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THE DRUGS AND COSMETICS ACT, 1940

(23 OF 1940)*
[10th April, 1940.]

2
An Act to regulate the imponmtnanufadure, distribution and sale of drugandcosmetts];

3 2
WHEREAS it is expedient to regulate the [import, manufcture, distiibuon and sale] ofdrugs [and
cosmnetics];

AND WHEREAS the Legislatureof all the Provinces have pas&d reslutions in terms of section103
of the Government of India Act, 1935 (26 Geo. 5, c.2), in relation to such of the above-mentioned

matte's and mattersancillary thereo as are eameratedin List Il of the Seventh Schedule to the said Act;

It is hereby enactedasfollows:-
CHAPTER |
INTRODUC TORY

2
1. Short title, extent and commenceme.wr (1) This Act maybe calledthe Drugs [and Cosmetics]
Act, 1940.

(2) It extends to the whole of Indip* * *].

5
(3) It shall come into force at once but Chapterlll shall take effect only from suchdate asthe
Central Geernment may, by notification in the Official Gazette appoint in this behalf, and Chapter IV shall

5
take effectin a particubr Stateonly from suich dae as he State Geemment may, by like rotification,
appoint in this behalf:

6

[Provided that in relationto the Stateof Jamnu andKashmir, Chapterlll shalltakeeffectonly from
suchdate® after the commenceent of the Drugsird Cosmetics @mendment) Act, 1972 (19 of 1972), as
the Central Govemment may, by notification in the Official Gazette, ppoint in this béhalf.]

2. Application of other laws not barred.- The provisions of this Act shall be in addition to and not in
derogation of, the Dangerous Drugs Act, 1930 (2 of 1930)aapndther law for the time being in force.

3. Definitions.d In this Act, unless there is anything repugnant in the subject or context,

7
[ ( 4)Ayfur vedi c, Siddha or Unani] drugdo includes

8
for or in the dagnosis, treatment, mitigation or preventioh [diseaseor disorder in human beings or
animals, and manufatired] exclusvely in accodance with the formulae descibed in, the authoritative

9
books of [Ayurvedic, Siddhaand Unani Tibb systems of medicing, specified in the First Shedule;]
9
[(@d) i t Boer dniean$

(i) in relation to 9[Ayurvedic, Siddha or Unani] drug, the g[Ayurvedic, Siddha and Unani
DrugsTechical Advisory Board] constituted under section33C; and

(ii) in relationto any other drug or cosmetic, the Drugs Tedhnical Advisory Board
constiuted under section 5;]

1. For Staementof ObjectandReasonsseeGazetteof India, 1940,Pt.V, p. 34; for the Report of the Séect Gmmittee, seeibid., p. 143.
TheAct hasbeenappliedto all thepartially excludedareasin the Stateof Orissasee OrissaGovenmentNotification No. 3358LSG.,datedthe 25"
August,1941.
2.Ins.by Act 21 of 1962, s.2 (w.ef. 27-7-1964).
3. SubsbytheA.O. 1950 ,for certainwords.
4. Thewordsfexceptthe Stateof Jammu andKashmi  romditted by Act 19 of 1972,s.2. (w.e.f.31-5-1972).
5 1% April, 1947;see Notifn. No. F. 28 (10) (3) 45-H (1), datedthe 2™ Septenber 1946 Gazete of India 1946 Pt I, p.1349.
ChapterlV came into forcein the Statesof Delhi, Ajmer and Coorgon the 1% April, 1947, see ibid., Chapterdll andIV came into forcein the
Statesof Himachal PradeshBilaspur,Kutch, Bhopal, Tripura,Vindhya PradestandManipuronthe 1* April, 1953, vide NotificationNo. S.RO.
663,datedthe 30" March,1953,Gazetteof India, Pt. 11, Sec.3, p. 451.
Chapter IV came into forcein the Union territory of Dadraand NagarHaveli w.e.f. 1% August,1968, seeNotification No. ADM/Law/117(74),
datedthe 2™ July, 1968, Gazetteof India, Pt. lll, Se. 3, p.128.The Actisextendedo Dadraand NagaHaveli by Reg.6 of 1963, s.2 and $h.
I; to Pondichernby Reg.7 of 1963.s.3 andSch.l; to Goa,DamanandDiu by Reg.11 of 1963, s. 3 and Sch. andto Laccadiw, Minicoy and
Amindivi Islandsby Reg. 8 of 1965.s.3andSch.
6. AddedbyAct 190f 1972,s.2.
7 Ins by Act 13 of 1964, s. 2 (w.e.f. 15-9-1964).
8. Subsby Act 68 0of 1982,s.2, for certainwords (w.e.f. 1-2-1983).
9. Clause (a) wasreletteredascl. (aa) by Act 13 of 1964 s. 2, (w.ef. 159-1964).
10. 24" August, 1974, vide notifi no. S.0. 2185, dt™@August, 1974.
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12
[ [(@ad)] i c mest imeansany article intendedto be rubbed, poured, sprinkled or sprayed on, or

introduced into, or otherwise applied to, the human body or any part thereof for clearsing, beautifing,

promoting agttracti/eness,or alteringthe appeaance, and includesany atrticle intended for useasa component

of

og)smetic [***71:]
[(b) ﬁ5 dig dncludesd

[(i) all medicinesfor internal or extenal use of human beingsor animals and all sultstances

intended to be ugd for or in the diagnosis, treament, mitigation or pevention ofany diseaser disarder
in human beings or animals, including preparations gplied on human body for the purposeof repelling
inseds like mosquibes;]

(i) such substances(other than food) interded to affectthe strudure or any function of the human

6
body or intended to be used for the destruction of [vemin] or insects which causediseaseén human
beingsor animals, as maybe gecified from time to time by the Central Govemment by notification in

the Official Gazette;]
7

[(iii) all subsancedntendedfor useascomponents of adrug including empty gelatincapsules; ad

(iv) such devices® intended for intemal or extemal usein the diagnaosis, treament, mitigation or
prevention of diseaseor disarder in human beings or animals, asmay be specifiedfrom time to time by
the Certral Governmentby notification in the Official Gazette, afteransultation with the Board;]

8
[(©f Go v er Amelnyieansd o

9
(i) in relationto [Ayurvedic, Siddha or Unani] drug, a Government Analyst appointed by the
Central Government or aStateGovernment under ®ction 33F; and
(ii) in relaion to any other drug or cosmetic, a Government Anay/st appointed bythe Central
Government or aStateGoverrmentunder section20;]

10
[**** *]

ll[(e) i Isme ¢ Uneganﬁ)

(i) in relation to [Ayurvedic, Siddhaor Unani] drug, an Inspecbr appointed by the Central
Governmentor a StateGovernnent wunder section 33G; and

(ii) in relation to any other drug or cosmetic, an Inspecdor appointed by the Certral Government

or a StateGovernmentunder secton 21;]

12 13 14
[ [(H] mdnufadu r éndrelation to any drug [or cosmetic] includes any processor part of a
processfor making, altering, (1)4mamenting, finishing, pading, I%belling, breaking up or otherwise

treating or adbpting any drug [or cosm?éic] with aview to its [saleor distiibution] but doesnot

include the compounding or dispensing [of any drug, or the packng of any drug or cosmetic,] in
the ordinary course of retail busnessa n d mé b o f a shdll bercenstruedaordingly;]

17[$g)] fito importo, with its grammatical var.i

8 ‘a1

[India];

1. Ins byAct210f1962 s. 4 (w.e.f. Z-7-1964).

2. Clause (aa) relettered by Act 13 of 1964, s. 2 (w.e.f. 5-9-1964).

3. omittedby Act 68 of 1982,s.3,certainwords.

4. Subsby Act 11 of 1955,s.2, for cl. (b).

5. Subsby Act 68 of 1982, s. 3 (w.ef. 1-2-1983.

6. Subsby Act 130f 1964,s.2, for fi v mmims (w.ef. 15-9-1964).

7. Ins by Act 68 of 1982, 5.3 (w.ef. 1-2-1983.
The Central Government has specified (vide S.O. 1468 (E), ddt@@805) the following devices intended for extdrominternal use in human
beings or drugs with immediate effect, namely:
(i) Cardiac Stents (i) Drug Eluding Stents(iii) Catheters (iv) Intra Ocular Lenses (v) I.V. Cannulac (vi) Bone Cements
(vii) Heart Valves (viii) Scalp Vein Set (ix) Orthopaedic Implants  (x) Internal Prosthetic Repgcement

8. Subsby Act 13 of 1964,s. 2, for cl. (c) (w.e.f.15-9-1964).

9. Subsby Act 68 of 1982s.2,for fi Aurvedic (includingsidda)or U n a wi.eb. 1-2-1983).

10. CI. (d) omittedby Act 190f 1972, s.3. 15. Subsby Act680of 1982 s3,for fis andeéi st r i b 61-21888)0 ( w. e .

11. Subsby Act 13 of 1964,s.2, for cl. () (w.e.f. 15-9-1964). 16. SubsbyAct 21 of 1962s.4, for fi othepackingofanyd r u g o .

12. Ins.by Act 11 of 1955, s.2. 17. Cls.(c), (d) and (e) releteredascls. (g), (h) and (i) respectivef by Act 35 of 1960, s. 2 (w.ef. 16-3-1961).

13. Clause(bbb) releteredascl. (f) by Act 35 of 1960, s. 2 (w.e.f. 16-3-1961).

14. Ins by Act 21 of 1962, s. 4 (w.e.f. 27-7-1964). 18. SubsbyAct 3 0f 1951,s.3andSch.for it Beat es 0.
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1[2[(h)] i pat e@mdrietaoyme d i armeans@ 0

(i) in relationto Ayurvedic, Sidihaor Unani Tibb systans of medicineall formulationscontaining only
sweh ingredients mentionedn the formulae descibedin the auhoritative books of Ayurveda, Siddha orUnan
Tibb systams of medicine specifiedin the First Scledule, but does not include a medicine which is
administered by prenteral route and also a formulation included in the authoritative books as specified in
clause(a);

(i) in relationto any other systams of medicine, a drug which is a remedy or preription presented in
a form realy for intemal or extemnal administration of human beings or animals and which is not includedin
the editionof the Indian Pharmacqooeia for the ime being orany other Pharmacopoeiaauthorisedin this
behdf by the Central Govemment after consultation with the Drugs Techmical Advisory Board constituted
undersectbn 5;]

32
[ [(i)] fApresciib e dn@éansprescrbed by rulesmadeunderthis Act.]

4[* * * % *]

5[3A. Construction of referencesto any law not in force or any functionary not in existencein the
State of Jammu and Kashmir.d Any reference in this Act to any law which is not in force, or any
functionary not in existence, inthe Stateof Janmu and Kashmir, shall, in relation to that State, beconstrued
as a redrenceto the corresporidg law in force, or to thecorrespording functionary in existence, in that
State.]

4. Presumption asto tpoisonous substances.d Any subsiance specified as posanous by rulemadeunder
Chapter Il or Chapter IV6 [or Chapter IVA] shall bedeanedto be a posanous subgtancefor the purposesof
Chapter 1l or Chapter IV [or Chapter IVA], asthe casemay be.

CHAPTER I

THE DRUGS TECHNICAL ADVISORY BOARD, THE CENTRAL DRUGS LABOURA TORY
AND THE DRUGS CONSULTATIVE COMMITTEE

5. The Drugs Technical Advisory Board.d (1) The Central Government shall, as soon as may be,
constitute a Board (to be called the Drugs Tedhnical Advisory Board) to advise the CentralGovemment and
the State Governments ontechnical mattersarisingout of the administrationof this Act andto carry out he
other functionsassigrd to it by this Act.

7
[(2) The Boardshall consistof the following members,namely:d

(i) the Director Gaeral of HealthSewices,exofficio, who shall be Chairman; (i) the Drugs

Controller, India, exofficio;

(iii) the Director of the Central Drugs Laloratory, Calaitta, exofficio;

(iv) the Director of the Cantral Researchnititute, Kasaili, exofficio;

(v) the Directorof Indian Veternary Researchnktitute, 1zahagar, exofficio;

(vi) the Presgilent of Medical Council of India, exofficio;

(vii) the Presdentof the Pharmacy Councilof India,exofficio;

(viii) the Director of Central Drug Researchnktitute, Lucknow, exofficio;

(ix) two persons to benominated by e Central Government from among personswho arein
charge ofdrugs control in the States;

1. Subs by Act 68 of 1982, s. 3, for cl. (h) (w.ef. 1-2-1983).

2.Cls.(c), (d) and(e) releteredas cls(g), (h) and (i) respectivelyby Act 35 of 1960,s.2 (w.ef. 16-3-1961).
3. Subs by Act 11 of 1955, s. 2, for cl. (e).

4. Clause(f) ins.by the A.O. 1950andomitted by Act 3 of 1951,s.3 andSch.

5. Ins by Act 19 of 1972, s. 4 (w.ef. 31-5-1972).

6. Ins by Act 13 of 1964, s. 3 (w.ef. 15-9-1964).

7. Subsby Act 13 of 1964, s. 4, for subsection(2) (w.ef. 15-9-1964).
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(x) one persm, to beeleckd by the Executive Committee of the Pharmacy Council of India,from
among teachersn pharmacy or pharmaceuticalchemistry or pharmacognosyon the staff of an
Indian universityor a wllege affiliatedthereb;

(xi) one pesm, to be eleced by the Exeautive Committee of the Medcal Council of India,from
among teachkrsin medicineor therapeuticson thestaff of an Indian uniersity or acollege affiliated
thereto;

(xii) oneperson to benominated bythe Central Government fromthe pharmaceutical ndugry;

(xiii) onepharmacologisto be elected bythe Governing Body of the Indian Council of Medical
Research;

(xiv) oneperson to beelected byhe Central Council of thelndian MedicalAssociation;
(xv) oneperson to beelectedby theCouncil of thelndian Phamaceutical Asociation;

(xvi) two personsholding the appointment of Govemment Analyst under this Act, to be
nominatedby the CentralGovernment.]

(3) The nominated and eleced members of the Board shall hald office for three years,but shall be
eligible for re- nominationand re-electon:

1

[Provided that the person nominatedor elected,asthe case may be, under clause(ix) or clause(x) or
clause(xi) or clause(xvi) of subsection(2) shall hold office for solong ashe holds the appointment of the
office by virtueof which hewasnominated or electedottheBoard.]

(4) The Board may, subjectto the previous approval of the CentralGoverrment, makebye-laws fixi ng a
guorum and egulatingits own procedure and the conductof all businessto betransactedby it.

(5) The Board may constitute sub-committees and may appoint to such sub-committees for such periads,
not exceethg three years,as it may decide, ortemporarily for the considration of particular matters,
persons whoare not nembers of the Board.

(6) Thefunctionsof the Board may beexercisednotwithstanding anyvacancy therein.

(7) The Centra Government shall appoint a person to be Secretaryf the Board ard shall provide the
Boardwith such clericaland ather staffas the @ntral Government considersecesary.

6. The Central Drugs Laboratory.d (1) The Central Gvernment shall, as sm asmay be, estabtihed
a Central Dugs Laboratory under the control of a Directorto be apminted by the CentralGovernment, to
carry outthe functions entrustedto it by this Act or any rulesmade under this Chapter:

Providedthat, if the Central Golegnment soprescrbes,the functions of the Central Drugs Laboratory in

respeciof any drugor classof drugs [or cosmetic or classof cosmetics]shall be carriedout at the Central
ResearcHhnstitute, Kasuli, or at anyother prescribed Laboratory and the functions of the Director of the

2
Central Dugs Laboratory in respectof suwch drug or class of drugs [or such cogmetic or class of
cosnetics] shall be exercigd by the Director of that Institute or of hat other Laboratory, as lte casemay
be.

(2) the Cantral Government may, after cosultation with the Board, make rules prescrbingd
(@) the functions of the Central Drugs Laloratory;
3[* * * * *]
4
(d) the procedur%for the submission to the said Laboratory [under Chapter IV or Chapter IVA] of

samples of drugs [or cosmetics] foranalysis or test,the forms of Laborator y 6 s  thergoramd the
fees payale in respect of sth reports;

1. Subsby Act 13 of 1964, s. 4, for the proviso (w.ef. 15-9-1964).

2. Ins by Act 21 of 1962, s. 5 (w.ef. 27-7-1964).

3. Cls.(b) and(c) omitted by Act 11 of 1955, s.4.

4. Subsby Act 13 of 1964, s.5,fori u rr Ghaptel V(w.ef. 159-1964.

9
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(e) such other mattersasmay be necessanor expedient to endle the sad Laborabry to
carry out its functions;

(f) the matters necessy to be prescibed forthe purmses of he provisoto aub-section(l).

7. The Drugs Consultative Committee.d (1) The Ceitral Government may @nstitute an advisory
committee tobe calledfite Drugs Consultative Committeed  addse the Catral Government, the Sate
Govemmerts andthe Drugs Techical Advisory Board on any other matter tending to seare uniformity

1
throughout [India] inthe administrationof this Act.

(2) The Drugs Consultative CGommittee shall oconsist of two representaties of the Cantral
Government to be naminated bythat Government and one repreentative of each State Government to
be nominated bythe State Gvernment conemed.

(3) The Drugs Mnsultative Committee shall meetwhen equiredto doso by the CentralGovernmentand
shall have pwer to regulateits own procedure.

[7A. Setions 5 and 7 not to apply to Ayurvedic, Siddha or Unani drugs.d Nothing containedin
sectionss and 7 shall apply to *[Ayurvedic, Siddha or Unani] drugs.]

CHAPTER 111
4
[IMPORT OF DRUGSAND COSMETICS]

5
8. Standards of quality.d [(1) For the purposesof this Chapter, the expresson  fidatdgua |l i t y O
meansd

6
(a) in relation toa drug, thatthe diug complies withthe dandard setout in [the Second Steedule],
and
(b) in relation toa msmetic, that the cosmetic compiles with such stardard asmay be
prescrbed].

(2) The Central Govemment, after @nsultation with the Boardand after giving by notification in the
Official Gazettenot lessthanthreemont h reotie of its intention soto do, may by alike notlflcatlon add to or

otherwiseamend [the Seond Schedule], for the purposesof this Chapter, and thereypon [the Seond
Schedule] shall be deamed to be anended acordingly.

7
[9. Misbranded drugs.d For the purposesof this Chapter a dug shallbe deemed tobe misbranded

(a) if it is socoloured, coated, powdeked or polished that damageis conceded or if it is madeto
appearof betteror greater hergpeutic value tanit really is;or

(b) if it is not labelledin the presdbedmanner; or

(c) if its label or contairer or anything accanpanyingthe drug bears any staement, designor
devicewhich makesanyfalse claimfor the drug orwhich is falseor misleading in anyparticular.]

8
[9A. Adulterated drugs.d0 For the purposes of his Chapter, adrug shall be deamedto be alulterated.d

(a) if it consists, in vihde or in part, of any filt hy, putrid or decanposedsubstance; or
(b) if it has been prepared, packed or stored under insanitary conditions whereby it may
have been ontaminated with filthor whereby it may have been r@dered ijurious to healh; or

1. SubsbyAct 3 0f 1951,s.3 andSch.for fi t Btateo .

. Ins by Act 13 of 1964, s. 6 (w.ef. 15-9-1964).

. Subsby Act 68 of 1982, s.2 for certainwords (w.ef. 1-2-1983).
Subsby Act 68 0f 1982, s. 4, for IMPORTOFDRUGS)  €.fwl-2-1983.
. Subsby Act 21 of 1962, s. 6, for sub-section(1) (w.e.f. 27-7-1964).
Subsby Act 130f 1964,s.7,for it 8 € h e dw.&.fel$59-1964).

. Subsby Act 68 of 1982, s. 5, for s. 9 (w.ef. 1-2-1983.

. Subsby Act 68 of 1982, s. 6, (w.ef. 1-2-1983.

ONOUAWN

10
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(c) if its contairer is composed in whole or in part, of any poisonous or deleterioussubgance
which may rerder the cantents injurious tohealh; or

(d) if it bearsor contans, for purposes of cdouring only, a colour other than onewhich is
prescrbed; or

(e) if it contains any harmful or toxic substance which may rerder it injurious to healt; or

(f) if any substancenasbeenmixed herewith saas to redceits quality or strength.

9B. Spuriousdrugs.d For the purposes of this Chapter, a dug shall bedeemedto bespuriousd

(a) if itis imported under a nane which belongs to anatherdrug; or

(b) if it is animitation of, or a substitute for, ancther drugor resenbles anoher drug in a maner
likely to deceive orbears upon it or upon its label or contaner the name of ancther
drug unlessit is plainly and onspicuously markked so ado reveal its true barader and its
lack of identity with such other drug; or

(c) if the label orthe containerbearsthe name of anindividual or company purporting to be the
manufactirer of the drug, which individual or company is fictiti ous ordoes ot exist; or

(d) if it hasbeensubstituted whollyor in part by another drugor substance; or

(e) if it purports to bethe productof a manufadurer of whomit is not truly aproduct.

9C. Misbranded cosmetis.d For the purposesof this chapter, acosmetic shallbe deemedto be
misbrandedd

(a) if it contains a olour whichis not prescibed; or

(b) if it is notlabelledin a prescribed manne; or

(c) if the label or container or anything accomparying the cosmetic bearsany statemet which is
falseor misleadingin any particular.
9D. Spurious cosnetics.d For the purposes othis Chapter, a drug ball be deemedto be spriousg

(a) if it is importedunder the name which k&longs to ancther cosmetic; or

(b) if it is animitation of, or is a sbstitute for, arther cosmetic or resembles another cosmetic ina
manner likely to decéve or bearauponit or uponits label or corntainer the name of another cosnetic,
unlessit is plainly or congpicuously marked so ado reveal its true baracterand its lackof identity with

such other cosmetic; or

(c) if the label or the contairer bears the nanme of an individual or company purporting to be the
marufacturerof the cosmetic, which individual or @mpany is fictitious or doesnot exist; or

(d) if it purportsto bethe poductof a marufacturer of whomit is not tuly a product.]

1
10. Prohibition of import of certain drugs or cosmetics.0 From such dae as may be fixed by the
Central Government by natification in the Official Gazette irthis behalf, no person shallimportd

2
(& anydrug [or cosmetic] which is rot of standard gality;

¥[(b) any misbranded drug“[or misbrandear spurious cosmetic;]

1. 1stApril, 1947for cls. (a), (b), (c), (e) and(f) and1stApril 1949for cl. (d) seeNotifn. No.18 12/46D (l), datedthe 11th February1947,Gazetteof

India, 1947,Pt.1, P.189asamendedby Notifn. No.F.1-2/48-D (1), dated the29th Septenber,1948.
1st April, 1953for the Statesof HimachalPradeshBilaspur,Kutch, Bhopal, Tripura, Vindlga Pradeskand Manipur; vide Notifn. No. S.R.0.666,
datedthe30thMarch,1953,Gazetteof India, 1953,Pt. I, Sec.3, p.451.

2. Ins by Act 21 of 1962, s. 8 (w.ef. 27-7-1964).
3. Subsby Act 21 of 1962, s. 8, for cl. (b) (w.ef. 27-7-1964).
4. Subsby Act 68 of 1982, s.7, for fi bmishranded cosmetico (w.ef. 1-2-1983.
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1 2
[(bb) any [adulteratedor spurious]drug;]
3

(c) any drug [or cosmetic] for the import of which alicenceis prescrbed, otherwisethan under, and
in accor@dncewith, such licencg;

“I(d) any paent or proprletary medicine, unlessthere is displayed in the prescrbed manneron the
label or cortainer thereof [the true formula or list of active ingredients mntained in it, together with the
quantities thereof]

(e) any drug which by meansof any staement, desgn or device accomparying it or by any
other means, purporter claims to cureor mitigate any such disease oailment, or to have any such other
effect, asmay be prescribed;

%(ee) any osmetic cortaining any ingredient which may renderit unsafe or harmful for use
under the directonsindicatedor recommended;]

(f) any drug *[or coametic] the import of which is prohibited byrule madeunder this Chapter:
Provided that nathing in this section shall apply to the import, subjectto prescrbed corditions, of small
guantities of anydrug for the purpose of @amination,testor anaysisor for personaluse:

Providedfurther hat the Central Government may, aftercorsultation with the Board, by natification in the
Official Gazette pemit, subjectto any condtions specifiedin the notification, the import of any drug or class
of drugs not being of stardard quality.

6
[*****]

7

[LOA. Power of CentralGovernment to prohibit import of drugs and cosmeticsin public interest.o
Without prejudiceto any otherprovision contaired in this Chaptr, if the Central Government is satisfiedthat
the useof any drug or cosmetic is likely to involve any risk to human beings or animals or that any drug does
not have the thergpeutic value clamedfor it or contains ingredients andin such quantity for which thereis no
thergpeutic justification and that in the public interest it is necesary or expedient so to do then, that
Govermment may, by notificationin the Official Gazete, prohibit the import of such drug or msmetic.]

11. Application of law relating to seacustoms and powers of Customs Officers.d (1) The law for the
time being in force relating to seacustoms and to goads, the import of which is prohibited by secton 18 of
8

the SeaCustoms Act, 1878 (8 of 1878) shall, subject to the provisions of section13 of this Act, apply in
9
respecof drugs [and cosmetics] the import of whichis prohibited under this Chapter, and officersof Customs
10
and officers empoweredunder that Act to perform the duties imposed therdby on a [Commissianers of

9
Customs] and other officers of Custams, shall have the sane powers in respect of such drugs [and
cosr?letics] as they have for the time beingin respect of such goods asaforesaid.

10
[(2) Without prejudice to the provisions of sub-sections (1), the [Commissionersof Custams] any
officer of the Government authorized by the C%wtral Government in this behdf, may detain any imported

package which he sugpeds to containany drug [or cosmetic] the import of which is prohibited under this
Chapter and shall forthwith report such %etenu’n to the Drugs Controller, India, and, if necesary, forward the

package orsanple of anysuspected drugor cosmetic] foundtherein tothe Central Drugs Laboratory.]

12
12. Power of Central Government to make rules.d (1) The Central Govemment may, [after
conaultation with or on the recommendationof the Board] and after previous publication by notification in
the Official Gazette makerulesfor the purmse ofgiving effect tothe provisions of this Chapter:

Ins by Act 13 of 1964, s. 9 (w.e.f. 15-9-1964).

Subsby Act 68 of 1982,s.7,forfi a d u | t (w.e.falL2-2983).
Ins by Act 21 of 1962, s. 8 (w.e.f. 27-7-1964).

Subsby Act 11 of 1955, s.5, for cl. (d).

Subsby Act 68 of 1982,s.7,for certainwords (w.e.f. 1-2-1983).
Explanationomitted by s.7,ibid. (w.ef. 1-2-1983.

Ins by s. 8, Act 68 of 1982. (w.ef. 1-2-1983.

Nowseethe Customs Act, 1962.

Ins by Act 210f 1962, s. 9 (w.ef. 27-7-1964).

10 Subsby Act 22 of 1995,s.83,fori CwmstCo | | ect or 0.
11. Subsby Act 11 of 1955, s. 6, for subsection(2).

12. Subsby Act 68 of 1982,s.9,for certainwords (w.e.f. 1-2-1983).

©CoNoO~WNE
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1[Provided that corsultation with the Board may be dispensd with if the Central Government is of
opinion that ciraumstances have arisenwhich render it necessarto make rules without such conaultation,
but in such a casethe Board shall be casultedwithin six months of the making of the rules and the Certral
Government shall take into consideration any suggestians which the Board may make in relation to the
amendment of the said ules.]

(2) Without prejudice to the geanerality of the forgzoi ng power, sch mles mayd
(a) specify he drugs oarclasses oflrugs [or cosmeticsor classef cosmetics]for the import of

which a licenceis required, [and pescribe the form and conditions of such licences,the authority
empoweredto issue the sane, the feespayabletherefor and provide for the cancellation, or suspension of
such licencein any casewhereany provision of this Chapter or the rules made thereunder is contravened
or anyof the corditions subject towhich the licence is issiedis not complied with];

2
(b) presribe the methodsof test or analysis to be employed in detemining whether a drug [or
cosmetic] is of stardard qualiy;
(c) prescrbe, in respect of biological and orgarometallic compounds, the units or
methods of standrdizaion;

4 5
[(co) prezribe under clause (d) of [sectibn 9A] the colour or colours whith a drug may bearor
containfor purposesor colouring;]

6
(d) specifythe disease®r ailmentswhich an importeddrug may not purport or claim [to prevent,
cure or mitigate] andsuch aher dfects which such drug may notpurport or claimto have;
(e) prescrbe the conditions suljeda to which small quantities of drugs, the import of which is
otherwise prohibited under his Chapter, may be imported for he purmse of examination, test or
analysisor for personal use;

2

(f) prexribe the placesat which drugs [or cosmetics] may be imported, and prohibit their
import at any otter place;

(g) require the dae of manufadure and the date of expiry of potency to be clearly and truly
statedon the labelor containerof any specified imported drug or classof such drug, and pohibit the
import of the saiddrug or class ofdrug after theexpiry of a spedfied period from the dateof
manufacture;

2

(h) regulate the submission by importers, and the searing, of samples of drugs [or
cosmetics] for examination,test or analsis by he Central Drugs Laboratory, and prescribethe fees if
any, payabldor such exanination,test or analysis;

(i) pregribe the evidence to be suplied, whether by accanpanying documerts or otherwise,of
the qualty of drugs “[or cosmetics] sought to be imported, the procedure of officers of Customs
in dealhg with such eviénce, andthe manner ofstorage atplaces of inport of drugs?or cosmetics]
detained pending admission;

() provide for the exemption, conditionally or 2otherwise, from all or any of the provisions of

this Chapter and the rules male t7hereunderof drugs [or cosmetics]importedfor the purposeonly of

trarsport through, an eportfrom, [India];

(k) prescribethe conditions tq be observed in the packing in bottles, packages or other containers,
of imported drugsor cosmetics][including the use of packing material which comes into direct
contact with the drugs]; ,

() regulate the mode of labeling drugs [or cosmetics] imported for sde in packages, and
prescibe thematters vhich shall or dhall not be included insuch labels;

(m) presribe the maximum proportion of any poisonous substancewhich may be added to or
contaired in any imported dug, prohibit the import of any dug in which that poportion is excesded,
and spedfy substnces vhich shall be deemed to be poisonous for the purposesof this Chapter andthe
rulesmade therewnder;

. Ins by Act 11 of 1955, s. 7.

. Ins. by Act 21d 1962, s. 10 (w.e.f. 27-7-1964).

