjects mvolved in a ¢linical trial and it dhall
responsible for reviewing’and ;approving thé Pprotocol, the suitability of the
investigators, facilities;, methods and\adequacy of information to be used for
obtaining and documénting informed” consent” of the study subjects and
adequacy of confidentialityafeguards:] -

122E. Definition of new drugd Forutkhe purpose of this part, new drug shall
mean and includi

%89(a) A drug, as defined in the Act including bulk drugs subst&¥fer
phytopharmaceuticalrug] which has not been used in the country to any
significant extent under the conditions prescribed, recommended or
suggestd in the labelling thereof andak not been recognised as effective
and safe by the licensing authority mentioned under rule a21tHe
proposed claims:

Provided that the limited use, if any, has been with the permission of the
licensing authority.]
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(b) A drug already' approved by the licensing authority mentioned inrule
21 for certain claims, which is now proposed to be marketddmodified

or new claims, namely, indications, dosage, dosage form (including
sustained release dosage foanyl route of administration.

(c) A fixed dose combination of two or more drugs, individually
approved earlier for certain claims, which amew 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 fam) and route of administrationSeeitems (b) and (c) of
Appendix VI to Schedule Y).

Explanationd For the purpose of this rule

>89(i) all vaccines ancRecomblnant DNA (DNA) derived drugs shall be
new drugs unless certlfledkcerwwe*-b the Llcensmg Authority under rule
21:] s

(i) a new drug shaII contlnue tobeacon&dered as new drug for a period of
four years from the date: of |ts flrst,_appro%[***] ]

A SSS{PARTfXB $
REQUIREMENTS/FORTHE GOLLECTION, STORAGE,
PROCESSING AND DISTRIBUTION @FRWHOLE HUMAN BLOOD,
HUMAN BLOOD COMPONENTS BY $9BLOOD CENTRES] 5,
MANUFACTURE OF BLOOD PRODUCTS AND COLLECTION,
PROCESSING, TESTING, STORAGE, BANKING AND RELEASE OF
UMBILICAL CORD BLOOD STEM CELLS]

2N122EA. Definitionsd (1) In this Part and in the Form contained in
Schedule A and in Part X1B4Part XIIC and Part XIID] of Sckdule F, unless
there is anything repugnant in the subject of coréiext,

(a) apheresis" means the process by which blood drawn from a donor,
after separating plasma or platelets or leucocytes, is retransfused
simultaneously into the said donor;
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(b) "autolagous blood" means the blood drawn from the patient for
retransfusion into himself later on;

(c) "blood" means and includes whole human blood, drawn from a donor
and mixed with an anttoagulant;

>93(d)'Blood Centre' is an authiaed premises in an organization or
institution as the case may be, for carrying out all or any of the operations
including collection, apheresis, processing, storage and distribution of
blood drawn from donors or received from another licensed Blood €entr
and 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;

(f) "blood product" means'a 'drug"manufactured or obtained from pooled
plasma of blood by frattionatién drawn frém donors;

29 (fa)écord bloodtbank' meaﬁfsy;‘,yﬁfpléce or organization or unit for carrying
out and responsible for operations of collection, processing, testing,
banking, selection and +&lge /of cord blogd-units;]

(g) "donor' means a persen;who voluntarily donates blood after he has
been declared fit ‘after a_medical -examidation, for donating blood, on
fulfilling the criteria Given hereinaftef; without acceptif§[against
donated unit] in return any considération in cash or kind from any source,
but does not include a professional or a paid donor;

Explanationd For the purposes of this clause, benefits or incentives like pins,
plaques, badges, medals, commendatoamtificates, timeoff from work,
membership of blood assurance programme, gifts of little or intrinsic monetary
value shall not be construed as consideration,

(h) "ieucapheresis" means the process by which the blood drawn from a
donor, after leucocyte ocoentrates have been separated, is retransfused
simultaneously into the said donor;

() "plasmapheresis" means the process by which the blood drawn from a
donor, after plasma has been separated,-isansfused during the same
sitting into the said donor;
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(j) "plateletpheresis" means the process by which the blood drawn from a
donor, after platelet concentrates have been separated, is retransfused
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 reeipient
patient and includes a paid donor or a commercial donor;

(1) "replacement donor" means a donor who is a family friend or a relative
of the patient recipient.]

299 (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.]

29(n) 'Erythrocytapherest means séféetive collection of one or two units
of red cells from a deror or-patient using a:cell separator and retransfusing
the remaining bload into the donayof:patient?}

122F. Form of application foriicencefor operation o£29Blood Centre]/
processing of whole”human- blood for(components/manufacture of blood
products for sale or distribution 59—6[',’ colléetion, processing, testing, storage,
banking and release offumbilical gord blood stemscell$ (1)Application for
the grant and/or renewat.of licenge; farthe operation &¥8lood Centre],/
processing of human blood fér,componentsimanufacture of blood pré&ficts
Collection, processing, tesy, storage',”b'anking and release of umbilical cord
blood stem cells] shall be made to the licensing authappointed under Part
VIl in 22Form 27C&, Form 27E or Form 27F], as the case may &eg shall
be accompanied BYlicence fee of rupees six thousand and an inspection fee
of rupees one thousand and five hundred for every inspection thereof or for the
purposes of renewal of licence]:

Provided that if the applant 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 hundredup an additional fee at the rate of rupees one
thousand per month or a part thereof in addition to the inspection fee]:
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899pProvided further that a licensee holding a licence in Form 28C, Form 28E
or Form 28F as the case may fm, operation of%[Blood Centre]/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 mgr@f licence under sufule
(1) before the expiry of the said licence on Form 27C, Form 27E or Form 27F
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 fo, manufacture additional driigged in the
application shall be accompanied by feeié[frupees three hundred] for each
drug listed in the application.

(4) On receipt ofithe appllcatlon for the grant or renewal of such licence,
the licensing authoritghall 9 ' '

(i) verify the statements made i the appllcatlon form.

(i) cause the manufacturlng and testlng @stablishment to be inspected in
accordance with the prayision of rule 31 2and

(i) in case the application is for renewal of licence, calif@yrmations
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 i€%9alongwith 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 applicant is
not in a positia to fulfil the requirements laid down in these rules, he may, by
order, for reasons to be recorded in gt refuse to grant or renew theence,
as the case may be.
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(6) If, on receipt of the application and the report of the licensing authority
referred to in subule ®(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 concened 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 Lemce 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, rejeetdpplication for grant or
renewal of licence, as the case may be and shall supply the applicant with a
copy of the inspection report.

122G. Form of licenge” for the. operation of a®®Blood Centre]
Iprocessing of whole hufnan biad for’ components and®®/manufacture of
blood products/ collection, proCesSihg‘,-;_teSting, storage, banking and release
of umbilical cord blgod stem celi§fand the conditions for the grant or
renewal of such licencé ®9(1)]}A lligence for the operation of #4Blood
Centre] or for processing whole:ifiuman “blood for components and
S99/manufactureof bloed products/ collection, processing, testing, getora
banking and release of-umbiliC&brd b'l"ood stem cells] shall be issued in
81Form 28C or Form 28E ‘@¢4Form 28F orForm 26G or Form 26or Form
26], as the case may be, before d licénce in R&@or Form 28E ordtm 28F
or Form 26G or Form 26 or Form 26J], as the case may be] is granted or
renewed the following conditions shall be complied with by the appli&ant:

89(i) The operation of Blood Centre or processimgboth 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 Medical Officer, and
possessing

(a) Degree in Medicine M.B.B.S. having experience of working in Blood
Centre, not less than one year during regular service and also has adequate
knowledge and experience in blood group serology, blood group
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methodology and medical principles involved in thequrement of blood
or preparation of its components or both; or

(b) Degree in Medicine M.B.B.S. with Diploma in Clinical Pathology or
Diploma in Pathology and Bacteriology with sixo n t dxperience in a
licensed Blood Centre; or

(c) Degree in Mediine M.B.B.S. with Diploma in Transfusion Medicine
or Diploma in Immunohematology or Blood Transfusion with three
mo n t elperience in a licensed Blood Centre; or

(d) Doctor of Medicine Pathology or Diplomate of National Board
Pathology with threenonth se&perience in a licensed Blood Centre; or

(e) Postgraduate degree in Transfusion Medicirizoctor of Medicine
Transfusion Medicine v 'Diplomaté»of National Board Transfusion
Medicine, Doctor ~of Medigine ~, Imnanohematology and Blood
Transfusion,the dgé€e or diplomaibeing fromra University recognized by
the Central Govefnment or (State Government!

Explanation & For-the. purposes (ofithis. copdition, the experience in Blood
Centre shall not apply.in the case of persons who are approved by the Licensing
Authority or Central Licence“Apptovinig Autherity or both prior to the
commencement of the “BDrugsgand; €esmetics (Second Amendment) Rules,
1999.] ‘ ‘

(i) The applicant shall provide adequate space, plant and equipment for any
or all the operations of blood colkmn or blood processing. The space, plant
and equipment required for various operations is given in Schedule F, Part XIIB
and/or XIIC&9or XIID],

(i) The applicant shall provide and maintain adequate technical staff as
specified in Schedule F, Part XIIB and/or XIE&or XIID].

(iv) The applicant shall provide adequate arrangements for storage of whole
human blood, human blood components and blood products.

(v) The applicant furnish to thiecensing authority, if required to do so, data
on the stability of Whole Human Blood, its components or blood products
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which are likely to deteriorate, for fixing the date of expiry which shall be
printed on the labels of such products on the basissaddba so furnished.

819(2) Applications for grant or renewal of license for operation of Blood
Centre or processing of Human blood components shall be made by the Blood
Centre run by the Government, Indian Red Cross Societspitéd, Charitable
Trust or Voluntary organization and Blood Centre run by Charitable Trust or
Voluntary organization need to be approved by a State or Union territory Blood
Transfusion Council as per procedure laid down in this regard by the National
Blood Transfusion Council.

Explanationd For the purpose of this suhle, "renewal” shall include
renewal of any license issued after the commencement of the Drugs and
Cosmetics (Sixth Amendment) Rules, 2005).]

122H. Duration of licenggd An original ficence irf*{Form 28C or Form
28E ®or Form 28F] ora@ renewedace.in Fofm 26G or Form 4 *or
Form 2@J] unless soonerSuspendeﬁd or _:(fanCeIIed sh&Hvalid for a periodof
five years on and from the date'gihfw;h‘iybh] it is granted or renewed.

122-1. Inspection beforesgrant//or) renewalcof licence for operation of
82IBlood Centre], progessing Of whole’human blegod for components and
manufacture of blood productst:Before’a licence if:Form 28C or Form
28E %'9or Form 28F] is granted-ora rerewalof licence in Form 26G or Form
26-1 %90r Form 26J] is made, “as:the case'May be,] the licensing authority or the
Central LicenceApproving Authority, as the case may be, shall cause the
establishment in which?Blood Centre] is proposed to be operated /whole
human blood for component is proces&&i] blood products are mafactured
to be inspected by one or more inspectors, appointed under the Act and/or
alongwith the Expert in the field concernedeTlnspector or Inspectors shall
examine all portions of the premises and appliances/equipments and inspect the
process of marfacture intended to be employed mingemployed alongwith
the means to be employed or being employed for operatiof?@flood
Centre]/processing of whole human blood for components/manufacture of blood
products together withheir ¢qtesting] facilities and also enquire into the
professional qualification of the expert staff and other technical staff to be
employed.
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122J. Report by Inspectord The Inspector or Inspectors shall forward a
detailed desaptive report giving his findings on each aspect of inspection along
with his recommendation in accordance with the provisions of ruld 1@2he
licensing authority or to the Central Licence Approving Authority.

122K. Further application after rejection.d If within a period of six
months from the rejection of application for a licence the applicant informs the
licensing authority mat the conditions laid down have been igatisind
deposits an inspectio?t{fee of rupees two imdred and fifty] the licensing
authority may, if after causing further inspection to be made is satisfied that the
conditions for thee?{grant or renewal of a licence have been complied with,
shall grant or renew the licenceform 28C or Form 28EJor Form 28F]:

Provided that in the case of a drug notified by the Central Government under
rule 68A, the application, togethermwitththe inspection report and the Form of
licence (in triplicate to be gs#&&d or renewed);duly completed shall be sent, to
be Central Licence Approving Authgrity; who may approve the same and return
it to the licensing authefity of iSsu,(;ef'»?fdr'the‘Iicence‘.]

122L. Delegatior? of powers, by [the Central Licence Approving
Authority. 8 The Central-Lieehce/Approving Adthority may, with the approval
of the Central Goverament, by ,notif\i’cation delegate his powers of signing
licence and any other Power uhder-riles to persons under his control having
same qualifications as preseribed for‘cOiﬁtngaUthority under rule 50A, for
such areas and for such period$‘as, may-be specified.

122M. Provision for appeal to the State Government by a party whose
licence has not been granted or renewedl.Any person who is aggrieved by
the order passed by the ditsing 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 aitsiders 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.

122N. Additional information to be furnished by an%qapplicant] for
licence or by a licensee to the licensing authorityy. 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
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period thelicence is in force, as the case may be, documentary evidence in
respect of the ownership or occupation, rentabttver basis of the premises,
specified in the application for licence or in the licence granted, constitution of
the firm or any other relewd 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 licencés(l) 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 by
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, ®2Jor direct the licensee to stop collection, storage, processing
manufacture and distribution .ofithe Sdid/substance$¥tiereupon order the
destruction of substancescand] stacks,theredfdn the presence of an Inspector] if
in his opinion, the licensee hds: failed tor,complywith any ofctheditions of
the licence or with anyZprovisiongfithe Act or rules:thereunder.

(2) A licensee whose licencejhas been suspended or cancelled may, within
three months of the date of thejorder-underrsid (1) prefer an appeal against
that order to the &Ste Government or Central Government, which shall decide
the same. ' B — ~'

122P. Conditions of licenc@&7%JAVlicence in Form 28C, Form 28E,
839Form 28F, Form 26G, Form 26or Form 26J shall be subject to theecial
conditions set out in Schedule F, Part XIIB 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, naingly:

(i) (a) The license shall provide and maintain adequate staff, plantand
premises for the proper operation of4Blood Centre] for processing
whole human blood, its components and/or manufacture of blood
products.

