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PHARMACY LAW & ETHICS SYLLABUS

1. General Principles of Law, History and various Acts related
to Drugs and Pharmacy profession
HOURS: 2

2. Pharmacy Act-1948 and Rules: Objectives, Definitions,
Pharmacy Council of India; its constitution and functions,
Education Regulations, State and Joint state pharmacy councils,
Registration of Pharmacists, Offences and Penalties. Pharmacy
Practice Regulations 2015

HOURS: 5

3. Drugs and Cosmetics Act 1940 and Rules 1945 and New

Amendments

» Objectives, Definitions, Legal definitions of schedules to the
Act and Rules Import of drugs — Classes of drugs and
cosmetics prohibited from import, Import under license or
permit.

» Manufacture of drugs — Prohibition of manufacture and sale
of certain drugs, Conditions for grant of license and
conditions of license for manufacture of drugs, Manufacture
of drugs for test, examination and analysis, manufacture of
new drug, loan license and repacking license.

» Study ofschedule Cand C1, G, H,H1,K, P M, N, and X.

» Sale of Drugs — Wholesale, Retail sale and Restricted license,
Records to be keptin a pharmacy.

» DrugsProhibited for manufacture and sale in India.

» Administration of the Act and Rules — Drugs Technical
Advisory Board, Central Drugs Laboratory, Drugs
Consultative Committee, Government analysts, licensing
authorities, controlling authorities, Drug Inspectors.

HOURS: 23

4. Narcotic Drugs and Psychotropic Substances Act 1985 and
Rules
Objectives, Definitions, Authorities and Officers, Prohibition,
Controland Regulation, Offences and Penalties.
HOURS: 2
5. Drugs and Magic Remedies (Objectionable
Advertisements) Act 1954
Objectives, Definitions, Prohibition of certain advertisements,
Classes of Exempted advertisements, Offences and Penalties.
HOURS: 2

6. Prevention of Cruelty to Animals Act-1960
Objectives, Definitions, CPCSEA - brief overview, Institutional
Animal Ethics Committee, Breeding and Stocking of Animals,
Performance of Experiments, Transfer and Acquisition of animals
for experiment, Records, Power to suspend or revoke
registration, Offences and Penalties.

HOURS: 2

7.Poisons Act-1919
Introduction, objective, definition, possession, possession for
sales and sale of any poison, import of poisons.

HOURS: 2

8. FSSAI (Food Safety and Standards Authority of India) Act
and Rules
Brief overview and aspects related to manufacture, storage, sale,
and labelling of Food Supplements.

HOURS: 2

9. National Pharmaceutical Pricing Authority

Drugs Price Control Order (DPCO) - 2013. Objectives, Definitions,

Sale prices of bulk drugs, Retail price of formulations, Retail price

and ceiling price of scheduled formulations, Pharmaceutical

Policy 2002, National List of Essential Medicines (NLEM).
HOURS: 5

10. Code of Pharmaceutical Ethics

Definition, ethical principles, ethical problem solving,

registration, code of ethics for Pharmacist in relation to his job,

trade, medical profession and his profession, Pharmacist's oath.

HOURS: 5

11. Medical Termination of Pregnancy Actand Rules
Basic understanding, salient features, and Amendments.

HOURS: 2

12. Role of all the government pharma regulator bodies
Central Drugs Standards Control Organization (CDSCO), Indian
Pharmacopoeia Commission (IPC)

HOURS: 1
13. Good Regulatory practices (documentation, licenses,
renewals, e-governance) in Community Pharmacy, Hospital
pharmacy, Pharma Manufacturing, Wholesale business,
inspections, import, export of drugs and medical devices.

HOURS: 3
14. Introduction to BCS system of classification, Basic
concepts of Clinical Trials, ANDA, NDA, New Drug development,
New Drugs and Clinical Trials Rules, 2019. Brand v/s Generic,
Trade name concept, Introduction to Patent Law and Intellectual
Property Rights, Emergency Use Authorization.

HOURS: 7
15. Blood bank - basic requirements and functions.

HOURS: 2
16. Clinical Establishment Act and Rules - Aspects related to

Pharmacy.
HOURS: 2

17. Biomedical Waste Management Rules 2016
Basic aspects, and aspects related to pharma manufacture to
disposal of pharma / medical waste at homes, pharmacies, and
hospitals.

HOURS: 2
18. Bioethics
Basic concepts, history and principles. Brief overview of ICMR's
National Ethical Guidelines for Biomedical and Health Research
involving human participants.

HOURS: 2
19. Introduction to the Consumer Protection Act.