. Subsby Act 68 of 1982, s.9, for certainwords (w.e.f. 1-2-1983).
. Ins by Act 13 of 1964, s. 10 (w.e.f. 15-9-1964).

. Subsby Act 680f 1982,s.9,for fi s e cot B @aaf. 1-2-1983).
. Subsby Act 11 of 1955,s. 7,for fito cureor mitigate o .

. Subsby Act 3 0f1951,s.3 and Sch., for fithe Stateso .

. Ins by Act 68 of 1982, s. 9 (w.ef. 1-2-1983.

O~NOOTDWNPE
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(n) requirethat the acceptedscientific rame of any spedfied drug shall be displayed in the
prescibed manner on lte label or wrapper of any imported, paent or proprietay medicine containing

sweh drug;

(o) provide forthe exemption, conditionally or otherwise, from all or any of the provisions of this
Chapter or the mules made thereunder, of any specified drug or classof drugs ‘[or cosmetic or classof
cognetics].

’[13.Offencesd (1) Whoever himselfor byany aher gersonon his kehalf imports,d

(a) any dug deemedto be adulteratedunder section9A or deanedto be a spirious drug under sectbn
9B or any spurious cosmetic referredto in section9D or any cosmett of the naure referral to in clause (ee)
of secton 10 shall be punishable with imprisonment for a term which may extend to threeyearsand a fine
which may extend tofive thausand upees;

(b) any dug or cosmetic otherthana drug or cosmetic referred to in clause(a), the import of which is
prohibited under sectiorl0, or any rule made under this Chapter, $all be punishable with imprisonment for a
term which may extend to sixnonths or with fine which may extend to five hundredrupess, or with bah;

(c) any drug or cogmetic in contravention of the provisionsof any natification issued under sectbn 10A,
shall be punishable with imprisonment for a termwhich may extendto three yeass, or with fine which may
extendto five thousand rupees, or withboth;

(2) Whoever having been ornvicted of anoffence

(a) underclause §) or clause(c) of subsection(1), is againconvictedof anoffence undethat clause,
shall be punishable withimprisonmentfor a termwhich may extend tofive years,or with fine which may
extend taenthousandupeespr with both;

(b) under clawse (b) of sub-section (1), is againconvicted of anoffence under that clause, shall be
punishakbe with imprisonment for a term which may extendto one year,or with fine which may extend to
onethousand rupees, omwith both.

(3) The punishrrent povided by his section shall b addition to any penalty towhich the offender
may beliable under the provisionsof secton 11.]

14. Confiscation.0 Where any offence punishable under section 13 has been committed, the consignment
of the drugs[or cosmetics] in respect of which the offence has been committed shall be liable to confiscation.

4
15. Jurisdiction.d No Courtinferior to that [of a Metropditan Magistrate or of a Judicial Magistrate
of the first class] all try anoffence punidable under secton 13.

CHAPTER IV

MANUFACTURE, SALE AND DISTRIBUTION OF
5
[DRUGS AND COSMETIC §]

6
16. Standards of quality.d [(1) For the purposesof this Chapter, the expressiomi snidaed qua | i t y O

meansd
7
(@ in relationto adrug, that the drug complies with the stawlard set ait in [the Seond
Scheduld, ard
(b) in relation to a cosmetic, tat the asmetic complies with sich sandard as may be
prescibed.]

8
(2) The [Central Government], after conaultation with the Board and after giving by ndtification in
the Official Gazettenat lessthanthree months @otice of its intention soto do, may by a like natification

7
addto or otherwise amend [the Second Schedule] for the purpases of this Chapter, and thereupon 7[the
Second Schedule] shall be deaned to be anended acordingly.

. Ins by Act 21 of 1962, s. 10 (w.e.f. 27-7-1964).

Subs by Act 68 of 1982, s.10, for s.13 (w.ef. 1-2-1983.

. Ins by Act 21 of 1962, s. 11 (w.ef. 27-7-1964).

. Subsby Act 68 of 1982, s.11, for certainwords (w.e.f. 1-2-1983).
Subsby Act 68 of 1982 for i D R U Q\8.@f. 1-2-1983).

. Subsby Act 21 of 1962, s.12, for sub-section(1) (w.ef.27-7-1964).
Subsby Act 130f 1964,s.11,forii t 8 € h e qwd.fE5®-1964).
. SubsbyAct 110f 1955,s.8,forfi St Goveeme nt O .

ONOODWN R
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1[17. Misbranded drugs.d0 For the purposes othis Chapter, a drug ball be deemedto be midranded,d

(@) ifitis so cdoured,coated, powedred or polished thatdamage isconcealed or if it isnade to
appear of betgoeutic value than it really is;or

(b) ifitis not labelledin the prescrbed manner; or

(c) if its labelor contairer or anything accomparying the dug bers any satament,desgn or
device which makesanyfalse claimfor the drug orwhich is falseor misleadng in anyparticular.

17A. Adulterated drugs.d For the purposes of his Chapter, adrug shall be deemedto be alulterated,o

(a) if it consists in wiole or in part, of ay filt hy, putrid or decompasedsubstance; or

(b) if it hasbeen prepared, packedor stored under insanitary conditions whereby it may havebeen
contaminated with filthor whereby it may have beenrendered injurious to health; or

(c) if its containeris compo<ed, in whole or in part,of anypoisonousor deleteriousubstancewhich
may render the caitents injurious to heath; or

(d) if it bears or contairs, for the purposes of colouring only, a céour other thanone which is

prescibed;or

(e) if it contains anyhamful or toxic substancewhich may render it injuriousto healt; or

(f) if any substance hasbeen mxedtherewth soas to reluce its guality or strergth.

17B. Spurious drugsd For the purposes of this Chapter, a dug shall bedeemedto bespurious,d

(a) if it is manufatured under a nane which bebngs to another dug; or

(b) if it is animitation of, or is a substitute for, another drug or resembles ancther drugin a manner
likely to deceive orbears upon it or upon its label or contairer the name of andher drug unless
it is plainly and onspicuously marked so aso reveal its true baracterand its lackof identity with such
other drug; or

(c) if the label or contairer bears the name of an individual or company purporting to be the
marufacturer of the diug , which individual or company is fictitious ordoes not exist; or

(d) if it hasbeensubstituted whally or in partby ancther drugor substence; or

(e) if it purportsto bethe productof a marufacturer of whomit is not truly a product.

17C. Misbranded cosmetics.d0 For the purposesof this Chapter, a ©smetic shall be deemedto be
misbranded, --

(a) if it contains a olour whichis not prescibed; or

(b) if it is not labelledin the presdbedmanner; or

(c) if the label or contairer or anything accomparying the cosmetic bearsany statenent which is
falseor misleadingin any particular.

17D. Surious cosnetics.d0 For the purposes of his Chapter a msmetic sall be deanedto be sprious,--
(a) if it is manufacturedinder a name which bebngs to anothercosmetic; or

(b) if it is animitation of, or a substitute for, another cogmetic or reseanbles ancther cosmetic in
a manner likely to deceiveor bears uponit or uponits label or containerthe nane of ancther cosnetic
unlessit is plainly and @nspicuously marked so ago reveal its true baracterand its lackof identity with
such other cosmetic; or

(c) if the labelor contairer bearsthe name of anindividual or acompany purporting to be the
manufadurer of the cosnetic which individual or company is fictitious or does ot exist; or
(d) if it purportsto bethe productof a marufacturer of whomit is not tuly a product.]

[A7E Adulterated cosmetics- For the purposes of this Chapter, a cosmetill e deemed to be
adulterated,

(a) if it consists in whole or in part, of any filthy, putrid or decomposed substance; or

(b) if it has been prepared, packed or stored under insanitary conditions whereby it may have beer
contaminated with filth or wheby it may have been rendered injurious to health; or

(c) if its container is composed, in whole or in part, of any poisonous or deleterious substance which may
render the contents injurious to health; or

(d) if it bears or contains, for purposes of ewlog only, a colour other than one which is prescribed; or

(e) if it contains any harmful or toxic substance which may render it injurious to health; or

(f) if any substance has been mixed therewith so as to reduce its quality or strength.]

1. Subsby Act 68 of 1982, s.13, for s.17, 17A and 17B (w.ef. 1-2-1983.
2. Ins. by Act 26 of 2008, s 2 (w.e.f-B2009)
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18. Prohibition of manufacture and sale of certain drugs and cosmetics® From such date*as may
be fixed by the StateGovernmentby noificationin the Official Gazettan this behaf, no person shall himself
or by any other peson on hisehalfd

2

(@ [manufactue for saleor for distribution, or sell,or stock or exhibit or offer for sale]or
distributed

2

[(i) any drug which is not of a sardard quality, or is misbranded, adulteratedor spurious;
2 (i) any cosmetic vhich isnot of a stadard quality or ismisbranded or spurious;]
3

[(iii) any patent or proprietary medicine,unlessthere isdisplayedin the presribed manrer on the
2

label or contairer thereof [the true formula or list of active ingredients contained in it together with
the quantities thereof];]

(iv) anydrugwhich by meanrs of any statementgesignor device accaonpanyingit or by any other
means, prports or claims “[to prevent, cure or mitigate] any suchdiseaseor ailment, or to haveany
such othekffect as may be presbed;

°[(v) any cosmetic containingany ingredent which may rendr it unsafeor hamful for use under
the directonsindicatedor recommended,

(vi) any drug or cosmetic in contravenion of any of the provisons of this Chapter or any
rule made theeunder;]

(b) ®[sell, or stock or exhibit or offer for sde,] or distibute any drug ‘[or cosmetic] which hasbeen
importedor manufadured in contravention of any of the provisions of his Act or any rule made
thereunder;

6
(c) [manufactue for sale or for distribution, or sell, or stock or exhibit or offer for sale,] or

7
distribute any drug [or cosnetic], except underandin accordanceavith the corditions of, alicence
issued forsuchpurposeunder thisChapter:

Providedthat nothing in this sectionshall apply to the manufature, subjectto prescribed
conditions,of smallquantitiesof any drugfor the pumposeof examiation, testor analyss

Providedfurther that the[CenraI Govermment] may, after consultation with the B60ardby notificdion in

the Official Gazette, permit,subjectto any conditionsspecifiedin the rotification, the [manufactue for sale,
or for distribution, sale,stocking or exhibiting or offering for sale]or distribution of any drugor classof drugs
not beingof standardjuality.

[*** **]

0
[18A. Disclosure of the name of the manufacturer, etc.d Every person, not being the mandactuer
of adrugor cosmeticor hisagent for thedistributionthereof, shall, if sorequired, disclose to thénspector the
name, addras andother particulars of the person fromwhomheacquiredhe drugor cosmetic.]

11[188. Maintenance of reords and furnishing of information.d Every person holding a licece under
clause(c) of section 18 shalkeep andmaintain such records, registersand other documentsas may be
prescribed andghell furnish to any officer or authority exercisingany power or dischargingany function
underthis Act suchinformation asis requiredby suchofficer or authority for carying outthe purposesf
thisAct.]

1. 1stApril,1947 for subclausedgi), (i), (iv) and(v) of clause(a) andclausegb) and(c) ; 1stApril, 1949for sub-clause(iii) of clause(a) in sofarasit
takeseffectin Delhi, Ajmer and Coorg, seeNotifn. No. 18-12/46-D. Il, datedthe 11th Februay, 1947. Gazetteof India, 1947, Pt. |, p.189; as
amendedby Notifn. No. F. 1-2/48D(ll), daked the 29th Septenber, 1948; 1st April, 1953 for the Statesof Himachal Pradeh, Bilaspur, Kutch,
Bhopal, Tripura, Vindhya Pradestand Manipur, vide Notifn. No. SR.O. 664, datedthe 30th March,1953 Gazetteof India, 1953,Pt. I, Sec.3, p.
451.

. Subsby Act 68 of 1982, s.14for certainwords (w.e.f. 1-2-1983).

. Subsby Act 11 of 1955, 5.9, for sub-clausgiii ).

SubsbyAct 11 0of 1955, .9, forftocureormit i gat e o .

. Subsby Act 21 of 1962, s. 14, for subclausgv) (w.ef. 27-7-1964).

. Subsby Act 68 of 1982, s. 14, for certainwords (w.e.f.1-2-1983).

. Ins by Act. 21 of 1962, s. 14 (w.ef. 27-7-1964).

. SubsbyAct 110f 1955,s.9,forfi St Goveeme nt O .

. Explanationomitted by Act 68 of 1982,s.14(w.e.f. 1-2-1983).

10. Ins by Act 13 of 1964, s. 14 (w.ef. 159-1964).

11 Ins by Act 68 of 1982, s. 15 (w.ef. 1-2-1983.

12. Sub. by Act 26 of 2008, s 3, for salause (ii) (w.e.f 188-2009), before substitution, stood as under :

fiany cosmetic which is not of a standard quality or is misbranded oosguri

©CONOUAWN
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19. Pleasd (1) Save ashereinafterprovidedin this secton, it shall be no defence in a proseaition under
Ehis Chapter to prove merdy that the accusedvasignorant of the nature,substance or quality of the drug

[or cosmeti¢ in resped of which the offence has been committed or of the circumstances ofits
marufactureor import, or that a purchaser,having bought only for the purposeof testor analysis, hasnot
been prgjudiced by the sale.

2 [For the purposesof sedion 18 a drug shall not be deemed to be misbranded or [adulterated or
spurious] or to be below stardard quality nor shall a cosmeticbhe deemedo be misbranded or to be below
stardard quality] only by reasorof thefact tha®

(a) therehasbeenadded theretosome i innocuous subganceor ingredient beausethe sane is requred
for manufadure or preparaton of the drug [or cosmetic] as an article of commerceln a statefit for

carriage or consuption, andnot to increasethe bulk, weight or measureof the drug [or cosmetic] or to
concealits inferior quality or other defects;or
4

[* * k % *]

(b) in the process of manuacture, preparation or conveyancesame extraneous substancehas
unavoigbly beamme intermixed with it: Provided that this clause shall not apply in relation to any sde or
distribution of the drug ‘[or cosmetic] occuring afer the vendor ordistributor became awareof such
intemixture.
°[(3) A person,not being the manufacurer of a drug or cosmretic or his agentfor the distribution thered,

shallnot be liablefor a contravention of section18 if heproves
(@) that he acgired the diug or msmetic from a duly licensedmanufadurer, distributor or
dealer tlereof;
(b) that he did not know and could not, with rea®nable dili gence,have ascertaied that the drug
or cognetic in anyway contravened te provisionsof that section;and
(c) that the drug or cosmetic, while in his possesgin, was properly storedand remainedin the
same stateas whenhe acairedit.]

6
[20.Government Analysts.d (1) The Stae Government may, by notification in the Official Gazette,
appointsuch persms asit thinks fit, having the pgescrited gualifications, to be Government Analystsfor such

areas inthe stateandin resped of such drugs or [classes of druger such cosmeticsor clas®s of cosmetics]
asmay be specifiedin the natification.

(2) The Cental Government may also, by notification in the Official Gazette appoint such pers?ns asit

thinks fit, having the prescribed qualificationsto be Government Analystsin respectof such drugsor [classes
of drugs orsuch cosnetics or classes absmetics] agmay be pecifiedin the rotification.

(3) Notwithstanding anything contaired in sub-secton (1) or sub-sectbn (2), neither the Central
Governmentnor a StateGovernment shall appoint asa Governmrent Analyst any official not serving under it
without the previous consent of the Government under which heis srving.

8
[(4) No persan who hasany financial interestin the import, manufature or saleof drugs or cognetics
shallbe apointed to be aGovernment Anayst under sub-secton (1) or sub-secton (2) of this section.]

21.Inspectors.d (1) The Central ®Gvernment ora StateGovernment may, by notification in the Official
Gazette, ppoint such persas asit thinks fit, having the presribed qualificatiors, to be Irnspectors forsuch
areasas maybe assiged to them by the Cental Governmentor StateGovernment,asthe casemay be.

(2) The powers which may be exercigd by an Inspecr and the duties which may be performed by him,

the drugs or “[classesof drugs or cosmetics or classesof cosmetics] in relation to which and the

corditions, limitations or restrictons suject to which, such powers and duties may be exercised or

performedshall besuch asmay beprescibed.

. Ins by Act 21 of 1962, s.15 (w.ef. 27-7-1964).

. Subsby Act 13 of 1964, s.15, for certainwords (w.e.f. 15-9-1964).

. Subsby Act 680f1982,s.16,forfi a d u | t(w.e.fal2-2983).

. Cl.(ad) ins.by Act 11 0f 1955,s.10 andomitted by Act 13 of 1964,s.15 (w.e.f.15-9-1964).
. Subsby Act 13 of 1964, s.15, for subsection(3) (w.ef. 15-9-1964.

. Subs by Act 35 of 1960, s. 4, for ss.20 ard 21 (w.ef. 16-3-1961).

7.Subsby Act 21 0f 1962, s.16, forfi ¢ | cids rsu @ued 27-7-1964).

8. Ins by Act 68 of 1982, s.17 (w.ef.1-2-1983.

9. Subsby Act 21 0f 1962,s.17fori ¢ | olidsugs Qw.ef. 27-7-1964).
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1
(3) No person who hasany financial interest [in the import, manufadure or saleof drugs or cosmetics]

shallbe gpointedto be anmspedor under this secton.

(4) Every Inspectorshall be deened to be public sewvant within the meaning of secton 21 of the Indian

2
Penal Code (450f 1860), and shall be officially subordinate to such authority [having the presdbed
qudifications,] as the Geernment gppointing him may gecify in this behalf.]

3

[22. Powers of Inspectorsd (1) Subject to the provisions of section23 and of any rules made by
the Central Government in this behalf, an hspectormay, within the local limits of the area forwhich he is
appointedd

4
[(a) inspect)
(i) any premises wherein any drug or cosmetic is beingmanufacturedind themeans enployed for
standardising and testng the drugor cosmetic;
(if) any premiseswhereinany drug or cosmetic is beingsold, or stocked or exhibited or offered for
sale,or distributed,;

(b) take sanples ofany drug orcosmetic,d
(i) which is being manufatured or being sold oris stocked orexhibited or offered for sale,or is
being distrbuted;

(ii) from anypersan who is in the course of conveying, delivering or preparing to deliver such
drug or cosnetic toa purchaser or acondgnee;

(c) at allreasonable tines, withsuch assitance,if any, ashe considersnecessary;

(i) seach any person, who, he hasreason to believe, hasecretedabout his person, any dug or
cosmeticin respecof which an dfenceunder this Chapter hasbeen, or is beéng, committed; or

(i) ener and search anyplace inwhich hehasreason to believe that an affenceunder this Chapter
hasbeen, or is beg, comnitted; or

(iii) stopand searchany velhicle, vessel orother conveyance which, he has rea®n to bdieve, is
being used for carrying any drug or cosmnetic in respec¢ of which an offence unde this Chapter has
been or is being, committed,

and orderin writing the person in possessiorof the drugor cosmetic in regect of which the offence has
been, oris being, committed, not to dispose ofany stock of such drug or cosnetic for a specified period
not exceeding twenty days, a, unless the alleged offenceis such that the ddéect may be removed bythe
possessorof the drug or cosmetic, seizethe stack of such drug or cosmetic andany substarte or article by
means of which the dfence has been, or is beihg, committed or which may be employed for the
commissionof such offence;]

5 4

[(cc) examine any recou, registe, document or any other material objed found [with any person, or
in anyplace,vehicle, vesselor other conveyancereferredto in clause(c)], and seizethe sane if he has
reason to believethat it may furnish evidence of the commission of an offence pnishable under
this Act or the rules made theeunder;]

4

[(cca) require any peson to produce any record, registe, or other document relatingto the
manufactire for sale or ér distribution, stacking, extibition for sale,offer for saleor didribution of any
drug or cosmetic in respectof which he hasreasorto believe hat an offenceinder this Chapter hasbeen,
or isbeing, committed;]

(d) exercisesuch other powers asmay be necessaryfor carrying out the purposesof this Chapter or
ary rulesmadethereunder.

abwWN R

. Subsby Act 21 0f 1962,s.17 for fi i temanufactire,importorsaleof d r u @ve.627-7-1964).
. Ins by Act 68 of 1982, s.18 (w.ef. 1-2-1983.

. Subsby Act 110f 1955, s.11,for s.22.

. Subsby Act 68 of 1982, s.19,for certainwords (w.e.f. 1-2-1983).

Ins by Act 35 of 1960, s. 5 (w.e.f. 16-3-1961).
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1
(2) The provisions of [the Code of Criminal Procedure, 1973 (2 of 1974)] shall, so far as may be,
amly to any search orseizure under this Chaper asthey apply to any search orsezure made under the

1
aLthzority of awarrantissuedunder [section94] of the said Cde.

[(2A) Everyrecad, registeror other documentseizedunder clause(cc) or produced under clause (cca)
shall be retirned to the persan, from whom hey were seizedor who produce the same,within a periodof
twenty days of the date ofsuch seizure or production,as the casemay be, after coges thereof or extracts
therefrom certified by that person, in such manneras may bepresribed, have been taken.]

(3 If any persog] wilfully obstructsan Inspectorin the exerciseof the powers conferred upon him by or

under this Chapter, [or refuses to produce any record, register or other document when so required under
clause(cca) of sub- section(1),] he shallbe punishablewith imprisonment whch may extend to three years,
or with fine, or with both.]

3
23. Rocedureof Inspectors.d (1) Wherean Inspector takesany sanple of a drug [or cosmetic] under
this Chapter, he dall terder the fair price thereofrad may require a writtenacknowledgmet therefor.

(2) Wherethe price tendesd under subsection(l) is refused, or where the Inspector seizes he sbck of
3
any drug [or cogmetic] under clause(c) of section22, he shall tenden receipt thaxfor in the prescibedform.

(3) Wherean Inspectortakes asample of a drugS[or cosmeticlfor the purposeof testor analysis,he shall
intimate such purpose in writing in the prescibed form to the person from whom he takes it and, in the
presace of such person unlesshe wilfully absentshimself, shall divide the sample into four portions and
effectively sealand suitably mark the sane andpermit such rson toadd hisown seal ad markto all or any
of the portions so sealecand marked:

3
Provided that where the sanple is taken from premises whereon the drug [or cosmetic] is being
manufactured,it shall be necessary tdivide the seple into three prtions only:

3
Provided further that wherethe drug [or cosmetic] is madeup in3 containersof small volume, insteadof

dividing a sanple as aforesaid,the Inspector may, and if the drug [or cosmetic] be such that it is likely
to deteiorate or be otrerwise damagedby exposure shall, takethreeor four, as the casemay be, of the said
contairers after suitablymarking the sme andwhere necesary, sealing them.

(4) The hspector shall restae one prtion of a sample sodivided orone contairer, asthe caseamnay be,to
the person romwhomhetakesit, and shall retainthe remainderand disposeof the sanme asfoll ows:d

(i) ore portion or container he &all forthwith sendo the Govremment Analyst for test or malysis;

(ii) the seond he shall produceto the Court before which proceelings, if any, areinstitutedin
respectof thedrug 3[or cosmetic];

“[(iii) the third, where taken, he shall send to the person, if ary, whosename, addressand other
particulars havebeen disclosedunder section 18A.]

(5) Where an Inspecbr takesany action unde clause (c) of secton 22,8

3
(a) he shalluseall despath in as@rtaining whether or not the drug [or coametic] cortravenesany of
3

theprovisionsof the section18 and, if it is ascertaiedthat the drug [or cosmetic] doesnot so contravene,
forthwith revokethe ordempased undyr the saidclauseor, asthe casemay be, takesuchactionasmay be
necessaryfor the reurn of the sbck seizel;

3 5
(b) if he seizesthe stock of the drug [or cosmetic], he shall as soon as may be inform [a Judicial
Magistrateland takehis ordersasto the custody thereof;
(c) without prejudice to the institution of any prosecuation, if the alleged contravention be such that

the defect may be remediedby the possessorof the drug [or cosmetic], he shall, on being satisfiedthat
the defect hasbeenso ranedied forthwith revoke his order under he sad claus.

. Subsby Act 68 0f 1982,s.19,for i t Goeleof Criminal Procedurel89 8 (w.ef. 1-2-1983).
. Ins.by Act 68 0of 1982, 5.19. (w.ef. 1-2-1983.

. Insby Act 21 of 1962, .15 (w.ef. 27-7-1964).

. Subsby Act 13 of 1964, s.16,for cl. (iii) (w.ef.15-9-1964).

Subs by Act 68 of 1982, s. 20, for fia Magistrateo (w.ef. 1-2-1983.
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1

[(6) Wherean Inspector sees any reord, register, doument or any other material objeatder claise
(cc) of sub- section(1) of section 22, he shall, as soon as may be, inffardudicialMagistrate] ad teke his
orders as to theustody thereof

24. Persons bound to discloseplace where drugs or cosmetics are manufactured or kept. 6 Every
persan for the time beindn chage of any premises whereon any driigr cosmetic] is being marfactured or
is kept br sale or disthution shall, on beingrequired byan Inspecbr so to , be legally lound to disclose to
the Inspecor the phce wiere thedrug*or cosmetic] isbeing mandiactued or iskept, asthe casenay be.

3

25. Reports of Government Analysts.d (1) The Government Analystto whom asample of any drug [or
cogmetic] has been submitted for testor analysis under sub-section(4) of section23, shall deliver to the
Inspedor submitting it a sgned report intriplicate inthe prescrbed form.

(2) The Inspector on receipt thereof shall deliver one copy of the report to the person from whom the
sample was takefjand amther copy to he peism, if arny, whose mme, addressand other partiulars have
been IdiscIO%d under sectbn 18A], and shall retainte third copy for use inany proseation in regpectof the
sample.

(3) Any document purporting to be a report sigred by a Govemment Analyst under this Chapier shall be
evidence to the facts stated thereiand suchevidence shall be conclusive unlessthe person from whom the

5

sanple wastaken [or the pesan whose name, address and other particulars have been disdosed under
section18A] has,within twenty-eight days of the receipt of a copy of the report, notified in writing the
Inspedor or the Court before which any procedings in respecf the sample arepending that heintendsto
adduceevidencein controversionof the eport.

(4) Unlessthe sample has alreadybeen tesed or analygd in the Central Drugs Laborabry, where a
person has under sub-section(3) notified his intention of addudng evidencein controversion of a Government
Analys t répert, the Courtmay, of its own motion or in its discretion at the requesteither of the complainant

3
or the accugd, causethe sample of the drug [or cosmetic] produced before the Magistrateunder sub-
section (4) of section23 to be sentfor test or analysisto the saidLaboratory, which shall make the testor
analysis and report in writing signed by, or under te aithority of, the Director of the Central Drugs
Laboratorythe reault thereof, andsuch report shallbe condusive evidence of thdacts stéed therein.
(5) The costof atestor andysis madeby the CentralDrugs Laboratory under sub-section (4) shall be
pad by the canplainant or accusl asthe Courtshall direct.

6
26. Purchaser of drug [or cosmetid enabled to obtain test or analysisd Any person [or any
recognisedconsumer associationwhether suwch person is a member of that association or not,] shall, on
applicaton in the prescribedmanrer and on paymernt of the prescrbed fee, be entitled to submit fr testor
3 7

analysisto a Gorernment Analystany drug [or cosnetic] [purcha®d by himor it] andto receiveareport of
sueh testor anaysis sgned by he Government Anayst.

8

[Exdanation.d For the purposes of this sectionand section 32, firecognised consumer a s s oci at i ¢
means a vduntary consumer associationegisteredunder the CompaniesAct, 1956 (1 of 1956) or any other
law for the time beingin force.]

9

[26A. Power of Central Government to prohibit manufacture, etc., of drug and casmetic in public
interest.d Without prgudiceto any other provision contaned in this Chapter, if the Central Government is
satisfied, that the useof any drug or cogmeticis likely to involve anyrisk to human beingsor animals or that
anydrug does not have the thergpeutic value claimed or purportedto be claimedfor it or contains ingredients
and in such quantity for which thereis no thergpeutic justification and that in the public interestit is
necessaryor expedient so to do, then, that Governmeait may, by notification in the Official Gazette,
Hlregulate, restrict or prohibithe manufacture, saleor distribution of such drug or msmetic.]

1226B. Powers of Central Government to regulate or restrict, manufacture, etc., of drug in public
interest. i Without prejudice to any other provision contained in this Chapter, if the Central Government is
satisfied that a drug is esgml to meet the requirements of an emergency arising due to epidemic or natural
calamities and that in the public interest it is necessary or expedient so to do, then, that Government may, by
notification in the Official Gazette, regulate or restrict tenufacture, sale or distribution of such dfug.

10
[27. Penalty for manufacture, sale, etc., of drugs in contravention of this Chapter.0 Whoever,
himself or by any other person on his behdf, manufadures for sale orfor distribution, or sells, or stacks or
exhibits or offers for sale or distributesg

. Ins by Act 35 of 1960, s. 6 (w.ef. 16-3-1961). 9. Ins by Act 68 of 1982, s. 21 (w.ef. 1-2-1983.

. Subsby Act 680f 1982,s.20,forfi Ma g i s f(w.ed 1-21983). 10.Subsby Act 68 of 1982 s.22,for s. 27 (w.ef. 1-2-1983.

. Ins by Act 21 of 1962, s. 15 (w.e.f. 27-7-1964). 11. Sub. by Act26 @2 008, s 4, f or-8200®x ohi bi
. Subsby Act 13 of 1964, s.17,for certainwords (w.e.f. 15-9-1964). 12. Ins. by Act 26 of 2008, secvbe.f. 10-8-2009.

Subsby Act 130f 1964 s.17, for fi otliesaidwarrants 0 ( wL5-@1964).
. Ins by Act 71 of 1986, s. 2 (w.ef. 15-9-1987).

Subsby Act 71 of 1986 s. 2, for fi prahase by himo (w.ef. 15-9-1987).

. Added by Act 71 of 1986 s. 2, (w.ef. 15-9-1987).
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(a) any drug deemed to be adulteratd under section17A or spurious under secton '[17B and
which] when used by any peron for or in the diagnosis, treatmet, mitigation, or prevention of any
diseaseor disorder is [kely to cause his dedh or is likely to cau® such ham on his body as would
amourt to grievous hurt within the meaning of sedion 320 of the Indian PenalCode (45 of 1860), solely
on aacount of such drug being adulteratedor spurious ornot of stendard quality, asthe case mayoe, shall
be [punishable with imprisonment for atermwhich shall not be lessthan tenyearsbut which may extend
to a termof life and with fine which shall not be less thamenlakh rupeesor three times value of the drugs
confiscated, whichever is mgfe

¥[Provided that the fine imposed on and released from, the pesauitted under this clause shall be
paid, by way of compensation, to the person who had used the adulterated or spurious drugs referred to il
this clause.