(b) The licensee shall maamin staff, premises and equipment as specified
in rule 122G. The licensee shall maintain necessary records and
registers as specified in Schedule F, Part XIIB and XIIC.
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(c) The licensee shall test in his odaboratorywhole human blood, its
componentsand blood products arfimaintain records and] registers
in respect of such tests as specified in Schedule F, Parts XIIB and XIIC
839or XIID], The records and register shall be maintained for aoderi
of five years from the date of manufacture.

(d) The licensee shall maintain/preserve referéd§sample and] supply
to the Inspector the reference sample of the whole human blood
collected by him in an adequate quantyconduct all the prescribed
tests. The licensee shall supply to the Inspector the reference sample for
the purpose of testing.

(i) The licensee shall allow an Inspector appointed under the Act to enter,
with or £Jwithout] prior notice, any premises where the activities of the
53Blood Centre] are being casriedrout, for the processing of whole human
blood and/or blood produgts; to inspect the ‘premises and plant and the process
of manufacture andhe$meansemployed, for standardising and testing the
substance. RIPTRATS Z

(i) The licensee shall allow an Inspector appoirited under the Act to inspect
all registers and records maihtaine’d under theése rules and to take samples of the
manufactured productzand shsillpply to InSpector such information as he may
require for the purposé’of ascertaining”whethes the provisions of the Act and
Rules thereunder have been. observed. ™ -

(iv) The licensee shall from time to time report to the licensing authority any
changes inthe expert staff responsible for the operation of2%Blood
Centre]/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 purpse which have been made @nthe date of last inspection made on
behalf of the licensing authority before the grant of the licence.

(v) The licensee shall on request furnish to the licensing authority, or Central
Licence Approving Authority or to suciuthority as the licensing authority, or
the Central Licence Approving Authority may direct, from any batch unit of
drugs as the licensing authority or Central Licence Approving Authority may
from time to time specify, sample of such quantity as may beidered
adequate by such Authority for any examination and, if so required, also furnish
full protocols of the test which have been applied.
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(vi) If the licensing authority or the Central Licence Approving Authority so
directs, the licensee shall notlser offer for sale any batch/unit in respect of
which a sample is, or protocols are furnished under the last preceding sub
paragraph until a certificate authorising the sales of batch/unit has been issued
to him by or on behalf of the licensing authoridy the Central Licence
Approving Authority.

(vii)  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 Centraldrnce 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 recebadis already
made from that batch/unit.

(vii)  No drug manufactured under the Yicence shall be sold unless the

precautions necessaryfor presening:sits properties have been observed
throughout the periodvafter manyfactire; Furtheno batch/ unit aocdd

under this licence =shall be ‘su‘pp‘liﬁed/distributed to any person without

prescription of Registered Medical Rractitioner.

(ix) The licensee shall comply ,vjvith\'the, provisions of the Act and of these
rules and with such further requirements, if aay, may be specified in any
rules subsequently made ‘under ‘Chapter'|V of the Act, provided mat where such
further requirements are specifiédHimthe rules, these would come in force four
months after publication in the Official Gazetté.

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

(xi) The licensee shall destroy the stocks of batch/unit which does not comply
with standard tests in such ayat it would not spread any disease/infection
by way of proper disinfection method.]

837 (xii) All bio -medical waste shall be treated, disposed off or destroyed as per
the provisions of the BiMedical Wastes (Management andridling) Rules,
1996.
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(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.]

53§ (xiv) The whole human blood and blood components may be transferred,
under prescribed storage conditions, to another blood bank which have facilities
to store and monitor blood distribution.

(xv) The recipient®*Iblood centreskhall not further transf units obtained
from another®9blood centre] except to another blood storage centre or a
patient.]

PART Xl
EXEMPTIONS

123 The drugs specifiedfin Schedlile K shall be exempted from the
provisions of Chpter IV of'the Aet/and\the rules;made thereunder to the extent
and subject to the condjtions spec‘f‘ed ln that Schedule.

Wik <5-xu
STANDARDS 5.

841124 Standards “ef drugsﬁ (1) Drugs igcluded in  the Indian
Pharmacopoeia: ¢ ~'

(a) The stadards for identity; pusity -a’h"dkstrength 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 thimdian Pharmacopoeia for the time being in
force but are specified in the edition of the Indian Pharmacopoeia
immediately preceding, the standards for identity, purity ana strength shall
be those occurring in such immediately preceding edition of tharindi
Pharmacopoeia.

(2) For other drugs:
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(a) The standards for identity, purity and strength shall be those as may
be specified in the edition of the official pharmacopoeia, or the time being
in force, of any country to which the drug claims to comphhwit

(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, pity 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, fahe time being in force, of any country or in its
edition immediately preceding but included in the official compeerad
drugs standards, namedy: _,

The British Pha‘rmaceuti‘caﬁl \;Co_dex or‘the National Formulary of the
United States, forthe time: being force, towhich the drug claims to
comply with.] AR

6i2[ ***]

849124B. StandardsZor patent.or proprietary miedicinesd The standards
for patent or proprietary medicines:shali:be those laid down in Seh&dahd
such medicines shall also camply with the'standards laid down in the Second
Schedule to the Act.] o

849124C. Standards for Surgical Dressing®. The standards for Surgica
Dressings shall be such as are laid down in Schédl)e

849124D. Standards for Sterilised Umbilical tapest The standards for
Sterilised Umbilical tapes shall be as laid down in Schedule F(l1).]

549125. Standards for substances (other than foodpiended to affect the
structure or any function of human bodyd Contraceptivesd (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 caformity with the formulae approved as safe and efficacious by the
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Central Government. Such formula shall be displayed on the label of every
container of such contraceptive.]

841125A. Standards for Medical Device$ The standardéor the Medical
Devices shall be such as are laid down in Schedule RI.]

54§126. Standards for substances intended to be used for the destruction
of vermin or insects which cause®J***] disease inhuman beings or
animalsd Disinfectantsd The standards for disinfectants shall be suclare
laid down in Schedule O.]

859126A.Standards  for ophthalmic  preparations  £Jincluding
Homoeopathic ophthalmic preparations].d The standards for ophthalmic
preparations includingdomoeopathic ophthalmic preparations] shall be those
laid down in Schedule FF, and such_preparations shall also comply with the
standards set out in the SecondSchedUIe toothe Act.]

857127. List of colour“s'permifted""~'t‘f;c§ﬁ_“b§VUSed inzdrug®. (1) No drug shall
contain a colour otherithan thatasjp_ piﬁ_éd”below:

(1) Natural Colours®”

Annatto

Carotene

Chlorophyl

Cochineal

Curcumin

Red Oxide of iron

Yellow Oxide ofiron

9 Titanium Oxide]

9Black Oxide of Iron]

59 Titanium dioxide coated mica pearlescent pigments]

(2) Atrtificial Colours

Caramel
SqRiboflavin]

(3) Coal Tar Colours
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Colour
Index
Number

Common name

of the Colour
1 2
GREEN
Quinazarine
Green SS 61565
Alizarin Cyanine
Green F 61570
SFast  Gree
FCE 42053
6i8[* **]
YELLOW
Tartrazine 19140
Sunset Yellov
FCE 15985 :
559 Quinoline '
47 O
Yellow WS RED 005
@O[***]
Erythrosine 45430
Eosin YS o
. 4
Eosine G 5380
Toney Red c
Sudan Il 26100
Ponceau 4 R 16255
Carmoisine
14720
@0[***]
1339Allura Red 16035

BLUE

Central Drugs Standard Control Organization, Ministry of Health and Family Welfare, Govt. of India

Chemical Name

1, 4bis (p Toluino}anthraquinone.

Disodium salt of 1, 4bis(O-sulfo-p-toluino) anthragunone.
Disodium salt of 4[4-(N-ethyl p-sulfobenzylamino)

phenyt]-(4-hydroxy-2-sulfoniumphenyl) methylene)[1-
N-ethyl-N-p-sulfobenzyl] 1*2,5, cyclohexadienimine]

Trisodium salt of Larhoxys-hydroxy-1- p-sulfopheny4-

20 sulfophényl azepyrazole.

| Disodiur'n'f};;f ait7of 3p Sulfophenyazo2-naphthol6-

sulfonig acid: %>
Disodiufn| $alt/of disulfonic acid of @-quinolyl)-; 3-
indandionel] |\ :

OX DisodiL: salt-of ‘SD—carboxyphenyI-6-hydroxy 2,457

tetraiotie3isoxanthones

Disoditnr salt @274, 5, 7
Tetrabromed-p-carboxyphenyb-
hydroxy-3-isoxanthone.

|-p-phenylazophenylaza-
napnthol.

Trisodium salt of4(4-sulphel-I-
napth y lazoR-naphthol6:3-disulphonic acid.

Disodium salt of A4-sulphl-
napthylazo)l-naphthoi4-sulphonic acid.

Disodium ehydroxy-5-[(2-methoxy5-methyt4-
sulfophenyl)azoR-Naphthalenesulfonic adj
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Indigo Carmine 73015 Disodium salt of indigotirb:-5 Disulphonic Acid.]

Disodium salt of 4{ [4(N-ethylp- sulphebenzylamine

@ oy
[Brillium- Blue 42090 phenyt(2-sulphoniumphenytnethylenejl-(N-ethykN-p-

FCF sulfobenzyl} 2, 5-cyclohexadienomine]

@2[***]

ORANGE

Orange G L : .
Disodium salt on -phenylaze2-naphthol 6, &isulfonic

16230 .

acid.

BROWN

Resorcin Brown 20170 Monoso@um salt of 4-sulfophenylazo 42, 4xylozo),
3-resorcinol.

BLACK

Naphthol  Blue 20470 Disodium salt of 8amino 7-p-nitrophenylaze?-phenylaze

Black. naphth043 6d|sulfon|c aC|d

(4) Lakes

The aluminium or; caIC|um s ts-(la es) of any of the watduble colours
listed above:

s3Provided that in case of disinfestants,/in addition to the above said colours,
the colours referred in4S 4707 (Part 1) as &mended by Bureau of Indian
Standards from time to tifme Of any of the<colours listed in the table below,
which is nonstaining shall be perm|SSIbIe to use.

. Colour
Serial Common name of .
Index Chemical name of colour
Number colour
Number
1) (2) (3) (4)

Monosodium salt of 4-(N-ethy}
p-sulfobenzylamind)

1. GuineaGreenB 42085 diphenylmethylong1-(N-ethyFN-
psul foni umbe&eszyl
cyclohexadienimine).

Disodium salt of 44-(N-ethyl-p-
sulfobenzylaminephenyl}4-

2. ng\gﬁrﬁgﬂSF 42095 sulphoniumphenylinethylenej2(-
(N-ethylN-sulfobenzyl)ee2,5
Cyclohexadienimine.

3. Tartrazine 19140 Trisodium salt of 3-carboxy5-
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Serial
Number

Common name of
colour

Colour
Index
Number

Chemical name of colour

(1)

(2)

©)

(4)

hydraxy-1-p-sulfophenyd4-p-
sulfophenylazepyrazole.

Sunset yellow FCF

15985

Disodium salt of 1-p-
sulfophenylaze?- naphthol6-
sulfonicacid.

PonceaiBR

16155

Disodiumsaltsof a mixture of 1-
alkyl- phenylaze2-napthol3, 6
disulfonicacids.

Amarnath.

16185

Trisodiumsalt of 1-(4-sulfo-1-
napthylazoR-naphthol3, 6-
disulfonicacid.

Erythrosine.

45430

Disodium salt of 9-O-
carboxyphenyb- hydroxy2,4,5,7-
tetraiode3- isoxanthone.

Ponceau SX. | gtF

Disodium saltof 2-(5 sulfo-2, 4-
xylyl- azo}1-ngphthol4-sulfonic
acid,,

Brilliant BlugsFCF

‘ “»Disodium salt of 4-(9-4-(N-ethytp-
- sulfobemzylamincphenyl) 2-

sulfoniurayphenyl} methylene)(1-
(N-ethyFN=p-sulfobenzyl)
&2, 5-cyclghexadienimine).

10.

Indigocarmine: n &

, 73015 1)

Gndigatindisulfonic acid.

Di sodi um-salt of

11.

Wool Violet 58N

(Acid- violet 6B),,

; Monosodium salt of 4N-ethykp-
L=/ H) sulfobenzylaminephenyl) (4- (N-
42640 |

@< yckhexadienimine)

ethylp-(sulfoniumbenzylamine)
phenyl) methylenefN, N- dimethyt

12.

Light Green SF
Yellowish

42095

“Calcium salt of 4(4-(N-ethyFp-

sulfobenzyl) (minophenyl)

(4- sulfoniumphenyl)methylene), (1
(N-ethyFN-p-sulfobenzyly

& 2 scyslohexadienimine).

13.

Alizarin Cyanine
Green F

61570

Disodium salt of 1,%bis (O-sulfo-p-
toluino) anthraquinone

14.

Quinazarine Gren
SS

61565

1,4-bis-(p-Toluino)anthraguinone

15.

Fast Green FCF

42053

Disodium salt of 44-(ethylp-
sulfobenzylamincphenyl) (4
hydroxy-2 sulphoniumphenyl)
methylene)(1-N-ethyl-N-p-

sul fobenzyl ) & 2
cyclohexadienimine).

16.

Acid FastGreen

42100

Monoodium salt of 44-N-ethylp-
sulfobenzylomino) pheny)o-
chlorophenyBmethylene) 1-(N-
ethylFN- p-sulfonium benzylae
2,5,cyclohexadienimine).

17.