HOURS: 1
20. Introduction to the Disaster Management Act.
HOURS: 1

21.Medical Devices
Categorization, basic aspects related to manufacture and sale.
HOURS: 1
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1.2.5 Current
1.2.6 America's Pharmaceutical Founding Fathers
1.2.7 1900s - Aspirin Arrives
1.2.8 Interwar Years (1918-1939)
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1.2.10 Thalidomide And The Development Of Drug
Safety Regulation And Monitoring
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2.0 Important Dates And Overview

2.1. Introduction To Pharmacy Act, 1948
2.1.1. Objectives
2.1.2. Definitions

2.2. Pharmacy Council Of India (PCl)
2.2.1. Pharmacy Council Of India Members
2.2.2. Functions OFf Central Council

2.3. €ducation Regulation (1991)

2.4, State Pharmacy Council
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Pharmacy Council Members

2.4.2. Role Of State Pharmacy Council
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3.1.3 Legal Definitions Of Schedules To The Act And Rules
3.2 Import Of Drugs
3.2.1 Classes Of Drugs And Cosmetics Prohibited From
Import
3.2.2 Import Of Drugs Under Licence Or Permit
3.2.2.1 Import Licence Application And Validity
3.2.2.2 Special Licensing Provisions
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GENERAL PRINCIPLES OF LAW & HISTORY
HI 3R sfaer & = Rigid

General Principles of Law, History and various Acts related to Drugs and

Pharmacy profession
1.1 INTRODUCTION TO JURISPRUDENCE 1.1 TR T UfREd
e Jurisprudence is a place of inter assembly for judicial and . RN 1A% Td B 3 Safid fawal & gu0-aa &1 U
other pharmacy. gl
e Pharmaceutical jurisprudence is the study of laws regu- . IR R Wﬁmﬁxﬁﬁﬁaﬁﬁnﬁamﬁaﬁm
lating the profession of pharmacy in India. DT T g |
1.2 GENERAL PRINCIPLES OF LAW 1.2 BT & I Rigia
Covenantal Relationship Patient Good BT
(@S /Ry snaRa e [ ] i Cood 0t 1 ¥

Q‘ Compassion, Confidentiality, Well-being
as center (@SN, MUIT, HUT B Hg A I

Moral obligation, Trust, Promise to help
@t g, Ry, TeTadr $3 &1 a=9)

Justice (KATA)

Fair resource allocation, Equity
(HETYAT BT AT faaRor, gATan)

——

Autonomy (¥ATI)
;_g@ Self-determination, Dignity, Clear
communication (F-fvfg, i, Wy ER)

CODE OF
PHARMACEUTICAL
ETHICS

Afcrerar &1 |fgan

Societal Needs (ATHIN® SATaRIHATY) Honesty & Integrity
Obligations beyond individual, Community §©§ GﬁT
responsibility == Truth-telling, Conscience, No discrimination
(et A W g, Areis e (T eI, SR, WGHTE &Y )

Respect for Colleagues Professional Competence

(AR BT THT) (ATTATRAD G&fa)
Collaboration, Referral, Acknowledging [——— | Maintain knowledge, Adapt to new
values(JgaRT, YHRd, Tl &) AT &7 ) technology (I S-ITT I, 93 aH -1 B STT)

Figure 1.1: General Principles of Pharmaceutical Ethics / =17 1.1: Wﬁﬁﬁﬁm%mm

I. A pharmacist respects the covenantal relationship . BHHIRRE I 3R waifne & diw ﬁ%‘l’ﬂ'q:uf Y BT HHH

between the patient and pharmacist. GG %|

o Considering the patient-pharmacist relationship as a cov- . -mmiRre ey &) {3y B1 gaendr a9 &1 3 g b
enant means that a pharmacist has moral obligations in IR IR IS gRT T 7 oy & saa Afas el

response to the gift of trust received from society. ardl gl

o Inreturn for this gift, a pharmacist promises to help indi- . 39 fay9 & 9 BEIRRE I8 994 adT © % ag I &1
viduals achieve optimum benefit from their medications, Tarael A Sif¥ipdy ATy fadme, I9% S & ufd gafdd
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General Principles of Law & History

1827 USA 1876 USA
Merck (Germany) (A% (STH)) Pfizer (BTER) Eli Lilly (Teh forefh)
Shift to alkaloid production Fine chemicals foundation Pioneered R&D focus
(TEraTES IaTe B 3R ufae) (geA araHi # Hia) (3rT¥YUH Td e
(R&D) TR 3yuft &)

1842

1858

CH

1827 1849 1876
1842 UK 1858 USA Late 1800s CH
Beecham (§i&H) E.R. Squibb (£. 3R. f&p«) Swiss Dye Industry
. Patented medicines & Quality control for military . m 31% m
first factory medicines ) Sandoz, Roche shift from dyes
(43S Ty ud ygeh hadh) @ Jfuftr &g qorawn frdam) to pharma (TSI, 3R &1 3T
T A Bt B 3R uRard)
Figure 1.3: Pioneers of the Global Pharmaceutical Industry
= 1.3: Ay Vusiia ST & Smigd
1.3.6 America’s Pharmaceutical Founding Fathers 1.3.6 SARDT & NI HRITYS 3Agd

e Pfizer (USA, 1849): Began as a fine-chemicals company;

expanded rapidly during the American Civil War due to
demand for painkillers and antiseptics.