Provided further that where the use of the adulterated or spurious drugs referred to in thizaslause
caused the death of a person who used such drugs, the fine imposed on and realised from, the persc
convicted under this clause, shall be paid to the relative of the person who had died due to the use of the
adulterated or spurious drugs referrechtthis clause.

Explanationd For the purposes of the second proviso, the expression "relative"dneans
(i) spouse of the deceased person; or
(ii) a minor legitimate son, and unmarried legitimate daughter and a widowed mother; or
(iii) parent of the minor vigm; or
(iv) if wholly dependent on the earnings of the deceased person at the time of his death, a son or a daughter
who has attained the age of eighteen years; or
(v) any person, if wholly or in part, dependent on the earnings of the deceased péwsdimat of this
deathd
(a) the parent; or
(b) a minor brother or an unmarried sister; or
(c) a widowed daughten-law; or
(d) a widowed sister; or
(e) a minor child of a prdeceased son; or
(H) a minor child ofa predeceased daughter where no parent of the child is alive; or
(g) the paternal grandparent if no parent of the member is]alive.

(b) any drugd

(i) deamedto be alulteratedunder sectiorl7A, but not being a drug refred toin clause(a), or

(i) without avalid licenceasrequired under clause(c) of section 18,
shall be punishablewith imprisormentfor aterm which shall“[not be lessthanthreeyearbut which may
extendto five yearsand withfine which shallnot be lessthanonelakh rupees or three times the value of
the drugs confiscated, whichever is more]
~ Providedthat the Court may, for any adeauage and specialreasonsto be recoded in the judgment,
|mpose]a sentenceof imprisonmenfor atermof “[lessthanthreeyearsandof fine of lessthanone lakh
rupeesy;

(c) any drug deemed to be spurious under secli7B,but not beinga drugreferredto in clause(a)
shall be punishable withimprisonmentfor a term which shall °[not be lessthan sevenyearsbut which
may extendto imprisonment for life and witHine which shallnot be lessthanthree lakhrupees or
three times the value of the drugs confiscated, whichever is more]:

Provided that the Court may, for any adequateand special reasons, to be recaded in the
judgment,imposea sentenceof imprisormentfor a term of [lessthanseven yearbut not less thathree
years and of fine of less than one lakh rupees];

(d) any drug, other thana drugreferredto in clause(a) or clause(b) or clause(c), in contravention
of any other provision of this Chapter or any rule made thereunde, shall be punishable with
impriscnmentfor a term which shall not be lessthan one year but which may extendto two years®[and

with fine which shall not be less than twenty thousand rupees]
~ Providedthatthe Court may, for any adeaiate and specal reasonsto be recordedin the judgment
imposea sentence of imprisormentfor a term oflessthanoneyear.

1.
2.Sub.byAct26fo 2008, s pubighable with Jmprisdnraent fofi a term which shall not be less than five years but which may extend to a term
of life and with fine which shall not be less than ten thousand rup&es ( w8-2009§. 1 0

3. Ins by Act 26 of 2008 s. 6(i)(C) (w.e.f.10-8-2009).

4 .

t

5.
6.
7.

h

S
S
S

Sub. by Act 2617®orwhi2hd 0 8 w.-82008)( L P( A) , for A

Sub. by Act 26 of 2008, s 6(ii)(A), for f@Anot b eshhleckelessthamiivvone ye
ousand rupBeWs).; o (w.e.f 10
ub. by Act 26 of 2008, s 6(ii)(Bf or Al ess than one year and of -82009% of | ess than fiyv
ub. by Act 26 of 2008, s 6(iii)(A),(w.e.f 32009).
ub. by Act 26 of 2008, s 6(iii))(B),(w.efB2 009 ) . 8. Sub. by Act h26f ionfe 028H@8).,e .sf 61(0i v), for i
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8[27A. Penaty for manufacture, sale, éc., of cosmeticsin contravention of this Chapter.d Whoever
himself orby any other personon his behalfmanudactuesfor saleor for distributian, or sells, or stocks or

exhibitsor offers for saléd
°[(i) any cosmetic deemed to be spurious under section 17D or adulterated under section 17E shall be

punishable with imprisonment for a term which may extend to three years and with fine which shall not be
less than fifty thousand rupees oraitimes to value of the cosmetics confiscated, whichever is more;

(i) any cosmetic other than a cosmetic referred to in clause (i) in contravention of any provisions of this
Chapter or any rule made thereunder shall be punishable with imprisonmemeriorwhich may extend
to one year or with fine which may extend to twenty thousand rupees, or with both.

[28. Penalty for non-disclosure of the name of the manufacturer, etc.d Whoevercontravenesthe
provisionsof section18A *[or section24] shall be punishablewith imprisonmentfor a term which may
extendto oneyear, or *[with fine which shall not be less than twentousandupeesor with both.]

“[28A. Penalty for not keeping documents, etc., and for non-disclosure of information.d Whoever
without reasonablecause orexcuse,conravenesthe provisions of section18B shall be punishablewith
imprisorment for a term which may extendto one year or *qJwith fine which shall not be less than twenty
thousandupeesor with both].

28B. Penalty for manufacture, etc, of drugs or cosmetics in antravention of section 26Ad Whoever
himself or by any other personon his behalf manufactues or sells or distributes ay drug or cosmetic in
contravention of the provisions ofany notification issuedunder section 26A, shall be punishable with
imprisonmentor atermwhich may extendto threeyearsandshallalsobe liable to fine which may extendto
five thousandrupess.]

29. Penalty for useof Government Analys t r@port for advertising.0 Whoeverusesany report of a
test or analysis madeby the Centra Drugs Laboratory or by a Government Analyst, or any extract from
suchrepat, for the purpcse of advertisingany drug °[or cosmeti¢, shallbe punishle with fine, which may

extendto five hundredrupees.

®[30. Penalty for subsquent offences.d [(1) Whoeverhaving beencorvicted ofanoffenced

(&) Under clause (b) of sectbn 27, is again convicted of an dfence under that clauseshdl be
punishable with imprisorment for a term which shall not be '°[lessthan sevenyearsbut which may
extendto ten yeas andwith fine which shall not be lesshantwo lakhrupee$;

Provided that the Cout may, for any adequate and special reamns to be mentionedin the judgment,
imposea setence of imprisonment for a termof *[less than seven years and of fine of less than one lakh

rupeesj;

1. Subsby Act 13 of 1964, s.19, for s. 28 (w.e.f.15-9-1964).
2. Ins by Act 68 of 1982, s. 23 (w.ef. 1-2-1983.
3. Subsby Act 26 of 2008s.7. EarlierSubs by Act 68 of 1982, s.23.
4. Ins.by Act 68 of 1982, s.24, (w.ef.1-2-1983.
5. Ins by Act 21 of 1962, s. 15 (w.e.f.27-7-1964).
6. Subsby Act 11 of 1955, s. 14, for s. 30.
7. Subsby Act 68 of 1982, s. 25, for sub-section(1) (w.ef. 1-2-1983.
8. Subsby Act 68 of 1982 s.22,for s. 27A (w.ef. 1-2-1983, Earlier s. 27A was inserted by Act 21 of 1962, s 19 (w.e:7-2964)
9. Subsby Act 26 of 2008s. 7, for clause (i) and (iijw.ef. 10-8-2009).
10. Subs. by Ac260f 2008s e ¢ . 1 1 ( algsg thajivo peprs butfwhich mAy extend $x years and with fine which shall not be less ttean
thousandupees ;w(ef. 10-8-2009)
11 Subsby Act260f 2008s e c . 11 ( alesqthap tivdByears afidmfrfinefof less than ten thousand eupeesf. 10-8-2009)
12. Subsby Act 26 of 2008s.7,foriiwi t h fi ne whi ch may ext e mfvef. b0-8@00¢. t housand rupees or
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(b) under clause (c) of sectbn 27 is again convicted of an offence under that clause, shall be
punishadle with imprisonment for a term which shall **[lessthan ten yearsbut which may extend to
imprisonment for life and withfine which shall not be less hanthree lakhrupeeg;

(c) under clause (d) of sectbn 27, is again cawicted of an offence under that clause shall be
punishablewith imprisonment for a term which shall not be lessthan two yearsbut which may extend
to four years owith fine which shall not be less han **[fifty thousandrupee$, or with both.]

[(1A) Whoever, having been convicted of an offence under section27A is again convicted under that
section, shall be punishable with imprisanmentfor a term which may extendto two years,or with fine which
may extendto J[two thousand rupees|, or with bath.]

(2) Whoever, having been convicted of an offence urder * ] section 29 is again convicted of an
offence under the same section shall be punishable with imprisonment which may exX{ewd tears, or
with fine which shdlnot be less than ten thousand rupeaswith both.]

5
31. Confiscation.d [(1)] Whereany peson hasbeen convicted wnder this Chapter for contravening any
such provision of thcjs Chapter or any rule made thereunder as maybe specified by rule madein this behalf, the

stack of the7drug [or cosmetic] in regect of which the contravention has been made shall be liable to
confiscation [and if such cortravention isin respectofd

8
[(i) manufadure of any drug deemed to be misbranad under section Z, adulterated under secton
17A or surious under sectbn 17B; or

9
(ii) [manufacturefor sale,or for distrbution, sale,or stocking or exhibiting or offering for sale,]or
distribution of anydrugwithout avalid licence asequired under clause(c) of sectionl8;

any implementsor machineryusedin such manufadure, saleor distribution and any receptaclespackagesor
coveilingsin which such drug is contained and the animals, vehicles,vessels or otheconveyanes used in
carrying such drugshall alsdbe liable to confiscatian.]

10
[(2) Without prgjudice to the provisions containedin sub-section(1) wherethe Courtis satisfied, orthe
application ofan Inspedor or otherwise and after such inquiry as may be necesary that the drug or

9
cosmetic is not of standard quality or is a [misbranded, adulterated or spurious drug or misbraned or
spurious cogmetic,] such drug or, as the case may be, such cosmetic shall be liable to confiscatian.]

11
[31A. Application of provisionsto Government departments.d The provisions of this Chapter except
those contaied in section 31 shall applyin relationto the manufacture, saleor distribution of drugs of any
depariment of Government asthey gply in relation to the manufadure, sale or digribution of drugs by any
other person.]

32. Cognizance of offence.d (1) No prosecution under this Chapter shall be instituted except by

Ins by Act 21 of 1962, s. 20 (w.e.f. 27-7-1964).

Subsby Act 68 of 1982,s.25,for i o theusadr u p dveed. @-2-1983).

Thewordsand figuresfisecton 28 0 r otnitted by Act 13 of 1964,s. 26 (w.e.f.15-9-1964).

Subs. by Ace6 of 2008sec. 11(b)for fitenyears, or with fine, or with both .

S.31re-numberedassubsection(1) by Act 35 of 1960, s.9 (w.ef. 16-3-1961).

Ins by Act 21 of 1962, s. 21 (w.e.f. 27-7-1964).

Ins.by Act 13 of 1964, s. 21 (w.ef. 15-9-1964).

Subsby Act 68 of 1982, s. 26, for cl. (i) (w.ef. 1-2-1983.

. Subs.by s. 26, ibid., for certain words (w.ef. 1-2-1983.

10. Sub-section(2) ins. by Act 35 of 1960, s. 9 ard subs by Act 21 of 1962, s. 21 (w.e.f. 27-7-1964).

11 Ins by Act 13 of 1964, s. 22 (w.e.f.15-9-1964).

12. Subs. by AcR6of 2008s e c . 1 1 ( as)tHam siykars bit which rady extend tien yearsand with fire which shall not be less than ten
thousandupees ;w(ef. 10-8-2009)

13. Subs. by AcR60of 2008s € c . 11(a) (iii), fwef 1082009 e t housand rupees 0; (

14. Subs. by Ac®6 of 2008, sec 12, for sukection (1) and (Aw.ef. 10-8-2009)
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(a) an Inspector, or

(b) any agazetted Officer of the Central Government or a State Government authorized in writing in this
behalf by the Central Government or a State Governmengbyexal or speal order made in this
behaf by that Government; or

(c) the person aggrieved; or

(d) a recognised consumer association whether such person is a member of that association or not.

(2) Save as otherwise provided in this Act, no court inferior to that of a GloBessions shall try an
offence punishable under this Chagter.

(3) Nothing containedin this Chapter shall be deemed to prevent any person from being proseaited under
any other law for any actor omission which constitutes an offace aganst this Chapte.

1

[32A. Power of Court to implead the manufacturer, etc.d Where,at any time during the trial of any
offence wnder this Chapter allegedto havebeen comnitted by any persn, not being the manufadurer of a
drug or cosmetic or his agent for the distribution thereof, the Court is satisfiad, on the evidence addwed
before it, that such manufactureror agentis also cone@med in that offence, then, the Court may,

2
notwithstarding anything contaired [in sub-sectons (1), (2) and (3) of section319 of the Codeof Criminal
Proedure,1973(2 of 1974)] proceedagainsthim asthougha proseution had ben instituted against hm
under sectior32.]

%32B. Compounding of certain offences. (1) Notwithstanding anything contained in the Code of
Criminal Procedure, 197@ of 1974), any offence punishable under clause (b) ofeation (1) of Section
13, Section 28 and SectionA&8f this Act(whether committed by a company or any officer thereof), not being
an offence punishable with imprisonment only, or with impnsent and also with fine, may, either before or
after the instructions of any prosecution, be compounded by the Central Government or by any State
Government or any officer authorized in this behalf Central Government or a State Government, on payment
for credit to that Government of such sum as that Government may, by rules made in this behalf, specify:

Provided that such sum shall not, in any case, exceed the maximum amount of the fine which may be
imposed under this Act for the offences so compounded:
Provided further that in cases of subsequent offences, the same shall not be compoundable.

(2) When the accused has been committed for trial or when he has been convicted and an appeal i
pending, no composition for the offences shall be allowed withmitieave of the court to which he is
committed or, as the case may be, before which the appeal is to be heard.

(3) Where an offence is compounded under-stdiion (1), no proccding or further proceeding, as the
case may be , shall be taken againsoffender in respect of the offences so compounded and the offender, if
in custody, shall be released forthwith.]

4 5
33. Power of Central Government to make rules.d [(1) The Certral Government may [after
consultation with, or on the recommendationof, the Board] and after previous publication by notificationin
the Official Gazettemakerules fr the purmse ofgiving effect tothe provisions of this Chapter:

Provided that mnaultation with the Board maybe dispensed with if the Central Gvernment is ofopinion
that ciraumstences have arisenwhich render it necessaryto make rules without such conaultation, but in
such a casethe Board shall be casulted within six months of the making of the rules and the Certral
Government shall take into consideration any suggestians which the Board may make in relation to the
amendment of the said ules.]

. Ins by Act 13 of 1964, s. 23 (w.ef.15-9-1964).

. Subsby Act 68 of 1982, s. 28, for certainwords (w.e.f. 1-2-1983).
. Ins. by Act 26 of 2008, s. 13p(ef. 10-8-2009)

. Subsby Act 11 of 1955, s. 15, for subsection(1).

Subsby Act 68 of 1982, s. 29, for certainwords (w.e.f. 1-2-1983).
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(2) Without prejudice to the generality ofthe foregoing power, sich mules mayd

1
(a) provide for the estalishment of laboratories br testing and analysingdrugs [or cosmetics];

(b) prescibedthe qualifications andduties of Govemment Analysts ad the gualifications of
Inspectors;

1
(c) presciibe the methodsof testor analsisto be employedin detemining whether adrug [or
cosmetic] is of stardard qualiy;

(d) prescibe, in respectf biological and organometalic campounds, the unitsor methodsof
stendardisation;

2 3
[(dd) prescibe underclause(d) of [section17A] thecolouror caourswhich adrug may bearor
containfor purposesof colouring;]

“[(dda) prescribeunder clause (d) of sectionE The colour or colours which a cosmetic may bear or
contain for purposes of colouring];

(e) prescribe the forms of licences [for the manufadure for saleor for distribution], for the sale

1
and for the distribution of drugs or any specified drug or class of drugs [or of cosmetics or any
specified cosmetic or class ofcosmetics], the form of applicationfor such licences, the conditions

3
subjectto which suchlicences may be issied, the authority e3:mpowered to issue the samne [, the

gualification of such authority] and the fees pgable therefor [and provide for the cancellation or
suspension of swch licences inany case wiere any provision of this Chapter or the rulesmade
thereunder is contravened or any of the conditions subjed to which they are issued is not complied
with;]

3

[(e® pre<ribe the records, registersor aher documentsto be kept and maintained under

sectionl8B;

(ee) pregribe thefees for the inspection (for the purposesof grant or rerewal of licence) of
premises, wigrein anydrug or cosmetic is beng or isproposed to bemanufadured;

(edb) prescibe themanner inwhich copiesare to be ertified under suksection (2A) of
section22;]

5
(f) specifythe disease®r ailmentswhich a drug may not purport or claim [to prevent, cure or
mitigate]
andsuch ahereffectswhich a drug may notpurport or claim to have;

(g) prescibe the conditions subject to which small quantities of drugs may be
manufactured for the purposeof examnation,testor anaysis;

1. Ins by Act 21 of 1962, s. 22 (w.ef. 27-7-1964).

2. Ins by Act 13 of 1964, s. 24 (w.e.f. 15-9-1964).

3. Ins by Act 68 of 1982, s. 29 (w.e.f. 1-2-1983.

4. Ins by Act 26 of 2008, s14(i) (w.ef. 10-8-2009)

5. Subsby Act 11 of 1955,s. 15,for fito cureor mitigate 0 .
6. Subs. By AcB8 of 1982, s. 29 (w.e.f. 1-2-1983.
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(h) require the dateof manufactureand the dateof expiry of potencyto be clearlyor truly stated
on the label or container of any specified drug or classof drugs, and prohibit the sale,stocking or
exhibition for sale, ordistribution of the said drug or classof drugs after the expiry of a specified
period from the date of manufadure or afterthe expiry of the dateof potency;

(i) prescrbe tk}e onditions to be obsewed in the padking in bottles, padkages, andother

2
containersof drugs [or cosmetic], [including the useof packing mateial which comesinto direct
?ontactwith the drugs] andprohibit the sale,stocking or exhibition for sale,or distribution of drugs

[or cosnetics] packedn cortravention of sich conditions;

(j) regulatethe mode of labelling pacled drugs'[or cosmetics]and prescrbe the matter which
shall or shall not be included in such labels;

(k) prescrbe the maximum proportion of any poisonous substance which may be added or
contained in ary drug, prohibit the manufacture sde or stocking or exhibition for sde, or
distribution of any drug in which that proportion is exaeeded, and spedfy substancesvhich shallbe
deeanedto bepoisorpusfor the purposesof this Chapter andthe mlesmade thereunder;

() reguire that the accepted scientifiname of any specified drug shall be displayed inthe
gr&scrimd manneron the labelor wrapper of any patet or proprietary medicine cortaining such

rug;

****]

5
[(n) prescrbe the powersand duties of Inspecbrs [and the qualificationsof the authoty to
T

which suchlnspectors shallbe subordinate] andspecfy the drugsor classe®f drugsor cognetics
or clas®s of cosnetics] in relation to which andthe conditons, limitations or restictionssubjectto
which, suchpowersand dutiesmaybe execisedor performed;]
(o) prescribethe forms of rgniaort to be given by GovernmentAndysts, and he manner of
appI|7cat|on for testor andysis urder sedion 26 and he fees fayable therefor;
[(p) spedy the offences agast this Chapteor any rule made hereunderin relation to

which an orderof confiscationmaybe made urder section31; 8[****]]
~ (q) providefor the exemption,conditionally or otherwise,from all or any of ttl1e provisionsof
this Chapteror thegrulesma ethereunder of any specfified drug or classof drugs-{or cosmnetic or
clasg ofcosmetics|; Tand] N _
" [(r) sum which may bepecified by the Central Government under sectioB.32
[****]

33A. C.ha}Eter not to apply to 1?[Aﬁurvedic, Siddha gr Unani] drugsd Save as otherwise
providedin this Act, nothing conéined in thisChaper shall apply to ““[Ayurvedic, Siddhaor Unan] drugs.]

14
[CHAPTER IVA
13
PROVISIONSRELATING TO [AYURVEDIC, SIDDHA AND UNANI] DRUGS

33B. Applicati on of Chapter IVA. 8 This Chater shallapplyonly to 13[Ayurvedic, SiddhaandUnani]
drugs.

15
33C. [Ayurvedic, Siddha and Unani Drugs Tecnical Advisory Board].0 (1) The Central
Governmenshdl, by natificaion in the Official Gaztte andwith effect from suchdateasmay be specifed

15
theren, consttute a Board (to be caled the [Ayurvedic, Siddhaand Unani Drugs Tecmical Advisory
Board) to advisethe Central Governmentand the State Goveinments on techical matters arising out of
this Chapter and to cany out the other functionsassignedo it by this Chapte.

(2) TheBoard shell congst of the following members, namely:d

Ins by Act 21 of 1962, s. 22 (w.e.f. 27-7-1964).
Ins by Act 68 of 1982, s. 29 (w.e.f. 1-2-1983.
Cl. (m) omitted by Act 13 of 1964,s.24 (w.e.f.15-9-1965).
Subsby Act 35 of 1960, s. 10, for cl. (n) (w.ef. 16-3-1967).
Ins by Act 68 of 1982, s. 29 (w.e.f. 15-9-1965).
Subsby Act 21 of 1962,s.22,for fi t druegsor classofd r u e 27-7-1964).
Subsby Act 13 of 1964,s.24,for cl. (p) (w.ef. 159-1964).
. The word fandoomit tveed 1082008)ct 26 of 2008, sec. 14(Cii) (
. Ins.by Act 26 of 2008, Sec. 14 (iijw.ef. 10-8-2009)
10.Ins.by Act 26 of 2008, Sec. 14 (i{v.ef. 10-8-2009)
11 Subsection(3) ins.by Act 35 of 1960and omitted by Act 13 of 1964,s.24 (w.ef. 15-9-1964).
12. Ins by Act 13 of 1964, s. 25 (w.ef. 1-2-1969.
13. Subshby Act 68 of 1982 s. 2, for IAYURVEDIC (INCLUDING SIDDHA) OR UNANI0 (w.ef. 1-2-1983.
14. Ins by Act 13 of 1964, s. 26 (w.ef. 1-2-1969.
15. Subsby Act 68 of 1982,s.30, for certainwords (w.ef. 1-2-1983).
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(i) the Director Geeral of HealthSewices,exofficio;

(ii) the Drugs Cortroller, India, exofficio;

Y(iii) the principal officer dealing withlndian systens of medicine inthe Ministry of Healh, exofficio;]
(iv) theDirecbor of the Central Drugs Laboratory, Calcutta,exofficio;

(v) one person halding the appointment of Government Analyst under section33F, to be nominated by the
CentralGovernment;

(vi) one Pharmacogocist to benominatedby the Central Government;

(vii) one Phyto-chemist to be nominatedby the Central Govenment;

Z(viii) four persons to be nominated by the Central Government, two from amongst the members of the
Ayurvedic PharmacopoeiaCommnittee,onefrom amongstthe membersof the Unani PharmacopoeiaCommitteeand
onefromamongst he members ofthe Sddha Plarmacopaia Committee;]

(ix) oneteacter in Dravyaguna andBhaishgjya Kalpana, to benominatedby the Gntral Government;

(X) one teacherin ILM-UL-ADVIA and TAKLIS-WA-DAWA-SAZI, to be nominated by the Central
Government;

%(xi) one teacher in Gunapadam, to be nominatedby the Central Government;

(xii) threepersons, oneeachto represent the Ayurvedic, SiddhaandUnan drugindudry, to be nominatedby the
CentralGovernment;

(xiii) three persons,one eachfrom among the practitionersof Ayurvedic, Siddhaand Unani Tibb systemof
medicine,to benominatedby the CentralGovernment.]

(3) The Cantral Government shall appint amember of theBoard adts Chaiman.
(4) The nominatedmembers of theBoard shall hold office for three yeardut shall be eligible for renomnation.

(5) The Board may, subjectto the previous approval ofthe CentralGovernment, make bye-laws fixing a quorum and
regulating its own procedre and corduct of all business tabe transactedoy it.

(6) The functions of the Board may beexercisednotwithstanding anyvacancy therein.

(7) The Central Government shall appoint a person to be Secretaryof the Board and shall provide the Board with
sweh clericaland ather staffas the @ntral Government considersecesary.

“[33D. The Ayurvedic, Siddha and Unani Drugs Consultative Committee.d (1) The Central Government may
constitute an Advisory Committee tobe calledthe Ayurvedic, Siddha and Unani Drugs Consultative Comnittee toadvise
the Certral Government, the StateGovernmentsand the Ayurvedic, Siddha ard Unani Drugs Technical Advisory Board
on any matter for the purpose of searing uniformity throughout India in the administration of this Act in so far asit
relates to Aywedic, Sidcha or Unani drugs.

(2) The Ayurvedic, Siddha and Unani Drugs Consaultative Committeeshall consist of two persons to be nominated
by the CentralGovernment asrepresentatves of that Governmentandnot more than one representative of each Stateto
be nominatedby the StateGovemment cacerred.

(3) The Ayurvedic, Siddha and Unani Drugs Consultative Committee shall meet when required to do so by the
Central Goremment and shall regulate its own proceadre.

33E. Misbranded drugs.6 For the purposes of this Chapter, an Ayurvedic, Siddhaor Unani drugs shall be deeaned
to be misbrardedd

1. Subsby Act 68 of 1982,s.30, for cl. (i) (w.ef.1-2-1983.

2. Subsby Act 68 of 1982,s.30, for cl. (viii) (w.ef. 1-2-1983.

3. Subs by Act 68 of 1982, s. 30, for cls. (xi) ard (xii) (w.ef. 1-2-1983.
4. Subs by Act 68 of 1982, s. 31, for ss.33Dand33E (w.ef. 1-2-1983.
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(a) if it is so coloured, coated, powered or polshedthat damage is conceale, or if it is made to appearof better
or greatetthergpeutic value thanit really is;or

(b) if it is not labelledin the presdbed manner; or

(c) if its label or containeror anything accomparying the drug bears any statament, desgn or device which
makesanyfalse claim for the drug orwhich is falseor misleading in anyparticular.

33EE. Adulterated drugs.d For the purposes of his Chapter,an Ayurvedic, Stidha orUnani dug shallbe deened
to be adulterated,d

(a) if it consists, in vinole orin part, of any filt hy, putrid or decomposedsubstance;or

(b) if it hasbeen prepared, packedor stored under insanitary conditions whereby it may have ben contaminated
with filth or whereby it may have beenrendered ijurious to health; or

(c) if its containe is compo<ed, in whole or in part, of any poisonousor deleteriousubstancewhich may render
the cantents injurious to heath; or

(d) if it bears or contairs, for purposesof coloring only, a colour atherthan one which is prescibed;or
(e) if it contains anyhamful or toxic subsiance whth mayrender it injuriousto health; or
(f) if any substance hasbeen mkedtherewth soas to reluce its qality or strergth.
Explanation.d For the purpcse of clause 4), a drug shall not be deened to consist, in whole orin part, of any
decanposed subsence only by reason of he fact that such decomposed substarte is the result of any natiral

decomposition of the drug:

Provided that such decomposition is not due to any negligence onthe part ofthe manufacturer é the dug or the
dealerthereof and that itdoesnot render the drug injurious to health.

33EEA. Spurious drugs.d For the purposes of this Chapter, an Ayurvedc, Siddha or Unani drug shall be deemed
to be spuriousd

(a) if it is sold, or offered or exhibited for sde, urder aname vhich belongs toarother diug; or

(b) if it is animitation of, or is a substitute for, armother drug or resembles ancther drug in a mannrer likely to
deceive,or bearsupon it or upon its label or containerthe nane of another drug, unless it is plainly and
congpicuously marked so as$o reveal its true baracterand its lackof identity with such other drug; or

(c) if the label orcontairer bearsthe name of anindividual or company purporting to be the manufaturer of the
drug, which individual or company is fictitious or doesnot exist; or

(d) if it hasbeensubstituted whally or in part by any other drugor substance; or

(e) if it purports to bethe productof amanufadurer of whomit is nottruly a poduct.

33EEB. Reguhbtion of manufacture for sale of Ayurvedic, Siddha and Unani drugs.d No person shall
manufadure for saleor for distribution any Ayurvedic, Siddhaor Unani drug exceptin accardance with such standards,
if any, asmay be prescrbedin rdation to thatdrug.

33EEC. Prohibiti on of manufacture and sale of certain Ayurvedic, Siddha and Unani drug.0 From suchdate
asthe StateGovernment may, by notification in the Official Gazette specifyin this behalf, no person, either by himself
or byany other grson on his behH, shalld

(a) manufacdure for saleor for distributiond

(i) any misbranded, adulteraed or gurious Ayurvedic, Sdddhaor Unanidrugs;

(ii) any paent or proprietary medicine, unlessthere is displayed in the prescibed manrer on the label or
container thereof the true listof all the ingradients catained in it; and
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(iii) any Ayurvedic, Siddhaor Unani drugin contravention of any of the provisionsof this Chapter or any
rule made thereunder;

(b) sell, stock or exhibit or offer for saleor distribute, any Ayurvedic, Siddha or Unani drug which hasbeen
manufadured in contravention of anyof the provisions of this Act, orany rule madethereunder;

(c) manufactue for sak or for distribution, any Ayurvedic, Siddha or Unani drug, except under, and in
accordncewith theconditions of, dicenceissted for such purposeunderthis Chapter by the prescribed authority:

Provided that nothing in this sectionapply to Vaidyas and Hakims who manufadure Ayurvedic, Siddha or Unani
drug for the use of their own patients:

Provided further that nothing in this sectionshall apply to the manufacture,subjectto the prescrbed conditi ons, of
small quantities of any Ayurvedic, Sddha or Unani drugfor the purposeof examination, testor analysis.

33EED. Power of Central Government to prohibit manufacture, etc., of Ayurvedic, Siddha or Unani drugsin
public interest.d0 Without prejudice to any otherprovision containedin this Chapter, if the Central Govemment is
satisfiedon the basis ofany evidence or other materialavailable beforeit thatthe useof any Ayruvedic, Siddhaor Unani
drugis likely to involve any risk to human beings or animals or that any such drug doesnot have the thergpeutic value
claimed or purportedto be claimed for it and thatin the public interestit is necessaryr expedient soto do then, that
Governmentmay, by notification in the Offi cial Gazetteprohibit the manufacture saleor distribution of such drug.]