Pyranine

59040

Trisodium saltof 10-hydroxy-3,5,8
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Colour

Serial Common name of .
Index Chemical name of colour
Number colour
Number
(1) (2) 3) (4)
C_onc_:entrated pyrenetrisulfonic Acid
18. Qumol\l/r\lleSYeIIow 47005 Disodiumindandione.
19. QumollggYellow 47000 2-(2-quinolyl)-1, 3 indandiene.
Disodiumsaltof 1-xylylazo-2-
20. Ponecead R 16150 | L aphthoi3, 6-disulfonicacid.
: : Monosodium salt of 4o-sulfo-p-
21. Lithol Rubin B. 15850 tolylazo)3 hydroxy2-naphthot acid.
. . Calcium salt of 4o-sulfo-p-tolylazo)
22. Lithol Rubin BCA 15850 3-hydroxy-2-naphthoic acid
Monosodium salt of -D-
23. Lake Red D. 155.09 _ carboxyphenylaz@-naphthol.
o4 Lake Red DBA |<™15500 [ Barium salt of 1o-carboxyphenylazo
Ke e 2-naphthol.
o5 Lake Red DCA 1 WYL, 'CaIC|umg§aIt of do-carboxyphenylazo
N7, “naphthel.
26. Toney Red. -p—phenylézophenylazﬁ-naphthol.
27. Oil Red OS 2612 |-Xylylazoxylylazo-2-napththol
28. | TeMAPrOmolUOeRico 4gagg ) | 2/as A etrabromes, 6flurandiol.
' ) I\ Disodiumssalof 2,4,5, 7tetrabromed-
29. Eosin TSV, 453806 0 carbaxyphenyb- hyroxy-3-
~JHd S disoxanthone.
T A, _wBPipotassiunsalt of 2,4,5,7
30. EosinYSK. “45380:0VF" tetrabrome9-0 carboxyphenyb-
hyroxy-3-isoxanthone
31. TetrachloNrcgluorescen 45366 2,4,5,F tetrachloreS, 6Fluorandiol
. Disodium salt of 9-carboxyphenyl
32. Tetrachlolr<ofluorece|n 45366 2,4,5, Ftetrachlore6- hydroxy-3-
' isoxanthone.
Tetrachloro
33 Tetrabromo 45410 2,4,5,7Tetrabrom912,1_3,14,15
f : tetrachlore3, 6-fluorandiol.
uorescein
Disodium salt of 2,4,5;Tetrabrome9
. (3.,4,5,6tetra chlore o-
34. Phloxine B 45410 carboxyphenyhg-hydroxy:3-
isoxanthone
35 Bluish Orange T.R. 45457 1,4,5,8, 15Pe'ntabrom€2, 7-dicarboxy
3, 6fluoran diol.
36. Helindone Pink CN. 73360 5, 5Dichloro-3, 3 6 -thipimligd
37 DeepMaroon 15880 Calcium salt of 4(1-sulfo-2-
' (FanchorMaroon) naphthylazo 3hydroxy-2- naphthoic
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Colour

Serial Common name of .
Index Chemical name of colour
Number colour
Number
(1) (2) 3) (4)
acid.
38. ToluidineRed.. 12120 1-(o-Nitro-p-tolylazo)2-naphthol.
. [- (o-Chloro-p-nitrophenylazo@-

39. FlamingRed. 12085 naphthol
3-Hydroxy-N- (m-nitrophenyl}4-(o-

40. DeepRed (Maroon). 12350 nitro-p-tolylazo)-2- naphthamide.

a1 AlbaRed 13058 o-( p ,-Mhydroxy-diethylamino)

' ' phenylazo)benzoic acid.
Disodium salt of Xphenylaze2-

42. OrangeG. 16230 naphthol6-8-disulfonic acid
Monosodium salt of -

43. Orangell 15510 sulfophenylaze?-naphthol.

44. Dichlorofluorescein 45365 4,5-Dichloro-3, 6-fluorandiol.

45 Dichlorofluorescein.| < 45365 Co Djsodium salt of Q-carboxyphenyil-

: NA ®” e | 4,9 "dichloro-6- hydroxy-3-isoxanthone

46. Diiodofluorescein. 50¥ 4,571 Diiodo-3, 6-fluorandiol

47 Erythrosing Disodium’salt of ©-carboxyphenyb-

' Yellowish MA. ydroxy-4, 5 diiodo-3-isoxanthone.

48 Erythrosine 4542 Dipotassiunysalt of @-carboxyphenyl

' YellowishK. | 7 IVV U | 6-hydroxy-4,75 diiodo-3-isoxanthone.
Ervthrosine T A7 L\ sDipotassium salt of 9-o-
49. v Irlyt TOE'Q»‘; carboxyphényb-hydroxy-4, 5 diiodo-
clliowis %, “73-isoxantihone
14,5, 15Tribromo 2, Zdicarboxy3, 6

50. OrangeTR ‘flugrandiol.

51. Alizarin. OVET,2- Anthraquinonediol.

59 Dibromodiiodofluore 4 .5 Dibromo-2, 7-diiodo-3, 6

' scein. fluorandiol.
Diammonium salt of 4N-ethyl-p-
sulfobenzyl aming)pheny)-(2-

53. AlphazurineFG. 42090 sulfoniumphenyBMethytlene}(-(1 (N-
ethykN-psul f oben-zyl )
cyclohexadienimine).

. Monosodium salt of methylamine4-

4. Allarin Astrol B. 61530 (o-sulfo-p-toluino) anthroquinone.

55. Indigo. 73000 Indigotin.

Monosodium salt of 44- (N-ethyk
benzylaming-phenyli (5-hydroxy-4-

56. PatenBlue NA. 42052 sulfo-2-sulfoniumpheny
methylene)(Nethyl Benzyl e 2,
cyclohexadienimine).

42052 Calcium salt of 44- (N-ethyl benzyl

57. PatenBlue CA. amino}phenyl}(5 hydroxy4-sulfo-2-
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. Colour
Serial Common name of .
Index Chemical name of colour
Number colour
Number
(1) (2) 3) (4)

sulfoniumphenyl, methylenejN-
ethyl
N-benzyl a&e - B-cyclohexadienimine).

58. CarbrantherenBlue 69825 3, 3 Dichloroindanthrene.

Napthol Blue Black Disodium salt of 8&amino 7-p-

59. 20470 nitrophenylazo 3phenylazel-
naphthol3, 6-disulfonic acid

60. Alizurol purple SS 60725 I-hydroxy-4-p-toluino-anthraqunone.

61. Acid Red 89 23910

62. Acid Red 97 22890

63. Acid Blue 1 42045

64. Food Blue 3 42045

65. Natural Orange 75480

66. Solvent Blues 4 | . n44045° COpxs-

67. Solvent Yellow 18.% ~ 12740

68. Food Yellow 12;> 27405 )| 3---

69. Solvent Yellow_32. 304 L %,

70 Fanchon Yellow O(X)-Nitr'Q;p-tonIazo)

' (Hansa Yellaw G). Jaccetoacetanilide ]

(2) The label on the COhtaiJn.er;ﬁqﬁfv‘:_‘gj_{d‘ru’g ‘C’Ohtaihing a permitted colour shall
indicate the common#ame of"thyéfcdléé“ﬂl{except gelatine capks wherein
approved or permitted ¢olour shalibe-used].] .~

128. The following rules 4fe hereby,re‘pe’aled except as respects things
done or omitted to be done under those rules, namefy:

Andhra Pradesh Drugs Rules, 1945.
Assam Drugs Rules, 1945.

Bihar Drugs Riles, 1945.

Bombay Drugs Rules, 1946.

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.
TravancoreCochin Drugs Rules, 1953.
United Provinces Drugs Rules, 1945.
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West Bengal Drugs Rules, 1946.
S6YMysore Drugs Rules, 1954.]

PART XIII
@[***]

PART XIV
@[***]

PART XV
@8[***]

S6IPART XV(A)

APPROVAL OF INSTITUTIONS FOR CARRYING OUT TESTS ON
DRUGS, &29**] AND RAWIMATERIALS USED IN THEIR
MANUFACTURE ON BEHALF OF: LICENSEES FOR MANUFACTURE
FOR SALE OF DRUGS/S4% 4OR ANGINDIVIDUAL OR
ORGANISATION OR EMENT AGENCY]

150B. Application for grant of approval for testrng drugsfg***]. & (1)
Application for grantSZ*+>4f appr; ‘ Qr carrylng out tests for identity,
purity, quality and strength of dra@@[ ’f]‘.;'or the raw materials used in the
manufacture thereof on" behalf of hcensees for manufaet?[fer sale of drugs
879***] or an individual or organrsatlon or procurement agency shall be made in
Form 36] tothe licensing authority“appdinted by the State Government for the
purposes of Part VII, VII(A) or XIV of these rules, #® case may be and
referred to as the "approving authority” under this Part and shall be
accompanied by an inspection fee ®{rupees six thousand] in the case of
testing of drugs specified in Schedules C and C (1)f&fdpees one thousand
and five hundred] in the case of testing of drugs other than those specified in
Schedules C and C (1), homoeopathic dajgis]:

Provided that the applicant shall furnish to therapimg authority such
additional information as may be required by him in connection with the
application in Form 36:

677 7[***] :
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879(2) A separate application shall be made for grant of approval for
carying out tests on additional categories of drugs or iten§&J¢f*] 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(l) and npee
thousand each in case of drugs other than those specified in Schedule C and
Schedule C(l). Homoeopathic medicirtg$*+].

Explanationd For the purpose of this Part, the words 'drifig*] shall
also mean and include rawnaterials used in the manufacture of drugs including
homoeopathic drug8q***], as the case may be.]

150C. Form in which approval to be granted for carrying out tests on
drugs/ 8J***] on behalf of licensees for manufacture of drugsfEY***]
%Jor for an individual or organisation or procurement agency] and
conditions for grant %4***of such appraval. 8 (1) Approval fa carrying out
such tests of identity, pusity, quality..and strength of dréfgé**] required
under the provisions of¢these/rules;>on behalf of licensee for manufacture of
drugs®8q***] &qor an individuat or orgamsatlon or=procurement agency] shall
be granted in Form 3Z%. AN

(2) Before approval in-Form 37:is gram@&***] the following conditions
shall be complied witteby the appllcaﬁnt

(1) The premlses wheré-the tests are being carried on shall be well
lighted and properly vefiilated-exeept where the nature of tests of any
drug %84***] warrants otherwise. Whenever necessary, the premises
shall be akconditioned s@s 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 numbef samples of drug8q***] proposed to be tested:

Provided that the approving authority shall determine from time to time
whether the space provided continues to be adequate.

(3) Ifitis intended to carry out test requig the use of animals, the
applicant shall provide for an animal house and comply with the
following requirementsd
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(a) The animal house shall be adequate in area, well lighted and
properly ventilated and the animals undergoing tests shall be kept in
air-conditioned area.

(b) The animals shall be suitably housed in hygienic surroundings
and necessary provision made for removal of excreta and foul
smell.

(c) The applicant shall provide for suitable arrangements for
preparation of animal feed.

(d) The applicant shall provide for suitable arrangements for
quarantining of all animals immediately on their receipt in the
institution.

(e) The animals: sh'allr'b‘e périodically examined for their physical
fitness. 4 7 ‘

(f) The applicantks_hj : prowde fordation of sick animals as
well as animals undefrtest 4

(g0 The applican"tj 'shla,bns\-Ure'»Corrh"pliance with thequirements
ofthe Prevention o€ruelty to Animals Act, 196069 of 1960).

(h) The applicant"gdl ‘make_prbper arrangementsr the
disposalofthe carcassesf@nimals in a manner as nti cause
hazardto public health.

(4) The applicant shall provide and maintain suitable equipment having
regard to the nature and number of sEwmpf drugE]***] intended to

be tested which shall be adequate in the opinion of the approving
authority.

(5) The testing of drug€q***], shall be under the active direction of a
person whose qualifications and experience are considered adequate in
the opinon of the approving authority and who shall be held responsible
for the reports of test or analysis issued by the applicant.

(6) The testingof drugs €9***], for identity, purity, quality and
strengthshall be carried out bgersons whose qualificatis and
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experience of testingre 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 approval is applied for.

589150D. Duration of approvald (1) A licence issued under Form 37 shall
remain valid if tle licencee deposits a licence retention fee referred to in sub
rule (2) beforethe expiry of period of every succeeding five years from the date
ofits issue, unless, it muspended or cancelled by the licensing authority.

(2) The licence retention fee ezfed to in subule (1) shall be equivalent to
the respective fee required for the grant of such licence.

(3) If the licence holderfails te.pay licence retention fee on or before the due
date as referred to in siible (1);he shall’be liableZto pay liwee retention fee
along with a late fee galculatediat the rate of two per cent, of the licence fee for
every month or part thereof up to S months, anddn the event epayment
of such fee, the licence shallche deemed to have been cancelled.]

150E.Condtions of approvald An approval in Form 37 shall be subject to
the following general condltlon’é :

(a) The institution granted approVaI’ 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 £9aad
Schedule H].

(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) Theapproved institution shall maintain records of tests for identity,
purity, quality and strength carried out on all samples of di#gs+*]

and the results thereof together with the protocols of tests showing the
readirgs 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
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date is assigned for a period of two years from the expiry of such date and
in the case of other substancesd period of six years.

(d) The approved institution 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 andthe 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 whetler 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 pefspoharge of testing of
drugs®***] or in the expert staff-responsible for testing as the case may
be and any materiab “alterations in the premises or changes in the
equipment used fof the purposes oftesting which have been made since
the date of last shspection; made ‘on behalf, of the approvitigowty
before the grarﬁg—z[***] of approval

99(f) The approved iAStitution shall fifAisHreports of the results of test or
analysis on the samples recelved from manufacturer in Form 39 and from
anindividual or organisation‘or-procurement agency in Form 39A]

(g) In case any samplé&ofra drif¥f***] is found on test to be not of
standard quality, the approved institution shall furnish the approving
authority ®Jand the licensing authority of the State where the
manufacturer and/or sender of the d#¥f**] is located] with a copy of

the test report on the sample with the protocols of tests applied.

(h) The appoved 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 @gproved 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.
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150F. Inspection before grant of approvab Before an approvahi Form
37 is granted, the approving authority shall cause the institatiomhich the
testing of drug$®q***] is proposed to be earned out to be inspected jointly by
the Drugs Inspectors of the Central Drugs Standard Contgaration and
the State Drugs Control Organisation who shall examine the premises and the
equipment intended to be used for testing of df&ffs*] and inquire into the
professional qualifications of the expert staff to belkayed.

150G. Report of Inspectiond The Drugs Inspector mentioned in rule 150F
shall forward to the approving authority a detailed report of the results of the
inspection.

150H. Procedure of approving authorityd (1) If the approving authority
after such faherenquiry, if any, as he may consider necessary, is satisfied that
the requirements of the rules made:undgr. the Act have been complied with and
that the conditions of the.approval.and the’sules made under the Act will be
observed, he shall grant/an apyalin:Eorm'37.