Eli Lilly (USA, 1876): Former army officer and pharma-
ceutical chemist; founded a company that pioneered the
focus on research & development along with manufactur-
ing.

E.R. Squibb (USA, 1858): Naval doctor who rejected
poor-quality military medicines; founded a laboratory
supplying Civil War medicines—foundation of Bristol-My-
ers Squibb (BMS).

Switzerland (Late 19th century): Dye-manufacturing
industries discovered medicinal and antiseptic properties
of chemical dyes and shifted toward pharmaceuticals.
Lack of patent laws encouraged rapid industry growth;
major Swiss pharma firms like Sandoz, CIBA-Geigy, Roche,
and the Basel pharma hub emerged during this period.

1.3.7 1900s - Aspirin Arrives

« ISR (MRS, 1849): Th WIEA-HHGE HU & &Y T

= g5 SARP 180 b IRM SSAIb! 3R UerADay Bl
1 g3 HiTT & HRUT doft U fAHRId g5l

. Tal forelt (3R, 1876): T4 I SBRY 3R Wiy

HfRe; IiH Tt S RO & o9 Idred & Iy-T1y
ST U4 fadhr IR =iy ok faa|

. 3.3, f&pa (emfy®, 1858): AT fafrarad, forgiA Ha-

TOTET aTet S gatsif B SRAGR fobaT; a1g W T TaTRITAr
R ® RA 8g< & SR gald IS & — Igt 3m
ToIa foed-ard f&pd (Ta.ww) 3t Hiq s

. Raeeras (1998 wd o1 Iuwnd): SE-SgthaatT IanT A

IrEfe T H efivdla SR TERIRE o @ ok dR-4R
AT & DI R ¢ |

. UCC BT 1 HH! A ITURT P doil I AT B Sgdl fadr, 39

3afy & H3I, Tar-1ifh, I oiR oua wl g9 SRt ugw
e wmi dufar IuR|

1.3.7 1900s - TR BT WA

Table 1.1: Key Events in the Early 1900s Pharmaceutical Industry
ATRIDT 1.1: 1900 F TS & NS I F UGG ge-TE

Aspect (Tg)) Key Points (&7 fdg)

Origin of Bayer Bayer was founded in 1863 in Wuppertal as a dye-manufacturing company.
TR Dt AT IR B RITOAT 1863 & guieta (@ H S8 AT ot & U T g5 |
Shift to Medicines The company later entered pharmaceuticals and commercialized Aspirin around 1900.
garsii &Y MR uftads | 91¢ & Ho-t 4 BEgfedh e B Ua a1 $iR 1900 & SUR TRURA &1 sraariia o 6|
Industry Nature Medicine trade was largely unregulated and distinction between chemical and pharma
(Early 1900s) industries was weak.
TN Pt UPHTd (1900s) | (GATST FHT ATUR HTH! 83 b AT U 3R FHwd 9 Bl IN & o Sick W 7T ATl
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THE PHARMACY ACT-1948 AND PRACTICE
REGULATIONS-2015
HrHAT ififraH-1948 3R sy fafraw-2015

e Pharmacy Act-1948 and Rules: Objectives, Definitions, Pharmacy
Council of India; its constitution and functions, Education
Regulations, State and Joint state pharmacy councils, Registration
of Pharmacists, Offences and Penalties.

¢ Pharmacy Practice Regulations 2015

2.1 IMPORTANT DATES AND OVERVIEW 2.1 Agayul fafdai iR Sraaid

« Pharmacy Act Passed: 1948 . wrft srftfAam ura: 1948
e Came into Force: 4th March 1948 . ARLEHA Pt fafd: 4 A 1948
¢ Amendments: 1959, 1976, 1981 . IENEE: 1959, 1976, 1981
« Note: It extends to the whole of India (except the State of . ie: I8 SRIFTH TH-HRR I & BeH I YRA §
Jammu and Kashmir historically). FI'I’{[@?H %I
2.2. INTRODUCTION TO PHARMACY ACT, 1948 2.2, BT siftrfaad, 1948 &1 uf=g
Offense Regulate Practice
(STURTE) (aur %1 fafrafia sm
Section view T Uniform Education
Penalties (&%) Enforcement Objectives (T T fRam)
Removal of e — = Raise Professional Status
Names (ATH §<I-0) (TGRS TR TG
Public Health Safety
TRRA YRE)

’ The Pharmacy Act
1948

Section view
 (STTHTT EXY)

1948)

Passed March 4, 1948 | 5
First Register Chapters PCI (Central)
EYq Y 4 AT 1948 Y TR | TS (FET))
Subsequent Register *l‘{;éi-s-tration * Structure SPC (State)
( T (GREKD) RT)
Section view
Central Register (Sec 15A) e I i SPC (Joi
entral Regis e(l:im'?ﬁsA)) (SFFYTTT &%) J g](()l_nt] |
Education (Sec 10)
(Rr&f (4RT 10))
L x el
ER 1991 Course Approvals || Practical Training
(R faferaw 1991) | | (@Teus Wipla) | | (@@mastva wfiamn
Figure 2.1: Overview and Structure of The Pharmacy Act, 1948
for 2.1: B srf¥ifFraw, 1948 &1 sradied SR HR=AT
It contains 5 chapters and 46 sections. - 39 RAFTH A o 5 SfeaTd quUT 46 YR B
e Chapter I: Introduction (Sections 1-2) . 3Ty |: uReg (URT 1-2)
o Chapter II: Pharmacy Council of India (PCI) (Sections . AT 11: BT BTSRRI 3ifth S8 (URT 3-18)
3-18)
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The Pharmacy Act-1948 And Practice Regulations-2015