33F. Government Analystsd (1) The Certral Government or a State Government may, by ndtification in the
Official Gazette, apoint such persans as it hinks fit, having the prescrbed qualifications, tobe Government Analysts for
slch aress asmay be assigatl to themby the CentraGovernment o the StateGovernment, asthe case may be.

(2) Notwithstanding anything containedin sub-sectbn (1), neither the Central Government nor a StateGovernment
shall apmint asa Govemment Analystany official not seving under it without the previous consent of the Government
under which he is seving.

[(3) No person who has any financialinterestin the manufadure or sale of any drug shall be appointed to be a
Government Analyst under this section.]

33G. Inspectors.d (1) The Central Government ora Staé Government may, by notificationin the Official Gazette,
appoint such persas as it thinks fit, having the prescibed qualificatiors, to be Irspectors forswch areasas maybe
assigred to them by the Cental Governmentor the StateGovemment, asthe cae may be.

(2) The powers which may be exerci®d by anlInspecor andthe dutieswhich may be performed by him andthe
conditions, limitations or restrictons subject to which such powers and duties may be exercisedor performed shall be
swch asmay be presribed.

(3) No person who has any financial interestin the manufadure or sde of any drug shall be appointed to be an
Inspectorunder this secton.

(4) Every Inspecbr shall be deemedto be apublic sewant within the meaning of section21 of the Indian Penal Cade
(45 of 1860) and shall be dficially subadinateto such auhority asthe Governmentappointing him may specify inthis
behdf.

33H. Application of provisionsof sections 22, 23, 24 and 25.0 The provisions of sectbns 22, 23, 24 and 25 and
the rules, if any,made therewunder shall, so far asmay be, apply inrelationto an Inspector and a Government Anaj/st
appointed under this Chapter as they apply in relation to an Inspedor and a Govemment Analyst appointed under
ChapterlV, subjectto the modification that the referencesto i digo in the said secton, shall be construed asreferences

to MAyurvedic, Sddha orUnani] drugs o .

333-1. Penalty for manufacture, sale, etc., of Ayurvedic, Siddha or Unani drug in contravertion of this
Chapter 8 Whoever himself or by any other erson on his behHd

(1) manufactres or saleor for distibution,d

1. Ins by Act 68 of 1982, s. 32 (w.e.f.1-2-1983.
2. Subsby Act 68 of 1982, s. 2, for certainwords(w.ef. 1-2-1983).
3. Subshy Act 68 of 1982, s. 33,for ss.33- and 33J (w.ef.1-2-1983).
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Y[(a) Any Ayurvedic, Siddha or Unani drtig
(i) deemedo be misbranded under section 33E,
(ii) deemed to be adulterated under section 33EE, or
(ii) withouta valid licenceas required under clause) Ef section 33EEC,

shall be punishable with imprisonment for a term which may extend to one year and with fine which shall not be less
than twenty thousand rupees or three times the value of the drugs confiscated, wigamevey]

(b) any Ayurvedic, Siddha or Unani drug deamed to be spurious under section33EEA, shall be punishable
with imprisonment for a term which shall not be lessthan one yearbut which may extendto three yearsand with
fine which shall not be lessthan ?[fifty thousand rupees or three times the value of the drugs confiscated, whichever
is more]:

Provided thatthe Cout may, for any adajuateandspecial reams to be mentionedin the judgment,imposea
sentenceof imprisonment for a term of lessthan one year and of fine of lessthan ?[fifty thousand rupees or three
times the value of the drugs confiscated, whichever is more]

%[(c) any Ayurvedic, Siddha or Unani drug in contravention of the provisions of any notifications issuedunder
Section 3-EED shall be punishable with imprisonment for a term which may extend to three years and with fine
which may extend to fifty thousand rupees or three times the value of the drugs confiscated, whichever is more.]

(2) contraenes any other provisions of this Chapteror of section24 as applied by sectbn 33H or any rule made
under this Chapter,shall be punishable with imprisonment for a term which may extendto *[ six months and with
fine which shall not be less than ten thousand rupees.]

°[33J. Penalty for subsejuent offenaes.d Whoever having beig convicted of anoffence,d

(a) underclause (a) of sub-section (1) of section 33-I is again corvicted of an offence undethat clause shall
be punishable with imprisonment for a term which may extend to two yearsandwith fine which shall nat be less
than ®[fifty thousand rupees or three times the value of the drugs confiscated, whichever js more]

(b) underclause (b) of sub-section (1) of section 33-I is again corvicted of an offen@ underthat clause shall
be punishable with imprisonment for a term viich shall not be less hantwo years but wich may extendto six years
and with fine which shall not be less han ‘[one lakh rupees or three times the value of the drugs confiscated,
whichever is more:]

Provided thatthe Courtmay, for any adequete andspedal rea®ns to be mentiored in the judgment,imposea
sentencef imprisonmentfor a termof lessthan wo yearsandof fine of lessthan Jone lakh rupees or three times
the valie of the drugs confiscated, whichever is more;]

1 Sub. by s. 15(a) (i), for clause (a) ((ayAng Aytirvedid Siddia®r.Upabi@r@g(i) dee@éda u s e (
to be aditerated under section 33EE, (@) without a valid licence as required under clause (geation 33EECshall be punishable with imprisonment

for a term which may extend to one year and with fine which shall not be less than tsanthoupees;

2. Sub. byAct 26 of 2008s . 15 ( afiye(thiousand rudeexw.e.fi10.08.2008)

3. Ins. by Act 26 of 2008s. 15(a)(iii) (w.e.f. 10.08.2008)

4. Sub.by Act 26 of 2008s. 15p) f o threefmonths and with fine which shaditrbe less than five hundred rupées. ( w. e . f . 10.08.2008)
5. Sub by Act 68 of 1982,s.33 for section 33J(w.e.f. 01.02.1983)

6. Sub. by Act 26 of 2008, . 1 6 ( a }housahdrupeedv.ew.d0.08.2008)

7. Sub. by Act 26 of 2008, . 1 6 (fibe)thousdnd ruped$w.e.f. 10.08.2008)
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(c) under suwb-section(2) of sectbn 33-I is again convicted of an offence under that subsectim,
shall be punishable with imprisonment for a term whichmay extendto °[one year and with fine which
shall not be Iss than twenty thousand rupees or three times the value of the drugs confiscated, whichever
is more;]

1 33K. Confiscation.d Where any person has been convicted under this Chapter, the stack of the
[Ayurvedic, Siddhaor Unani] drug, in respectof which the contravention has beenmade,shall be liable to
confiscation.

®[33-KA. Disclosure of name of manufacturer eicEyvery person, not being the manufacturer of any
Ayurvedic, Siddha or Unani drug or his agent for the distribution thereof, shall, if so teciiselose to the
Inspector the name, address and other particulars of the person from whom he acquired the Ayurvedic, Siddh
or Unani drug.]

®[33-KB. Maintenance of records and furnishing of informatiorEvery person holding a licence under
clause (c)f section 32EEC shall keep and maintain such records, registers and other documents as may be
prescribed and shall furnish to any officer or authority exercising any power or discharging any function under
this Act such information as is required by sofficer or authority for carrying out the purposes of this Act. ]

33L. Application of provisions to Government depart ments.d The provisions of this Chapter except
those contaied in section 33K shall apply in relation to the manufadure for sale, sale or distribution of

1
any [Ayurvedic, Sidlha or Unani] drug by ary department of Government asthey aply in relation to the
manufactire for sale,saleor distribution of such drug byany other gerson.

33M Cognizance of offences.d (1) No proseaition under this Chapter shall be instituted except by an
Inspector 4[with the previous sanction of the authority specified urder sib-secton (4) of secton 33G].

3
(2) No Court inferior tothat [of a Metromlitan Magistrateor of a Judicial Magistrate ofthe first clask
shall try anoffence punisheble urder this Chapter.

4

33N. Power of Central Government to make rules.d (1) The CentralGovenment may, [after
consultationwith, or on the recommendation othe Board] andafter previous publicationby notificationin
the Official Gazette, make rules for the purposeof giving effectto the provisionsof this Chapter:

Provided that consultationwith the Board may be dispernsed with if the Central Goverrment is of
opinion that circumstances havarisenwhich renderit necessay to makeruleswithout suchconsultationput
in sucha case,the Board shall be consulted whin six monthsof the making of the rules andthe Central
Governmentshall take into considerationany suggestionsvhich the Board may make in relation to the
amendmentof the saidrules.

(2) Without prejudiceto the generality of theforegoingpowe, such rulesmetyé
(a) providefor the establishmenof laboratoriedor testingandanalysing ‘[Ayurvedic,Siddhaor
Unani]drugs;

. Subsby Act 68 of 1982, s.2, for fi Aurvedic(includingSiddhajandU n a n(w.&¥. 1-2-1983).

. Ins.by Act 68 0f 1982,s.34, (w.ef. 1-2-1983.

. Subsby Act 68 of 1982, s. 34, for certainwords (w.e.f. 1-2-1983.

Subsby Act 68 of 1982, s. 35, for certain words (w.ef. 1-2-1983.

Sub. by Act 26 of 2008, . 1 6 (sig manthsfandrwithffine which shall notbe ldssstn  one t howe.f81088.2008pees . 0
. Ins.by Act 26 of 2008s. 17,(w.e.f. 10.08.2008)
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(b) prescibe the qualification and duties of GovemmentAnalysts ad the qualifications of I nspectors;

(c) presribe the methodsof testor analysisto be employedin detemining whetherary Y[Ayurvedic, Siddha or
Unani] drug is labelled with the true listof the ingredients which it is purported tocontain;

(d) specify any substance as apoisorous substace;

(e) presribe the foms of licences for the manufacture &ale of [Ayurvedic, Sddha or Urani] drugs?{and for
sale of processedAyurvedic, Siddha or Unani drugs,] the form of application for such licences, the conditions
subjectto which such licences may be issued, the authority empoweredto issuethe @me and the fees payable
therefor;[and movide for the cancellation or sgpension of suchlicencesin any case vhereany provision of this
Chapteror rules madetherewnder is contravered or any of the conditions sulpect to which they are issued is not
complied with];

3(f) prezribe the conditions to be obseved in the packing of Ayurvedic, Siddha and Unani drugs including the

useof packing materialwhich comesinto direct contactwith the drugs, regulatethe mode of labelling packd drugs
and presribe the matters wich shall or shdl not be includedin such labels;]

(9) prescibe the conditions sibjectto which small quantities of ‘[Ayurvedic, Sddhaor Unani] drugs may be
manufatured for thepurposeof examination, test or aalysis;

?[(gg) prescribeunderclause(d) of sectbn 33EE the colour or colours which an Ayurvedic, Siddha or Unari
drug may bear o contain for purposesof colouring;

(gga) prescibe the standards for Ayurvedic, Siddhaor Unani drugsunder ~ sectin 33EEB "[**]:]

8(ggb) prescribe the records, registers or other documents to be kept and maintained under section 33 KB; and)]

(h) any othermatterwhich is to be omay be presribed under this Chapter.

33-0. Power to amend First Schedule.d The Central Government, after consultation with the Board and after
giving, by notificationin the Official Gazettenot lessthanthree monthsd notice of its intentionsoto do, may, by a like
notification, add to or otherwise amend the First Schedule for the purmsesof this Chapter and thereupon the said
Schedule shallbe deamedto be anendedaccordingly.]

‘[CHAPTER YV
MISCELL ANEOUS

°[°[33P.] Power to give directions.d The Central Governnent may give suchdirections to any StateGovernment
asmay appeatro the Certral Governmentto be necessaryfor carryinginto exeaution in the Stateany of the provisions of
this Act or of any rule or order made thereurter.]

34. Offences bycompanies.d (1) Where anoffence under this Act hasbeencommitted by a company, every
person who at the time the offence vas committed,wasin chage of, and was reponsible to the company for the conduct
of the businessof the company, aswell asthe company shall be deemedto be guilty of the offence andshall be liable to
be proceededagainstand punished accordingly:

Providedthat rothing containedin this swb-sectbn shall rerder any such personiable to any punishment provided
in this Act if he provesthat the offence wascommitted without his knowledge orthat heexercisedall due dili gence to
prevent the commission of sich dfence.

(2) Notwithstandng anything contaned in sub-secton (1), where an offence under this Act hasbeen comnitted by
a company and it is provedthat the offence hasbeen committed with the consent or connivance of, or is attributableto
any reglect on the part of, any direcor, managyr, secretary or other fiicer of the company, suchdirector, manager,
secretaryor other officershall alsobe deemedto be quilty of that offence andshall be liable to be proceeded against and
punished accordingly:

1. Subsbhy Act 68 of 1982, s. 2, for certainwords (w.e.f. 1-2-1983).

. Ins.by Act 68 of 1982, s. 35, (w.ef. 1-2-1968).

. Subsby Act 68 of 1982, s. 35, for cl. (f) (w.ef. 1-2-1968.

. Subsby Act 11 of 1955, s.16, for ChapteV.

" Ins. by Act 350f 1960, s.11 (w.ef. 16-3-1961).

. S.33Are-numberedass. 33Pby Act 13 of 1964,s.27 (w.ef. 15-9-1964).

The word fiandd omitted by Act 26 of 2008, sec.18(i) (w.e.f.
. Sub. by Act 26 of 2008, 18(ii) (w.e.f. 10.08.2009)
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Exdanation.d Forthe purposesof this sectbnd
(a) i ampanyo meansa body corporate,and includes afirm or other asociationof individuals;ard
(b)fi d i r encdlatontdafirm means gartner inthe firm.

[34A. Offences by Government Departments.d Wherean offence under Chagter 1V or Chaper 1VA hasbeen committed
by any departmentof Governnent, suchauthorityasis specifiedby the CentralGovernmento bein chargeof manufacturesaleor
distribution of drugs or whereno authorityis specfied, the headof the departmentshall be deened to be guilty of the offence and
shallbe liable tobe proceededbgainst andbunishedaccodingly:

Providedthat nothing contained inthis section shallender ay such authority or persorliable to any punishment provided in
Chapter 1V orChapter 1VA, as the caseay be, if such authoty or peson proes that the offence was canitted without its orhis
knowledgeor that suchauthority or personexercisedall due diligence topreventthe commissiorof suchoffence.]

[34AA. Penalty for vexatious search or seizure.d Any Inspedor exercising powers under this Actor the rules
madethereunder, who,d

(a) without reasonableground ofsuspicion searchesnyplace, hicle, vessel ootherconveyancepr
(b) vexatiouslyand unnecesarily searchesny person; or

(c) vexatiousy and unnecssarily seizes arny drug or cosnetic, or any subsénce or article, or any record,
registe, docunment or ahermaterial objet or

(d) commits, assuchlinspedor, any other act,to the injury of any person without having rea®n to believethat
such act isrequired for the execition of his duty,

shall be punishable with fine which may extend to e thaisand rupees.]

35. Publication of sentences passd under this Act.d (1) If any personis convictedof an offenceunderthis Act, j[the Court
before which the conviction takes place shdl, on applicationmadeto it by the Inspecor, cause]the offende r dame, place of
residencethe offence of which he hasbeen convicted and the penalty which has beeninflicted upon him, to be publishedat the
expensef suchpersonin such newspaper®r in suchothermamer asthe Courtmaydirect.

(2) Theexpensesof suchpublicationshallbe deemedo form partof the costrelatingto the convictionandshallbe recovesble
in the same mannerasthose cots are receerable.

36. Magistrated power to impose enhanced penalties.d Notwithstanding aything containedin “***] 5[the Code of
Criminal Procalure, 1973 (2 of 1974)] itshall be lawful for §[any MetropolitanMagistrateor any Judicial Magistrate of thefirst class]
to passany senteceauthorsedby this Act in excessof his powasunder{* * *] thesaidCode.

I36A. Certain offencesto be tried summarily.d Notwithstanding anything containedin the Code of Criminal
Procedure1973(2 of 1974),%all offences except the offenceble by the Special Court under Sectior/# or Court
of Sessions under this Actpunishablewith imprisorment for a term notexceedhg three yearspther thanan offence
under clause(b) of sub-secton (1) of secton 33-1, shall be tried in a summary way by a ludicial Magistrateof the first
classspecidly empoweredin this behalf by the StateGovernment or by a Metropolitan Magistrateand the provisions of
sectbns 262 to 265 (both inclusive) of the said Code shall, asfar asmay be, apply to suchtrial:

Provided that, in the caseof any convictionin a summarytrial underthis secton, it shall be lawful for the
Magistrate tgassa sentenceof imprisormert for a termnot exceding one year:

Provided further that when at the commenement of, or in the course of,a summary trial under this secton it
appexrs to the Magistratethat the natureof the caseis such that a sentenceof imprisonmentfor a term exceedingone
yearmay haveto be passedor thatit is, for anyother reason, undesirale to try the casesummarily, the Magistrateshall,
after hearing the parties, record an order to that effect and theresfter recall any witness who hasbeenexamined and
proceed to hear or rehearthe casein the manner provided by te saidCode.]

. Ins by Act 13 of 1964, s. 28 (w.ef. 159-1964).

. Ins by Act 68 of 1982, s. 36 (w.e.f. 1-2-1983.

. Subsby Act 68 of 1982, s. 37, for certainwords (w.ef. 1-2-1983).

. Thewords andfiguresii s eorc3Ra f omitted by Act 13 of 1964,s.29 (w.ef.15-9-1964).

. Subsby Act 68 of 1982, s.38,for fi t @oeleof Criminal Procedure]89 8 (w.ef. 1-2-1983).
. Subsby Act 68 of 1982, s. 38, for certainwords (w.e.f. 1-2-1983).

. Ins.by Act 68 of 1982, s. 38, (w.ef. 1-2-1983.

. Sub. by Act 26 of 2008s. 19 for all offences (w.e.f. 10.08.2009)
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%36-AB. Special Courts.i (1) The Central Government, or the State Government, in consultation with the Chief
Justice of the High Court, shall, for trial of offences relating to adultbrdtegs or spurious drugs punishable under
clause (a) and (b) of Section 13, sadxtion (3) of Section 22, clause (a) and (c) of Section 27, Section 28, Seefigon 28
Section 28B and clause (b) of subection (1) of Section 30 and other offences relatingdulterated drugs or spurious
drugs, by notification, designate one or more Courts of Sessions as a Special Court or Special Courts for such area or fo
such case or class or group of cases as may be specified in the notification.

Explanation- In this subs e ct i on, AiHi gh Courtodo means the High Cou
designated as Special Court was functioning immediately before such designation.

(2) While trying an offence under this Act, a Special Court shall also try arceffether than an offence referred
to in subsection (1), with which the accused may, under the Code of Criminal Procedure, 1973 (2 pb&@héyged at
the same trial.]

%36-AC. Offences to be cognizable and nehailable in certain casesi

(1) Notwithstanding anything contained in the Code of Criminal Procedure, 1973 (2 of 1974)

(a) every offence, relating to adulterated or spurious drug and punishable under clause (a) and {c) of sub

section (1) Section 13, clause (a) of sattion (2) of Section3l subsection (3) of Section 22, clause (a) and

(c) of Section 27, Section 28, SectionA28l0 Section 2B and subsection (1) and (2) of Section 30 and

other offences relating to adulterated drugs or spurious drugs, shall be cognizable.

(b) no person amised, of an offence punishable under clause (a) and (c) @festibn (1) of Section 13,

clause (a) of sulsection (2) of Section 13, stdection (3) of Section 22, clause (a) and (c) of Section 27,

Section 28, Section 28 Section 28 and subsectiorl] and (2) of Section 30 and other offences relating to

adulterated drugs or spurious drugs, shall be released on bail or on his own bonrd unless

(i) the Public Prosecutor has been given an opportunity to oppose the application for such release; and

(i) where the Public Prosecutor opposes the application, the court is satisfied that there are reasonable
grounds for believing that he is not guilty of such offence and that he is not likely to commit any
offence while on bail:

Provided that a person, whig,under the age of sixteen years,or is a woman or is sick or infirm, may be released
on bail, if the Special Court so directs.

(2) The limitation on granting of bail specified in clause (b) ofsettion (1) is in addition to the limitations under
the Code of Criminal Procedure, 1973 (2 of 1974) or any other law for the time being in force on granting bail.

(3) Nothing contained in this section shall be deemed to affect the Special powers of the High Court regarding bail
under Section 439 of the Codé @riminal Procedure, 1973 (2 of 1974) and the High Court may exercise such powers
including the power under clause (b) of e ct i on (1) of that section as i f t|
includes al so a r ef egnatdunder SecdionB&Bp eci al Courto desi

%36-AD. Application Code of Criminal Procedure, 1973 to proceedings before Special Courts.(1) Save as
otherwise provided in this Act, the provisions of the Code of Criminal Procedure, 1973 (2 of 1974) (including the
provisons as to bails and bonds), shall apply to the proceedings before a Special Courts and for the purpose of saic
provisions, the Special Court shall be deemed to be a Court of Sessions and the person conducting the prosecution befo
the Special Court, sHddle deemed to be a Public Prosecutor:

Provided that the Central Government or the State Government may also appoint, for any case or cases or group o
cases, a Special Public Prosecutor.

(2) A person shall not be qualified to be appointed as PublicButiz or a Special Public Prosecutor under this
section unless he has been in practice as an advocate for not less than seven years, under the Union or a State, requiri
special knowledge of law.

(3) Every person appointed as a Public Prosecutor oreai@pPublic Prosecutor under this section shall be
deemed to be a Public Prosecutor within the meaning of clause (u) of 41 Section 2 of the Code of Criminal Procedure,
1973 (2 of 1974) and the provisions of that Code shall have effect accorfingly.

%[36AE. Appeal and revision- The High Court may exercise, so far as may be applicable, all the powers
conferred by Chapter XXIX or Chapter XXX of the Code of Criminal Procedure, 1973(2 of 1974), on a High Court, as if
a Special Court within the local limits tfie jurisdiction of the High Court were a Court of Session trying cases within
the local limits of the jurisdiction of the High Court.]

37. Protection of action taken in good faith.0 No suit, prosecution or otherlegal proceeding shall lie againstany
persa for anything which is in good faithdone or interded tobe done under his Act.

![38. Rulesto belaid before Parliament.d Every rule made under this Act shall be laid assoon asmay be after
it is madebefore eaclHouse ofParliamentwhile it is in sesion for a total period ofthirty days whth may be comprised
in oneses#n or in two or more successiveessiors, [and if, before the expiry of the sessionimmediatelyfoll owing the
sessioror the succesive sessionsaforesad], both Houses agreén making any modificationin the rule or both Houses
agreethatthe rule shodd not be made,the rule shall theresfter have effect onlyin suchmodified from or be of no effect,
asthe casemay be; so however that any such modification or anrulmert shall be without prejudice to the validity of
anything previously done unde that rule.]

1. Ins by Act 13 of 1964, s. 30 (w.ef. 15-9-1964).
2. Subsby Act 68 of 1982, s.40, for certainwords (w.e.f. 1-2-1983).
3. Ins. by Act 26 of 2008&. 20 (w.e.f. 10.08.2009)
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YTHE FIRST SCHEDULE
[Seesectbn 3(@@)]

[A.® AYURVEDIC AND SIDDHA SYSTEMS]

Serial No. Name of book
Ayuneda
1. Arogya Kalpadruma
2. Arka Prakasha
3. Arya Bhishak
4, AshtargaHridaya
5. Ashtarga Samgraha
6. Ayurveda Kapaduma
7. Ayurveda Pekasha
8. Ayurveda Sangraha
9. Bhaishgya Ratnavali
10. Brihat Bhashgjya Ratrakara
11. Bhava Prakasha
12. Brihat Nighantu Ratnakara
13. Chaka Samihita
14. Chakra Datta
15. GadaNigraha
16. Kupi Pakva Rasayana
17. Nighartu Ratnakara
18. RasaChandanshu
19. Rasa R@ Surtara
20. Rasarath&amuchaya
21. %[Rasatantr&ara Va SddhaPrayoga Sngrahad Part 1]
121 (a) Rasatantr&ara Va SddhaPrayoga 8ngrahad Part Il (Edition 2006)]
22. RasaTarangini
23. RasaYogaSagara
24, RasaY ogaRatakara
25. RasaY ogaSamgraha
26. Rasedra SaraSangraha
27. Rasa Padipika
28. Saharayoga
29. Sarvarogahikitsa Ratnam
30. SarvayogaChikitsa Ratham
31. Sharangadhara Samhita
32. SiddhaBhaishajya Manimala
33. SiddhaY ogaSamgraha
34. Swshruta Samhita
35. Vaidya Chintamani
36. VaidyakaShabda Sindu
37. Vaidyaka Chikitsa Sara
38. VidyaJiwan
39. Vasava Rajeg/am
40. Y ogaRatnakara
41. Yoga Taengini
42. Y oga Chintamani
43. Kashyapasanhita
44. Bhelasanhita
45, Vishwanathachikitsa
46. Vrindachikitsa

1. Subsbhy Act 13 of 1964, s. 31, for the Sch. The First Schedulecame into forcewith effectfrom 1-2-1969andthe SecondSchedulecame into force
with effect from the 15" Sepember,1964.

2. Subsby Act 68 of 1982,s.41 (w.ef. 1-2-1983).

3. Subsby NotificationNo. G.SR. 658 (E), dated31-08-1994.

4. Added by G.R. 337(E), dated15-04-2010 (w.e.f. 20.4.2010).
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Serial No. Name of book
47. Ayurvedachntamani
48. Abhinakitamani
49, Ayurveda-Ranhakara
50. Yogaratnasamgha
51. Rasamrita
52. Dyagunanidnantu
53. Rasamanijari
54, Bangasena
[54A ®[ Ayurvedic Formulay of Indiaand its Paris
54B Ayurveda Sara Samgraha]
I54C AyurvedicPhamacopoeiaf India.]
°[54D. AyurvedicPhamacopoeiaf India and its Parts.]
Siddha
55 Siddhaidya Thirattu
56 Therayar Maha Karisal
57 BrahMani Karukkadai(300)
58 Bhoa00)
59 Pulipp&00)
60 Agasthyar Paipuranam(400)
61 Therayar Y amagam
62 AgagtiChenduram(300)
63 Agagtri(1500)
64 Athraksharutham
65 AgagtniPin (80)
66 AgagtniRathna Churukkam
67 Therayar Karisal (300)
68 Veaamamuni Nasa Kandam
69 Agagtri(600)
70 AgagtiriKanma Soothiram
71 18S i d dGhitlagasKovai
72 Yog Vatha Kam
73 ThemaTharu
74 AgagtriVaidya Kaviyam (1500)
75 BalaVagadam
76 @fiitu Rathna (Ratha) Chuukkam
77 Nagam(zt0)
78 Agdgtr Chillarai Kovai
79 ChikidRathnaDeepam
80 AgagthiNayanaVidhi
81 Y Ugarisal (151)
82 Agasthyar Vallathi (600)
83 Thyar Thala Varkam
g4 Siddharmulay of India (Pat I)]
°[85 Siddhermulay of Indiaand itsPats]
[B.5 UNANI TIBB SYSTEM]
SerialNo. Nameof book
1 Karaba@Qedri
2 Karabadabir
3 KarabadinAzam
4 HldfAmraz
5 Wédrabadin
6 Blaabir Vol. Il
7 KarabadinJadid
8 Kitab-ul-Taklis
9 Sanat-ul-Taklis
10 Mifta-ul-Khazain
11 Mada-ul-Aksir
12 Makhzn-ul-murabhat
a3 NationalFormulary of Unani Medicine’[****] ]
14 Unani Pharmacopoeia of India

1. Ins. by Notifn. No. G.S.R.735(E), datedthe 28th August,1987. 6. Subsby G.SR. 337 (E), dated15-04-2010 (w.e.f. 20.4.2010).
2. Ins.by Notifn. No. G.S.R.423(E), datedthe 11th June 2002. 7. Omitted by GSR 780(E), dt 261-2004.

3. Ins. by Notifn. No. G.S.R.735(E), datedthe 28thAugust,1987. 8. Ins by GSR 780 (E), dt. 25.11.20114.

4. Subsby Act 68 of 1982, s. 41 (w.ef. 1-2-1983.

5. Ins.by G.SR. 337 (E), dated15-04-2010 (w.e.f. 20.4.2010).
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‘| THE SECONDSCHEDULE

(Seesectbns 8 and 16)

STANDARDSTO BE COMPLIED WITH BY IMPORTEDDRUGSAND BY DRUGS MAN UFACTURED FORSALE, SOLD,
STOKED OREXHIBITED FORSALE ORDISTRIBUTED

Class of drug

Standard to be complied with

1

2

1. Patent or proprietary medicines Y[other than
Homoeopatic medidnes]

2. ’[Subsances commonly known as vacines, sera
toxins, tooids, atitoxins ad antigens and
biological productsof like nature, for human useor
for veterirary use.

3 x x ¥

4. Substances (other than food) intended to affea the
structure or any function of the human body or
intenced to be usd for the destructon of vemmin or
insects which cause dises in human beings or
animals.

°[*[4-A. Homoeopahic Medidnes.
(@) Drugs included in the Homoeopathic
Pharmacopoeia of India.

(b) Drugs not included in the Homoeopathic
Pharmacopoeia of India but which are
included in the Homoeopathic

Pharmacopoeia of United States of
America or the United kingdom or the
German Homoeopathic Pharmacopoeia.

Drugs not included in the Homoeopathic
Pharmacpoeia of India or the United

States of America, or the United
Kingdom or the German Homoeopathic
Pharmacopoeia.

(©

The formula of list of ingredierts dspayed in the
presribed manner on the label of the containerand
swch other stadards as may beprescibed.

The standards maintained at the Intemational
Laboratory for Biological Sandards, Stantans Serum
Institute, Copenhagen and at the Central Veternary
Laboratory, Weybridge Surrey, U.K., and such other
laboratories recognizedby the World Health
Organization from time to time, and such further
standards of strength, quality and purity, asmay be
prescribed.]

Such standards asmay beprescribed.

Standards of identity, purity and strength specified in

the edition of the Homoeopathic Pharmacopoeia of
India for the time being and such other standards as
may be prscribed

Standards ofdentity, purity and strength prescribed
for the drugs in the edition of such Pharmacopoeia
for the time being in which they are given and such
other standards as may be prescribed.

The formula or list of ingredients diggyed in the
prescribed manner on the label of the containder and
such other standards as may be prescribed by the
Central Governmehi

1. Ins. by Notifn. No. S.O. 887,daed the 19thMarch1966,Gazetteof India, Pt.

2. Subsby Notifn. No. G.SR. 299(E),dated the 23rd April 1984.

II,Sec. 3 (i), p. 819.