(2) If the approving authorjtyi lsnot so satisfied, he shall reject the
application and shall‘inform the applicant of the reasons for such rejection and
of the conditions which mist‘bé satisfied before an approval could be granted.

1501. Further application after=rejection.d }f within a period of six
months from the rejection of anfapplication far approval, the applicant informs
the approving authority that the: gongitions laid down have been satisfied and
deposits inspection fee &frupees 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.]. 69#+4]

150K. Withdrawal and suspension of approvalél (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 therefore, 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”J***] to which it relates, if in his opinion the gwoved institution
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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 eaif 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.]

IOIPART XVI
MANUFACTURE FOR SALE OF AYURVEDIC
07SIDDHA] OR UNANI DRUGS

151. Manufacture on more than one set of premisés.If Ayurvedic
9ySiddha] or Unani drugs are manufactured on more than one set of premises,
a separateapplication shall be maderand,a. separate licence shall be obtained in
respect of each such set ofzpremises,,, |

152. Licensing authoritiess Ihe purpose of this Part the State
Government shall appoint suchh nsmg authorities and for such areas as may
be pecified in this behalf by notificatibn in the Official Gazette.

09153. Applicationg for licefice to manufacture- Ayurvedic, Siddha or
Unani drugsd (1) An applicationffor*t‘he grant of licence to manufacture for
sale of AyurvedicSiddha or Unani-drug;ishall be matle

(a) as defined under Clause"(a)' of section 3 of the Act, in Form 24D to
the licensing authority alongwith a fee of rupees two thousand; and

(b) as defined in sublause (i) of clause (h) of section 3 of the Ant, |
Form 24D to the licensing authority alongwith a fee of mpees three
thousand for the first ten products and after the said ten products, an
additional fee of rupees two thousand per product, through the portal e
AUSHADHI (www.e-aushadhi.gov.ir) as per the format provided in

the said portal, pertaining to the licence for manufacture for sale of
Ayurvedic, Siddha or Unani drugs.

Provided that this rule shall not be applicable to licence obtained under Form
25D piior to the date of commencement of the Drugs (4th Amendment) Rules,
2021 and such licence holder having a Good Manufacturing Practices

Central Drugs Standard Control Organization, Ministry of Health and Family Welfare, Govt. of India Pagel680f963


http://www.e-aushadhi.gov.in/

Certificate on the date of its renewal has to deposit a onetime licence retention
fee of rupees one thousand for existisgnced drugs falling under clause (a) of
section 3 of the Act; and rupees one thousand for first ten products and a fee at
the rate of rupees one thousand per product over and above the said first ten
products for existing licenced drugs falling undel-slause (i) of clause (h) of
section 3 of the Act.

Provided further that till the portat®USHADHI (www.e-aushadhi.gov.in
shall come to effectz4z[within twenty fourmonthg of the commencement of
the Drugs (4th Amendment) Rules, 2021 and during this period either of online
and offline process of licence application shall be accepted.]

99153A.Application for loan licenceto manufacture Ayurvedic, Siddha
or Unani drugs.d (1) An application for grant of bbanlicence to manufacture
for sale of Ayurvedic, Siddha or,Unani,drug shall be Made

(a) as defined under clause (a) of section 3 of the Act, in Form 24E to
the licensiiy authority alongwnh a fée of ripees two thousand; and

(b) as defined in sublause (|) of clause (h) ©f section 3 of the Act, in
Form 24E to theieensing.authoritysatongwith a fee of rupees three
thousand for the first ten products and after the saidpteducts, an
additional fee of:rupees two-thousand per product, through the portal e
AUSHADHI (wwWw.e-aushadhi:gov.)nas per the format provided in
the said portal, pertaifiing;to.thed0an licence for manufadtursale

of Ayurvedic, Siddha or Unani drugs:

Provided that this rule shall not be applicable to licence obtained under Form
25E prior to the date of commencement of the Drags (4th Amendment) Rules,
2021 and such licence holder having a Good ManufactuRngctices
Certificate of the manufacturing facilitieshe intends to avail on the date of
renewal of its licence has to deposit a onetime licenceretention fee of rupees one
thousand for existing licenced drags falling under clause (a) of section 3 of the
Act; and rupees one thousand for first ten products and a fee at the rate of
rupees one thousand per product over and above the said first ten products for
existing licenced drags falling under sub clause (i) of clause (h) of section 3 of
the Act.
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Provided tirther that till the portal AUSHADHI (www.e-aushadhi.gov.in
shall come to effectiz4z[within twenty fourmonthg of the commencement of
the Drugs (4th Amendment) Rules, 20&1d during this period either of online
and offline process of licence application shall be accepted.

Explanatio® For the purposes of this rule, a "loan licence" means a licence
iIssued by the Licensing Authority to an applicant who does not have his own
arangements for manufacture but intends to avail himself of the manufacturing
facilities owned by a licencee in Form 25D.

153B. Application for Certificate of Good Manufacturing Practices for
Ayurvedic, Siddha or Unani drugs manufacturing unit.d (1) An applcation
for the grant of a Certificate of Good Manufacturing Practices for Ayurvedic,
Siddha or Unani drugs manufacturing unit shall be madéorm 24E1 to the
licensing authority along With a fee.of rupees five thousand.

(2) Every appllcatlon in Forrr24E-1 shall“be made for a unit having
premises and other requwements as prescrlbed under Schedule T.

(3) The application shall be made through potUSHADHI (www.e-
aushadhi.gov.in as per the format/pvaled intbe said portal, pertaining to the
Good Manufacturingz Practicés for Ayurvedic,= Siddha or Unani drugs
manufacturing units.] * ey

199154.Form of licence tésmanufacture“Ayurvedic, Siddha or Unani
drugs.d (1) Subject to the contitbns of rule 157 being fulfilled, a licence to
manufacture for sale of any Ayurvedic, Siddha or Unani drags shall be issued in
Form 25D within a period of two months from the date of receipt of the
application or from the date of compliance by the appticd shortcomings, if
any, highlighted by the licensing authority, as the case may be.

(2) A licence under this rule shall be granted by the licensing authority
after consulting such expert in Ayurvedic, Siddha or Unani Systems of
medicine, as the caseay be, which the State Government may approve in this
behallf.

(3) The application shall be processed through portAlUSHADHI
(www.e-ajshadhi.gov.in) and the licence in Form 25D shalisseed online as
per the format providenh the said portal.]
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0T1154A. Form of loan licence to manufacture for sale of Ayurvedic,
Siddha or Unani drugsd (1) A loan licence to manufacture for sale of any
Ayurvedic, Siddha or Unani drugs shall be issued in Form 25E within a period
of two monhs from the date of receipt of the application or from the date of
compliance of shortcomings, if any, highlighted by the licensing authority, as
the case may be.

(2) A licence under this rule shall be granted by the Licensing Authority
after consultingsuch expert in Ayurvedic, Siddha or Unani systems of
medicine, as the case may be, which the State Government may approve in this
behalf.

(3) The Licensing Authority after being satisfied that the manufacturing
unit licenced under Form 25D has adequedaipment, staff and capacity for
manufacture and facilities for testingptocundertake the manufacture on behalf of
the applicant for a loan IicenCe shall grant a lean licence.

(4) The appllcatlon shall be processed through portAlUSHADHI
(www.e-aushadhi.govn) and Ircence 30 Form 25E shaII be issued online as per
the format provided if the sard portal]

155, 20§ x++]
155A, 10 +++]

110155B. Certificate of award °6f Goa Manufacturing Practices
Ayurveda, Siddha and Uriani Drugsd £4(1)] The certificate of Good
Manufacturing Practices (GMP) to manufacturers of Ayw8ettiha or Unani
drugs shall be issue&qin Form 26E1] to licensee who comply with the
requirements of Good Manufacturing Practice (GMP) of Ayurveda, Siddha and
Unani drugs as laid down Schedule T.]

@79

719156. Duration of licenced (1) A licence issued in Form25D shall
remain valid perpetually:

Provided that the licencee shall submdedf-declaratiorof adherence to the
conditions of licence and the provisions of the Drugs and Cosmetics Act and the
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rules made thereunder, every year frdma tlate of issue of licence in Form 25
D or from the date of submission of lasif-declarationas the case may be:

Provided further that suclkelfdeclarationshall be made within three
months, of completion of one year from the date of issue of licenimem 25
D or from the date of submission of |aslif-declaration as the case may be,
and in the event ohonsubmissionof such seldeclaration within the time
mentioned in the licence of the said product shall be suspended temporarily and
if the licensee fails to submit theel-declarationwithin a further period of three
months, the licence of the said product shall be deemed to have been cancelled.]

19156A. Duration of loan licenced A loan licence issued in Form 25E
shall remain valid perpetually:

Provided that the licencee shall submsedi-declaratiorof adherence to the
conditions of licence and the=provisions of the Drugs and Cosmetics Act and the
rules made thereunder, every yeaf.fromthe date,of issue afdiaefiorm 25 E
or from the date of submissiort ofilggs'ﬂ;i"f—dé;claration as the case may be.

Provided further ithat suclksélf:déclaration shallcbe made within three
months, of completion of-one:year ffom therdate of issue of licence in form 25 E
or from thedate of submission [of lasklfdeclarationas the case may be, and
in the event ofnonsubmissionef such selt-declaration within the time
mentioned in the Licence of thetsaid"product ghall be suspended temporarily and
if the licensee fails to submité&seltdeclarationwithin a further period of three
months, the licence of the said product shall be deemed to have been cancelled.

156B. Duration of Certificate of Good Manufacturing Practices for
Ayurvedic, Siddha or Unani drugs manufacturing unitsd (1) A certificate
issued in form 268 shall remain valid unless it is cancelled by the Licensing
Authority subject to deposit of a certificate retention fee of rupees one thousand
before the expiry of a period of every succeeding five years from the dase of i
issue.

(2) If the licencee fails to pay certificate retention fee on or before the due
date as referred to in suble (1), he shall be liable to pay certificate retention
fee alongwith a late fee calculated at the rate of two per cent of the cetificat
retention fee for every month or part thereof up to six months, and in the event
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of nonpayment of such fee, the certificate shall be deemed to have been
cancelled.

156C.Inspection for grant of licence and verification of compliancé.
(1) Before a certiftate in Form 26H is granted, the licensing authority shall
cause the establishment in which the manufacture of drugs is proposed to be
conducted or being conducted to be inspected by one or more inspectors
appointed by the State Government under this With or without an expert in
the field concerned and the inspector or inspectors shall examine the
establishment intended to be used or being used for the manufacture of drugs.

(2) The inspectors shall verify theel-declarationof adherence to the
condtions of licence and the provisions of the Drugs and Cosmetics Act and the
Drugs Rules once in five years or as needed as per risk based approach.

Provided that the inspectorsy are aIIo'tted’ the inspection duty in a randomized
manner ensuring that 4he sammespectop.is not assigned inspection of a
particular establishment consecutiviely\for'two terms of not less thay fve r s ©
duration. SN

Provided further that if the: premises is motinspected within the period of the
validity of the GMP certificate'or gveptaf submission of retention fee, the
GMP certificate shall b&:deemetkto be:continuedsfor further term of five years.

156D. Report by Inspectord:(1) The Inspéctor or Inspectors shall examine
all areas of the premises, plant and'ap'pliances and also inspgatotess of
manufacture intended to be employed or being employed along with the means
to be employed or being employed for standardizing and testing the drugs to be
manufactured or being manufactured and enquire into the professional
qualifications of he technical staff to be employed and 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, manufacturingargb, testing equipments and the
Requirements of Good Manufacturing Practices and Plant and Equipments as
laid down in Schedule T.

(2) The Inspector after completion of his inspection shall forward a detailed
report giving his findings on each aspect ofspaction alongwith his
recommendations, to the Licensing Authority.
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156E. Procedure of Licensing Authorityd (1) If the Licensing Authority
after such further enquiry, if any, as he may consider necessary, and after being
satisfied that the requirementstbé provisions referred to in the rules under the
Act have been complied with and that the conditions of the licence shall be
observed, shall issue a licence under this Part.

(2) If the Licensing Authority is not satisfied of the requirements under
subrule (l), shall issue a memorandum of shortcoming, and the conditions
which shall be satisfied before a licence is granted and shall supply the
applicant a copy of the inspection report.

(3) The applcant within two months of issue of such memoranduteun
subrule (2) shall reply the same.

(4) On nonsubmissionof requirements under suhble (2), the Licensing
Authority shall reject the apphcatlon and shal} inform the applicant, the reasons
for such rejection. : ' )

(5) For this purpgse, the Ilcensumuthorlty shallfhtimate the applicant and
process the applicatian thrdlugortal eAUSHADHI (wavw.e-aushadhi.gov.in

156~. Further appllcatlon after’re]ectlon.é If the applicant, within a
period of six months 4ronthe rgjection:’of an application for a licence or
Certificate of Good MantifacturingrRragtices,.as the case may be, informs the
Licensing Authority that the cenditions laid«fown have been complied with and
deposit an inspection fee of rupees one thousaed,itensing Authority may,
after a further inspection, if any, is satisfied that the conditions for the grant of a
licence or certificate have been complied with, issue a licence or certificate
under thus Part.]

157. Conditions for the grant29***] of a licence in Form 25D.8 Before
a licence in Form 25D is grantéd[***], the following conditions slall be
complied with by the appiant, nameld

(1) The manufacture of Ayurvedi€qSiddha] or Unani digs shall be
carried out in such premises and under such hygienic conditions as are
specified in Schedule T.
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119(1A) For issuing of the certificate of Good Manufacturing Practices, the
Licensing Authorityshall verify the requiements as per Schedule T and
issue the Good Manufacturing Practices -certificate in Form-I126E
simultaneously along with graf@***] of Licence in Form 25D.]

2I(1B) No manufacturer shall use anyefix or suffix with the name of

any Ayurvedic, Siddha or Unaniibb drug falling under clause (a) of
section 3 of the Act, except as described in the authoritative books specified
in the First Schedule to the Act:

Provided that a formulation without anpexcific name, described in the
authoritative books may be named on the basis of the ingredients of that
formulation.]