2.4. EDUCATION REGULATION (1991) 2.4. Rrem fafraw= (1991)

o Itrepealed the 1981 Education Regulation. . 35 1981 & e fafvad &) fRed Re) = e
e As per Section 10 of the Pharmacy Act 1948, PCI makes . IR SHfSTTH, 1948 BT URT 10 & IR, BHA BRI

regulations called Education Regulations with the 3 ST 5 WBR DI Wipid 4 e fafaq s

approval of the Central Govt. g
 First Education Regulation as approved by the Ministry - WY T4 YRR S0 HAGT GRI AN UyH e
of Health and Family Welfare was notified on 11th July fafaw 11 efmg 1953 1 etfergferd fean T |
1953.
e Minimum Entrance Requirements: Passing 10+2 with . gAGH yaw e fSwm/ el & o Wifdet, wma
Physics, Chemistry, and Math/Biology for diploma/de- faR SR fUrd/sita a9 & | 10+2 ol g
gree.
e Duration: Defines duration of course (e.g., D.Pharm, B. . 3afy: g8 ueasy o Swm, fwml) iR Faeie®
Pharm) and practical training. TFRIe0T &1 At I aRHIRIT HRal %I
Years of Education Regulations: Rren faffram & af:
e First ER: 1953 - UyH e fafms: 1953
« Second ER: 1972 - fgda fen fafgw: 1972
« Third ER: 1981 . o fRuen fafgm: 1981
« Fourth ER: 1991 - aqd fRren fafmm: 1991
2.5. STATE PHARMACY COUNCIL 2.5. I B! ukug

State Pharmacy Council (SPC) - Constitution (Sec 19-28)
(TSI BTHAT IRug (SPC) — HREHT (YRT 19-28)

[ Joint State Council: Two or more states may agree to form a Joint Council (Sec 20) ]

(TG 3oy ufve: oY a1 31t Iy e Wged Uikue 941 Wehd § (YRT 20))

President & Vice-President (Elected by Members) | Term: 5 Years
fratfRe)

(3%l T4 IUTeAE (Weredl g | BTd®T: 5
|
v v v
Elected Group Nominated Group Ex-Officio Group
) (T ) (U )
v v v
6 Registered Pharmacists 5 Members nominated by Chief Administrative Medical
(Elected by pharmacists) State Govt Officer
6 d BN (TS WP GRT A0 5 (G RIS e sifier)
g1 faifaa) Hew) ¥
v v Officer-in-charge of Drugs &
1 Member elected by (Min. 3 must hold Cosmetics Act
State Medical Council Degree/Diploma in (goga
g Rifer afvug grt Pharmacy) & Ut iR
19¢9) ((ﬂﬂ’elr ﬁ%?ﬁq 3% w v
v /it G t Analyst
: : overnment Analys
1 Registered Pharmacist from each

State (E{\sctegj by State Council)
I 1 Teltpd BHIRRE ([T
aRug gR1 faffra)

Figure 2.4: Organizational Structure of State Pharmacy Council (SPC)

R 2.4: 0 B uftug @1 WreATHS WA
e State Pharmacy Council and Joint State Council are also - 39 T & Sidrfd I WER gRT TT B ulkeg

constituted under this act by the State Govt. R ﬂ'ﬂaﬁ T HTHE aRkyg &1 16 fhar S %l
e Two or more states may however agree to have a joint . QAT Y i I YT a1 SifAfga srafd & fore ve wgaa
council for a definite or indefinite period of time. TRee e d PR R MU el R Johd g
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Drugs and Cosmetics Act 1940 & Rules
1945 & New Amendments

3Ny ug Aicd yaneq ifafas 1940
vd fAg¥ 1945 Ud ¢ Sy

¢ Objectives, Definitions, Legal definitions of schedules to the Act and Rules.
¢ Import of drugs - Classes of drugs and cosmetics prohibited

from import, Import under license or permit.
e Manufacture of drugs - Prohibition of manufacture and sale

of certain drugs, Conditions for grant of license and conditions

of license for manufacture of drugs, Manufacture of drugs for

test, examination and analysis, manufacture of new drug, loan

license and repacking license.
e Study of schedule C and C1, G, H, H1, K, P, M, N, and X.