3. Entry3 omitted by Notifn. No. G.S.R.299(E),datedthe 23rd April, 1984.

4. Subs. by Act 13 of 1964, S. 3brthe Schedule.

5. Subs. by G.R. 820 (E), dt. €6-1978, for item 4A, earlieins. by Notifn. No. S.O. 887,datd the 19thMarch 1966, Gazetteof India, Pt.

II, See. 3 (i), p.819.
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Classof drug

Standard to becomplied with

1

![5. Other drugs:
(a) Drugsincluded inthe Indian Pharmacopoeia

(b) Drugs not included in the Indian
Pharmacopoé but which are included in the
official Pharmacopoeiaf any other country.

2

Standards of identity, purity and strergth specified
in the edition of the Indian Prarmacopoéa for the
time beingin force and such other standards asmay
be presribed.

In case Ie standards of identity, purity and stremgth
for drugs are not specified in the edition of the
Indian Phamacopoeiafor the time being in force
but are spedfied in the editon of the Indian
pharmacopoeia mmediately precedng, the
standards of identity, purity and strength shall be
those ocurring in such immediately precedng
edition of the Indian Pharmacgoeia andsuch other
standrds asmay bepre<ribed.

Standards of identity, purity and strergth ecified
for drugs in the edition of such official
Pharmacopoéa of any other country for the time
being in force andsuch other standards as may be
pre<ribed.

In case e standards of identity, purity and stremgth
for drugs are not specified in the edition of such
official Pharmacopoei#or the time being in force,
but are gpecified in the edition immediatdy
precaling, the standards of identity, purity and
strength shall be those ocarring in  suwch
immediately preceing of such official
Pharmacopoéa and such ather stadards as may be
pre<ribed.]]

1. Subsby Notifn. No. G.S.R.885,dated the4" August,1973,Gazetteof India, Pt. I, s.3(i), p. 1643 for item 5
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Drugs and Coanetics Rules 1945
[21st Decembed 945

Notificaiton: No. F. 28-10/45-H (1).-In exerciseof the powersconferredby ‘[sectionss(2),
12, 33 and 33N] of the Drugs and Cosnetics Act, 1940 (XXIIl of 1940),the Central
Governments pleasedo makethefollowing Rules:

PARTI
PRELIMINARY

1. Short title, extent and commenement—(1) TheseRules may be called the
Drugs[andCosmetic§ Rules,1945.

(2) Theyextendto thewhole of India. ?[*** ]

10[***]

2. Definitions— In theseRules,unlesghereis anything repugnanin the subjecor
context—

(@A t A e méanghe DrugsandCosmeticsAct, 1940 (XXIIl of 1940)as
amendedrom timeto time;

3(b) A C e n lticermd Approving Authorityd meansthe Drugs Controller,
India, or the Joint Drugs Controller (India) or the Deputy Drugs Controller (India)
appantedby the Central Govenment;]

(c)A Dec it aneadigheDirectorof the CentralDrugsLaboratoy;
(d) A F o rmeads a formset forthin ScheduleA,;

“[(dd) Homoeopathic medicines include any drug which is recordedin
Homoeopathic proving®r therapeuticefficacy of which hasbeenestablished
through long clinical experienceas recordedin authoritative Homoeopathic
literatureof India andabroadandwhich s preparedaccordingo thetechniques
of Homoeopathic phanacy and covers combination of ingredientsof such
Homoeopathic medicines but does not include a medicine which is
administeredby parenteraloute]

(e)A L a b oydnaednsiheCentralDrugsLaboratay;
°[(ea) Ai r eegeidtéomoeopathiomedicalp r a ¢ t imeansa peesondho
is registeredn the CentralRegisteor StateRegisterof Homoeopatly;]
8[(eb)ﬁPhytopharmaceutical drugo includes
with defined minimum four bi@active or phytechemical compounds
(qualitatively and quantitativelgssessgdof an extratof a medicinal plant or
its part, for internal or external use of human beings or animals for diagnosis,
treatment, mitigation or prevention of any disease or disorder but does not
include administration by parenteral route.]

®[(ee)fi R etgrédmedicalp r a ¢ t imeadn®a pesonod

() holding a qualification grantedy an authorty specified or notified
under section 3 of thelndianMedical DegreesAct, 1916(7 of 1916),0r
specifiedin the Scheduleso the IndianMedical Council Act, 1956 (102f
1956); or

(i) registeredor eligible for registation in a medical registerof a
Statemeant for the registation of persongractising themodernscientific
systemof medicine ‘[excludingthe Homoeopathisystemof medicing; or

1. Subsby G.S.R.370), dt. 7-4-1994. 2O0mittedby G.S.R.358, dt. 15-3-1975.

3. Sub. byGSR. 579(E), dt. 2@-2006, earlietns. by G.S.R.923(E),dt. 14-12-1992.

4. Ins.by Notfn. No. F. 1-59/ 68-D, dt. 19-11-1969.

5. Ins.by G.S.R680 (E), dt. 5-12-1980. 6. Indy Notfn. F.1-22/59-D, dt. 9-4-1960.

7. Ins.by S0O.213, dt. 15-6-1972. 8. Ins. By G.S.R 918(E), dt. 301-2015.

9. Ins. by GSR 1183(E), dt 3821964. 1Gubrule (3) omitted by GSR 19, dt. 42-1977.
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(iii) registered ina medical register, ‘[other than a register for the
registrationof Homoeopathic practitiongy of a State ,who althoughnot falling
within sub-clause(i) or subclause (ii) is declared by a generalor specialorder
madeby the StateGovernment irthis behalfasa person practisinghe modern
scientific system of medicinefor the purposesof thisAct; or

(iv) registeedor eligible for registrationin the registerof dentistsfor a
Stae underthe DentistsAct, 1948 (16 of 1948); or
(v) who is engagedin the practice of veterinary medicine and who
possesss qualificationsapprovedy the StateGovernment

’[(f) Aretailsa | e 06 arsala’jwkether to a hospital,or dispensay, or a
medical, educational oresearcthinstitute or to any other persa] otherthana
saleby way of wholesaledealing;

4[(g) fi s al way of wholesaledealingd meanssaleto a personfor the
purpose of selling again and includes sale to a hospispensarymedical,
educatimal or research #stitution;]

[(h)fiSc h e d mehneaBcheduleto theseRules]

®[(i) State Governmentin relation to a Union Territory means the
Administratorthereof;

9[***]
PARTII
THE CENTRAL DRUGSLABORATORY

3. Functions.—1t shallbethefunctionof the Labaatory—
(i) to andyse or test suchsamples of drugsas may be sentto it undersub

section(2) of sectionl1, or undersubsection(4) of section 25 of the Act;

7
[* * * **]

(i) to carry out suchother duties asmay be entrustedto it by the Central

Government or,with the pemission of the Central Govenment, by a State
Governmenafterconsultatiorwith the DrugsTechnicalAdvisory Board.

83A. (1)The functionsof the Laboratay in respectof the following drugs or

classe®f drugsshall becarriedout at the CentralResearchnstitute,Kasauli,and the
functionsof the Director in respectof the said drugsor classesof drugsshall be
exercisedy the Directorof the saidInstitute: —

(1) Sera.
(2) Solution of serum proteinsintendedor injection.

(3) Vaccires.
(4) Toxins.

(5) Antigens.

O©CoO~NOU,WNE

. Ins.by SO. 213, dt. 5-6-1972.
Subsby Notfn. No. F. 1-3/51-DS.,dt. 15-11-1954.

. Ins.by G.S.R681(E), dt. 6-6-1988.

. Subs by Notfn. F-1-16/57, dt. 15.6.19%.

. Subsby Notfn. No. F. 28-10/45-H (1), dt. 31-3-1957.

. Subsby Notfn. No. F-1-16/57-D, dt. 15-6-1957.

. Cl. (ii) omitted, by Notfn. No. F-1-16/57-D, dt. 15-6-1957.
Ins.by Notfn.No.F.4-1/60-D, dt. 15-5-196L1.

. Cl. (j) omitted by GSR 592(E), dt. 1@8-2008
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(6) Anti-toxins.
(7) Sterilizedsurgicalligatureand sterilisedsurgicalsuture.
(8) Bacteriophages:

[Provided thathe functions ofthe Directorin respectof Oral Polio Vaccineshall
be exerceed by the Deputy Director and Head of the Polio Vaccine Testing
Laboratoryin caseof Certral Researchnstitute,Kasaulionly.]

’[(1A) The functions ofthe Laboratory inrepectof Oral Polio Vaccineshall be
carriedout by the following Institutes andhe functions ofthe Directorin respectof
thesaiddrugsshallbeexercisedy the Directorof therespectivdnstitutes:-

(a) Pasteuinstituteof India, Coonoor.

(b) Enterovirus Resarch Centre (Indian Council of Medical Research),
Haffkin InstituteCompound,Parel,Bombay-400012.]

¥[(c) TheNationalInstituteof Biologicds,NOIDA ]

“[(2) The functionsof the Laboratoryin regectof the followingdrugsor class of
drugsshdl be carriedout at the Indian Veterinary Research Institute, Izatnagar or
Mukteshwarandthe functionsof the Directorin respecbf the saiddrugsor classe®f
drugsshallbe exercisedy the Directorof eitherof the saidinstitutes.

(1) Anti-serafor veterinaryuse.
(2) Vacciresfor veterinaryuse.
(3) Toxoidsfor veterinaryuse.
(4) DiagnosticAntigensfor veterinaryuse.]

°[(3) The functionsof the laboratay in reect of testing of condams shall be
carried out at the Central Drugs Testig Laboratory Chennai and the functions of
the Directorin respectof the said productsshall be exercised bythe Director of the
said Laboratoy.]

®[(4)] The functionsof the Laboratory inrespectof the following drug shall be
carried out at the Laboraory of the Serologist andChamical Examiner to the
Governmenbf India, Calcuttaandthe functionsof the Director in respecbof the said
drug shall be perfamed by the Serologist andChemical Examiner of the sad
Laboratay :—

VDRL Antigen.

"[(5) The function of the Laboratoryin respeciof Intra-Utrine Devicesand Falgpe
Rings shall be carried out at the Central Drugs Testing Laboratey, Thane,
Maharashtra anthe functionsof the Directorin respect of the said devicesshall be
exercisedy theDirectorof thesaidLaboratoy.]

1. Subsby G.S.R.44%E), dt. 30-4-199. EarlierIns.by G.SR.62(E),dt. 15-2-1982

2. Ins.by G.S.R.445(E),dt. 30-4-1992.

3. Ins.by G.SR.249(E),dt. 4-4-2002.

4. Ins.by Notfn. No. F.-1-6/62-D, dt.2-7-1969.

5. Sub. By G.S.R. 651(E), dt-32009, earlietns.by S.O. No. 2139,dt. 12-8-1972.

6. Subrule (4)omitted andsubrule (5) renumberedassubrule (4) by Notfn. No.G.SR. 62(E),
dt. 15-2-198.

7.Subsby G.S.R242(E),dt. 18-3-1998.Earlierins. by G.SR. No. 865(E), dt. 25-10-1990
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'[(6) Thefunctionsof the Laboratay in respeciof humanblood and human blood
productsincluding components,to test for freedbm of HIV antibodies,shall be
carriedout by the following InstitutegHospitals andhe functionsof the Director in
respectof the above mentioned products shall be exercisedby the head of the
respectivdnstitute,namely:-

(@) National Institute for Communcable Disease, Depatment of
Microbiology, Delhi.

(b) Nationallnstituteof Virology, Pune

(c) Centreof AdvancedResarch in Virology, Christian Medical Collegg,
Vellore]

’[(7) The functionsof the Laboratey in repect of Homoeopathicmedicinesshall
be carried out at the Homoeopaty Pharmacopoeia Laboratyg, Ghaziabadand the
functionsof the Directorin respect of the Homoeopathianedicines shall be exercised
by the Directorof thelaboratoy.]

*(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 in respect of the said drogsclass of drugs shall be
exercised by the Director of the said institute.

(b) The Kkits or class of drugs referred to in clause (a) are

(1) Blood grouping reagents.

(2) Diagnostic kits for human immunodeficiency virus, Hepatitis B Surface Antigen
andHepatitis C Virus.

(3) Blood products

(a) Human Albumin;
(b) Human Normal Immunoglobulin (intramuscular and intravenous);
(c) Human Coagulation Factor VIII;
(d) Human Coagulation Factor IX;
(e) Plasma Protein Fractionation;
(f) Fibrin Sealant Kit;
(g9) Anti Inhibitor Coagulation complex
(4) Recombinant products such as
(a) Recombinant insulin and insulin analogue;
(b) r-erythropoietin (EPO);
(c) r-Granulocyte Colony stimulating Factor{GSF).
(5) Biochemical kits
(a) Glucose Test Strips;
(b) Fully Automated analyzer based glucose reagents.]

4. Despatchof samplesfor testor analysis.- (1) Samplesfor test or analysis under
subsection (4)of section25 of the Act shall be sent by registeredpostin a seaéd
packet, endosed, together with a memorandim in Form 1, in an outer cover
addressetb the Director.

(2) The packetaswell asthe outercover,shall be markedwith a distinguisting
number.

(3) A copy of the memorandumin Form 1 anda spec¢menimpressiornof the seal used
to sealthe packetshell be sentseparatelyy registeregbostto the Director.

5. Recordingof conditionof seak.
Onreceiptof the packet,t shall be openedy an officer authorisedn writing in that

behalf by the Director who shall recordthe conditiorof thesealon the packet.
1. Ins.by G.S.R16(E),dt. 10-1-1990. 2. Ins.by G.S.R246(E),dt. 1-5-1991.

3. Sub. by G.S.R. No. 908(E), dt:442014 Earlierins.by G.SR. No. 249 (E), dt. 4-4-2002
42




Drugs and Cosmetics Rules 1945

6. Reportof resultof testor analysis — After test or amalysisthe resulof the testor
anaysis,togetherwith full protocolsof the testsapplied,shall be suppliedforthwith
to thesendein Form2.

7. Fees— Thefeesfor testandanalsisshallbethosespecifiedn ScheduleB.

8. Signature of certificates. — Certificates issued under these Rules by the
Laboratay shallbe signedby the Directoror by an officer authorisedy the Central
Governmenby Notificationin the Official Gazetteto signsuchcertificates.

IPART Il
[RULES 9 to 20 omitted by SRO. 2136 dated-05-1957]

PARTIV
2IIMPORTAND REGISTRATION

21. In this Parti

¥(a) fimport! i c enmeareeiihera licence inForm 10 to import drugs*[* *
*]; excluding those specified in ScheduleX, or a licence in Form 10-A to
import drugsspecifiedin Schedulex;]

(b) Al i c eauthdrtyd gneans the authorty appointedby the Central
Governmento performthe dutiesof thelicensingauthorty undertheseRulesand
includes any personto whom the powers of a licensing authoty may be
delegatedinder Rule22;

(c) A tencefor examination, testor analys i means a licencein Form11to
import small quantitiesof drugsthe import of which is otherwiseprohibited,for
the purposeof examination, test oranalysis;

[d) Aimanuf act ur a manufactunecof drehe who may be a
Company or a unit or a body comorateor any other establibment ina courtry
otherthan India, havingits drugs manufacturing faidities duly approvedby the
National Regulatoy Authority of that county, and who also has a free sale
approvalof the drugsapproveddy thesaidauthorty in theconcerneadounty, and
/or in othermajorcountries;

(e)f Re gi sC e ratt ii foeansa terdificate issued under Rule 27A by
the licensingauthorty in Form 41 for registration ofthe premisesand the drugs
manufacturedby themanufacturemeantfor importinto andusein India.]

22. Thelicensingauthorty may with the approvalof the CentralGoverrmentby an
orderin writing delegatehe ’[powerto signlicencesandRegistrdion Certificate ard]
such other powers as may be specified inthe order to any other personunder his
control.

1. Partlll (Rules9 to 20) omittedby Notfn. No. F. 1-16/57-D (SRO 2136)dt. 15-6-1957.
2. Suh by G.S.R604 (E), dt. 24-8-2001.

3. Subshy G.S.R 462(E),dt. 22-6-1982.

4. Omitted by G.S.R604(E), dt. 24-8-200L.

5. Ins. by G.S.R04 (E), dt. 24-8-2001.
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'[23. Import licences An import licencein Form 10shall be required fo * [import
of drugg, excludingthosespecifiedin ScheduleX, and an mportlicencein Form10-
A shallberequiredfor theimport of drugs specifiedin Schedulex.]

’[24. Form and mannerof applicaion for import licencei (1) An applicationfor
an import licence shall be madeto the licensing authoty in Form 8 for drugs
excluding thosespecifed in ScheduleX, and in Form 8A for drugs specifiedin
ScheduleX, eitherby the manufacturer himselfiaving a valid wholesalelicence for
sale or distribution of drugs underthese Rules,or by the maruf a ¢ t wageetin 6 s
India eitherhaving a valid licenceunderthe Rulesto manufacturdor saleof a drug
or havinga valid wholesée licencefor saleor distributionof drugsundertheseRules,
and shall be acoompaniedby a licencefee of onethousandupeesfor a singe drug
andanaddiionalfee at therate of onehundredrupeesfor eachadditional drug andby
anundertakingn Form9 duly signedby or on behalfof the manufacturer:

Providedthatin the caseof any subsequerdpplicationmadeby the sameimporter
for import licence for drugs manufactured by the same manufacturer, thdee to
acompanyeachsuchapplicationshallbe onehundredupeedor eachdrug:

(2) Any applicationfor importlicencein Form 8 or Form8-A, as the casemay be,
shall be accanpanied bya copy of Regidration Certificateissuedin Form 41 under
Rule27A:

Providedthat in caseof emergendes thelicensing authority may, with the
approvalof the CentralGovermment, issuean import licencein Form 10 or 10A, as
the case mabpe, withoutthe issuanceof RegistrationCertificae underRule 27A, for
reasongo berecordedn writing.

¥ Provided further that Registrationcertificate shall not be required to be
acompaniedwith an applicationfor animport licenceunderthe Rulesfor the import
of in-vitro diagnostickits and regents,exceptfor the diagnostickits notified from
time totime undersub-clausg(iv) of clausg(b) of secton 3.]

(3) A fee of two hundredandfifty rupeesshall be pad for a duplicate copyof the
licenceissuedunderthis Rule, if theoriginal is defaceddamagedr lost.]

4[24A. Form and manner of application for Registration rtificate.d (1) An

application for issue of a Regigfion Cetificate skl be made to the licensing
authority in Form 40, either by the manufacturerhimself, havinga valid wholesale
licencefor saleor distribution of drugsundertheserules, or by his authorisecagent
in India, eitherhavinga valid licenceunder the rulesostmanufacturdor saleof adrug
or havinga valid wholesaldicencefor sale or distributionof drugsundertheserules,
andshall beaccompaniedby thefee specifiedn subrule (3) andtheinformationsand
undertakingsspecfied in ScheduleD-I and DIl duly signed by or on behalf of the
manufacturer.

1. Subsby G.S.R.462(E), dt. 22-6-1982.
2. Subsby G.S.R604(E), dt. 24-8-2001.
3.Ins.by G.SR.35(F), dt. 20.1.2005.
4.1ns.by G.S.R604 (E), dt. 24-08-2001.

44



Drugs and Cosmetics Rules 1945

(2) The authorisatiorby a manufactureto his agentin India shall be documerted
by a powerof attorneyexecuted anduhenticateceither in India beforea First Class
Magistrate, or in the caintry of origin before suchan equivdent authorty, the
certificate of which is attestedby the Indian Embassy ofthe said county, and the
original of the sameshall be furnishedalong with the application forRegistation
Certificate.

(3) (i) A fee of onethousand and five hundredUS dollars [or its equivalentin
Indian rupeesjshall be pad alongwith the application inForm 40 asregistraton fee
for his premisesmeantfor manufacturingf drugsintendedfor importinto andusein
India

(i) A fee of onethousand USlollars'[or its equivalent inindian rupees]shall be
paid alongwith the applicationin Form40 for the registrationof a singledrug meant
for importinto andusein India and an additional feeat the rate of onethousad US
dollarsfor eachadditionaldrug:

Provided that in the case of any subsequent applicatiofor registration of
additional drugs bythe same manufacturerthe fee to accompany shall be one
thousandUS dollars'{or its equivalenin Indianrupees] for eachdrug.

(4) The feesshall be paid through aChallan inthe Bank of Baroda, Katirba
GandhiMarg, New Delhi-110001 or any otherbranchor branche®f Bankof Baroda,
or any otherbank, as notified, from time to time, by the CentralGovernrment, tobe
credited under the Head of Accountfi 0 2-Nle@lical and Public Health, 04-Public
Health,104FeesandFi ne s 0 :

Providedthatin the caseof any direct payment of feesby a manufacturer inthe
county of origin, the feesshall be paid throughElectronic ClearanceyStem(ECS)
from any bak in the country of origin to the Bankof Baroda KastubaGandhiMarg,
New Delhi, through the Electronic Codeof the bank in the Headof Accountfi0216
Medical andPublic Health,04- Public Health,104-Fee andF i n ersd the original
receipt of the said trander shall be treatedas an equivalentto the bank challan,
subjectto theapprovalby the Bankof Barodathattheyhavereceivedhe paymen.

(5) The applicant shallbe liable for the payment of a fee of five thousand US
dollars '[or its equivalentin Indian rupees]for expenditure asnay be requiredfor
inspectionor visit of the manufacturingpremisesor drugs, by the licensingautority
or by any other personsto whom powershave beendelegated irthis behalf by the
licensingauthority underRule 22.

(6) Theapplicantshallbeliable for the pgmentof testing feesdirectly to ateding
laboratwy approvedby the Central Governmerin India or abroad, asmay be
requiredfor examination,testsandanaysisof drug.

(7) A fee of threehunded US dollars'[or its equivalent inindian rupees] shalbe
paid for a duplicatecopy of the Registraton Certificate,if the original is defaced,
damagedor lost.

(8) No RegistratiorCertificateshall be requiredunder these Rulef respeciof an
inactive buk substanceto be used for a drug formulation, with or without
pharmacopoeialonfomity.]

1.1ns.by G.SR. 35(E),dt. 20.12005.
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25. Licencedor import of drugsmandacturedby onemanufactuer.i (1) A single
applicationmay be made,and a single licence mape issued,n respectof the import
of more thanonedrugor classof drugsmanufacturetby thesame manufacture

'[Providedthat the drugsor classs of drugsare manufactured abne factory or
more thanonefactoryfunctioning conjointy asa singlemanufacturinginit:

Providedfurtherthatif a single manufacturdrastwo or more factoriessituatedin
different places manufactiring the same or differentdrugsa seratelicenceshall be
requiredin respectof thedrugsmanufaturedby eactsuchfactoty.]

2
[** ***]

¥[25A. Conditionto be satisfiedbefae a licencein Form 10 or Form 10-A is
granted—(1) A licencein Form10 or in Form10-A shall begrantedby thelicensing
authorty havingregardtoi

(i) the premises,where the imported substances wilbe stocked,are
equippedwith proper storageccommodationfor preservinghe propertiesof the
drugsto which thelicenceapplies;and

(i) the occupation, tradeor businessordinarily carried out by the
applicant:

Providedthat the licensingauthorty may refuseto granta licence in Form10-A
in respecbf anyapplicantwhereheis satisfied;-

(a) that the applicanthasnot complied with the provisionsof the Act or
theserules;or

(b) thatby reason®fd
“I(i) his convictionunderthe Act or theseRulesor the Narcotic Drugs
and Psychotropic Substance®Act, 1985 (61 of 1985) or the rulesmade
thereunder;]

(i) previoussuspensioonr cancellatiorof thelicencegrantedo him;
heis nota fit persorto whomlicenceshall begranted.

(2) Any person who is aggrieved bythe order pasgd by the licensingauthority
under this Rule may, within thirty days of the receiptof the order, appealto the
Central Government andhe Central Government may after such enqury into the
matter as it considersnecessaryand after giving the appellantan opportunty for
makinga representatiom the mattermakesuchordersin relationtheretoasit thinks
fit.]

1. Ins.by Notfn. No. F. 1-19/48D, dt. 27-10-1949.

2. Omitted Notfn. No.F. +16/57-D, dt. 15-6-1957.

3. Subsby G.S.R462(E),dt. 22-6-1982.Earlier Ins. by Notfn. No. F.-8/52-D. dt. 311-1958.
4. Subsby G.S.R604(E), dt. 24-8-2001.

46



Drugs and Cosmetics Rules 1945

[25B. Registration Certificate for import of drugs mandactured by one
manufacturer-(1) A single applicationmay be made,and a single Registration
Certificae in Form41 may be issuedin respectof the import of more thanonedrug
or classof drugs,manufacturedby thesame manufaturer:

Providedthat the drug or classesof drugs, are manufacturedat one factory or
more thanonefactoryfunctioning conjointy asa singlemanufacturinginit:

Providedfurtherthatif a singlemanufacturehastwo or more factoriessituaedin
different places manugcturing the sameor different drugs, separate Regidration
Certificaes shall be requiredin respectof the drugs manufactured byeachsuch
factory.]

26. Condiions of import licence—An import licerce shall be subjectto the
following conditions:

() the manufactureshallat all timesobservethe undertakinggivenby him
or onhisbehalf in Form9;

(ii) thelicensee shallallow any Inspectorauthorisedby the licensing
authorty in that behalfto enterwith or without notce any premiseswherethe
imported substancds stocked, to inspectthe means, if any, employed for
testingthe substancandto takesamples;

(iii) the licenseeshall on requestfurnish to the licensing authority from
every batchof eachsubstance ofrom such batchor batchesas the licensing
authorty may from time to time speify a sample of such amount as the
licensingauthority may consideradequatdor any examination requiredo be
made, andhelicenseestdll, if sorequired furnishfull protocolsof the tests,if
any, which have beenappled;

(iv) if thelicensingauthorityso directsthe licenseeshall not sell or offer
for saleany batchin regect of which a sample is or protocols argurnished
underthe last precedingsub-rule until a certificae authorisingthe saleof the
batchhasbeenissuedo him by oron behalf of thelicensingauthaity;

(v) thelicensee shall, orbeing infomed by the licensingauthoritythatany
partof any batch of the substancehasbeen foundy the licensingauthorty not
to conform with the standardsof strength, quality and purity prescribed by
Chapterlll of the Act, or the rulesthereunder anan beingdirected so to do,
withdraw theremainder of that batch from sale and, so far as may in the
particular circumstarces of the case be practicable,recall the issues already
madefrom that batch;

(vi) the licenseeshall maintain a recordof all salesby him of substance$or
the import of which a licenceis required,showingparticularsof the substace
and of the personto whom sold and such further particulars, ifany, as the
licensingauthoritymay specifyand suchrecordshallbe opento the inspectiorof
anyInspectorauthorisedn thatbehalfby thelicensingauthorty:

1. Ins.by G.SR. No. 604(B), dt. 24-8-2001.
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![Providedthatin respecbf thesaleor distribution of drugsspecifiedin  Schedule
X, the licensee shallmaintain a separate recordr registershowing thefollowing
particularsnamely:—

1. Nameof the Drug,

2. Batchnumber,

3. Name and addres®f themanufacturer,

4. Dateof transaction,

5. Openingstockonthebusinesday,

6. Quantityof drugreceivedjf any, andthesourcefrom whichreceived,
7. Name of thepurchaseris addressindlicencenumber,

8. Balanceguantityof drugat theendof the businesslay,

9. Signatureof the personunder whose supeionthedrugs havédeen
supplied.]

(vii) the licensee shall comply with such further requirements, if any,
applicable tothe holdersof import licenses,as may be specifed in any rules
subsequely made under Chapterlll of the Act and of which the licensing
authorityhasgivento him notlessthanfourmo n t roticé.

27. Grantof importlicene. —On receépt of anapplicationfor animport licence
in the form and mannerprescribed irRule 24, the licensingauthorityshall, on being
satsfied that, if granted,the conditionsof the licence will be observed,issue an
importlicencein Form10 Y[or From 10A, asthecase maybd.

’[27A Grant of RegistrationCertificate. —(1) On receiptof an applicationfor
RegistrationCertificate in the Form andmannerspecifiedin Rule 24A, the licensing
authorty shdl, on being satisfied, that, if granted,the conditions ofthe Registration
Certificae will beobservedissuea RegistratiorCertificatein Form41.:

Provided further that if the application is complete in all respets ard
informations specifiedn Schedule®-I andD-Il arein order,the licensingauthority
shall, within nine months from the date of recept of an application, issuesuch
RegistrationCertificae, and in exceptional circumstancesand for reasonsto be
recordedin writing, the Registration Certicate may be issuedwithin suchextended
period,notexceedinghreemonths,asthelicensingauthoritymay deem fit.

(2) If the applicantdoesnot receivethe Registration Certifice within the period
asspecified in the provisoto subrule (1), he may appealto the CentralGovernment
andthe CentralGoveinmentmay after suchenquiryinto the matter,asit considers
necesary, may passsuchordersin relationtheretoasit thinksfit.]

1. Ins.by G.S.R462(E), dt. 22-6-1982.
2. Ins.by G.S.R604(E), dt. 24-8-2001.
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'[28. Duration of import licence—A licence unless,it is soonersuspendedr
cancelledshall be?valid for a periodof threeyearsfrom thedateof its issue]

Providedthat if applicaton for a freshlicenceis made three monthsbefore the
expiry of the existinglicencethe currentlicence shall be deemedto continue inforce
until ordersarepassedan the application}

%28A. Duration of Regisration Certificated - A RegistrationCertificate,unless,
it is sooner suspendeaxt cancelledshall bevalid for a periodof threeyearsfrom the
dateof its issue:

Providedthatif the applicationfor a fresh Registration Certificatés madenine
months before the expiry of the existing certificate, the current Registation
Certificae shall bedeemedto continuein force until ordersare passed orthe
application.]

“[29. Suspensiorand cancellationof import licence. — If the manufactureror
licenseefails to comply with any of the conditions ofanimport licence,the licensing
authorty may after giving the manufadureror licenseean opportunty to showcause
why suchan order shouldnot be passed, byan order in writing stating the reasons
therefor, suspend or cancelit for such peliod as it thinks fit, either wholly or in
respecbf someof thesubstancet® which it relates:

Providedthat a person,who is aggrieved bythe order passedby the licensing
authorty underthis rule may, within thirty days of the receipt ofthe order,appealto
the CentralGovermment,andthe CentralGovernmentmay, aftersuchenqury into the
matter as it considersnecessaryand after giving the appellantan opportunty for
representing hisiews in the matter, passsuchordes in relationtheretoasit thinks
fit.]