(1C) The name of any Ayurvedic, Siddha or Unéitb drug falling under
clause (a) of section 3 gfthe Act shall'fiot be used for namipgatent or
proprietary medicine:relating-{o:Ayurvedic,"'Siddha or Untibb systems
of medicine referred to in suﬂause@) of clausez(h) of the said section:

Provided thatithis rule shaII not be applicabte for single ptagredient
based Ayurvedic, Sdhacor Unaanlbb formulation Licensed or to be
Licensed as pateat or proprietary, medlcme underctalse (i) of clause
(h) of section 3 of the Act. e

27(1D) Whoever contravenes the provisions of -sules (IB) and (1C)
shallbe puniable in accordance with the provisions of the Act.]

(1E) 72

(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 wiiole employee and who
possesses the following qualification, namely:

(@) a degree in Ayurveda or Ayurvedic Pharmacy, Siddha or Unani
system of medicine, as the case may be, conferred by a UniveiSibtea
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
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(b) adiploma in Ayurveda, Siddha or Unani system of medicine granted
by a State Gvernment or an Institution recognised by the Central
Government for this purpose, or

(c) a graduate in Pharmacy or Pharmaceutical Chemistry or Chemistry
or Botany or a University recognised by the Central Government with
experience of at least two ysan the manufacture of drugs pertaining to
the Ayurvedic or Siddha or Unani system of medicine, or

(d) a Vaid or Hakim registered in a State Register of Practitioners of
indigenous system of medicines having experience of at least four years in
the mamifacture of Siddha or Unani drugs, or

(e) a qualification as Pharmacist in Ayurvedic (including Siddha) or
Unani systems of medicine, possessing experience of not less than eight
years in the manufactifre of Ayurveditoor Siddha or Unani drugs as may
be lecognised by the Central{Government:

(3) The competent technical s'ta'ﬁg,tqffdi‘"rect and Supervise the manufacture of
Ayurvedic drugs shall have qualifications in Ayiarveda and the competent
technical staff to direct ane:supérvise the gnanufacture of Siddigs dnd
Unani drugs shall have qualifications’ify'Siddha or dnani, as the case may be.

29157A. Maintaining®of regeréls -ofraw Material used by licensed
manufacturing unit of Ayurveda,,Siddha.and“Unani drugs in the preceding
financial yeard 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 performa given in Schedule TA iaspect 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 tHal®@p of June of
the succeeding financial year to the State Drug Licensing Atihof
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:]

2YProvided that the apmlant shall submit the record onlinegdhgh portal
e-AUSHADHI (www.e-aushadhi.gov.inas per the format provided in the said
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portal and such records shall be retained by the manufacturer for a period of one
year after the submission.]

158. Conditionsof licenced A licence in Form 25D shall be subject to
the conditions stated therein and to the following further conditions,
namely:o

(@) The licensee shall maintain proper records of the details of
manufacture and of the tests, if any, carried out iny, lor 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 issueds carried on, to inspect the premises, to take samples of the
raw materials as well as the_finished products and to inspect the records
maintained under these rales.

29(c) The applicant and mspector shall subthit record aline through e
AUSHADHI (www eaushadm qov hportal as per the format provided in
the said portal.]

221158A. Conditions of loan/licenced A licence in Form 25E shall be
subject tathe following further copditions;/namedy.

(@) The licence in Fopn 25E shallbe deemed to be cancelled or
suspended, if the licence owned by’ the licensee in Form 25D whose
manufacturing facilities have been availed of by the licensee is cancelled or
sugpended, 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 IVA of the Act,igeovthat 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, ifyacarried out by him, or any other person
on his behalf, the raw materials and finished products.
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(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 tle Inspector such information as he may require for the purpose
of ascertaining whether the provisions of the Act and the rules have been
observed.]

29(e) The applicant and inspector shall submit the record online threugh e
AUSHADHI (www.e-aushadhi.gov.inportal as per the format provided in
the said portal.]

29158B. Guidelines for issue of license with reggtto Ayurveda, Siddha
or Unani dragsd |I. (A) Ayurveda, Siddha Unani Medicines under section
3(a)d 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 disordeminchurnan beings or aninmalsnanufactured
exclusively in accordance with the formulae described in the authoritative books
of Ayurvedic, Siddha aigd Unahi-Tibb 'system of medicine, as specified in the
First Schedule; RPATREAAT Z

(B) Patent or proprietary medicih{éiu‘kﬁaéf section®(h)

(i) Inrelation to Ayurvedic; Siddha and UnanisTibb system of medicine of
all formulations containing only:suehingredients mentioned in the formulae
described in the authogjtatiVe’becks of Ayurveda, Siddha or Unani Tibb
system of medicines speCffied;in-theFirsh&dule, but does not include a
medicine which is administered by parenteral route and also a formulation
included in the authoritative books as specified in cléake

(i) Balya/Poshak/Mugawi/Unavuporutkal/posilive  health  Promoter
formulations havingngredients mentioned in books of First Schedule of the
Drugs and Cosmetics Act and recommended for promotional and preventive
health;

(i)  Saundarya Prasadak (Husane afza)/Azkssgihan formulation
having ingredients mentioned in Books of First Sciedf the Drugs and
Cosmetics Act and recommended for oral, skin, hair and body care;
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(iv) Aushadh Ghana (Medicinal plant extraetdry/wet) extract obtained
from plant mentioned in books of First Schedule of the Act including
Aqueous or hydralcohol

II. (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) ot
The Table given beloww:

Serial Cateqor Ingredient | Indication Safety Experience / Evidence of
number gory (S) (s) study Effectiveness
(1) (2) 3) (4) (5) (6)

Published Proof of
Literature Effectiveness

(A) Ayurveda
Siddha an ¢
1. Unani drugs| As pértext | Asfpertext
given in 158B a NJ ST
referred in 3(a)

Not

RedHired Required Not Required

(B) Any changi =
in dosage forr*
of Ayurveda
Siddha an
g:;;lib:(;ugs c‘ As per text “As pertext
section 3(a) ¢

the Drugs an

Cosmetics Ac

1940

(C) Ayurveda
Siddha an
Unani drug: Not If

in 3¢ N : _ |Requi
referred in 3(e s pertext New Required Required equired
to be used fc

new indication

Not

Required Required Not Required

II. (B) For issue of license with respect to Patent or Proprietary medicine.
The condition relating to Safety studiesid experience or evidence of
effectiveness shall be specified as folladvs:

Serial Catedor Ingredient | Indication Safety Experience / Evidence of
number gory (S) (s) study Effectiveness
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Serial Ingredient | Indication Safety Experience / Evidence of
Category

number (S) (s) study Effectiveness
1) 2) (3 4) () (6)
Published Proof of
Literature Effectiveness
*Pilot study as pe
t
Patent or Textual  Not of relevant protocc
1. Proprietary As per text rationale  Required Inaredients for Ayurveda
medicine g g Sidha and Unal
drugs.
Ayurveda,
Siddha, Unar
drug with an
of the
2. ingredients  c|As per text |[Existing |Required Required Required
Schedule E(I) ¢
The Drus ant
Cosmetics Ac
1940.

lll.  For issue of license Wlth frespect to BalyaZand Poshak medicines the
person who applied fdr license is requwed to submit'the following:
(i) Photecopy of'the “textual afefence“of ingredients used in the
formulation as migntioned in the book of 1st Schedule;

(i) Conduct safety ,studtes in case the 'product contains of any of the
ingredients as specified~inthe Sehedule E(l), as per the guidelines for
evaluation of Ayureda Siddha and Unani Drugs formulations;

(i)  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 licensegsired tod

(i) Submit photecopy 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 formulation contains of any of
the ingredients as specified in tBehedule E(l), as per the guidelines for
evaluation of Ayurveda, Siddha and Unani formulation;
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(i)  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).

Serial Catedor Ingredien| Indication Safety Experience / Evidence of
numbe gory (S) (s) study Effectiveness
(1) (2) 3) (4) (5) (6)
Publishec Proof of
Literature, Effectiveness
As per Not Not Not
1. (AAqueous text As per text Requred |Required Required
As per New Not Not .
2. (Al) Aqueous text indication Required |Required Required
As perg e . Not If Not
3. ((B) HydroAlcohol text A_S D ext Required | Required Required

" As : New-;,

eW L2 : If .
4. |(Bl) Hydro-Alcohol Epecified lndiéatibng*_* Required, Requirec Required
AN Required =
, | Acute,
5 Other than AsSCQO  Lj/As CChrGnic, If Required
" Hydro/HydroAlcohol _, specifiedff ‘$pécified: tIMutagenicity | Required a
» *and

~ [Teratogghicit

* The standard protocol will also“inclv’ude concept of Anupan, Prakriti
& Tridosh, etc., publistd by Central Research Councils Ayurveda, Siddha,
Unani and other Government/Research Bodies.

** New indication means which is other than mentioned in 1st Schedule books
of Drugs and Cosmetics Act, 1940.]

20158C. Form of Free %le Certificate and NonConviction
Certificate.0 The State Drug Controller or Licensing Authority shall, on
request by the Ayurveda, Siddha and Unani Drugs manufacturer, issue, within
fifteen days ;from the date of application. Free Sale Certificate in B6r&i2|
for original License holder or in Form 26 H#2for loan licensee and Nen
Conviction Certificate for both original and loan license holder in Form 26 E3
or in the format as specified by the importing country or tenderer respectively,
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after fulfillment of all requisite formalities as required in the respective
formats.]

BIExplanationd For the purposes of this rule, the applicant shall apply
online and licensing authority shall issue such certificate online through portal
e-AUSHADHI (www.e-aushadhi.gov.inas per the format provided in the said
portal.]

159.Cancellation and suspension of licences.(1) The licensing authority
may, after giving the licensee an opportunity to shause, within a period
which shall not be less than fifteen days form the date of receipt of such notice,
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 suspensuithfor
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 Ilcence or Wlth any prowsmns of the Act or the rules made
thereunde < - :

,Jn suspended or cancelled may appeal to
the State Governmefit within a period of three mogths from the date of receipt
of the order which shall, aftef cqnsyl(gg‘rimgithe appeal, decide the same.

160. Identification “of raw“cmaterials.d Raw materials used in the
preparation of Ayurvedic\‘f\:(in(cluding Siddha) of ‘Unani drugs shall be identified
and tested, wherever tests &feavailable™for their genuineness, and records of
such tests as are carried out for the purpose and the mekisodsf shall be
maintained.]

206PART 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 A YURVEDIC, SIDDHA AND UNANI

DRUGS

160A. Application for grant of approval for testing Ayurvedic, Siddha
and Unani drugsd Application for grant or renewal of approval for carrying
out tests for identity, purity, quality and strength of Ayurvedic, Siddha and
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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 guoses of Part XVI, XVII or XVIII of these rules, as

the 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 drugs specified in First Schedulehe 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 it
expiry but within six months of such expiry, the inspection fee payable shall be
six thousand rupees plus an additionak inspection fee at the rate of one thousand
rupees per month in the gase of testing of Ayurvedic, Siddha and Unani drugs
specified in Frst Schedulg to the Act

Explanationd For the purpose of thls Part, the words "Ayurvedic, Siddha
and Unani drags" shall also mean and include the raw materials used in the
manufacture of Ayurvedie”Siddha ang Unani éfdgs, as the case may be.

160B. Form in which,approvalte-be grantedsfor carrying out testson
Ayurvedic, Siddha and UHani dftigsonbehalf«of licensees for manufacture
of Ayurvedic, Siddha and Ur&ni: drugs,and conditiondor grant or renewal
of such approvald (1) Approval for carrying out suclests 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 shall be granted in Form 48.

207(1A) The licence shall be issued within a period of two months, from the
date of receipt of the application or from the date of fulfillment of shortcomings,
if any, as the case may be, communicated by the licensing authority.]

(2) Before approval in Form 48 is granted or renewed, the following
conditions shall be complied with by the applicants, naréely:

(i) The premises where the tests are carried out shall be well lighted and
properly ventilated except where the nature of tests of amurwidic,
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Siddha and Unani drug warrants otherwise. Wherever necessary, the
premises shall be agonditioned so as to maintain the accuracy and
functioning of laboratory instruments or to enable pegformance of
special tests such as sterility tests amcrobiological tests.

(i) (a) The applicant shall provide adequate space having regard to the
nature and number of samples of drugs proposed to be tested:
Provided that the approving authority shall determine from time to
time whether the space providedntinues to be adequate. Provided
further that separate section shall be provided for (i) Chemistry, (ii)
Pharmacognosy, (ii) Ayurveda, Siddha and Unani, (iv)
Microbiology, (v) Sample Room, (vi) OffieeumRecord Room,
with proper partitions and minimurequired area is 800 sq. ft.

20%(h) The applicant,shalb prayide a list of persons who may be
employed with hinm as experts, sueh as Chemist, Botanist and expert
in Avurveda/S:iddha/Ufhaniﬁ_or,P_harmacist who shall possess a degree
in Chemistfy, Botanyy AyarvedSiddha/ Unani/Bachelor in
Pharmacy Sfrom a ‘tecagnized Univefsity or equivalent, with
experience>for 2 years for, carrying out tests or analysis as per the
Ayurvedic, Siddha andAdnanipharmacopoeias.

(c) The appllcant shall prode adequate equipments essential for
carrying out tésts for identity, purity, quality and strength of
Ayurvedic, Siddha ard Wnani'drugs as per pharmacopoeial standards
or other available standards.

List of equipment recommended is given below:
CHEMISTRY SECTION

Alcohol determination apparatus complete set.
Volatile oil determination apparatus.

Boiling point determination apparatus.

Melting point determination apparatus.
Refractometer

Polarimeter.

Viscometer (ostwals, Redwood viscometer).
Tablet disintegration apparatus.

©NOOhwWNE
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9. Moisture determination apparatus (IC filtrator).
10. U.V. SpectrePhotometer.