¢ Sale of Drugs - Wholesale, Retail sale and Restricted license, Records to
be kept in a pharmacy Drugs Prohibited for manufacture and sale in India.
e Administration of the Act and Rules - Drugs Technical Advisory Board,
Central Drugs Laboratory, Drugs Consultative Committee, Government analysts,

i

&l

licensing authorities, controlling authorities, Drug Inspectors.

3.1 INTRODUCTION

The Drugs and Cosmetics Act, 1940 was introduced by the
Government of India to regulate the import, manufacture,
distribution, and sale of drugs and cosmetics in the country.
This Act is considered a milestone in the history of drug leg-
islation in India because it laid the foundation for systemat-
ic control over medicines and cosmetics. It is Act No. 23 of
1940, which was introduced on 5th April 1940 and officially
enacted on 10th April 1940.

3.1.1 Objectives

e Import of drugs in India by preventing the entry of spuri-
ous or substandard drug into the country.

¢ Control over the sale and distribution of drugs by only
trained & qualified personnel.

¢ Production by prohibiting the manufacturing of substan-
dard and spurious drugs in the country.

e Control over the manufacture, sale and distribution of
Ayurvedic, Siddha, Unani and Homeopathic drugs.

e To carry out regular inspection of licensed pharmacies or
dispensaries by Registered Drug Inspectors.

¢ Tohave control over the standards of drugs and cosmetics
by taking samples and analyzing them at approved test
laboratories.

¢ To provide special provisions to regulate the preparation,

Download Pharmacy India Mobile app from Playstore

3.1 U=y

3T vd Fied ganed Siffgd, 1940 YRA TRBR gRT 7 A
garsft SR A vt & Simard, fFai, faaRor iR fawt &
faf¥afia o= o fow @ fasar man o1 g8 sifefag yRa o
3N ST & 3fae™ H U AUl Hid &1 YR AT ST §
Fifes o garsft 3R Wied vl W sgafRyd e ot fia
G| T8 AT TRem 23, a9 1940 B, O 5 30 1940 Y
TR o T o7 SR 10 3 1940 Y MAASGIRG ¥T F AR
[ERIRICIRIE

3.1.1 384

- YRd ¥ garefl & 3mard & FAEa &A1 arfes Tda ar gfean
T[OTaRT aTcH GaTsfl o TaRT &1 el off U |

. %aq Ul vd g safaaal gRT garsit &1 faest 3R faaRor
R 830 ST

. o H "fedr iR Aol qare & FEf R ufdsy @R
JdTe & (A BT

. ogdfew, g, gAr SR Srafie garsht & fmfo, fae
3R faavor R gz ez

- ol i Fter ! gRT TS UTe tre Ryt a1 Sftwerrerat
&1 fAaffra fAR1eror SR

. SrgAIfed udleror yavTREmet H A AR 3T faeyur
HR garsft 3R Wied YTt & HIeh! R FE=0r 3@ |

. Sifge Td ORIy IdTEl B AR, AFDIBRU 3R HSRUI B
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D&C Act & Rules

¢ Licences Required for Schedule C & C(1) Drugs . 3@'{@’[ cudc, @t garsii & ﬁ-nz STIRAD ?I'IE@'\‘T
e Manufacturing Licence . fmfor ?I'IE@?
= Form 28 - Manufacture for sale/distribution of Sched- « Wi 28 - 3T C T C; Bt garsii & Fmfor (et faavor
ule C & C1 drugs. 39 & fory
= Issued by State Drug Department / Central Govern- . ARAY AT N fIUNT T7 Fg TWBR gRT SIRT fbar
ment. SITdT %I

. fot arsdw
« TTH 21 - g1 9l 8
« TIH 21B - di% faw! Td fqavur 8

Table 3.3: Application Forms for Schedule C & C(1) Drugs
ATfRrepT 3.3: SREE 3t 3R W(1) qarsit & e smaeT ux

Purpose (G%QTD
Sale / stock / distribution (excluding Schedule X)

(et / HiSRUT / faeRUT - SRR X Bl BIgsv)

e Sale Licences
= Form 21 - Retail sale
= Form 21B - Wholesale sale & distribution

Form Number (BTH HIT)
Form 19 / 19A (®1H 19 / 19A)

Manufacture for sale / distribution (C & C1) (faight / faaRur %‘g[ fmfor— 9ot c 3 ¢1) Form 27(%1H 27)
Loan licence for manufacture (ﬁ'ﬂlfUT %ﬂﬂ'?UT Fﬂ%@ﬂ) Form 27A (ﬁ'ﬁ 27A)
Manufacture including Schedule X (&W X Tfgd garaf &1 ﬁﬂf‘ﬂb Form 27B (qv'\lﬁ 27B)