%[29A. Sugpension and cancellation of Registration Certificate.d If the
manufacturer failsto comply with any of the conditions of the Regidration
Certificate,thelicensingauthorty may after givinghim anopporunity to show cause
why suchan order shouldnot be passed, byan order in writing stating the reasons
therefor,suspendr cancelthe Registration @rtificate for suchperiodasit thinks fit
eitherwholly or in respecbf someof the substancet whichit relates:

Providedthat a person,who is aggrieved by the order pased by the licensing
authorty underthis rule may, within thirty days of the receipt ofthe order,appealto
the Cential Government,andthe CentralGovernmentmay, after suchenqury into the
matter as it considersnecessaryand after giving the appellantan opportunty for
representing higiews in the matter, passsuchordeas in relationtheretoasit thinks
fit.]

1. Amendedby Notfn. No. F. 1-10/62D, dt. 19-4-1964.
2. Subsbhy G.S.R604 (E), dt. 24-8-2001.

3. Ins.by G.S.R604 (E), dt. 24-8-2001.

4. Subsby G.S.R604 (E), dt. 24-8-2001.
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30. Prohibition of import after expiry of potency.d No biological or otherspecial
productspecifiedin Schelule C or C (I) shall be imported afterthe dateshownon the
label, wrapperor container ofthe drug as the date up to which the drug may be
expectedo retain a potencynot lessthan, or not to acquirea toxicity greaterthan,
thatrequiredpor asthecasemaybe, permittedoy the prescribedest.

1
[*** **]

’[30AA. Import of new Homoeopathic medicin®(1) No new Homoeopathic
medicineshall be imported exceptunderandin accordance witlthe pemisson in
writing of the LicensingAuthority.

(2) Theimporterof a New Homoeopathianedicinewhenapplying for pemission
shall producebeforethe LicensingAuthority suchdoaumentaryandotherevidencess
may be requiredby the LicensingAuthority for as®ssingthe therapaitic efficacy of
themedicineincludingthe minimum provingscarriedout with it.]

*[Explanatian. & For the purposeof this rule, 6 N e homoeopathicMe di ci ne 6
mearsd

(i) a Homoeopathic medicingvhich is not specifiedin the Homoeopathic
Phamacopoeiaf India or United States ofAmericaor of the United Kingdom
or the GemanHomoeopathid?harmaopoeia;or

(i) which is not recognizedin authaoitative Homoeopathic literatureas
efficaciousunderthe conditionsrecommendedyr

(i) a combination of Homoeopahic medicinescontainingone or more
medicineswhich are not specifiedin any of the Phamacopoeias referrei in
clause(i) as Homoeopathic medicineand also not recognizedn authoritative
Homoeopathicliterature as efficacious under the conditions recommended

“[30B. Prohibition of import of certaindrugs. — No drug, the manufacture sde
or distributionof which is prohibitedin the county of origin, shallbe importedunder
the samenameor underany dhername except for the purposeof examination, testor
anaysis.]

°[31 Standad for certainimporteddrugs.d No drugshall be imported unlessit
complies with the standard ofstrength, qualiy and purity, if any, and the test
prescribedn the Rulesshall be applicablefor detemining whetherany such imported
drugcomplies with the saidstandard:

Providedthat the drugsintendedfor veterinary use,the standards oftrength,
quality and purity, if any, shall be thosethat are specifiedin Schedule~(1) andthe
testprescribed in that Scheduleshal be applicablefor detemining whetherany such
importeddrug complies with the said standards anavhereno standardsare specified
in Schedule F(1jor any veterinary dug, the stardardsfor suchdrug shall be those
specified in the current edition, for the time being in force, of the British
Phamacopoeid/eterinay:

1. Rule 30A omitted by G.S.R944 (E), dt. 21-9-1988.Earlierrules 30A and 30AA ins. by Notfn. F. 1-
30/48G, Dt. 14.4.1952
2. Ins.by notification No. F 130/48, dt. 1401-1952.

3. SubsG.S.R.680(E) ,dt.5-12-1980.
4. Ins.by Notfn. No. F. 1-454-1-1951.
5. SubsG.S.R.604(E), dt. 24-8-2001.
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Providedfurtherthatthe licensingauthorityshdl notallow theimport of anydrug
havinglessthansixty percentresidualshelf-life periodasonthe date of import:

Providedalsothatin exceptionalcases the licensingauhority may, for reasonsto
be recordedin writing, may allow, the import of any drug having lessershelf-life
period,but before the dateof expiry asdeclaredon the containerf thedrug.]

'[32. Packingand labellingof importeddrugs. —No drugshallbeimportedunless
it is packedandlabelledin confomity with the Rulesin PartsIX andX ?[* * *] and
further confam to the standardslaid down in Part XIl providedthatin the caseof
drugsintended for veterinaryuse, thepackingandlabellingshall confornto therules
in PartsIX andX andScheduld=(1)].

*[32A Packing and Labelling of Homoeopathicmedicine—No Homoeopathic
medicineshall be importedunlessit is packedand labelledin conformity with the
rulesin PartlX-A.]

33. Importof drugsfor examinatio, testor analysis— Small quantities ofdrugs
the import of which is otherwise prohibitedunder section10 of the Act may be
importedfor the purposeof examination, testor analysis subject to the following
conditions:-

(@) No drug shall be importedfor suchpurposeexceptundera licencein
Form11;

(b the licenseeshall use the substancesimported under the licence
exclusivelyfor purposesf examination, testor anaysis andshall carry on such
examination,testor analysisin the placespecifiedin thelicence,or in suchother
placesas thelicensirg authoritymay from timeto timeauthorise;

(c) thelicenseeshall allow anylnspectorauthorizedoy the licensingauthorty
in this behalfto enter,with or without prior notice,the premiseswherethe subsénces
are kept, andto inspectthe premises, and investigatethe manner in which the
substanceare beingusedandto takesamplesthered;

(d) the licersee shall keep a record of, and shall report to the licensing
authorty, the substances$mported underthe licence,togetherwith the quantties
imported the dateof importationandthe nameof the manufacturer;

(e) thelicensee shhcomply with suchfurther requiremerts, if arny, applicable
to the holdersof licencesfor examination, testor anaysis as may be specifiedin
any rules subsequety made under Chapter Il of the Act and of which the
licensingauthorityhasgiven to him notlessthanonemonths notice.

1. Subsby Notfn. No. F. 1-6/62-D (SO 2889)dt. 2-7-1969
2. Cetainwordsomitted by G.S.R.661(), dt. 3-7-1992.
3. Ins.by S. O. No. 2139,dt. 5-6-1972.
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[33A Import of drugs by a Govenment Hospital or AutonomousMedical
Institutionfor the treatmentof patientsd Smallquantitiesof new drug, asdefinedin
Rule 122-E, the import of which is othewise prohibited undesection10 of the Act,
may be importedfor treatmentof patientssufferingfrom life threatening diseasesr
diseasegausingseriouspemanent disabili, or suchdiseasaequring therapiesor
unmet medical needs, by a Medical Officer of a Government Hospitalor an
AutonamousMedical Institution providing tertiary care,duly certifiedby the Medical
Superintendnt of the GovernmentHospital, or Head of the Autonamous Medical
Institution,subjectto thefollowing condtions,namely:-

(a) nonew dug shall bemportedfor the said puposeexceptunder a licence
in Form 11-A, andthe saiddrug hasbeenapprovedor marketing in the country
of origin;

(b) the licenseeshall usethe substances adrugsimported undethe licence
exclusivelyfor the purpose of treamentof patientssufferingfrom life threatening
diseases,or diseasescausing serious permanent disabilt or such diseases
requiring therapiesfor unmet medical needs underthe supervision ofits own
Medical Officersat the place,specifed inthe licenceor at suchotherplaces,as
thelicensingauthoriy, may fromtimeto time authorise;

(c) thelicenseeshall allow an Inspector authorised kthe licensingauthority
in this behalf to enter, with or without prior notice, the premises whee the
substances atrugsare stocked,andto inspectthe premisesandrelevantrecods
andinvestigatethe manner in which the substance®r drugsare beingusedand
to take,if necessay, samples thereof;

(d) the licensee shalkeepa recordof, and shall submitthe said report half
yeaty to the licensingauthorty, the substancesr drugsimported underthe
licence,togeher with the quantitiesimportedandissuedto the paients,the date
of importation, the rame of the manufadurer,the nameand addressf the patéent
for whomthedrugis prescribedandthe name of disease;

(e) thelicenseeshall comply with suchotherrequirementsif ary, applicable
to the holderf import licencedor import of newdrugsfor treamentof patients
by Government Hospita] as may be specifiedfrom time to time in any rule
subsequely madeunder Chaptefll of the Act and of which the licensing
authorityhasgivento him notlessthanone month& notice;

(f) the drug shall be stockedunder proper storageconditions andshall be
dispensedinderthesupervisiorof a registerecbharmacst;

(g) the quantityof any singledrug soimported shalhot exceedl00 average
dosageperpatient:

Providedthat the licensingauthority may, in exceptionakircumstarnces, sanatin
theimportof drugof a largermquantty.]

34. Applicaionfor licencefor examinationtestor analysis-— (1) An application
for alicencefor examination, testor anaysis shallbe madein Form 12 andshall be
madeor countersigned bythe headof the institutionin which, or by a proprietoror
director of the company or firm by which the examination, tesor andysis will be
conducted.

1. Ins.by G.S.R604(E), dt. 24-8-2001.
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(2) The licensingauthority may requiresuchfurther particularsto be suppliedas
hemayconsidemecesary.

'[(3) Every applicationin Form12 shallbe acomparied by a fee of onehundred
rupeedor a singledrugandanadditionalfeeof fifty rupeedor eachadditionaldrug.

(4) The feesshall be pad through achallan in the Bank of Baroda, Kasturba
GandhiMarg, New Delhi-110001 or any otherbranchor branche®f Bankof Baroda,
or any other Bank, as notified, from time to time, by the Cental Govenment, tobe
creditedunder the Head of Account 0210-Medica and Public Health, 04- Public
Health,104- FeesandFines]

[34A. Application for licence toimport small quantities of new drugs by a
GovernmentHospital or AutonomousMedical Institution for the treatment of
patients:- (1) An applicationfor animportlicencefor small quantitiesof a newdrug,
asdefinedin Rule 122-E for the purpose of treatmentof patientssuffering fiom life
threatening disease®r diseasescausing serious pemanent disability, or such
diseass requiring therapies founmet medicalnedls, shall be madein Form 12-AA,
by a Medical Officer of the GovernmentHospitalor AutonanousMedical Institution,
which shallbe certifiedby theMedical Sugerintendenif the GovanmentHospitalor
Headof the AutonamousMedicallnstitution,asthe casemaybe.

(2) The licensingauthorty may requiresuchfurther particulars taoe supplied, as
hemayconsidemecesary.

(3) Every application inForm 12-AA shall be accompanied bya fee of one
hundredrupees for a singledrug and an additional fee of fifty rupeesfor each
additionaldrug.

(4) The feesshall be paid through achallanin the Bank of Baroda, Kasturba
GandhiMarg, New Delhi-110001 or any otherbrand or branche®f Bankof Baroda,
or any other Bank, as notified, from time to time, by the CentralGovenment, tobe
creditedunder the Head of Account0210- Medical and Public Health, 04- Public
Health,104 FeesandFine]

35. Cancellationof licencefor examinationfestor analysis—(1) A licencefor
examination,testor anaysismay becancellecby thelicensingauthorty for breachof
anyof theconditionssuljectto whichthelicencewasissued.

(2) A licensee whose licence has ben cancellel may appealto the Cental
Governmentvithin threemonthsof the dateof theorder.

1. Subsby G.S.R604 (E), dt. 24-8-2001.
2. Ins.by G.S.R604(E), dt. 24-8-2001.
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[35A. Cancellation of licence for impart of small quartities of new drugs—(1) A
licence for import of small quantities of a new drug, defined in Rulel22E, for the
purpose of the treatment of paients suffering from life threatening diseasesor diseases
causng seious pemanent disahlity, or swch dissases requiring thergoies for unmet
medical reeds, by a Govemment Hosptal or an Autononmous Medica Institution may be
carcelled by the licensng authority for breachof any of the condiions subpct to which
the licence was issued or for contravention of any of the provisions of the Act and rules
made thereunder.

(2) A licensee whaose licence has l@a cancelled may appeal tothe Central
Govermentwithin three monthsfrom the date of the recept of the order,andthe Cental
Govermment may after suchenquiry into the matter, as it consders necesry and after
giving the gopdlant an opportunity for represernhg his views, may passsuch ordersin
relaion therdo, asit thinksfit.]

36. Import of drugsfor personal use— Small quanities of drugs,the import of which
is othemwise prohibited under secton 10 of the Act, may be importedfor per®onal use
sulject tothe following conditions: —

() thedrugsshall form partof a passeger6 bora fide baggage and shall be the
property of,and beintended for, the exclusve persmal useof the passerger;

(ii) thedrugsshall bededared to the Cudoms authoitiesif they sodirect;

(iii) the quantity of any single dmug so importedshall not exceed one hundred
aveiage doses:

Provided that the licensng authority may in an excegional casein any individual
casesanction theimport of a largerguantiy:

“[Provided further that any drug, importedfor personal usebut not forming part of
bona fide persoral baggage, may be alowed to be imported subject to the fowing
conditions, ramely: —

(i) the licersing authority, on an applicaion made to it in Form 12A is
satisfied that thdrug is forbona fide peisonal use;

(i) the quantity to be importedis reasaable in the opinion of the licensing
auhoiity andis coveredby prescrption from a registred medical pracitioner ;
and

(iii) thelicensingauthority grants a pemit in regectof the said drug in Form
12B ]

%37. Packing of patent or proprietary medcine. 8 Patent or propietary
medicines shallbe importedin cortainersintended for retail sale:

“[Provided that suwch medicines may be imported in bulk containers by any
peron who holds a licerce to manufadure, if such personhas dtained pemission in
writing to import suchmedicinesfrom the licensing authority at leastthree monthsprior
to the date ofimport and the imports are made within a peliod of twelve months from
the date of issueof suchpemission.]

38. Satenent to accompany importeddrugs.—All consgnmentsof drugssought to be
importedshall be accompanied by an invoice or other statenent showing the name and
addres®f the manufactuer andthe name andquantities ofthe drugs.

39. Docunents to be supplied to the CustomsCallector.—Beforedrugsfor theimport
of which alicence isnot required areimported a declaration signed by or on behdf of the
manufactuer or by or on behalf of the importerthat the drugscomply with the provisions
of Chapterlll of the Drugsand Cosnetics Act, 1940 andhe Rulesthereunder shalbe
sumplied to he Customs Collector.

1. Ins.by G.S.R604(E), dt. 24-8-2001.

2. Ins. by Notfn. No.F-1-36/54-D.S., (SRO 560)t. 3-3-1955.

3. Ins. by Notfn. No.~1-3/51-D.S.,(SRO 3262)dt. 15-10-1954.
4. Ins.by Notfn. No.F1-45/58D, (SO 115)dt. 4-1-1961.
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'[40. Procedurefor theimport of drugs- (1) If the CustomsCollector hasreason
to doubtwhether any drugscomply with the provisions ofChapterlll of the Act and
Rules thereunddre may, andif requestedby an officer appointedor this purposeby
the Central Governmentshall, take samples of any drugsin the consignment and
forward them to the Director of the laboratay appointed forthis purposeby the
CentralGovernment ananay detainthe drugsin the consignment ofvhich samples
have beentakenuntl the reportof the Director of the said labaratory orany other
officer empowered byhim on this behalf, subjectto the approvalof the Central
Governmenton suchsamnplesis received:

Providedthat if theimporter givesan undertakingn writing not to disposeof the
drugswithout the consenibof the CustomsCollector andto returnthe consignment or
suchportion thereofas may be requirad, the Custans Collectorshall make over the
consigmmentto theimporter.

(2) If animporter whohasgivenan undetakingunder the provisoto subrule (1)
is requiredby the Cusbms Collectorto return theconsignmenbr any portion thereof
he shall returnthe consignment oportion thereofwithin ten days of receiptof the
notice]

[41. (1) If the Directorof the laboratoryappointedfor the purpase by the Certral
Government orany other officer empowered by him on this behalf, subjectto the
approval ofthe Central Government,reportsto the Custans Collector that the
sanples of any drug in a consgnment arenot of standard quality, or that the drug
contravenes imny otherrespecthe provisonsof Chapterill of the Act or the Rules
thereunderand that the contraventionis such that it cannotbe remediedby the
importer, the Cusbms Collector shall communicae the report forthwith to the
importer who shall, within two months of his receiving the communication either
exportall the drugsof that descriptionin the consignmentto the county in which
they were manufacturedor forfeit them to the CentralGovernment whichshall cause
themto bedestryed:

Providedthatthe importermay within fifteen days of receiptof the report makea
representatin against thaeportto the CustomsCollector,andthe Cusbms Callector
shallforward the representatiomvith a further sample to the licensingauthorit/, who
after obtaining, if necessarl, the report of the Director of the Central Drugs
Laboratoy, shall passordersthereonwhich shallbefinal.

*[(2) If the Director of the laboratey appoirted for the purposeby the Certral
Government orany other officer empowered by him on this behalf, subjectto the
approvalof the CentralGovermmentreportsto theCustomsCollectorthatthe samples
of any drug contravenen any respectthe provisions ofChapterlll of the Act or the
Rulestheraunder and that the contravention issuchthat it can be remediedby the
importer, the Cusbms Collector shall communicae the report forthwith to the
importerand pemit him to import the drug on his giving an undertakingin writing
not to dispose of the drug without the pemission of the officer authorisedin this
behalfby theCentralGovernment]

4[** *  * *]

1. Subsby Notifn. 1-99/52D.S.,dated3-11-1953.

2. Subsby Notfn. No. F. 7-7/47-D, dt. 5-1-1954.

3. Ins.by Notfn. No. 7-11/47-D, dt. 5-10-1951.

4. Rule42omitted by Notfn. No. F. 1-9/52DS., dt. 3-11-1953.
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43. The drugs specifiedin ScheduleD shall be exanpt from the provisionsof
Chapterlll of the Act and of the Rulesmadethereunder tdhe extent, andsuljectto
theconditionsspecifiedin thatSchedule.

'[43A. No drug shall be imported intolndia exceptthrough oneof the following
placesnamdy: —
Freozepor€antonmenand AmritsarRailway Statons:

In respecbf drugsimportedby rail acrosshefrontierwith Pakistan.

Ranahat,Bongaon and MohiassarRailwaysStatiors.

In respecbf drugsimportedby rail acrosshefrontierwith Bangladesh.

*[PetrapoléRoad in West Bengal, Sutarkandi in &ss Old Raghna Bazar and Agartala in
Tripura :

In respecbf drugs imported by Road from Bangladgsh

’[Raxaul:
In respectof drugs importedby roadand railway linesconnectingRaxaul inindia
andBirganjin Nepal]

“[Chennai, Kolkéa, Mumbai, Cochin, Nhava Sheva, Kandla and Inland Container
Depots at Tuglakabad and Patparganj in Delhi and Tuticorin in Tamil Nadu and
Marmugao port in Goand Visakhapatnam in Andhra Pradesh:

In respect of drugs imported by sea into India

Chennai, Kolkata, Mumbai, Delhi,Ahmedabad, Hyderabad, Goa, Bengaluru and
Visakhapatnam:
in respect of drugs imported by air into Indlia.

“[43-B. Drugs, consignmentsof which are in transit through India to foreign
countriesandwhich shall not be sdd or distributedin India shall be examptedfrom
the requirement®of Chapterlll of the Drugsand Cogmetics Act, 1940 (23 of 1940)
andthe Rulesmadetherainder:

Providd thatif the Governmenbf thecountriesto whichthe drugsareconsgned
regulate theitmport by the grantof importlicences, themporter shallat the time of
importinto India, producesuchimportlicences|

1. Subsby G.S.R478(E), dt. 6-8-1981 Earlier Ins. by Notfn No. F.7/7/4D. dt. 51-1954.
2. Ins.by G.S.R120(E), dt. 5-3-1998.

3. Sub. byG.S.R532(E), dt. 18-05-2016. Earlie sub.by G.S.R575(E), dt. 17-11-2012, G.S.RLO1 (E), dt.
18-2-2011, G.S.R45 (E), dt. 21-1-2010, G.S.F504(E), dt. 18-7-2002 G.S.R647 (E), dt. 28-10-1998

4. Addedby Notfn. No. E.1-60/D, (SO 1056)it. 19-3-1964.
5. Ins. by G.S.R. 116 (E), 281-2009.
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PART V

{GOVERNMENT ANALYSTS, INSPECTORS,LICENSING
AUTHORITIES AND CONTROLLING AUTHORITIES]

[44. Qualifications of Government Analyst— A person appointed as a
GovernnentAnalystunder the Act shallbea persorwho—

() is a graduatein medicineor sdenceor phamacy or Phamaceutical
Chanistry of a [University established inndia by law or hasan equivalent
gualification recognizedand notified by the Central Governmentfor such
purposeland hashadnot lessthanfive ye a rpastgraduate experienda the
testing of drugsin a laboratoy under control of (i) a Govenment Anayst
appointed nderthe Act, or (ii) the head of an Institution or testng laboratay
approvedfor the purmpose by the appointing auhority, “[or hascompleted two
ye a rtrairfing on testing of drugs, including itams statedin Schedule C, in
CentralDrugsLaboratoy], or

(b) possesss a postgraduatedegreein medicine or scienceor pharmacy
or Phamaceutical chemistry of a 3[University establishedn India by law or
has an equivalent qualffication recognizedand notified by the Central
Governmentor suchpurpo] or possessesthe Associateship Qiloma of the
Institutionof Cheamists (India) obtaired by passingthe said examinationwith
0 A rysaslof Drugs and Phama ¢ e u t ds ona df thésubjectsand has had
after obtaining the said postgraduate degreer diploma not less than three
ye a rexpériencen the testing of drugsin a laborabry under the control of (i)
a Government Anlgst appointedunder the Act, or (ii) the head of an
Institution or testing laboratory appoved for the purposeby the appointing
authorty “[or hascompletedtrainingon testingof drugs, including items stated
in ScheduleC, in CentralDrugsLaboratay]:

Providedthat
“[(i) for purposeof examinationof itemsin ScheduleC -

(ia) the personsappanted wnder clause (a) or (b) and having degreein
Medicine, Physiology, Phamacolog, Microbiology, Phamacy shoud
have experience ortraining in testing of said items in an institution or
laboratwy approvedoy the appointng authority for a periodof notless than
six months;

(ib) the personappanted underclauséa) or (b) but not having degreein the
above subjects should have experience ortraining in testing of said
ScheduleC drugsfor a peiod of not lessthanthreeyearsin aninstitution or
laboratwy approvedby the appointingauthorty or have completed two
yearstraining on testingof drugsincluding itemns statedin Schedule Gn
CentralDrugsLaboratoy;]

1. Subsby G.S.R443(E), dt. 12-4-1989.
2. Subsby G.S.R.No. 1427, dt. 22-10-1977.
3.Subsby G.S.R.71(E), dt 30.1.1987.

4. Ins by G.S.R697(E)dt. 26-10-1995.
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(i) for aperiodof four yearsfrom thedate onwhich ChaptenV of the Act
takeseffectin the Statespersonswhosetraining and experienceare regarded
by the appointingauthorty asaffording, subjectto suchfurthertraining, if any,
asmay be considerechecessat, a reasnableguaranteef adequat&nowledge
and competence, may be appointedas Government Analsts. The personsso
appointedmay, if the appointing autority so desirescontinuein serviceafter
the expiry of the saidperiodof four years;

(iii) no personwhois engageddirectly or indirecty in any tradeor business
connectedvith the manufacture ofirugsshall be appointedas a Government
Analystfor ary area:

Providedfurther that for the purpase of examination of Anti-sera, Toxoid and
Vaccinesand DiagnosticAntigensfor Veterinaryuse, the personappointedshell bea
personwho is a graduatein Veterinary Science,or generalscience,or medicine or
pharmacyand hashad not lessthanfive year® experiencen the standardiation of
biological productsor person hading a postgraduatedegreein Veterinary Science,
or generalscience,or medicine orphamacy or phamaceutical chemistry with an
experiencef notlessthanthreeyearsin the standadizationof biologicalproducts

Provided also that persons,already appointedas Govenment Anaysts may
continueto remain in sewice, if the appointng auhority so desiresnotwithstanding
the fact thatthey do not fulfil the qualificationsaslaid downin clause(a), clause(b)
or theprecedingroviso.

45. Dutiesof GovenmentAnalysts (1) The GovenmentAnalyst shallcauseto

be anaysedor testedsuchsamges or drugs‘[and cemetics] asmay be sent to
him by Inspectorsor otherpersonaunderthe provisionsof ChapterV of the Act and
shall furnishreportsof theresultsof test oranaysisin accordancevith theseRules.

(2) A Govenment Analystshall from time to time forward to the Govermment
reports giving the result of anaytical work and reserch with a view to their
publicationat thediscretionof Govenment.

46. Procedue onreceiptof sampé. On receiptof a packagefrom an Inspedor
containinga samge for testor anaysis,the GovernmenfAnalyst shallcompae the
seals on the packet?or on portion of sanple or containerjwith the specimen
impressiorreceived separatelyand shall note the condition of the sealson the
¥ packetor on portion of sample or containef. After the testor anaysis hasbeen
completed,he shallforthwith suppy to the Inspectora reportin triplicatein Form 13
of theresult ofthetestor analsis,together withfull protocolsof thetestsor anaysis
applied:

1. Ins.by SO.2139dt. 5-6-1972.
2. Ins.by G.SR.59(B), dt. 7-2-1995.
3. Subshy G.SR. 59(B),dt. 7-2-19%.
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[Explanation.—It shall be deemed to be full and sufficient compliancewith the
requiranent of therule in respecibof the suppy of i p r o tobtloe tebtsor analysis
applifedo,

(1) for pharmacopoeial drugwhere the tests or methods of anaysis
prescribedn the official phamacopoéaarefollowed, referenceso the specific
testsor analysisin the phamacopoeiaaregivenin the report;

(2) for patent or proprigtary medicines forwhich the tests and methods
prescribedin any of the official phamacopoeias areapplicable and are
followed, referencego the specificteds or analsisin the pharmacopoeiaare
givenin thereport;

(3)for patent omproprietarymedicinescontainingpharmacopoeiadrugs for
which the official testsor analsis or methods ofassgs are modified and
applied,a description ofthe actualteds or, as the casemay be, analsis or
methodf assgs soapplied is givenin the report;

(4) for patentor proprietarymedicinesfor which no phamacopoeiatestsor
methodsof anaysis are availableor can be applied but for which  testsor
methods of anaysis given in standard boks or journals are followed, a
descriptionof such tets or methodsof anaysis applied togetherwith the
reference tahe relevantbooksor journals from which the testsor methodsof
anal/sishavebeenadopted, is givenin the report;

(5) for thosedrugsfor which methodsof test are not availableand have
been evolved by the Govenment Analyst, a descriptionof tests appliedis
givenin thereport]

47. Reportof result oftestor analyss. — An applicationfrom a purchasefor test
or analysis ofa drug under section26 of the Act shallbe madein Form 14A and the
reportof testor anaysis of the drugmade onsuch applicatioshall besuppliedto the
applicantin Form 14B.

48. Fees — The feesto be paid by a personsulmitting to the Government
Analyst under section26 of the Act for testor andysis of a drug [or cosmetic]
purchasedy him shallbethosespecifiedn ScheduleB.

’[49. Qualifications of Inspectos. 3 A personwho is appointed an Inspector
underthe Act shall be a personwho hasa degreein Phamacy or Phamaceutical
Sciencesr Medicine with specialsaton in Clinical Phamacology or Microbiology
from a Universityestablishedh Indiaby law:

Providedthat only thoselnspectorsiLy

1. Ins by No. F. 1-60/61D, dt. 12-7-1962(G.S.R984 (E), dt. 12-7-1962).
2. Subsby No. G.S.R658 (E), dt. 19-10-1993.
3. Ins by No. G.S.R1140(E), dt. 26-8-1978,
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(i) Who havenot less than18 mo n t éxgefiencdn the manufactureof
at least oa of the substancespecifedin ScheduleC, or

(i) Who havenot lessthan 18 monthsd experiencen testing of at least
one of the substances ischeduleC in a laboratoryapprovedfor this purpce
by thelicensingauthority, or

(i) Who have gained experienes of not less than three yearsin the
inspectionof firms mandacturingany of the substancespecified in Schedule
C during thetenure oftheir servies asDrugsInspectors;
shall be authorisedo inspecthe manufacturef the subsancesmentionedn Schedule
C]

[Providedfurtherthatthe requirrmentasto the aca@mic qualificationshall not
apgy to personsppantedasinspectorson or beforethe 18thday of October,1993.]

’[ 49A. Qualification ofa LicensingAuthority® No personshall be qualifiedto be a
LicensingAuthority underthe Act unless:

(i) heis a graduate irPhamacy or Phamaceutical Chemistry orin Medicine
with speciailzation in clinical phamaalogy or microbiology from a Universty
establishedh Indiaby law; and

(i) he hasexperiencen the manufactureor testingof drugs or enforcement of
the provisions of the Act for a minimum periodof five years:

¥ Providedthat the requirements aso the academiayualification shallnot apply
to thoseinspeciors and the Govenment Analysts who were holding those positions

onthe 12" dayof April,1989]]

“[50. Controlling authority.—(1) All Inspectors appoirted by the Central
Governmenshall be under the contol of an officer appointedn this behalfby the
CentralGovernment.

(2) All Inspectorsappoirted by the StateGovenment shall be underthe control
of anofficer appointedn this behalfby the StateGovenment.

(3) For the purposesf theserulesan officer appdanted bythe Central Governnent
under subrule (1), or as the case may be, an officer appointed by the State
Governmentindersubrule (2), shallbea controllingauthorty.]