11. Muffle furnace.

12. Electronic Balance.

13. Hot air oven(s) different range of temperatuaeivum oven.
14. Refrigerator.

15. Glass distillation apparatus/plant.

16. Water supply demineralised exchange equipment/Distillation equipment.
17. Air conditioner.

18. LPG Gas Cylinder with burners.

19. Water bath (temperature controljed

20. Heating mantle (4) or as required.

21. TLC apparatus with all accessories.

22. Sieves 10 to 120 with sieve shaker.

23. Centrifuge machine.

24. Dehumidifier (Where necessary)

25. PH meter. \

26. G.L.C. with F.I. detector

27. Silica crucible. i

28. Tablet friability testen:

29. Tablet dissolution tester. :

30. Other related equment regents chemlcals and glasswares.
PHARMACOGNOSY SECTION

1. Microscope binocular.

2. Dissecting Microscope

3. Microtome

4. Chemial balance

5. Microslide cabinet.

6. Aluminium slide trays.

7. Hot air oven

8. Occular Micrometer

9. Stage Micrometer

10. Camera Lucida Prism type and mirror type.
11. Hot plates.

12. Refrigerator.

13. LPG Cylinder with burners.
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14. Other related equipments, reagents, glasswares, etc.

Noted 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.

Other related equment and reagents

© 0N OAE DR

(3) The applicant shaII prov:.de,»and; maintaih dolgaequipment having
regard to the nature /and numbe’r""‘of‘sfafnples 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, as the tay be,
for identity, purity, quality-and ;strength;shall.be carried out under the active
direction of one of the expérts:stated in.elalise (b) ofrsleb(2) who shall be
the persofin-charge of testing and shall be held responsible for the reports of
test 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 statetige ¢b) of
subrule (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 mdduct
the testing of which approval is applied for.

Central Drugs Standard Control Organization, Ministry of Health and Family Welfare, Govt. of India Pagel860f963



(7) The applicant shall provide list of standard Ayurvedic, Siddha and
Unani drugs (with Reference samples) recognized under the provisions of the
Act and rules made thereunder and such reference sankgpt in the
laboratory may be required in connection with the testing or analysis of the
products of which approval is applied for.

160C. Duration of approvald An approval granted ikform 41 or renewed
in Form 42 unless sooner suspended or withdravall, Is& 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 40 is
made before its expiry or if the application is made within six months of its
expiry afteg the payment of the additional inspection fee, the approval shall
continue to be in force until orders to the contrary are passed on the application
and the approval shall be deemed.to haye expired if the application for renewal
is not made within six madhs>of expjry. |

160D. Conditions of approvald;i)é;ﬁ- _épproval ir.Form 41 shall be subject
to the following conditions, namiely: &2

I.  The Institution 'granted approval undercthis Part (hereinafter referred to
as the approved laboratory) shall\providesand mairddiequate staff
and adequate pr’e‘mises and:equipment assspecified in rule 160 B.

. The approved Iaborétory shall provide proper facilities for storage so as
to preserve the properties of the samples to be tested by it.

[ll.  The approved laboratoryhall 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 calculation in such form as
to be available for inspection and such records shall be retained in the
case of substances for which date of 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.

IV. The aproved 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

Central Drugs Standard Control Organization, Ministry of Health and Family Welfare, Govt. of India Pagel870f963



and the testing procedures employed. THeodatory 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 madthereunder have been observed.

V. The approved laboratory shall from time to time report to the approving
authority any changes in the persarcharge 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.

VI. The approved laboratory, shalt furnish reports of the results of tests or
analysis in Form 50.: | |

VII. In case any sample ot Ayurvedlc ’Siddha and Unani drug is found on
test to be not of standard! quallty the approved laboratory shall furnish to
the approving “authority and the licensing authority of the State where
the manufacturer-and/er ‘senderof tHe“ Ayurvedic, Siddha and Unani
drugs is locatéd, a copy of the test report on the sample with the
protocols of tests applled :

VIIl.  The approved Iabatory shall,eomply 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 IVA
of the Act of which the approving authority has given the gl
laboratory not less than four months' notice.

IX. The approved laboratory shall maintain an inspection book to enable the
Inspector to record his impression or defects notices.

160E. Inspection before grant of approvad 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 out to be inspected jointly by the Inspectors appointed or
designated by the Central Gomenent and State Government for this purpose,
who shall examine the premises and the equipment intended to be used for
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testing of drugs and varify into the professional qualifications of the expert staff
who are or may be employed by the laboratory.

160F. Report of inspectiond The Inspectors appointed by the Central
Government as stated in rule 160E shall forward to the approving authority a
detailed report of the results of the inspection.

160G. Procedure of approving authorityd (1) If the approving authay
after such further enquiry, if any, as it 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, ishall grant approval in Form 48.

(2) If the approving authority is 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 couldraeted.

160H. Application after rejec’tioh 07 Ifawithin a period of six months from
the rejection of an apglication fof approval the applicant informs the approving
authority that the conditions [aid“down have been satisfied and deposits
inspection fee of te thousana rupees) thepapproving authority may, if, after
causing a further inspection fto be made and after being satisfied that the
conditions for grant of approval have been complled with, grant the approval in
Form 48. 13 '

160-1. Renewad On an application’dfihg 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.

16QJ. Withdrawal and suspension of approval®d (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 approgednted 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 Avurvedic, Siddha and Unani drugs to which it relates, if in his
opinion the approved laboratory had failed to conwith any of the conditions
of the approval or with any provision of the Act of the rules made thereunder.
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(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 and Homoeopathy, Government of India in this
behalf and notified in the Offial Gazette.]

27160K. Information to be uploaded by the licencee on online porta.
(1) The applicant or licencee under this part shall register with portal, e
AUSHADHI (www.e-aushadhi.gov.in) and upload information, as per the
format provided in the said portal, pertaining to licence application, renewal,
tests carried out and other such information as required and shall be updated
from time to time.

(2) The information uploaded,by.the:licencee in the portal underudelfl)
shall be verified by the concerned Iicensing’authority.]

733[PART xvu
34| ABELLING; PACKINGANDIIMIT OF ALCOHOL IN]
AYURVEDIC (INCLUDING $TDDHA) OR UNANI DRUGS

161. Z24Labelling, packing and“’f"lim’it of alcohol].a (1) There shall be
conspicuously display&d on the'label”of the scontainer or package of an
Ayurvedic (including Siddha) offUnaniidrug, the true list of all the ingredients
39with the botantal names oftplant 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 metludgreparation thereof as detailed in the
standard text and Adikarana, as are prescribed in the authoritative books
specified in the First Schedule of the A€fand in respect of Patent or
Proprietary Ayurveda, Siddha or Unairugs, 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 abiatens prescribed for part(s) and
form of Ingredient(s) in the official Ayurveda, Siddha and Unani
Pharmacopoeias and Formularies, may be used on the label:]
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Provided that if the list of ingredients contained in the medicine is large and
cannot be accomndated 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 iseeaup from a substance specified in
Schedule E(l), be labelled conspicuously with the words 'Caution: to be taken
under medical supervision' both English and Hindi languages.

(3) 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 Ayurvedic
(including Siddha) or Unani drug®jand Patent or Proprietary Ayurveda,
Siddhaor Unani drugs] and on any other covering in which the container is
packed, namel: '

(i) The name of: the drud—ﬁ[For Ayurveda, Siddha or Unani Drug]
purpose the name shall be the Same aszmentioned in the authoritative
booksincluded in the Flrst Schedule of the Act.

(i) A correct statementcof/the net contenbin terms of weight, measure or
number as Ahe casé may’ be The weight and volume shall be
expressed in metrlc system:

(i) The name and address of the_ manufacture

(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. Lie. No." or
"M.L.".

(v) A distinctive batch numbethat 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 thaords "Batch No." or "Batch" or "Lot Number" or
"Lot No." or "Lot" or any distinguishing prefix.
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(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 pa&king for issue.

(vii)  The words "Ayurvedic medicine" or "Siddha medicine" or "Unani
medicine" as the case may be.

(viii)  The words "FOR EXTERNAL USE ONLY" if the medicine is for
external application.

(ix) Every drug intended for distribution to thmeedical profession as a
free sample shall, while complying with the labelling provisions
under clause (i) or (viii), further bear on the label of the container the
words "Physician's sample. Not to be sold® which shall be
overprinted.

BI[(x) (a) Preparation‘(Asavas) with,high €entent of alcohol as base.

Name of the drug Maxnmum J_s_ii_’e.uof packing
(i) Kapur Asava - = ARl

(ii) Ahiphenasava 15 mli70] (o

(iif) Margamadasava Z, 15 ml.

(b) Preparation containing sejérerated alcohof:

J:Maximum ‘co‘nbtent; of alcoh
(Eth{laicahol V)

(i) Mritsanjivani Sura 16 per cent 30 ml.
(i) Mahadrakshava 16 per cent 120 ml.]

Name of the drug Maximum size of packir

(4) Nothing in these rules shall be deemed to require thditampef airy
transparent cover or of any wrapjgase or other covering used solely for the
purpose of packing, transport in delivery.]

39161A. Exemption in labelling and packing provisions for export of
Ayurvedic (including Siddha) and Unani Drugsd (1) Label and packages or
containers of Ayurvedic, Siddha and Unani Drugs for export may be adapted to
meet the specificequirement®f the law of the country to which the said drugs
Is to be exported, but the following particulasikall appear in conspicuous

Central Drugs Standard Control Organization, Ministry of Health and Family Welfare, Govt. of India Pagel920f963



position on the container in which drug is packed and on every other covering in
which that container is packed, namély:

(a) name of the Ayurvedic, Siddha and Unani drug (single or compound
formulation);

(b) the name, adless 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

() for EXPORT:

Provided that where Ayurvedlc Slddha and“tJnani single or compound drug
not classified under the First Schedule or Schedule E(), is required by the
consignee to be not labelled with: the name and address of the manufacturer, the
labelson packages af; containers shaII bear a code number as approved by the
licensing authority mentioned in;rule 152;

(2) The provisions ofrule 16%:shall:not apply 10 a medicine madeecady
for treatmen whether after,, or-without]<alteration, which is plied on the
prescription of a registered medical praetier, if the medicine is labelled with
the following particulars, namely:

(a) the name and address of the suppliers;

(b) the words "For External Use Only", if the medicine is for external
applicaton.]

39161B. Shelf life or date of expiry of medicine#. (1) The date of expiry
of Ayurvedic, Siddha or Unani medicines shall be conspicuously displayed on
the label of container or package of Ayurvedic, Siddha omUmneedicine as
the case may be, and after the said date of expiry, no medicine shall be
marketed, sold, distributed or consumable;
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Provided that this rule shall apply to Ayurvedic, Siddha and Unani medicines
seeking licence or renewal of licence for manufacturin@grafhe date of
notification of the rules.

Provided alsdhat this rule shall not be applicable to the Ayurvedic, Siddha
or Unani medicines manufactured and marketed prior to the date of this
notification.

(2) Every person applying for licence or rerawof licence for the
manufacturing of Ayurveda, Siddha or Unani medicines defined under clause
(h) of section 3 of the Act shall submit to the State Licensing Authority
scientific data based shelf life or date of expiry of the medicine based on the
Real tme stability studies of medicines in accordance with the guidelines
prescribed in the Ayurvedic Pharmacopoeia of India.

Provided that this suhule. shall be appllcable after three years from the date
of notification of the rules:

(3) The guidelines rmjdmg stablllty studigs as prescribed in the
Ayurvedic Pharmacopoeia of India; “Rarvolume-VIib shall be applicable to
all the medicines of AyurvedicoSiddhaand binani.

(4) The State Licensing Authiority shall, before granting license or renewal
of license for an Ayurvedic, Siddhasor-tdnanicMedicine, ensure validity of the
data submitted by the manUfacturer in support of the claimedl§beiff that
medicine. o

(5) The State Licensing Authority may at any time direct the manufacturer
to provide thesamples of the medicine and any other related information; and
may share it with the Pharmacopoeial Laboratory for Indian Medicine,
Ghaziabad for analysis or independent validation.

(6) Where the manufacturer fails to comply with direction of the State
licensing Authority under sulule (5), the license for the manufacturing of the
medicine shall be liable for suspension after giving a reasonable opportunity of
being heard.

(7) Any person aggrieved by an order passed by the State Licensing
Authority under subrule (6), may within sixty days of such order, appeal to the

Central Drugs Standard Control Organization, Ministry of Health and Family Welfare, Govt. of India Pagel940f963



Central Government, and the Central Government may, after such enquiry into
the matter as is considered necessary, pass such order in relation thereto as it
deems fit. The decision ofdéiCentral Government shall be final and binding.

(8) The shelf life or date of expiry of an Ayurveda, Siddha or Unani
medicine defined under clause (a) of section 3 of the Act shall, unless otherwise
determined on the basis of scientific data, be dsvisto

(Ayurvedic medicines)
Shelf life or date of

ﬁllc;. Dosage form expiry with effect from
the date of manufactul
(1) (2) (3)
) Anjana | : ' »
(a) Anjana made from Kasthagshadhi 1 year
(b) Anjana made, from Kasthaushadhl along, 2 years
Rasa/ Upraas/ Blasma IR
(c) Anjana made only from Rasa/Uprasa/Bhasrr ' 3 years
(i)  Arka ' EATE LA " 1 year
(i)  |Asava Arista Z SN ) 10 years
(iv) Avaleha, Khanda, Paka, Guda : O 3 years
W Chuma, Kwatha Churha, Lepa Ghiifma, D 2 years
Manjan (Chuma)
(vi) Dhoopan 2 years
(vii) |Dravaka, Lavana, Kshara 5 years
(viii) | Ghrita 2 years
(ix) 'Guggulu 5 years

(x)  |Gutika/Vati

(I) Gutika or Vati containing Kasthaushadhi al
with Rasa/Uprasa/Bhasma/Guggulu (including L 5 years
Gutika and GhanVati)

(I) Gutika or Vati contaimg only Kasthaushad

(including Lepa Gutika and Ghan Vati) 3 years

(1 Gutika/Vati containing onl 10 years

Central Drugs Standard Control Organization, Ministry of Health and Family Welfare, Govt. of India Pagel950f963



Ras/Uprasa/Bhasma except Naga, Vanga and
Bhasma

(xi) |Kama /Nasabindu

(xit) Kupipakva Rasayana

(xiii) Malahar

(xiv) ManduraLauha

(xv) |Naga Bhasma, Vanga Bhasma and Tamra Bha:
(xvi) |Netrabindu

(xvii) |Parpati

Pishti and Bhasma except Naga, Vanga and T

(xviiD) Bhasma

(xix) |Pravahi Kwatha

(1) (2
Rasayoga >

(I) Rasayoga Coataining ‘o_n:":“‘;Rj‘ésg{;Uprasa/th
(xx) |except Naga, Vanga and Tam /BRasma