Table 3.4: Licence Forms Issued for Schedule C & C(1) Drugs

ARADT 3.4: ST I o ¥i(1) gareit & forg oIt ensHw wid

Purpose (G%Q'CI)
Retail sale (gax1 fash)
Retail sale (without registered pharmacist) (USlidrd WBIHIRRE & o1 FaxT fash1)
Wholesale sale (Wm
Wholesale sale from motor vehicle (Hiex alg= gRT Ui fagbh)
Renewal (retail) (gaxT AT BT A1)
Renewal (wholesale motor vehicle) (@R T8 UIP AT BT Ad-1eHuT)
Manufacture (C & C1) (07t C G C1 gar3fi &1 fAmfon)
Loan licence manufacture (U d34Y gRT ﬁﬂfUD
Manufacture (C, C1 & X) (30ft ¢, C1 T X garaff &1 fHfon)
Large Volume Parenterals / Vaccines / r-DNA drugs

(@TS! dTeqH TRee / IR / r-DNA 2art)

3.4.2 I9A G
- Ul garefl & oad R W U4 Y4 FU 9 g DAdra ifbd

Form Number (BTH HT)
Form 19 / 19A (WIH 19 / 19A)
Form 21A (BTH 21A)
Form 21B (W1 21B)
Form 21BB (WIH 21BB)
Form 21C (Cb"\ll'fI21C)
Form 21CC (W%IH 21CC)
Form 28 (WTﬁZ8)
Form 28A (WIH 28A)
Form 28B (W1H 28B)

Form 28D (WBIH 28D)

3.4.2 Schedule G

¢ The label of such drugs must clearly and prominently

carry the warning: “Caution: It is dangerous to take this
preparation except under medical supervision.”

Examples: Aminopterin, L-Asparaginase, Bleomycin, Bu-
sulphan and its salts, Carbutamide, Chlorambucil and its
salts, Chlorothiazide and other derivatives of 1,2,4-ben-
zothiazine, Chlorpropamide and its salts, Cytarabine,
Daunorubicin, Di-isopropyl fluorophosphate, Disodium
stilboestrol diphosphate, Doxorubicin hydrochloride,
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BT 3ifard §: graum: 39 Nl &1 IuE fRfeasa
TH3euT & T R WARAT 21"

IaTevur: TRARRA, L-TERRAY, RaasieE, gaesE
FARRETES 3R 1,24-doae & gar 3fafeq,
FARUIUTAES aﬁ?{ﬂ%w YrgeRIfe, SHRSRM,
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Narcotic Drugs & Psychotropic
Substances Act 1985 & Rules
HIg® carsil 3MY A:-yHTd! ugrdf

Srfifaray 1985 3R AW

Objectives

Definitions

Authorities and Officers
Prohibition, Control and Regulation
Offences and Penalties

4.1 INTRODUCTION

e Coca, hemp, and opium have long been recognized for

their medicinal value; however, due to their habit-form-
ing nature and harmful effects on physical, mental, and
social well-being, their use has been restricted in the in-
terest of social welfare. To regulate the misuse of opium
and safeguard public health by preventing its adverse
social and moral effects, the Opium Act was enacted in
1857.

e As illicit drug trafficking and drug abuse expanded at

both national and international levels, the existing laws—
namely the Opium Act, 1857, the Opium Act, 1858, and
the Dangerous Drugs Act, 1930—were found to be inade-
quate. This highlighted the need for a comprehensive and
stringent law, leading to the enactment of the Narcotic
Drugs and Psychotropic Substances (NDPS) Act, 1985.
The NDPS Act came into force on 14 November 1985. It
applies to the whole of India and also extends to:

(a) all Indian citizens residing outside India, and

(b) all persons on ships and aircraft registered in India,

regardless of their location.

4.2 OBJECTIVES

To consolidate and amend the existing laws relating to
narcotic drugs.

To establish strict control and regulation over operations
involving narcotic drugs and psychotropic substances.
To significantly increase penalties, especially for drug
trafficking offences.

To implement international conventions on narcotic
drugs and psychotropic substances to which India is a
signatory.

Contact No.-6395596959/8006781759
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4.1 9fy=g

DID], HT 3R ABIH T da AT T 3iwefig A & fow
ST ST 8; QAfh 39 3Med STa- ard WHT 3R RN,
THRIS YT YIS Hedul IR gIHGRS THTA & HRU],
T fed § 377 I o) Hiftd &R fear man sl &
oUANT Bl fRifd Fx SR 59 Ufagd Imife® g Afae
UG F SH-TRI DT & H1 & g ay 1857 H b
ST A fovan |

S-S 314y Hgh Uerdf Bt ast SR A=fa uerf @
GOUANT I TE SHARP TR W ¢, 9997 Heal
BTTA—3TT B A, 1857; B R, 1858;
TYT TR MY tffam, 1930—3mafd fig gl 399
T AU 3R HER B P HALgbdl Tegd g3, e
IRUMRGRT T 1985 ® ARGICH T MR AEHIcud
gerdf i (NDPS Act) @ farar |

TSI ST 14 TSR 1985 J AL 31| T8 T URA
TR AL BT § T $HeT faxaR fafafad w o gidr 8

(a) HRd & dTER T 5= aral Tt wRe At w, 3R
(b) YR T Ushigd STeTell IR famml R, =18 3 Fet ot fRua

gl

4.2 34

e Sodl O Yafid Hisel ST &1 JHSH 3R S=ies
LTI

A Gl Td A:UHET gerf ¥ Jefia gut nfafafat
FoR a0 v fafau wifta &

ORI &0 ¥ Aed uerl & Th I I8 HIRIe & fw g
DI AT HSR T

T SIRPT HFAHGT (FFAN) bl AR AT f5H IR HRd
BATERTD A & SR S AT Sl Ud H:UHTd uerif 9 wefird
gl
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NDPS Act 1985 & Rules

4.