1. Ins.by G.S.R552(E), dt. 4-12-1996.
2. Ins.by G.S.R443(E), dt. 12-4-1989.
3. Subsby G.S.R. 53E), dt. 14.8.194.
4. Subsby S.0.21®, dt. 5-6-1972.
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[50A. Qualificationof a Controlling Authority.— (1) No personshall be qualified
to bea Contolling Authority undertheAct unless-

() he is a graduate inPhamacy or Phamaceutical Chamistry or in
Medicine with specialkation in Clinical Phamacology or Microbiology from a
Universityegablishedn Indiaby law;and

(i) he hasexperiencen the manufactureor testingof drugsor erforcementof
the provisions of the Act for a minimum periodof five years:

“[Providedthatthe requirementss to the aca@mic qualificationsshall not apply
to thoselnspectorsandthe Govenment Analystswho were holding thosepositions
onthe 12th day of April, 1989.]

51. Duties of Inspectors of premses licensed for sale— Subject to the
instructions ofthe controlling authotty, it shallbe duty of an Inspectorauthorizedo
inspectpremisedicensedfor thesaleof drugs—

(1) to inspect’[not less thanoncea yea] al egablishments Icensedfor the
saleof drugswithin theareaassignedo him;

(2) to satisfyhimself thatthe conditions of thelicencesarebeingobserved;

(3) to procureand sendfor testor anaysis, if necessa, imported packags
which he hasreasonto suspectcontaindrugsbeing sold or stockedor exhbited
for salein contraventiorof the provisions of the Act or Rulesthereunder;

(4) to investigateny complaint in writing which maybe madeto him;

(5) to institute prosections in respectof breachesof the Act and Rules
thereunder;

(6) to maintaina recordof all inspet¢ionsmadeand actiontaken by him in the
performance ofhis duties, including the taking of samples and the seizure of
stocksandto sulmit copiesof sud recordto the controlling authority;

(7) to make suchenquires andinspecions asmay be necessaryo detectthe
saleof drugsin contravenion of the Act;

1. Ins.by G.S.R443(E), dt. 12-04-1989.
2. Subsby G.S.R532(E), dt. 14-8-1991.
3. Subsby G.S.R.700(E), dt. 28-9-2001.
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(8) whenso authorizedby the StateGovermment, to detainimported packages
which hehasreasorto suspectontaindrugs,theimport of whichis prohikited.

52. Duties of Inspectorsspecially authotized to inspectthe manufactureof
![drugsor cosmetis].— Subjectto theinstructionsof the controllingauthorty it shall
betheduty of anInspectoauthorizedo inspecthe manufacturef drugs—

(1) to inspect ?[not less than once a yea], all premises licensedfor
manufacture of{drugsor cosnetics] within the areaallottedto him to satisfy
himself that the conditions ofthe licence and provisionsof the Act and Rules
thereundearebeingobseved;

(2) in the caseof establishmentBcensedto manufactureproducts specified
in Schedule€ and C(1)to inspectthe plantand the processf manufacturethe
meansemployed for standardizing andesting the 4 drugs or cosmeticg, the
methodsandplace ofstoragethe technicalqualificaions of the staff employed
andall detailsof location,construction anddministration of the establisyment
likely to affectthepotercy or purity of the product;

(3) to sendforthwith to the controling authority after eachinspectiona
detailedreport indicatinghe conditionsof the licenceand provisionsof the Act
and rules thereunder whichare being observed andthe conditions ad
provisionsjf ary, which arenotbeingobserved,

(4) to take samples of the [drugs or cosmetics]manufactued on the
premises andsendthemfor test oranalsis in accordancevith theseRules;

(5) to institute prosecutions irregect of breachesof the Act and Rules
thereunder.

53. Prohibition of disclosureof information.— Except for the purposes obfficial
businessor whenrequired by a Court of Law, an Inspectorshall not, without the
sanctionin writing of his official superior,discloseto any personany information
acquiredoy himin the courseof his official duties.

54. Form of order nat to disposeof stock. — An orderin writing by an Inspector
underclause(c) of section22 of the Act requiring a personnot to disposeof any
stockin hispossessioshell bein Form15.

1. Subsby G.S.R504 (E), dt. 18-7-2002.
2. Subsby G.S.R700(E), dt. 28-9-2001.
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[54A. Prohibition of sale.— No personin possessionf a drug 4 or cosmetic]in
respecof which anInspectohasmadean orderunderclause(c) of subsection(1) of
section22 of the Act shallin contravention othat ordersell or otherwisedisposeof
anystock of suchdrug?[or cosmetid].

¥55. Forms of receiptsfor seizeddrug, cogmetic, record regiser, documentor
any other material objed.-- A receiptby an Inspector forthe stock of any drug or
cosmetic or for any record,register,document omany othermateial objectseized by
him under clauséc) or clause(cc) of subsection(1) of section22 of the Act shallbe
in Form16]

“I55A. Manner of certifying copiesof seizeddocument® The Drugslnspector
shall returnthe documents seizedby him underclause(cc) or producedbefore him
under clause(cca), of subsection(1) of section22 of the Act, within a period of
twenty days of the dateof suchseizureor productian, to the personfrom whom they
have sekzed or, as the case may be, the personwho produced them, after copies
thereofof extractstherefom havebeensignedby the concernedrug Inspectorand
the person fromwhom theyhaveseized or, asthe casemay be, who produed such
records]

56. Form of intimation of purposeof taking sampls.—Whenan Inspectottakesa
sample of a drugfor the purposeof testor analsis, he shallintimate suchpurposen
writing in Form 17 to the personfrom whomhetakesit.

°[56A. Form or receipt for samplesof drugs where fair price tenderedis
refusedd Wherethe fair price, for the samples of drugstakenfor the purposeof test
or andysis, tenderedunder subsection (1) of section 23 has been refused, the
Inspector sHI tendera receipt thereforto the persm from whom the said samples
havebeentakenasspecifiedin Form17A.]

57. Procedurefor despatchof sampleto GovermmentAnalyst—(1) The portion of
sample or the containersent by an Inspectorto the Government Anaist for testor
analsisunder sip-section(4) of section23 of the Act shallbe sent byregisteredost
or by handin a seded packet, enclosedogetherwith a memorandumin Form 18, in
anoutercover addressetb the GovernmenAnalyst.

(2) A copy of the memorandumand a sped¢menimpressionof the sealusedto
sealthe padet shall be sent to the Govenment Andyst separatel\by registeredhost
or by hand.

. Ins.by No. F. 1-19/59D, dt. 13-6-1961.
. Ins. by G.S.R850(E),dt. 07-12-1994.
. Subsby G.S.R.No. 926dt. 16-7-1977.

. Ins.by G.S.R89 (E), dt. 16-2-198b.
. Ins.by G.S.R292(E), dt. 29-5-1997.
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'[58. Confiscatiorof drugs,implementsmachineryetc. —(1) Whereanypersorhas
beenconvictedfor contraveningany of the provisions of ChaptedV of the Act or any
Rule madethereunderthe stockof the drug in respecof which the contraventiorhas
beenmadeshall beliable toconfiscation.

(2) Where any personhas beenconvicted for the manufacture ofany drug
deanedto be misbrandedunderclause(a), clause(b), clause(c), clause(d), clause(f)
or clause(g) of section17 of the Act, or adulterateddrug under section17B of the
Act, or for manufacturdor sale,or siocking or exhbiting for saleor distribution of
any drug withouta valid licenceasrequired mder clause(c) of section18 of the Act,
any implements or machineryusedin suchmanufacturesaleor distribution andany
receptate, packagesor coveringsin which suchdrug is containedand the anmals,
vehicles,vesselor otherconveyanceausedin carrying suchdrug shallalsobeliable
to confiscation.]

’[58A. Procedurefor disposalof corfiscateddrugs. —(1) The Court shall refer
the confiscded drugsto the Inspectorconcernedfor reportasto whetherthey are of
standardjuality or contravenéhe provisionsof the Act or the Rulesin anyrespect.

(2) If the Inspector,on the basis of GovernmentAnalystés report findsthe
confiscateddrugsto be not of standardjuality or to contraveneny of the provisions
of the Act orthe Rulesmadethereunderhe shallreport to the Courtaccordingly.The
Court shall thereupororder the destruction ofthe drugs. The destruction shaltake
placeunderthe supervisiorof the Inspectorin the presencef suchauthorty, if any,
asmaybe specified by theCourt.

(3) If the Inspector findghat the confiscateddrugsare of standardquality anddo
not contravae the provision®f the Actor the Rulesmadethereunderhe shallreport
to the Courtaccordindy. *[The Court mayhen oderthe Inspectorto give thestocks
of confiscateddrugs to hospital or dispensarymaintainedor supportedby the

Governmenbr by Charitble Institutiong.]

1. Subsby S.0. 289, dt. 3-2-1973.
2. Ins.by No. F. 1-9/62-D (GSR 6) dt. 2-12-1964.
3. Subsby G.S.R59 (E), dt. 7-2-1995.
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PART VI
SALE OF DRUGSOTHER THAN HOMOEOPATHIC MEDICINES

59. (1) The StateGovenmentshall appoint LicensingAuthoritiesfor the purpcse
of this Partfor suchareasas may be specified.

[(2) Applications forthe grantor renewalof a licence[to sell, stock, exhibit or
offer for saleor distribute] drugspther than thoseincludedin ScheduleX, [shal be
madein Form 19 acompanied bya fee of rupeesone thousandandfive hundredor
Form19A acompaniedby a feeof rupeesfive hundred asthe casemay be, or in the
caseof drugsincludedin ScheduleX shall be madein Form 19C acampaniedby a
feeof rupeedive hundredto thelicensingauthoriy:]

Provided thatin the caseof an itinerant vendoror an applicant whodesiresto
establisha shop in a village or town having population of 5,000 or less, the
applicationin Form19-A shall beacawmpaniedoy a feeof rupeeden.

(3) J[A feeof rupeesonehundredandfifty] shall be paidfor a duplicatecopy of
alicence?to sell, stock, exhibit or offer for saleor distribute] drugs, otherthanthose
includedin ScheduleX, or for a Iicencez[to sell, stock, exhibit or offer for saleor
distribut] drugs,includedin SchaluleX, if the originalis defacel, damagear lost:

Providedthat in the caseof itinerant vendor or an applicant whodesiresto
establisha shopin a village or town havinga populationof 5,0000r less,thefeefor a

duplicate copyof a licenceif the origina is defaceddamagedor lost, shall be rupees
two.

(4) Applicationfor renewalof a licence?[to sell, stock, exhibitor offer for saleor
distribute] drugs, after its expiry but within six monthsof swch expiry [shall be
acompaniedby a fee of rupeesonethousandandfive hundredplus an additionalfee
at the rate of rupeesfive hundred pemonth or pat thereofin Form 19, rupeesfive
hundredplus an additionalfee at the rate of rupeestwo hundredandfifty per month
or partthereofin Form19-A andrupeedive hundredplusan additionafee at the rate
of rupeegwo hundredandfifty permonthor partthereof in Form19C:]

Providedthatin the caseof anitinerantvendoror anapplicant desiring topena
shop ina village or town havinga popuation of 5,0000r lessthe applicationfor such
renewalshallbe acoompaniedby a fee of rupeeden, plusanadditionalfee at the rate
of rupeesightpermonthor partthereof]

1. Subsby G.S.R462(E), dt. 22-6-1982.
2. Subsby G.S.R788(E), dt. 10-10-1985.
3. Subsby G.S.R601(E), dt. 24-08-2001.
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[60. A licensingauhority may with the approvalof the StateGovenment byan
orderin writing delegatethe powerto sign licencesand suchotherpowersasmay be
specifiedin theorderto any otherpersn underhis control.]

’[61. Forms of licencesto sell drugs — (1) a licence to sell, stock, exhibit or
offer for saleor distribute] drugsotherthanthosespecified in Schedule<, C (1) and
X and by retail on restrictedlicence or by wholesale,shall be issuedin Form 20,
Form20A or Form20B, asthe casemaybe:

Provided thata licencein Form 20A shall be valid for only suchdrugsas are
specifiedin thelicence.

(2) A licence™[to sell, stockexhibitor offer for saleor distribute]drugsspecified
in ScheduleC and C (1) excluding those specifiedin ScheduleX, by retail on
restrictedicenceor by wholesaleshall beissuedn Form21, Form21A or Form 21B,
asthecase maybe:

“[Provided thag licencein Form 21A shall not be grantedfor drugs specifiedin
Schedule€ andshall be valid for only suchSchedule G1) drugsasare spedfied in
thelicence]

(3)A licence[to sell, stockexhibitor offer for saleor distribute]drugsspecified
in ScheduleX by retail or by wholesaleshall beissiedin Form 20F or Form20G as
thecasemaybe]

62. Sale at morethan oneplace— If drugsare sold or stockedfor saleat more
than one place, sepaate applicationshall be made, and a sepaate licence shall be
issuedjn respecbf eachsuwchplace:

*[Provided thatthis shall not apgy to itinerant vendorswho have no specified
place of businessandwho will be licensedto conductbusinesdn a particular area
within thejurisdictionof the licensingauttority.]

Amendedy F. 1-16/57-D, dt. 15-6-1957.

Subsby G.S.R462(E), dt. 22-6-1982.

Subsby G.S.R788(E), dt. 10-10-1985.

Subsby G.S.R487(E), dt. 2-7-1984.

Addedby Notfn. No. F. 10-21/49-D, dt. 10-3-1953.
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'[62A. Restriced licencesin Forms20A and 21A. — (a) Restrited licences in
Forms 20A and 21A shall be issuedsubjectto the discretion ofthe Licensing
Authority, to dealersor personsin regect of drugswhosesale doesnot requirethe
supervisiorof a qualifiedperson.

(b) Licencedo itinerantvendorsshall beissuedonly in exceptionatircumstanes
for bona fide travelling agentsof firms dealing in drugs or for a vendor who
purchasesirugs from a licenseddeakr for distribution in sparselypopulatedrural
areasvhereotherchannelof distributionof drugsarenotavailable.

(c) Thelicensingauthoritymay issuea licencein Form21A to atravellingagent
of a firm but to no other class of itinerant vendorsfor the specific purpose of
distribution to medical practitionersor dealers,samples of biological andother
specialproductsspecifiedin ScheduleC:

Provided that travelling agents of licensed manufacturers,agents, of such
manufacturers andnportersof drugsshall be exenptedfrom taking out licencefor
the free distribution of sanples of medicinesamong members of the medical
professionhospitalsdispensarieandthe medicalinstitutionor researclinstitutions.

[62-B. Conditionsto be satisfied beforea licencein Form 20A or Form 21A is
granted. — (1) A licencein Form 20A or Form 21A shall not be grantedto any
person,unlessthe authority empoweed to grant the licence is satisfed that the
premises in respectof which the licence is to be grantedare adequateand equipped
with properstorageacammmodationfor preservingthe propertiesof drugsto which
thelicenceapplies:

Providedthat this condition shall not apply in the case of licerce grantedto
itinerantvendors.

(2) In graning a licenceunder Rule 62A the authority empoweredto grantit
shallhaveregardto: —

(i) the number of licences granted in the locality during one year
immedidely precedingand

(ii) theoccupationfradeor businesaried on by such applicant

1. Ins.by Notfn. No. F. 1-9/60-D, dt. 3-7-1961.
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Providedthatthe licensingauthorty mayrefuseto grantor renewa licence to any
applicantor licensedn respecbf whomiit is satisfiedthat byreasorof his convction
of an offenceunderthe Act or theseRulesor the previous cancellion or suspension
of any licence grantedthereunder, hés not a fit personto whoma licenceshouldbe
grantedunderthis rule.

(3) Any personwho is aggrievedoy the order passeby thelicensingauthorty in
subrule (1) may, within 30 days from the dateof the receiptof suchorderappealto
the State Government andhe State Government mg, after such enqury into the
matter as it considersnecesary and after giving the appellantan opportuniy for
representindnis views in the mattermakesuchorderin relationtheretoasit thinks
fit.]

[62C. Applicationfor licenceto sell drugsby wholesaleor to distributethe same
from a motorvehicle—(1) Applicationfor the grantor renewalof a licenceto sell by
wholesaleor to distribute from a motor vehicle shall be made to the Licensing
Authority in Form 1A and shall be acoomparied by a fee of rupeesfive
hundred:

Provided tlat if the applicant applie$or the renewalof a licenceafterits expiry
but within six monthsof suchexpiry , the fee payable for renewalof suchlicence
shallbe {rupeesfive hundredplus an additionalfee at the rate of rupeeswo hundred
andfifty permonthor partthereoj.

(2) A fee of YJrupeesone hundre@nd ffty] shallbe paidfor aduplicatecopyof a
licenceissuedunderthisrule,if theoriginal is defacel, damagear lost]

¥62D. Form of licencesto sell drugsby wholesaleor distribute drugs from a
motor vehide.—A licence shall be issued for sale by wholesaleor for distribution
from a motor vehicle of drugs otherthan thosespecifiedin Schedule and Schedule
C(1) in Form20BB andof drugsspecified inSchedule GindSchedule C(1)n Form
21BB:

Providedthatsucha licence shallnot be requiredin a case wherea public carrier
or a hiredvehicle is usedfor transportatioror distribution of drug.]

¥[63. Duration of licence — An original licenceor a renewedicenceto sell drugs,
unlesssoonersuspendear cancelledshall be [valid for a period of five yearson
andfrom the dateon which] it is grantedor renewed:

1. Ins.by Notfn. N0.1-9/60-D dt. 3-7-1961.
2. Subs. by Notfn. No. G.S.R 601 (E), dt-82001.
3. Amendedy Notfn. No. F. 1-10/62D, dt. 10-4-1964.
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'[Providedthat if the application forrenewalof licencein forceis madebeforeits
expiry or if the application ismadewithin six monthsof its expiry, after paymentof
additional feethe licenceshall continueto be in force until ordersare passedn the
application. Thelicenceshall be deemedto have apiredif applicationfor its renewal
is notmadewithin six monthsafterits expiry] .]

’[63A. Certificate of renewal of a salelicence.— The certificateof renewalof a
salelicencein Foms 20, 20A, 208,3[20F, 20G], 21, 21A and 21B shall be
issuedn Form21C]

“[63B. Certificate of renewalof licence.— A certificate of renewalof a licencein
Form20BB or Form21BB shallbeissuedn Form21CC.]

°[64. Condiionsto be sdisfied beforea licencein Form 8[20, 20B, 20F,20G,
21 or 21B] is granted. —(1)A licencein Form 20, 20B, 20F, 20G, 21 or 21B]
°[to sell, stock, extibit or offer for saleor distribut] drugsshall not be granted’[or
renewe] to any personunless theauthority empowered to grant the licence is
satisfied that the premises in regect of which the licence is to begranted Tor
renewel] are adequateequippedwith properstorageacoommadationfor preserving
the propertiesof the drugsto which the licenceappliesandare in chargeof a person
competent inthe opinion of the licensing authority to superise and control the sale,
distributionandpreservatiorf drugs:

Providedthatin the caseof a pharmacya licencein Form 20 or 21 shall not be
granted’[or renewel] unlessthe licensng authority is satisfiedthat the requirements
prescribedor a phamacyin ScheduléN havebeencomplied with:

¥ Providedfurtherthat licencein Form 20F shall be granted’[or renewel] only
to a phamacy andin areas wherea pharmacy is not operating,suchlicencemay be
[grantedor renewe] to a chenist anddruggist]

Exdanaion.— For the purposeof this rule theterm 6 P h a r shallde/héld to
meanto include every storeor shopor otherplace: (1) wheredrugsare dispensed,
thatis, measuredor weighedor madeup andsupplied; or (2) where prescriptionare
compounded; or3) wheredrugsare preparedpr (4) which hasuponit or displayed
within it, or affixed to or usedin connectiorwith it, a sign bearingthe word orwords
fi P tmacyo , fimBchias i O i, s p e n wistonogfi PChinaeeutical Chemistd pr
(5) which, by sign, symbol or indicationwithin or uponit givesthe impressionthat
the operationsmentioned at(1), (2) and (3) are carriedout in the premises; or (6)
whichis advertisedn termsreferredto in (4) above.

1. Amendedy S.O. No.2139,dt. 12-8-1972.

2. Ins.by Notfn. No. F. 1-10/62D, dt. 10-4-1964.

3. Ins.by G.S.R462 (E), dt. 22-6-1982.

4. Ins.by Notfn. No. F.1-10/62-D,dt. 10-4-1964.

5. Subsby Notfn. No.F.1:16/57-D,dt. 15-6-1957 andNo. F. 1-19/59D, dt. 13-6-1961.
6. Subsby G.S.R788(E), dt. 10-10-1985.

7. Subsby No. G.S.R681(B), dt. 6-6-1988.

8. Subsby G.S.R462 (E), dt. 22-6-1982.
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(2) In granting'[or renewng] alicenceundersubrule (1) the authorityempowered
to grantit shdl haveregard—

’[(i) to the averagenumber of licencesgranted[or reneweduring the
period of 3 yearsimmediaely precedingand

(i) to the occupation.trade or businessordinarily carried on by such
applicantduringthe periad aforesaid

Providedthatthe licensingauthorty mayrefuseto grantor renewa licence to any
applicantor licensedn respecbf whomit is satisfiedthat byreasorof his convction
of anoffenceunderthe Act or theserules,or the previouscancelation orsuspension
of any licence granted'[or renewed]thereunder, hés not a fit personto whom a
licenceshouldbe granted{or renewed]underthis rule. Every suchorder shall be
communicaed to thelicenseeas sooraspossible:

¥[Providedfurther that in respectof an application forthe grant of a licencein
Form 20B or Form 21B or both, thelicensingauthaity shall satisfy himself that the
premisesin respecbf whicha wholeskelicenceis to begranted'[or renewedhre:
(i) of anareaof notlessthan tensquaremetes; ard]
*[(ii) in thechargeof a mmpetenpersonwhod

(a) is a RegisteredPhamacist, or

(b) has passedthe matriculaton examination or its equivalent
exaninationfrom a recognise®oardwith four ye a rexpériencén dealing
with saleof drugs,or

(c) holds a degreeof a recagnised University with one yeads
experiencén dealingwith drugs:]

*[Provided also that,

() in respect of an application for the grant of a licence in Form 20 or Form

21 or both,thelicensirg authorityshall satisfyitself thatthe premisesareof an
areg) of notlessthan10 squaremeters, and

(i) in respecof anapplicationfor thegrantof alicence
(A) In Form 20 or Form 21 or both, and
(B) In Form 20 B or Form 21B or both,

thelicensingauthorityshallsatisfyitself thatthe premisesareof anareanotless than
15 squarameters:

. Ins. by G.S.R681(E),dt. 6.6.1988.

. Subs.by Notfn. No. F. 1-19/59D, dt. 13-6-1961.
Ins.by G.S.R681(E),dt. 6.6.1980

. Substitted. G.S.R351(B), dt. 26-4-200D.

Ins.by G.S.R91(E),dt. 25-2-1997.
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Providedalso that the provisions ofthe preceding provisshall not apply to the
premises for which licenceshave beenissuedby the licensing authority befor¢he
commencemenf the Drugs andCosmeticg1stAmendmentRules,1997.]

[(3) Any personwho is aggrievedby the orderpassedy the licensingauthority
in subRule (1)may, within 30 days from the dae of receiptof suchorder,appealto
the State Government andhe State Government my after such enqury into the
matter as it considersnecessaryand after giving the appellantan opportuniy for
representindpis viewsin the matter,make suchanorderin relationtheretoasit thinks
fit.]

65. Condtion of licences— Licencesn Forms20, 20-A, 20-B, 20-F, 20-G, 21
and21-B] shallbe subjectto the condtionsstatedhereinandto the following general
conditions—

(1) Any drug shall, if compounded ormade on the licenseés premises be
compoundedr madeby or underthe drectand personadupervisiorof a J[registered
Phamadst].]

(2) The suppy, otherwise tharby way of wholesaledealing,’[* * *] of anydrug
suppliedon the prescriptionof a RegisteredMedical Practitionershall be effected
only by or underthe personakupervison of a ¥[regiseredPhamadst].

°[(3) (1) The suppy of any drug ®[other thanthosespecified inScheduleX] on a
prescription ofa RegisteredMedical Practitionershall be recordedat the time of
suppy in a prescription registespecaly maintainedfor the purposeand the serial
number of the entryin theregistershallbe enterean theprescripton. Thefollowing

particularsshall beenteredn theregister:

(a) serialnumber of theenty,

(b) thedateof suppy,

(c) thename ard addres®f the prescriber,

’[(d) the name and address othe patient, orthe nameand address othe

ownerof theanimal if thedrugsupplied is for veterinaryuse,

(e) the nameof the drug or preparation anthe quantityor in the caseof a
medicinemadeup by thelicenseethe ingredient@ndquantitieghereof,

() in the case of a drug specifiedin ?[ScheduleC or ®[ScheduleH and
Schedule HIJthe name ofthe manufacturer othe drug, its batch number and
the dateof expry of poterty, if any,

(9) the signature of the ¥[registered Pharmaci§ by or under whose
supervisiorthe medicinewasmadeup or supplied:

. Amendedy F.1-9/60-D dt. 3-7-1961.

. Subsby G.S.R462 (E), dt. 22-6-1982.

. Subsby G.S.R676(E), dt. 6-9-1994.

. Omittedby No.G.S.R462XE), dt. 22-6-1982.
. Subsby S.0. 213, dt. 5-6-1972.

Ins. by G.S.R.462(B), dt. 22-6-1982.

. Subsby G.S.R926dt. 16-7-1977.

. Subsby G.S.R588(E), dt. 30-08-2013.
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Providedthat in the caseof drugswhich arennot compoundedn the premises and
which are supplied from or in the original containers the particularsspecifed in
items (a) to (g) above maybe entered in a cashor credit meno book, serially

numberedand speciallymaintainedor this purpose:

Providedfurther that if the medicineis suppliedon a prescription onwhich the
medicine hasbeen supplied on a previous occasion andentries made in the
prescription registerit shall be sufficiert if the new entry in the registerincludesa
seral number, the date of suppy, the quantity suppled and a sufficient referenceto
an entry in the registerrecordingthe dispensing ofthe medicine on the previous

occasion:

Provided also that it shall not be necessary to record the above details in the
register or in the cash or credit memo part.
(i) any drugs supplied against prescription under the Employees State

Insurance Scheme if all the above particulars are given in that prescription, and

(ii) any drug otherthantha specified in {{Schedule Gor *[ScheduleH and Schedule
H1]] if it is suppliedin the original unopenedcontainer of the manufacturerand
if the prescription isluly stampedat the time of supplywith the nameof the supplier
and the date on which the suppgy was madeand on condition thatthe provisions of
subrule (4)(3) of thisrule arecompliedwith.

°[(h) the supply of a drug specified in Scheddleshall be recorded in a separate
register at the time of the supply giving the name and addrebe gfrescriber, the
name of the patient, the name of the dang the quantity supplieghd such records
shall be maintained for three years and be open for inspection.]

(2) The optionto maintaina prescriptionregisteror a cashor credit memo book
in respecbf drugsandmedicineswhich aresuppliedfrom or in the originalcortainer,
shall be made in writing to the Licensng Authority at the time of applicationfor the
grantor renewalof thelicenceto sell byretail:

Providedthat the Licensing Authority may requirerecordsto be maintainedonly
in prescriptionregisterif it is satisfed that the entriesin the carboncopy of the cash
or creditmemo bookarenotlegible.]

’[(4) (1) Thesuppy by retail, otherwisethanon a prescriptiorof a drug specfied
in ScheduleC *[* * *] shdl berecordedat thetime of suppy either

1. Subsby G.S.R462(E), dt. 22-6-1982.
2. Ins.by Notfn. No. 1-63/61-D, dt. 17-7-1963.
3. Omitted by G.S.R462(E), dt. 22-6-1982.
4. Subsby G.S.R588(E), dt. 30-08-2013.

5. Ins.by G.S.R588(E), dt. 30-08-2013.
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() in aregiser specially maintainedfor the purposein which the following
particularsshall beentered—

(a) serialnumber of theentty,

(b) thedateof suppy,

(c) thenameandaddres®f the purchaser,

(d) thenameof thedrugand the quantty thereof,

(e) in the case of a drug specifiedin ScheduleC, the name of the
manufacturerthe batchnumber andthe dateof expiry of potercy,

(f) the signature of the personunder whose supervisionthe sale was
effeded,or

(i) in a cashor credit memo book, seaially numbered containing all the
particularsspecifiedin items(b) to (f) of subclausg(i) above.

NOTE:— Theentries inthe carbon copyof the cashor creditmemo whichis retained
by thelicenseeshallbe maintainedn a legibk manner.

(2) The option to maintaina register ora cashor creditmemo book shallbe made
in writing to the Licensng Authority at the time of applicationfor the grant or
renewalof alicenceto sell by retail:

Providedthat the LicensingAuthority may requirerecordsto be maintained ina
registerif it is satisfed thatthe entries in the carboncopy of the cash/credit ramo
bookarenotlegible.

(3)(i) Thesuppy by retail of any drug shall be madeagainsta cash/creditnemo
which shallcontainthefollowing particulars: —

(a) Name, addressandsalelicencenumberof thedealer,
![(b) Seiial numberof the cash/creditnemo,
(c) thenameandquantty of thedrug supplied.]

(i) Carboncopiesof cash/creditmemos shall be maintainedby the licenseeas
record.

1. Ins.by G. S.R. No. 245, dt. 21-2-1976.
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[(4)(i) Recads of purchase of drugintended forsaleor sold by retail shall be
maintained bythe license and such recordsshall show the following particulars,
namely: —

(a) thedateof purchase,

(b) the name and addressof the personfrom whom purchaed and the
numberof therelevanticenceheldby him,

(c) thename of the drug, the quantty and the batchnumber,and

(d) thename of the manufactureof thedrug.

(ii) Purchasills including cashor creditmemo shallbe seridly numberedby the
licenseeandmaintaineddy himin a chronologicabrder.]

’[(5)(1) Subjectto the other provisions oftheseRulesthe supply of a drug by
wholesaleshall be madeagainsta cashor credt memo bearingthe name andaddress
of the licenseeand his licencenumber underthe Drugsand CosmeticsAct in which
thefollowing particularsshallbe entered—

(a) thedateof sale,

(b) the name,address othe licensee to whom sold and his sale licence
number. In caseof saleto an authoritypurchasingn behalfof Govenment,or
to a hospital, medical, educational orresearchinstitution orto a Registeed
Medical Practitioner forthe purposeof suppy to his patientsthe nameand
addressof the autlority, institution or the RegisteredViedical Practitioneras
thecasemaybe,

(c) thename of the drug, the quantty and thebatchnumber,
(d) thename of themanufacturer,

¥ (e) the signatureof the competentpersonunderwhosesupervisiorthe sale
waseffected]

(2) Carboncopiesof cashor credit memos spedfied in clause (1) shall be
preservedsrecordgor a periodof threeyearsfrom the dateof the saleof thedrug.