(Il) Rasayoga Containing Rasa/Upravsa/Bharsma ;
with Kasthaushadhi/GuggulgA7/2 L == 7~

(xxi) |Sattva (derived fram medicinal prlantv)_; J
(xxii) |Sharkar/Panak / Shatbat
(xxiii) 'Shveta parpati

(xxiv) Taila
(xxv) Varti
(Siddha medicines)
EI(; Dosage form
(1) (2)

(i) |Curanam

Kutinir Curanam/Adai Curanam/Kanchi Curanam/Ut
Curanam/Pittu = Curanam/Podithimirthal Curanam/F
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2 years
10 years
3 years
10 years
5 years
1 year
10 years

10 years

3 years

3)

10 years

S years

2 years
3 years
2 years
3 years

2 years

Shelf life or date
of expiry with
effect from the

date of
manufacture

3)

2 years
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Pattru Curanam/Pottanam or Kizhi Curanam/Ottr:
Curanam/Vethu Curanam/Pugai Curanam/
Curanam/Thuvalai Curanam

(i) Mattirai/V atakam
() Contaning only Moohgai ingredients (includii

Kudineer Curanam Mattirai)(e.g. Nilavembu kutini 2 years
Mattirai)

(I) Containing Mooligai ingredients along with Tha
Porutkal/Jeeva Porutkal/Parpam/Centuram/Cun 5 years

(including kutinir Curanam Mattirai)

(m) Containing only Thathu Porutkal/Parpam/Centu

Cimnam/Kattu/Kalanku. 10 years
(i) RasaPaadana Marunthugal (All Mercurial Preparation)
(I) Containing Mooligai ingredients Calgng with Tha 2 vears
Porutkal/ Parpan/Centu rem/Cunnamy | Kattu/Kalanku y
()] Containing “only ¢ Thathu Porutkal‘/Parpe 10 years
Centuram/Cunnam:Kattu/Kalgaktz
(iv) Parpam/Centurant i i
(I) Containing only Moeéligai ,lngregjlen;we.g_a Kungiliya 2 years
Parpam) : '

(1) b @i s O (3)
(1) Containing Mooligai, ingredientst™with Thai
Porutkal/Parpam/Centuram/Cunnam/Kattu / Kalaéug. 10 years
Aya Centuram)

(HI) Containing Mooligai ingredients with Jeeva Poru 10 years
(e.g.,Sangu Parpam)

(v) |Karuppu
()] Contal.nlng only Mooligai ingredientée.g., Vasambt 2 years
Sutta Kari)

(I1) Containing Mooligai ingredients with Thathu
. . 5 years
Porutkal(e.g.,Sivanar Amirtham, Thalaga Karuppu)
(111) Containing Mooligai ingredients with Jeeva Poru
: 5 years
(e.g.,Kasthuri Karuppu, Pattu Karuppu)

(vi) Patankam

(I) Mooligai based Patankarte.g.,Sambirani Patankam) 5 years
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(vii)

(viii)

(ix)

()

(1)

(xi)
(xii)
(xiii)

(xiv)

(I) Rasa based Patankgey.,Rasa Centuram)
Kulampu

Based on proce8s

(I) Araippu Kulampue.g.,Agathiyar Kulampu)
(1) Erippu Kulampu(e.g.,Kumatti Kulampu)
Meluku

Based on proce8s

(I) Araippu Meluku(e.g.,Linga Meluku)

Based on Proceds

(1) Idippu Meluku (e.g.,Rasa Gandhi Meluku/Idi Vallt|
Meluku)

Based on raw materials

(111) Mooligai Meluku (efg.,MaIaikUdéra Meluku)
Karpam ,

Based on raw materids Rl (5

() Mooligai Karpam (e.g., Karlsalal Karpam, Thiripal
Karpam)

Based on raw materias

(1) Mooligai Thathu Karpam (eg Aya Brmgaraj(
Karpam) O

Based on process
(1) Araippu Karpam(e.g.,Irunelli Karpam)
Satthu
(I) Satthu derived from Mooligge.g.,Seenthil Satthu)
(Il) Satthu derived from Thathu Porutk@.g.,Aya Satthu
Eya Satthu, Thurusu Satthu)

2)

(1) Satthu derived frmm Jeeva Porutka(e.g., Sembt
Satthu derived from Poonagam, Mayiliragu)

llakam/Legiyam/Iracayanaam
Kallikkam/Mai/Kalimbu/Neer/Venney

Karam (Karanool)

Kattu (Medicated bandage cloth)/See!ai/Varthyrir
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5 years
3 years

5 years

3 years

3 years

2 years

S years

3 years

2 years
10 years
3)

5 years

3 years
1 year
2 years
1 year

Pagel980f963



(xv) Kattu/Kalanku/Cunnam

(xvi) Kutinir/Kiyazham (with preservatives)
(xvii) 'Manappaku/Panagam

(viii)  Nasiyathuli/Kanthuli/Sevithuli

(xix) Ney/Ghirutham/Kadugu

(XX) Oothal./Nasigaparanam/Thoopas&tak
(xxi) Pakkuvam, Thennoral

(xxii) Panda Vaippu

(xxiii) |Peechu

(xxiv) Sutigai

(xxv) [Tailam/Ennai/Poochu

(xxvi) [Tinir

(xxvii) Tiravakam (derived from Th‘ath‘u Porutkab)

> (Urapi:medicines)

Sl. . 3
NO. Dpsage formy’
1) 2)

() Arq (except Arge-Afgeb)
(i) |Arg-e-Ajeeb %o,
(i) |Ayarij / Sunoon/Zuroor/Ghazah
(iv) Burood

(v) [Shiyaf

(vi) Surma/Kohal

(vii) Habb

(viii) Halwa

(ix) |ltrifai

(x) |lauhar/Jawahir

(xi) Jawarish

(xii) [ Khamira

1) 2)
(xiii) |Kushta

10 years
3 years
3 years
1 year
2 years
1 year
1 year

10 years
2 years
2 years
3 years
1 year
2 years

Shelf life or date of expiry
with effect from the date o
manufacture

3
1 year
S years
2 years
1 year
2 years
3 years
3 years
3 years
3 years
5 years
4 years

3 years

3)
10 years
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(xiv) |Laboob 3 years

(xv) Laooq 3 years
(xvi) Majoon'Dawa 3 years
(xvii) Marham/Zimad/Qairooti 2 years
(xviil) Mufarreh 3 years
(xix) Murabba 1 year
(xx) |Nabeez 10 years
(xxi) Qurs 3 years
(xxii) Qutoor 1 year
(xxiii) |Raughaniyat/Tila 3 years
(xxiv) Sharbat,/ Sikajabeen 3 years

(1) Sufoof (Without Salt) 2 years
(Xxv ARD C

(N Sufoof(Containing:‘salt)"“ “NTR, 1 year

(xxvi) Tiryaq 3 years.]

c TR | ,
GOVERNMENT ANALYSTS AND,INSPECTORS#OR AYURVEDIC
(INCLUDING SIDBHAYOR UNANI DRUGS

162. Duties of inspecto‘r’s,__speciailfy authoriseto inspect the manufacture of
Ayurvedic (including Siddha) or Unani d'ngs‘\aSubject to the instructions of
the controlling authority, it shallbescthie duty of an Inspector authorised to
inspect the manufacture of Ayurvedic (including Siddha) or Unani érugs

() to inspect not less than twice a year, all premises licensed for
manufacture of Ayrvedic (including Siddha) or t&ni drugs within
the area allotted to him and to satisfy himself that the conditions of
the licence and the provisions of the Act atid rules made
thereunder are being observed;

(i) to send 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 thereunde
are being observed,;
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(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 prosecution in respect of violation of the Act and the
rules made thereunder.

4I162A. Qualifications for State Drug Licensing Authority for licensing
of Ayurveda, Siddha and Unani drugsd (a) The Ayurvedic/Siddha/Unani
qualifications as per Schedule Il of CCIM Act 1970/B. Pharma (Ayurveda) of a
recognizedJniversity.

(b) At least 5 years' experience in the Ayurveda/Siddha/Unani drug
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 teaeb/,.research on clinical practice of
Ayurveda/Siddha/Unani System ] |

163. Procedure for despatch of sample to Gevernment Analyst and its
receipt by the Goverment AnalystES (1) Sample for test or analysis shall be
sent to the Government Analyst] By registergost or by hand in a sealed
package enclosed togetherswith /& memorandum in Form 18A in an outer cover
addressed to the Government AnaIySt’

(2) The package as WeII as the outer cover shall be marked with
distinguishing number.

(3) A copy of the memoradum 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 writing ifis behalf shall open the package
and shall also record the conditions of the seals on the 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 sender in FOAMAL3
copy of the result in Form 13A shall be sent simultaneously to the controlling
authority and to the Drugs Controller, India.
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HAIPHARMACOPOEIA COMMISSION FOR INDIAN MEDICINE AND
HOMOEOPATHY AND CENTRAL DRUGS LABORATORY OF
INDIAN MEDICINE AND HOMOEOPATHY TO FUNCTION AS

CENTRAL DRUGS LABORATORY FOR THE PURPOSE OF TESTING

OR ANALYSIS OF AYURVEDA, SIDDHA, UNANI AND
HOMOEOPATHY DRUGS

163A. Functionsd Pharmacopoeia Commission of Indian Medicine and
Homoeopathy at Ghaziabad (Uttaa8esh) under the Central Government shall
function to develop and amend standards of Ayurvedic, Siddha, Unani and
Homoeopathy drugs and publish pharmacopoeial monographs, formularies and
standardize procedures with the approval of the Central Governafematory
of the Pharmacopoeia Commission shall be the Central Drugs Laboratory for
Indian Medicine and Homoeopathy for the purpose of testing or analysis of
Ayurveda, Siddha, Unani and Homoeopathy Drugs.

163AA0 (1) The Central Gov 'ent shaII by notfion in the Official
Gazette and with effeet from sy “as may Be specified therein, constitute
Scientific Advisory Board for ‘#h ,.armacopoela Commission for Indian
Medicine and Homoeopathy forj a terrh of three years, to advise the Central
Governmentthe State Governments and the’ Stakeholders on the matters of
standards, standard operatlng procedures and testlng protocols of Ayurveda,

Siddha, Unani and Homoeopathy Drugs

(2) The Scientific Adwsory Board sHall conS|st of the following members,
namely:d

() Retired Scientific Expert of drugs to be nominated as Chairman
by the Central Government;

(i)  Director, Pharmacopoiea Commission for Indian Medicine and
Homoeopathyex officioMember Secretary;

(i)  Advisor dealing with drugs, Minisgrof AYUSH, ex officia,
(iv) Drugs Controler General, Indiex officio;

(v) Scientific Director, Indian Pharmacopoeia Commissi@x,
officio;
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(vi) Director General, Central Council for Research in Ayurvedic
Sciencesex officio;

(vi)  Directar General, Central Council for Research in Unani
Medicine,ex officio;

(viii)  Director General, Central Council for Research in Sidexa,
officio;

(ix) Director General, Central Council for Research in Homoeopathy,
ex officio;

(x) Central Governmnt Analyst for Ayurveda, Siddha, Unani and
Homoeopathy, Druggx officio;

(xi) One professionally'experieneged expert each of standardization or
quality control of>"Ayurvedas; Siddhap Unani, Homoeopathy drugs,
pharmacognosy or botany,ehemistry, Phgbemistry and pharmacy

to be nominated by .th‘éf;jC}entraI Government from amongst the
scientific institutions. %/

(xii) Chairman shall have the ;discrr"etion to-aqut two experts for
advice and gaidance ‘in-specific/ matters’ of standards of Ayurvedic,
Siddha, Unanand Homo,eopathy"drugs., f

(3) The functions of SciéntificoVAdvisory Board may be exercised
notwithstanding any vacancy therein.

(4) The Commission shall constitute a pharmacopoeia committee and sub
committees there under for a period of three years errdbommendation of
Scientific Advisory Board.

(5) The meetings of Scientific Advisory Board, Pharmacopoeia Committee
and Subcommittees shall be supported by the Commission.]

43163B. The functions of the Central Drug Labast in respect of
Ayurvedic, Siddha, Unani and Homoeopathy drugs shall be carried out at the
Pharmacopoeia Commission for Indian Medicine and Homoeopathy,
Ghaziabad, (Uttar Pradesh) and the functions of the Director in respect of the
said drugs shall be excised by the Director of the said laboratory.
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163BB. (1) The laboratory of Pharmacopoeia Commission for Indian
Medicine and Homoeopathy shall act as the Central Appellate Drugs Laboratory
under section 6 of the Act for testing or analysis of samples yoirv&da,
Siddha, Unani and Homoeopathy Drugs as may be sent to it under sub
section(2) of section 11 or sigection(4) of section 25 and 33H of the said Act.

(2) The Central Drugs Laboratory shall maintain reference museum and
herbarium of Ayurveda, Sitha, Unani and Homoeopathy drugs, conduct
training programmes for analytical and drugs quality control methods and carry
out such activities and duties as may be entrusted to it by the Central
Government.

(3) All functions of the Central Drugs Laborayofor Ayurvedic, Siddha,
Unani and Homoeopathy drugs shall be exercised by the Director or the officer
appointed on his behalf of the Rharmmacgpoeia Commission for Indian Medicine
and Homoeopathy.] | |

163C. Despatchof samplesfor testor anaIyS|sE5 11) Sampledor testing or
analysis of Ayurveda;-Siddha and Unam drugs underssahon (2) of section
11 or subsection(1) df section 25 and section 33H%f the Act shall be sent by
registered post in a sealed®pagket, enclosed With a memorandum in Form 1A,
“4Form 18 or Form 18] specified'in SCheduIe A, dh an outer cover addressed
to the Director, “qPhatmacopoeia ‘Commissign for Indian Medicine and
Homoeopathy, Ghaziabad (Uttar Pradesh)]. . |

(2) The packet & well as theu(k)uter cover, shall be marked with a
distinguishing number.

(3) A copy of the memorandum in Form 1A and a specimen impression of
the seal used to seal the packet shall be sent separatelyidignes] post to the
Director, “9Pharmacopoeia Commission for Indian Medicine and
Homoeopathy, Ghaziabad (Uttar Pradesh)].