Describe the extent and applicability of the NDPS Act. 4. TASHITH SfAfTH 1 U1 SR A8 P &3 19U Hifory |

Who and what does it apply to (including outside India)? T8 frg R ok Hg1-bol ARL gl & (YR & aTex )2
Define and explain “Cannabis” under the NDPS Act. Write 5. TTSUITY ST & Sfafd "t ST aRumer o ok
Charas, Ganja, and mixtures/drinks with their legal FHEST | =R, TS 1 frgor/0a & gt o fafeu)
meanings.

. Explain “Opium” and “Opium Derivatives” under the NDPS 6. TASIITY g & Sfcid “Srig” SR "SI A" Bl

Act. Include the morphine percentage limit and examples. SRS BT | HIT T b1 ferrd AT 1 Iarexvr Hi fifeu)
Define “Coca leaf”, “Coca plant” and “Coca derivatives”. 7. “®I[PI U, “DIbI T 3R "l A" P gRYTST Sifora |
Explain the 0.1% cocaine rule and examples. 0.1% 1eb I 1gH 3R IaTe=ul FHLIST|

Explain the powers and measures of the Central Govern- 8. TISIGTY w3 Siid dg TRPR $i Alaaadl SR Il
ment under NDPS Act. Include coordination, international B! S BT | FHAY, SHARIP1T aliied, GHarg 3 Dl
obligations, rehabilitation, etc. RIS ﬁﬁf@

Describe the authorities/officers under the NDPS Act. 9. wTeidiey  SffgH & sfaria  urfereTRal/ SRl @t

Explain Narcotics Commissioner and Consultative Com- qU HIfY| ARSI Srgerd 3R TRl FfAf BT yfHebT
mittee. HHLARUI

10.Explain Prohibition, Control and Regulation (Section 4.5 10. 8, g1 wd faf~gw (URT 4.5) @t e i) it

N

content). Include prohibited operations and special pro- Tfafafil iR ORI Urau™ (BATeY SgEH, R @
visions (cannabis notification, poppy straw export, etc.). frafa enfe) wnfae ifom)

'< SHORT ANSWER QUESTIONS (Siféf SwR q1a uy) >‘

Describe the Offences & penalties as per the Narcotics & 1. TG Td H:HTET fIFTH & AR R1Y 3R 8 BT

Psychotropic Substances Act. Outline the distinguishing Ty & qufq S| ATedh goaf 3R T:gHTd ugrif & o9
features between narcotic drugs and psychotropic R Bt JoLerG) ﬁa‘rwﬁ forfam)
substances.
When did the NDPS Act come into force? 2. TS T oa AR gaim?
3. Write any two reasons for enacting the NDPS Act, 1985. 3. TASHiey 3iffgH, 1985 &1 EI'ITLLW > PIS al PRUI
forRau |
What are “Coca derivatives”? Give two examples. 4. "PIHT A" = 87 Gl Iareru AT
What is “Poppy straw concentrate”? 5. "ORT T Jigor 87
Write any four activities included in “Illicit Traffic.” 6. "3y T H AT DIz IR TafafdaT fafau)
Mention two functions of the Narcotics Commissioner. 7. ARDIEH 3Tgad & & HTd fafau |
What is the National Fund for Control of Drug Abuse 8. WWﬁ%WﬁW%@WWWW%

© N o ok

10.

meant for? 1%111 AT AT %?

Mention any two “special provisions” related to cannabis/ 9. HIeT/3BIH/BIHT V Add Bis of fAR Urau= fafau)
opium/coca.

What is meant by “prohibition of property derived from 10. “3URTY T U Ul &1 vy I 1 U 82

offence”?

-< Multiple Choice Questions (e SR a1 uY) >-

. Examples of Narcotic drugs 1. UTE® Sl & ITEXVT &:
a) Opium b) Coca a) I b) PIhT
c) Hemp d) All of the above o) HIT d) SWIed a4t

Contact No.-6395596959/8006781759
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DRUGS AND MAGIC REMEDIES (OBJECTIONABLE
ADVERSTISEMENTS) ACT-1954

eﬁqﬁqﬁa@a{?\uﬂw(emﬁwﬁwqﬁ)

Objectives

Definitions

Prohibition of certain advertisements
Classes of Exempted advertisements
Offences and Penalties

NTRODUCTION

The Drugs and Magic Remedies (Objectionable Adver-
tisement) Act, 1954 (DMR Act) was enacted to control
misleading advertisements of drugs and to prohibit
promotion of remedies claiming magical or miraculous
powers.