1. Subsby G.S.R1242(E), dt. 17-9-1979.
2. Amendedy F. 1-63/62-D, dt. 17-7-1963.
3. Ins.by G.S.R496(E), dt. 9-6-1995.
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1(3) (i) Rewrds of purchase of drug intended forresaleor sold by wholesale
shall be maintained by the licenseeand such records shall show the following
particularspamely:-

(a) the dateof purchase,

(b) the name, addressand the number of the relevantlicenceheld by the
persorfrom whompurchased,

(c) thename of thedrug, the quantty and the batchnumber,and
(d) thename of the manufactureof thedrug.

(i) Purchaséhills including cashor credit memos shall be serially numberedby
thelicenseeandmaintainedoy himin a chronologicabrder]

(6) The licenseeshall producefor inspection byan Inspectorappointed undethe
Act on demand all registersand recordsmaintained under theseRules, and shall
suppy to the Inspectorsuch informationas he may require for the purposeof
ascetaining whether the provisions of the Act and Rules thereunderhave been
observed.

(7) Exceptwhere otherwise providedn these Rules, all registes and records
maintainedundertheseRules shall be preseved for a period of not lessthan two
yearsfrom thedateof thelast entrytherein.

(8) Notwithstanding aything containedin this Rule it shall not be necessaryo
recad particulars ina registerspecialy maintainedfor the purposeif the particulars
are recordedin any otherregisterspecally maintainedunderany other law for the
time beingn force.

’[(9) (a) Substances spéied in ][ScheduleH and Schedule H1gr ScheduleX
shall not be sold by retail except on and in accordancewith the presciption of a
RegisteredViedical Practitioner andh the caseof substancespecifiedin Schedule
X, the prescrptions shallbe in duplicate, onecopy of which shall be retained by the
licensedor a period oftwo years.

(b) The suppy of drugs specified in *[ScheduleH and Schedule H1pr
Schedule Xto Registered MedicdPraditioners,Hospitals,Dispensarieand Nursing
Homes shall be made only againstthe signed order in writing which shall be
preserved byhelicenseefor a periodof two years.]

1. Subsby G.S.R1242(E),dt. 17-9-1979.
2. Subsby G.S.R462(E),dt. 22-6-1982.
3. Subsby G.S.R588(E),dt. 30-8-2013.
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(10) Forthepurpose®f clause(9) a presdption shall—

(a) be in writing and be signedby the person givingit with his usual
signatureandbe datedby him;

[(b) specify the nameand address othe personfor whosetreamentit is
given,or the name andaddress othe owner of theanmal if the drugis meant
for veterinaryuse]

(c) indicate thetotal amount of the medicine tobe supplied andthe doseto
betaken.

(11) The person dispensing aprescription containinga drug speified in
®[ScheduleH and Schedule H1jand Schedie X] shall comply with the following
requirements in additiorto otherrequirement of theseiles

(&) the prescriptionmust not be dispensedmore than once unlessthe
prescribehasstatedthereornthatit may bedispensd more thanonce;

(b) if theprescrption containsa directionthatit may be dispensed stated
number of timesor at staed intervalsit must not be dispensedatherwisethan
in accordancevith thedirections;

(c) atthetime of dispensingheremust be noted onthe prescriptionabove
the signatureof the prescriberthe name and addresf the sellerandthe date
onwhichtheprescriptioris dispensed.

“[(11-A) No persondispensinga prescriptioncontainingsutstancesspecifedin

3°[ScheduleH and Schedule H1dr X], may suppy any other preparationwhether
containing the same substancer not, in lieu thereof.

*[(12) Substancespecifedin ScheduleX keptin retail shopor premisesusedin
connectiortherewithshallbe stored

(a) underlock andkey in cupboardr drawer reservedsolelyfor the storage
of thesesubstancesr

(b) in a part of the premisesseparatedrom the remainder ofthe premises
andto whichonly respon#ble person$iaveaccesg

1. Subs.by G.S.R. No. 926, dt. 24-6-1977.
2. Ins.by G.S.R462(E), dt. 22-6-1982.

3. Subs.by G.S.R462(E), dt. 22-6-1982.
4. Ins.by SO 2139dt. 5-6-1972

5. Subsby G.S.R588(E),dt. 30-8-2013.
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Irx % % % %
[ ]

’[(15)(a) Thedescriptionfi D r u g shallde desglayed by suchlicensess who do

notrequirethe serviceof a ’[Registered®harmacist]

(b) Thedescri pmistband D Ch @i s tbe displayadhbg Isuch
licenseess who employ the servicesof a [RegisteredPharmacigt but who do not
maintaina A Adoya fior compounding againsiprescriptions.

(c) The description fi P tmacyo , finRals & & Di S p e n gmistd gor
fi P hmaceutcal Chemis t shall be displayed by suchlicenseeswho employ the
service of a [Registered®hamacis] and maintaina fi P h a yordoa aompounding

againsipresciptions:
*[Explanatian:- For the purposeof thisrule,-

() ARegisteed Phamacistd means a person who is a registered
Pharmadst asdefinedin clause(i) of sectbn (2) of the Phamacy Act, 1948
(Act No. 8 of 1948):

Provided that the provisions of sub-clause (i) shall not appy to those
personswho are alreadyapprovedas i q u a | pe f 5 éydthe licensing

authorty onor before31stDecenber,1969:

(i) ADate of Expiry of poteng/d meansthe date that is recorded orthe
container, labelor wrapper as the date up to which the substancemay be
expectedo retain a potencynot lessthanor not to acquirea toxicity greaer

thanthatrequiredor pemittedby theprescribedesi ]

“[(16) The licenseeshall maintainan InspectionBook in Form 35 to enablean

Inspectotito recordhisimpressionandthe defectsaoticed]

1. SubRules(13) and(14)omittedby G.S.R462(E), dt. 22-6-1982.
2. Subs.by Notfn. No. F. 1-16/57-D, dt. 15-6-1957.

3. Subsby G.S.R676(E), dt. 6-9-1994.

4. Subs.by Notfn. No. F. 1-14/68D dt. 26-10-1968.
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[(17) No drugshall be sold or stockedby the licenseeafterthe dateof expiration
of potercy recordedon its container)abel or wrapper,or in violationof any statement
or directionrecordecn such container/abelor wrapper:

Providedthatany such drugsn respecbof which the licenseehas taken steps with
the manufaturer orhis representativdor the withdrawal,reimbursement ordisposal
of the same,may be stockedafter the date of expiration of patency pendng such
withdrawal, reimburement or disposal,asthe casemay be, subjectto the condition
that the same shall be storedsepaately from the trade stocks?[and all suchdrugs
shall be keptin packageor cartons,the top of which shall display prominently, the

wordsfii N dots a ].]Je O

¥(18) No drug intendedfor distribution tothe media professioras free sample
which bearsa labelon the containersspecifiedin clause’[(ix)] of subrule (1) of rule
96, and no drug meait for consumption by the Employe e sState Insurance
Corporation, theCentral GovernmentHealth Scheme, the GovernmentMedical
StoresDepds, the Armed ForcesMedical Storesor other Government institutions,
which bearsa distinguisting mark or any inscripion on the drug or on the label
affixed to the containerthereofindicatingthis pumposeshall be sold or stockedby the

licenseeon his premises:]

*[Provided thatthis subrule shall not be applicable tolicenseesvho have been
appointedas approvedchanmists, by the StateGovernmentin writing, under the
employe e s & InSuraaceSehemeor havebeenappointed asuthorised agendr
distributor, by the manufacturein writing, for drugs meantfor consumption under
the CentralGovermment HealthSchemethe GovernmenMedical StoresDepots,the
Armed ForcesMedical Storesor other Government Institutiongor drugs meantfor
consumption underthoseschemes %[or havebeenappointedas authorised Depoter
Carlying and Forwardingagentby the manufacturerin writing, for storing free
sanples meantfor distributionto medical professim] subjectto the condiions that
the stockshdl be storedseparately from the tradestocksand shall maintainseparate

recordsof the stocksrecevedanddistributedoy them.]

1. Ins.by Notfn. No. F. 1-55/61-D, dt. 22-8-1964.
2. Ins.by S. O.No. 903, dt. 28-2-1976.
3. Ins. by Notfn. No. 1-113/69D, dt. 23-12-1969.
4. Subsby G.S.R.676(E) dt. 6-9-1994.
5. Subsby G.S.R.496(E)dt. 9-6-1995.
6. Ins.by G.S.R352(E),dt. 26-4-2000.
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[(19) The supply by retail of anydrugin a container othethanthe onein which
the manufat¢urer hasmarketedthe drug, shall be madeonly by dealerswho employ
the servicesof a ?[RegisteredPhamacig] and suchsupgy shall be madeunderthe
direct supervision ofthe ¥ RegisteredPhamadst] in an envelopeor other suitable
wrapperor containershowingthefollowing particulason thelabel:

(a) name of thedrug,
(b) thequantty supplied,
(c) thenameandaddres®f thedealet]

¥[(20) The medicinesfor treamentof arimals keptin a retail shop or premises
shall be labdled with thewords6 N dot human use— for treatmentof animalsonly 6
andshallbestored-

(&) in a cupboad or drawerreservedsolely for the storageof veterinay
drugs,or

(b) in apartof the premisesseparatedrom the remaindeiof the premises
to which customersre not permitted to haveacces§

“[(21) (a) The supply of drugs specifiedin Schedile X shall be recordedat the
time of supplyin a register(boundandserially pagenumbered) speciallynaintained
for the purposeandsepaste pagesshallbeallottedfor eachdrug.

(b) Thefollowing particularsshallbe enteredin the saidregister namely:--
(i) Dateof transaction;

(i) Quantty received,f ary, the name andaddressf the suppler andthe
numberof therelevanticenceheldby the supplier;

(i) Name of thedrug;

(iv) Quantty supplied:;

(W Manuf améma;r er 0s

(vi) BatchNo. or Lot No;

(vii) Name and addres®f the patient/purchaser;

(viii) ReferenceNumber of the prescription againstwhich supplies were
made;

(ix) Bill No anddatein respecbf purchassandsuppliesmadeby him;

(x) Signatureof the personunderwhose supervisionthe drugs have been
supplied.]

_Ins.by G. S.R. 444dt. 28-4-1973.

. Subsby G.S.R676(E), dt. 6-9-1994.

. Addedby G. S.R. No. 926dt. 16-7-1977.
. Ins.by G.S.R462 (E), dt. 22-6-1982.
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[65A. Additionalinformationto be furnishedby an applicantfor liscenceor a
licenseeto the LicensingAuthority.—The applicantfor the grantof a licenceor any
persongranteda licence underthis Pat shall on demand, furnishto the licensing
authority, beforethe grantof the licenceor during the period the licenceis in force,
asthe casemay be, documentanevidencen respectof the ownershipof occuption
or rental or other basisof the premises,specified in the applicationfor licenceor in
the licencegranted,constitutionof the firm, or any otherrelevantmatterwhich may
be requiredfor the purpase of verifying the correctnessf the statementsnadeby the
applicantor the licensee, whileapplying for or after obtainingthe licence,as the case
maybe]

66. Cancellationand suspensiownf licences. — (1) The LicensingAuthority may,
after giving the licenseean opportunityto show causewhy suchan ordershouldnot
be pased by an orderin writing statingthe reasongherefor, cacel a licenceissued
under this Part or suspendit for such period as he thinks fit, either wholly or in
respecbf some of the substancedo whichit relaies, if in his opinion,thelicenseehas
failed to comgy with any of the condtionsof the licenceor with any provisions of
theAct or Rulesthereunder:

[Providedthat, wheresuchfailure or contraventioris the consequencef an act
or omissionon the part of an agentor enployee,the licenceshallnot be cancdled or
suspended i f the |icensee proves to the sat

(a) that the act or omission was not instigated or connived at byhiifithe
licensee is a firm or company, by a partner of the firm or a director of the
company, or

(b) that he or his agentor employee had not beenguilty of any similar act or
omissionwithin twelve months before the date on which the act or omission in
guestion toolkplace,or wherehis agent or employee had beenguilty of any suchact
or omissionthe licenseehad not or could not reasonably havkad, knowledgef that
previousactor omission,or

(c) if the act or omissionwas a continuing actor omission, he had not or could
not reasonaly havehadknowledge of thatpreviousact oromission,or

(d) that he had useddue diligence toensurethat the condtions of the licenceor
the provisians of the Act or the Rulesthereundewereobserved.]

’[(2) A licenseewhoselicence hasbeensuspended arancellednay, within three
monthsof the dateof orderundersubrule (1), preferan appealagainstthat orderto
the StateGovemnment,which shalldecidethe same]

¥[66A. Procedure for disposalof drugsin the eventof cancellation oflicenced
(1) In casea licensee whoselicence hasbeencarcelled, desresto disposeof the
drugshehasin hispossessnin thepremissin respecof whichthelicencehasbeen
cancelled, heshall apdy in writing to the licensingauthorty for this purpose, giving
thefollowing particularspamely:d

1. Ins.by S. 0.2139,dt. 12-8-1972.
2. Subsby G.S.R. 926dt. 16-7-1977.
3. Ins.by G.S.R1242(E), dt. 17-9-1979.
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(a) thenameandaddres®f the personto whomthe drugsare proposed to
be sold or supplied together with the number of the licence for sale or
manufactureasthe case maybe, heldby him,

(b) the namesof drugstogetherwith their quantites, batchhumbers, the
names and addressesf their manufacturers anthe datesof their expiry, if any,
proposedo be soldto thepersomrmentiona in clause (a).

(2) Thelicensingauthoritymay, after examinationof the particularsreferredto in
subrule (1) and, if necesary, afterinspection byan Inspectorof the premiseswhere
thedrugsarestockedgrantthe necessey pemissionfor their disposall

6[****]
PART VIA
SALE OF HOMOEO PATHIC MEDIC INES

67A. (1) The State Goverrment shall appoint Licensing Authorities for the
purposeof this Partfor suchareasas may be specified.

(2) Application forthe grantor renewalof a licence?[to sell, stockor exhibit or
offer for saleor distribute] Homoeopathic medicineshall be made in Form 19-B to
the LicensingAuthority and shall be accompanied bya *[fee of rupeestwo hundred
andfifty]:

“[Provided thaif the applicant appliegor renewalof licenceafter its expiry but
within six monthsof suchexpiry the fee payablefor renewalof suchlicenceshallbe
3rupeegwo hundred andifty plusanadditioral fee at the rate of rupees fiftyor part
thered].

°[(3) If the original licenceis either defaced,damaged or lost, a duplicate copy
thereofmay beissuedon paymentof a [fee of rupeedift y].]

67B. A Licensing Authority may, with the approvalof the StateGovernment, by
anorderin writing, delegatehe powerto signlicences andsuchotherpowers,as may
be specifiedto any otherpersonunderhis control.

67C. Forms oflicencesto sell drugs— (1) A licence?[to sell, stockor exhibit or
offer for saleor distribute]Homoeopahic medicires by retail or by wholesaleshall
beissuedn Form20C or 20D asthe casemaybe.

. Addedby Notfn. No. F. 1-35/64D, dt. 18-8-1964.
. Subsby G.S.R788(E)dt. 10-10-1985.

. Subsby G.S.R601(E), dt. 24-8-2001.

. Amendedy S.0O. 2139dt. 12-8-1972.

. Addedby G. S.R. 665,dt. 28-5-77.

. Rule 67 omitted by SC88 (E), dt. 2012-1972.
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67D. Saleat morethanoneplace — If drugsaresdd or stockedfor saleat more
thanone place,a separae applicationshall be madeand a sepagte licence shall be
obtainedn respectof eachplace.

67E. Duration of licences. — An original licence or arenavedlicenceunlesst is
soonersuspendedr cancelledshall be '[valid for a periodof five yearson andfrom
thedateonwhich] it is grantedor renewed

[Providedtha if the appicationfor renewalof a licencein forceis madebefore
its expiry or if the applicationis madewithin six month of its expiry, after paymentof
additional feethe licenceshall continueto be in force until ordes are passedn the
applicdion and the licence shall be deemed to have expiredif applicationfor its
renewalis notmadewithin six monthsafterits expiry.]

*[67EE. Certificate of renewal — The certificae of renewalof a salelicencein
Forms20C and20D shallbeissuedn Form20E.]

67F. Cordition to be saisfied beforea licencein Form 20C or Form 20D is
granted:(1) A licencein Form 20C or Form 20D to “[to sell, stock or exhibit or
offer for sale or distribue] Homoeopathicmedicinesshall not be grantedto any
personunlessthe authorityempoweled to grant the licenceis satisfied that the
premises in respecbf which thelicence isto be grartedarecleanand in the caseof a
licencein Form 20C the sale premisesis in charge ofa person whas or has been
dealing in Homoeopathic medicinesnd who is in the opinion of the Licensing
Authority competentto dealin Homoeopathicmedidnes:

*[Provided that no regstered Homoeopathic medical practitioner who is
practising Homoeopathyin the premises where Homoeopathicmedicinesare sold
shalldealin Homoeopathianedicineg

(2) Any personwho is aggrievedby the orderpassedy the Licensing Autheoity
under subrule (1) may within 30 days from the date of the receiptof suchorder
appealto the State Governmentand the State Governmentmay, after suchenqury
into the matterasit consdersnecessargndafter giving the appellantan oppotunity
for representingpis casemakesuchorderin relationtheretoasit thinksfit.

Subsby G.S.R601(E), dt. 24-8-2001.

Subsby S. 0. 2139dt. 5-6-1972.

Addedby Notfn. No. F. 1-14/67-D, dt. the 3-2-1969.
Subsby G.S.R788(E), dt. 10-10-1985.

Ins.by Notfn. No. G.S.R680(E), dt. 5-12-1980.
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67G. Condtionsof licence — Licencein Form 20C or 20D shall be subjectto
theconditionsstatedtherén andto thefollowing furtherconditions namely: —

(1) The praniseswhere the Hanoeopahic medicinesare stockedor sale or
soldaremaintainedin a clearcondition.

(2) The sale of Homoeopathic medicinesshall be conductedunder the
supervisiorof a persongompetentto dealin Homoeopathicmedidnes.

(3) The licenseeshall pemit an Inspector to inspect the premiss and
furnish such information ashe may require for ascetaining whether the
provisionsof the Act andthe Rulesmade thereundehavebeenobserved.

(4) Thelicenseein Form 20D shall maintain recordsof purchae and sale
of Homoegpathic medicines containing alcohol together with names and
addresss of partiesto whomsold.

[(5) The licerseein Form 20C shall maintain records ofpurchaseandsale
of Homoeopathicmedicinescontainingalcohol. No recordsof salein respect
of Homoeopathic potentisedpreparaion in contaners of 30 ml. or lower
capacityandin respectof mother tincturesmadeup in quantities upo 60 ml.
needbemaintained

’[(6) The licerseeshall maintain an Inspection Book in Form 35 to enable
anlnspectoto recordhisimpressionsand thedefectaoticed.]

¥[67GG. Additional informationto be furnishedby an applicantfor licenceor a
licenseeo the Licensing Authority. — The applicantfor the grantof a licence or any
persongranted aicenceunderthis Partshall, on demand furnishto the Licensing
Authority, before the grantof the licenceor during the periodthe licenceis in force
asthe case may be, documentaryevidence irrespecbf the ownershipor occupation
or rentalor other basisof the premises,specifiedin the application forlicenceor in
the licence granted,constitutionof the firm, or any other relevantmatter, which
may be requiredfor the purposeof verifying the correctness ofhe staementsmade
by the applicantor the licenseewhile apdying for or after obtainingthe licence,as
thecasemaybe]

1.Ins.by Notfn. No. F. 1-59/68-D, dt. the 19-11-1969.
2. Ins.by G.S.R331(E), dt. 8-5-1984.
3. Ins.by S. O.2139dt. 5-6-1972.
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67-H. Cancellationand suspensionof licences—(1) The Licensing Authority
may, aftergiving the licenseen opportunty to showcausewhy suchanordershould
not be passedby an orderin writing statingthe reasongherebr, cancela licence
issuedunderthis Partor suspendt for suchperiodashe thinksfit, if in his opinion,
thelicenseehasfailed to comply with anyof the conditionsof the licenceor with any

provisionsof the Act or Rulesmadethereunder:

'[Providedthat, wheresuchfailure or contraventioris the consequencef an act
or omissionon the partof anagentor enployee,the licenceshallnot be cancéled or
suspended thelicensegrovesto thesatisfactiorof the LicensingAuthority

(a) thattheactor omissionwasnotinstigatedor connivedat by him or, if
thelicensees a firm or company, by a partnerof the firm or a directorof the

compary, or

(b) thatheor his agentor employee hadnot beenguilty of any similar act
or omissionwithin twelve monthsbeforethe dateon which theact or omission
in question toolkplace,or wherehis agent or employee had beenguilty of any
suchact or omission, thelicenseehad not or could not reasonably havead,

knowledgeof thatpreviousactor omission,or

(c) if theactor omissionwasa coninuingactor omissionthat he had not
or could not reasonabhjhave had knowledgeof that previousact or omission,

or

(d) that he had used due diligence to ensurethat the conditions of the

licenceor the provisians of the Act or the Rulesthereundewereobserved.]

’[(2) A licensee whosdicerce hasbeensuspendedr cancellednay, within three
monthsof the dateof the orderundersub-rule (1), preferan appel againstthatorder

to the StateGovermment,which shalldecidethe same.]

1. Ins.by S. O.2139dt. 5-6-1972.
2. Amendedy G.S.R.926dt. 16-7-1977.
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PART VII

YMANUFACTURE FOR SALE OR FOR DISTRIBUTION] OF DRUGS
OTHER THAN HOMOEOPATHIC MEDICINES
68. Manufadure on morethan one setof premises. — If drugsare manufactured
on more thanonesetof premisesa sefarateapplication shalbe madeanda separate
licenceshallbeissuedn respecbf each suchsetof premises.

/68-A. Grant or Renewal ofLicences bythe Central Licence Approving
Authorityd (1) Notwithstanding aything contaired in this Part, on and from the
commencement othe Drugs and CosmeticfAmendment)Rules,199, a licencefor
the manufaturefor saleor distributionof drugsasspecifiedfrom time to time bythe
Central Governmentby notification in the Official Gazete, for the purposeof this
rule, shall be grantedor renewed,as the case may be, by the Central Licence
Approving Authority (appointedby the CentralGovernmenty:

Providedthat the applicationfor the grantor renaval of such lcence
shallbe madeto theLicensingAuthority.

(2) On receiptof the application forgrant or renewalof a licence,the licensing
authorityshall;

(i) verify thestaementmadein theapplicationform;

(i) causethe manufacturingand testing establibmentto be inspectedin
accordancsvith the provisionsof rule 79; and

(ii) in casethe applicationis for the renewal of licence, cdl for the
information(s) of the pastperfamance of thelicensee.

(3) If thelicensing authorty is satisfiedthatthe applicant isin a positionto fulfil
the requirements laiddown asin theseRules,he shall preparea reportto that effect
andforwardit alongwith the applicaton *[and the licence (in triplicate) to be
grantedandrenewedduly completed] to the CentralLicenceApprovingAuthority:

Providedthatif the licensingautority is of the opinionthatthe gplicantis notin
a positionto fulfil the requirements lad downin theseRules,he may, by order,for
reasongo berecordedn writing, refuseto grantor renewthe licence,asthe case may
be.

(4) If on receipt of the application and the report of the licensing authority
referredto in subrule (3) and after taking suchmeasuresncluding inspection ofthe
premisesby the Inspectorappointed bytie Central Govetment under section
21 of the Act, with or without an expertin the concernedfield if deemed
necesary, theCentralLicence Approving Authority, is satisfiedthat the applicant

1. Subsby G.S.R788(E), dt. 10-10-1985.
2. Ins.by G.S.R923(E), dt. 14-12-1992.
3. Subsby G.S.R89 (E), dt. 14-2-1996.
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is in a positionto fulfil the requirements laiddownin theseRules, he may grantor
renewthelicence,as the casenaybe:

Providedthat if the CentralLicence Approving Authority is of the opinion that
the applicantis notin a positionto fulfil the requirementslaid down in theserules,he
may, notwithstandingthe reportof the licensing autbrity, by order, for reasongo be
recordedn writing, rejectthe application forgrantor renewalof licence,asthe case
maybe]

'[68B. Delegation ofPowersby the Central LicenceApproving Authorityd The
Central Licence Approving Authorty may with the approval of the Central
Government, bynotification delegatehis powersof signing licencesand any other
powersunderthe rulesto any personunderhis cortrol havingsamequalifications as
prescribedfor controlling authority under Rule 50A for such areasand for such
periodsasmay be specified]

169. Applicationfor licenceto mandacture drugsother than thosespecifiedin
Schedule€ and C(l) to the Drugsand CosmeticRules—>[(1) Applicationfor grant
or renewalof “[licenceto manufacturdor sale orfor distribution] of drugs,other than
those specifiedin Schedules Cand C(l) shall be madeto the licensing authorty
appointedby the State Govermment for the purposeof this Part (hereinafterin this
Partreferredto asthelicensingauthorty) andshallbemade

(a) in the case of repackig of drugsexcludingthosespecifiedin Schedule
X for saleor distributionin, Form24B;

(b) in the caseof manufactureof drugsincludedin ScheduleX, in Form
24F:

(c) in anyothercase,in Form 24.]

’[(2)(a) Every application inForm 24B shall be madeup to ten items for each
categoryof drugscategorsedin Schelule M and shall be acoompanied bya licence
fee of rupeedive hundredplus andaninspectionfeeof rupeeswo hundredfor every
inspectioror for the purposeof renewalof thelicence.

1. Ins.by G.S.R89 (E), dt. 14-02-1996.

2. Amendeddy Notfn. F. 1-22/59-D, dt. 9-4-1960.
3. Subsby G.S.R462(E), dt. 22-06-1982.

4 Subsby G.S.R.788(E), dt. 10-10-1985

5. Subsby G.S.R601(E),dt. 21-8-2001.
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(b) Every application in Form 24F shall be made up to ten items for each
categoryof drugscategorsedin Schalule M and shall be acoompanied bya licence
fee of rupeessix thousandand an inspection feeof rupeesone thousandand five
hundredor everysubseaentinspectioror for the purposeof renewalof licence.

(c) Every application inForm 24 shall be madeup to tenitems for eachcategory
of drugs J[referred to in Sobdule M relating to pharmaceuticals products and
Schedule NI relating to medical devices arid-vitro diagnostick and shall be
acompanied by a licencefee of rupeessix thousandand an inspection feeof one
thousandand five hundredfor everyinspecton or for the purposeof renewal of the
licence.]

[(3) If a personappliesfor the renewalof a licenceafter the expiry thereof but
within six monthsof suchexpiry the fee payablefor thereneval of suchlicence shall
be ]

’[(i) in the caseof Form 248 a licencefee of rupees five hundred plusan
additional feeat the rate of rupeestwo hundredand fifty per month or part
thereofin additionto aninspectionfee of rupeeswo hundred;

(i) in the caseof Form 24F a licencefee of rupeessix thousand plusan
additional feeat the rate of rupeesone thousandoer month or part thereofin
additionto aninspectiorfee of rupeesonethousand;

(i) in the caseof Form 24 a licencefee of rupeessix thousand plusan
addtional feeat the rate of rupeesone thousandoer month or part thereofin
additionto aninspectiorfee of rupeesonethousandind five hunded]

[(4) A fee ’[rupeesone thousandshal be paid] for a duplicae copy of the
licenceissied underclause(a), clause(b) or clause(c) of subRule (1) if the original
is defaceddamagedor lost]

’[(5) Applications for manufacture of more than ten items of each category of
drugs as categorized under Schedule M andl Mr 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 drug.
Applications in Form 24B for licence to manufacture for sale and distribution for
repacking for rore than 10 items of each category or for manufacture of additional
item of drug shall be accompanied by additional fee of rupees one hundred for each
additional item of drugs as cetggzed in Schedule M and Ml ].

1. Subsby G.S.R462(E), dt. 22-6-1982.
2. Subsby G.S.R26 (E), dt. 19-1-2006.
3. Subsby G.S.R640(E), dt. 29-6-2016.
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'[(6) Where an application wder this Rule is for the manufacture ofdrug
formulations fallingunderthe purview of new drug as definedin rule 122E, such
applicationshall also be accompanied with approval,in writing in favour of the
applicantfrom thelicensngauthorityas definedin clausg(b) of rule 21.]

[69A. Loan LicencestP[(1) Application for the grant or renewal of loan
licenceso manufacturdor saleor for distribution of drugsotherthanthosespecified

in ScheduleC, ScheduleC (1) and ScheduleX shdl be madeup to tenitems for each
categoryof drugs’[referred to in Schedule M relating to pharmaceuticals products and
Schedule Ml relating to medical devices aim@vitro diagnostickandshallbe made

in Form24A accompaniedby a licencefee of rupeessix thousandand an inspection

fee ofrupeeonethousandandfive hundredo thelicensingauthorty:

Provided thaif the applicant applie$or the renewalof a licenceafterits expiry
but within six monthsof such expiy, thefee payablefor renewalof suchlicenceshall
be accompanied by a licence fee of rupeessix thousandand an inspectionfee of
rupeesonethousandandfive hundredplus an additional feeat the rate of rupeesone
thousangermonthor partthereof.]

“[Explanation- For the purposeof this rule a loan licencemeansa licencewhich
the LicensingAuthority may issueto an applicantwho doesnot havehis own
arrangenents formanufacturebut who intendsto avail himself of the manufacturing
facilities ownedby a licenseén Form25]

(2) The Licensing Authority shall, before the grant of a loan licence, satigy
himself that the manugcturing unit has adequate equipment, staff, capecity for
manufacture, anéhcilities for testing,to undertakethe manufactureon behalfof the
applicantfor a loanlicence.

¥(3) Subjectto the provisions of subrule (2), applicationfor manufactureof
more thantenitemsfor each categoryof drugon aloanlicence #all be accompanied
by an additionalfee of rupeeshree hundregeradditionalitem specified’[referred to
in Schedule M relatg to pharmaceuticals products and Scheduld kélating to
medical devices anid-vitro diagnostick

Ins.by G.S.R311(E), dt. 1-5-2002.

Amendedy Notfn. No. F. 1-16/57-D, dt. 15-6- 1957.
Subsby G.S.R601(E)dt. 24-8-2001.

Subsby G.S.R724(E)dt. 07-11-2013.

Subsby G.S.R640(E), dt. 29-6-2016.
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