163D. Recording of condition of seald. On receipt of the packet, it shall
be opened by an officer authorised in writing on that behalf by the Director,
“gPharmacopoeia Commission for Indian Medicine and Homoeopathy,
Ghaziabad (Uttar Pradesh)], who shall record the condition of the seal on the
packet.

Central Drugs Standard Control Organization, Ministry of Health and Family Welfare, Govt. of India Page2040f963



163E Report of result of test or analysisd After test or analysis, the resul
of the test or analysis, together with full protocols of the tests applied, shall be
supplied forthwith to the sender in Form 2&or Form 13] of as specified in
the said Schedule.

163F. Feesd The fees for test and analysisal be as specified in Schedule
B-I.

163G. Signature on certificates) Certificates ssued under these rules by
the “9Pharmacopoeia Commission for Indian Medicine and Homoeopathy,
Ghaziabad (Uttar Pradesh)] shall be signed hmy Director or by an officer
authorised by the Central Government to sign such certificates.]

8164. Method of test or analysis to be employed in relation to
Ayurvedic, Siddha, Unani or Homoeeopathy drugd The method of test or
analysis to be employed. in’ relation to”an Ayurvedic, Siddha, Unani or
Homoeopathy drugs shalPbe such as may be specified in the Ayurvedic, Siddha,
Unani or Homoeopathy Pharmacopoela or if m0 such pharmacopoeias are
available or if no test is SpeCIerd such pharmacopoeias, such test as the
Government Analyst“tay employ, such tests being scientifically established to
determine whether the drug Contalns,the mgred|ents as stated on the label.]

165. Qualifications Gf,Government-Analystd A person who is gminted
a Government Analyst uhde{r section 38F of the Act shall be a person possessing
the qualifications prescribed inrule-44:0t1 a degreéfiyurveda, Siddha,
Unani or Homoeopathy] system, as the case may be, conferredyexsity,
a State Government or Statutory Faculties, Counéffoards of Indian
Systems of Medicine and Homoeopathy Boards] recognised by the Central or
State Government, as the case may be, for this purpose and haslead tian
three years' pogjraduate experience in the analysis of drugs in a laboratory
under the control of (i) a Government Analyst appointed under the Act, or (ii) a
Chemical Examiner to Government, or (iii) the head of an institution specially
approed for the purpose by the appointing authority.

166. Duties of Government Analystd (1) The Government Analyst shall
analyse or test or cause to be analysed or tested such sampigsyofveda,
Siddha, Unani or Homoeopathgfugs as may be sent to him by Inspectors or
any other person or authority authorised by the Central Government or a State
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Government under the provisiof®g***] of the Act and shall furnish reports of
the results of test or atysis in accordance with these rules.

(2) A Government Analyst appointed under section 34F 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 hef t
Government.]

59167. Qualifications of Inspectord A person who is appointed an
Inspector under section 33 G shall be a persordwho

(a) has the gualifications laid down under rule 49 and shall have undergone
practical traimg in the manufacture of Ayurvedic, Siddha, Unani or
Homoeopathy drug, as the case may be; or

(b) has a degree in Ayurvédic, Siddha; Unani or Homoeopathy system or
degree in Ayurvedic, Siddha, Unanl or-Homoeopathy Pharmacy, as the case
may be, conferiiby a UnlverS|ty 51% "'State Goveriment or a Statutory Faculty,
Council or Board of Andian Syste,__smof Medicinesor Board of Homoeopathy
recognized by the Central Governrhent or the cState Government for this
purpose.] > CDSC

- pPARTIX
STANDARDS OF AYURVERIG-SIBPHA AND UNANI DRUGS

168. Standards to be complied“With "in manufacture for sale or for
distribution of Ayurvedic, Siddha and Unani Drugsd

S.Nc Class of Drugs Standards to be complied with

Sorgs) o 1% e for et it <
1. Ayurvedic Pharmacopoe g J

Ayurvedic Pharmacopoeia of India for
time being in force.

The upper limit of alcohol as ®lf-
generated alcohol should not exceed

2. |Asavas and Aristas vlv excepting those that are otherv
notified by the Central Government fr
time to time.]
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29169. Permitted Excipientsd Permitted Excipients along with their
standards.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 &m drugs with the following conditions,

namelyd

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, 1986énd they shall comply with the respective quality
specifications, not exceeding any specified limits of usage therein,
and except Hydrogenated vegetable oil.

2. Only natural colouring:ragents as permitted under rule 26 of
Prevention of Feod AdulteratioiRules, 1955 will be used for
Ayurveda, Sifidha sandicUnani, drugs and additionally, colours
permitted under rule‘12f7,‘ of'Drugs and“Cosmetic Rules, 1945 shall
be used for Proprieta’ry}};Ayurveda, Siddha and Unani drugs as
defined in sukclause (i) of clause (h) ofeetion 3 of the Drugs and
Cosmetics Act, 1940; ot exeeeding any specified limits of usage
therein.

3. Preservatives and.Colouring agents's'hall be mentioned on the label
for the information of theicenétimer as required under rule 161 of the
Drugs and Cemetics Rule, 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, 19541Foo
Product Order/Bureau of Indian Standard Act, 1986 is deleted at a
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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 oétartificial sweetener used.

The recommended Acceptable Daily Intake (ADI) of these sweeten
laid down by US FDA is as follows:

No.
1.

Sucralose Aspartame , | . Saccharin Acesulfame K

Smg/kg o> 40 mghges 3 mofkg 15 mg/kg
body Weight ~ body‘veight’ [ “body weight body weight

Onethird of the above ADI would be permissible for use in
Ayurveda, Slddha Unant Patent and Proprletary drugs.

8. Any preV|ous notlflcatlon tssued by 4he Department of AYUSH
regarding use of,.ex_C|p|ents/add|t|ves or preservatives in Agarve
Siddha and Unani médicines/stands superseded.]

|
757_[170_] Error! Reference source not found[*****]

SCHEDULE A
FORM 1
(Seerule 4)

MEMORANDUM TO THE CENTRAL DRUGS LABORATORY
Serial Number.........cccoveveon...
To the Director,

Central Drugs Laboratory...........cuueiiiiiiiiiiicc e
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| send herewith, under the provisions of section 25(4) of theg®rand
Cosmetics Act, 1940, sample(s) of a drug purporting to
be..i for test or analysis and request that a report of the
result of the test or analysis may be supplied to this Court.

2. The distinguishing number on thagket is..........cccvvveiiiiiieiiiii e,
3.Particulars of offence alleged..............oooiiiiiii i
4. Matter on which opinion IS requIred............cuueiieeieeeiiiiie e eeemcceeeeeens
5.Afee Of RS...ccoviiiii e has been deposited in Court.
Date.......oovvvemen.. ,._»:»M’aﬂ;gihst rateééeéeéeeéee

ISR O IA,
(Se 163C)

SYPharmacopoeia Commissiof f()"rfii]'n‘di'an Medicih_e and Homoeopathy,
Ghaziabag/ (Uttar Rradesh)]

(Full name, Designation ;nd”Pp:staI éddrié,ssbf ;[He sender)
Serial NO......ooooei e, ...............

To the Director,

Pharmacopoeial Laboratory for Indian Medicine,

| send herewith under the provisions of section 11 (2)/section 25(4) and
section 33H of the Drugs and Cosmetics Act, 1940, sample(s) of a drug
purporting to be...........ooiiiiiiiii, for test or analysis and request that a
report of the result of the test or analysis may be supplied to this Court.

2. The distinguishing number on the packet is.........cccoooviiiiiiiiiiiiiiii e,

3. Particulars of offence alleged..............cooovviiiiiiiiici
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//////////////

Date.....ccoooeiveiiiiiiieenn, eeeeeeeceeeeececce

Magistrate/Authorized Signatory.]

FORM 2
(Seerule 6)
CERTIFICATE OF TEST OR ANALYSIS BY THE CENTRAL DRUGS
LABORATORY
Certified that the samples, bearing number..........cccccc................puUrporting
to be a sample of ... received on .......cccceeeiiieeinnn, with
memorandum No............... ....... “YER e from

.................................... has: beentested/analysed and that the result of such
test/analysis is as stated below; Z

2. The condition of the seals on the’pac et on receipt was as fdlows:
*3. In the opinion of the Uﬁdeféighe‘d"'the sample is of standard quality is not of
standard quély as deftned in the- Drugs .and Cosmetlcs Act, 1940, and rules
thereunder for the reasons glven below “

Director
Date.....ccooevvevveeinnnnnn. Central Drugs Laboratory or other Authsed Officer
Details of results of test or analysis with protocols of test applied

Director

Date....cccoovviieeeeeinne, CentralDrugsLaboratoryor other Authorise®fficer

* If opinion is required on any other matter, the paragraph should tadblgui
amended.

Z.9FORM 2A
(Seerule 163E)
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CERTIFICATE OF TEST OR ANALYSIS FROM THE
LIPHARMACOPOEIA COMMISSION FOR INDIAN MEDICINE AND
HOMOEOPATHY] OR GOVERNMENT ANALYST

Certified that the sampleseéring number...........cccccceeeeeeveennnnnnn. purporting to be
a sample of....iiiiiiii, (=Tot=T1V/=To I o] o FOR with
memorandum NO..coiiie e,

(0 F=11=T o I from.eeeeeeevveeneenn........has been testedhalysed

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 f@lows:

*3. In the opinion of the undersigned the sample is of standarttygas
defined in the Drugs and Cosmetlcs Act 1940, or rules thereunder for the
reasons given below. NDARL COoy

"i;tample IS not of standard quality as
t, 1940, Zor rules thereunder for the

In the opinion of theZundersig
defined in the DrUQSf and Co§‘ ;
reasons given below? j )

"Note.d *delete whlchever 1S not 0)l aibﬁle "

(Slgnature of the Analyst PersamCharge of testing)

Date.....cooveviiiiiiee,
Place.........cccoiiiiiiiiiiiinn, Name &Designation& Seal..............ooooeiii s
Name& Address of the Laboratory.................... ]
ﬁz[***]
8JFORM 8
(Seerule 24)

APPLICATION FOR LICENCE TO IMPORT DRUGS (EXCLUDING
THOSE SPECIFIED IN SCHEDULE X) TO THE DRUGS AND
COSMETICS RULES, 1945
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IWE™ e (full address with telephongber,

fax number and -@nail address) hereby apply for a licence to import drugs
specified belowmanufactured by M/s...................vr ... (full address,
with telephone number, fagnd email no.)

2. Names of the drugs to be imported:

1)

(2)

(3)
3. WE™, , enclose herewith an undertaking in
Form 9dated..............coevvvieeenn. signed by the manufacturer as required by

rule 24 of the DrugRules, 1945.

O PR . enclose herewith a copy of Registration
Certificate concerning the drugs to be imported in India, issued #wder 41
of the rules, vide Registration Certificate. NO .......ooovvviiiiii e, Dated

5. Iwe*,..coovnvinniin <P e , h’old a valid wholesale licence
for sale odistribution;of drugs oralid ficence to manufacture drugs, under the
provisions of tie Act and fies) made thereunder A copy of the said licence is
enclosed. R Am s :

6. Afeeof.......... Z ... has been crEdlted to- Government under the Head of
Account "0210-Medical and PubliciHealth, Gthubllc Health, 104ees and
Fines." under the Drmﬁules 1946 Centralvide Challan No.........................

dated.........cccc...... (attached in orlglnal)
Signature........cceeveveeviieeeeieeeeeeenn,
NamMe....ccooeiieeee e,
Designation.........cccceeeveeeeeeeeeeeeee,
Sed/Stamp of Manufacturer's agent in India
Place: ........ccccovvvvvviiinnnnns
Date: ...
* Delete whichever is not applicable]
9FORM 8A
(Seerule 24)

APPLICATION FOR LICENCE TO IMPORT DRUGS SPECIFIED IN
SCHEDULE X TO THE DRUGS AND COSMETICS RULES, 1945
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IWE* .o , (full address with telephanger,

fax number and -@nail address) hereby apply for a licence to import drugs
specified belowmanufactured bWI/s..........ccccceeeeiiiiiiiiiii e, (full address with
telephone no, fax and eail no.)

2. Names of the drugs to be imported

1)

(2)

(3)
B AWE*, e , enclose herewith an undertaking in Form 9 dated
...................... signed by the manufacturer as required by rule 24 of Drugs Rules,
1945.
A, IIWE*, e , enclose herewith a copy of

Registration Certificate concerning the drugs to be imported in lisdiged

5. IIWe* .ot e S8 o B e %... hold a valid wholesale
licence for saleor distfibution of qr gs:01 licence t6. manufacture drugs, under
the provisions of theiAct and rules ma e theckemnA copy of the said licence

is enclosed. CDSCO LJ SDSCH

6. Afeeof............... Zyeennrennnns has been credlted ter Government under the Head
of Account "021@ Medigal and Rubli¢:Health, 34Public Health, 108 Fees

and Fines" under thé*, Drags Rles, A9 %Central vide Challan

N[0 P dated ......... [0 r =B L .. (attached in original).
Slgnatures ....................................
NaME....coiiiiiii e
Designation.........cccceeeeieeieeeeeeeene,
Seal/Stamp foManufacturer's agent in India
Place........cccooeeeeeennnn.
Date.....ccoovvveeveen.

* Delete whichever is not applicable.]

FORM 9
(Seerule 24)
FORM OF UNDERTAKING TO ACCOMPANY AN APPLICATION
FOR AN IMPORT LICENCE
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Whereas........cccooovveviieeeeiiiiieeeeees (0] PN intends to apply for a
licence under the Drugs Rules, 1945, for the import into India, of the drugs
specified below manufactured by us, WwWe ... of
........................... herelyive this undertaking that for the duration of the said
licenced

(1) the said application shall be our agent for the import of drugs into India;

(2) we shall comply with the coiitibns imposed on a licence B$fRules 74
and 78] of the Drugs Rules, 1945;

(3) we declare that we are carrying on the 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 witlabéed on

and in cases where manufacture, is, carried on in more than one factory any
change in the distribution of fiinctions betwé&en the factories;

(4) we shall comply wifh the provonsof Part IX,0f the Drugs Rules, 1945;

(5) every drug manufactudeby us iii"fn'bort under tlicence into India shall as
regards strength, quality, and. pur