Under this Act, a magic remedy includes talismans, man-
tras, kavacha, or any charm claimed to cure, prevent,
or influence diseases or body functions in humans or
animals.

Unlike consumer goods, drugs should not be advertised
directly to the public, as it may encourage self-medica-
tion and cause health hazards. Therefore, drug advertise-
ments are regulated and mainly directed toward health-
care professionals like doctors, pharmacists, and nurses.

-1954

5.1 UR=g
. SRl 3R SgE IUAR (3MufieHe fagmom) siftfm,

1954 (DMR Act) & Ga13fl & UTHS =i &1 Fafd o
qYT WIgS Ul THBR Wiekadl 1 <Ml B a1 STEARI b
TR TR AP T & o §=7am 717 T

3 RIFTH & Sl Sgs U & drelel, T, Had a1 fardt
1t UHR &1 T 3BT (@) =i g, s ar § I8 arar
foa1 oTe o 95 o= a1 uggelt & fasddt 377 1 gatmel, bt
1 IRR P1 fopanait & gHIfad R Tbar gl

JuHiad! a¥gsft & fauRid, garsi &1 WY o Sar & forg
fogrs =€t feor ST TIRRe, Fife 3ER w@-shve TR
HI geraT fad § iR Wy Ieth War I 8 Ihd gl
gafere garsft & fagmu fFafa 81 § ok g &1 9 Siaey,
HHiRRe 3R 78 S8 W Ude’) & fore & fpu o 81

Table 5.1: Important Date / dTfer®T 5.1: Wga@yuf fafy

Act passed (3tfafam arfve)

Rule passed and came into force (a9 Tikd gu 3R o fu o)

1954
1st April 1955 (1 3% 1955)

Controls Drug Advertisements

Regulates specific
types of advertising
related to drugs to
ensure public safety.

Stops Fake “Magic Cures”
Fﬁﬁ% Apar

Controls ads for
remedies that make
false claims and
mislead the public.

Picture 5.1: Magic Remedies / {7 5.1: G|T§§BTIT!I
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Prevention of Cruelty To Animals Act, 1960

Known genetic & health status

@ SfF 9 W fRf)
\
v v
Breeding colony Stocking in animal house
(UEEET (U 7TE § WSRO
|
v v v v

Care before & after Quiet location Trained attendants

roper ca es/stables
991G @) (=TT R (:;Igm

Figure 6.6: Breeding And Stocking Of Animals / 27 6.6: UR[3ff &1 Us< Ud HSRUEAfT

Table 6.2: Regulations for Breeding and Registration of Establishments

ARAPT 6.2: TSI 3R IS & Usiiopur & forg fFaw

Topic (fwa) Description (faazn
Eligibility for Breeding g:z (r)zgiz;zrxeseiissebrllisshments can carry on the business of breeding animals for the
ESEEEARIMCIER)! '

Had Uslird TRITT S TNT & 3539 J U3 & UoT9 &1 &1 R Tohd ] |
Registration Requirement | Apply for registration within 60 days from the date of experiment.
(ASTTeHRUT BT SATARTeDeT) | TANT 1 I F 60 faAl & +ieR Usiiepur & e sfrde w1 sifHard 5|
For the registration of establishments/breeders (including universities and colleges), the

Government of India has set up the CPCSEA under the Ministry of Social Justice and Empow-

erment, Shastri Bhavan, New Delhi.

@ 3 R WWﬁﬂﬁW@ﬁﬁW%ﬁW@ﬁW%Gﬁq@wmmmm%
"™ | RRY cpCsEA FET ST &1 98 SRR WG = Ud SRISIRET ST & St Qe ya,

feeeh & R 21

Registration for
Establishments

6.5.2 UR3M BT USRI
a. U 39T T R R 9 A1feT S wifd § R §F ok b

6.5.2 Stocking of animals

a. Animal houses shall be located in a quiet atmosphere

undisturbed by traffic, and the premises kept tidy,
hygienic and the animals protected from drought and
extremes of weather.

b. Animal cages for small animals and stables for large
animals shall be such that animals can live in comfort and
overcrowding is avoided.

c. Where standards have been laid down by the Indian
Standards Institution, the cages, the stable, as the case
may be, shall conform to those standards.

d. Animals attendants must be suitably trained and experi-
enced in the duties allotted to them.

e. Animals shall be looked after, before and after the experi-
ments by a trained and experienced attendant.

f. There shall be satisfactory arrangement for looking after
the animals during off hours and on holidays.

J YU B, 3R URTR P TH-TURT, T 3R Ut oY
T 3R AH & IS IdR-TGE I JRI&T 3T ST
41Ul

. B Ugait & fore fioR 3k 98 ugsht & foe sRaed 59 UaR

Y g1 91feT foh U SR ¥ @ I 3R 31 is-urs ¥
AT S b )

. gl YRd "He WM gRT AFe Muid fhu g

Jgi SR, sRded, o AMd & 39 AF®! & 3T gl
Eli)

. U YIh! Bl P gRT IIY Y Hofed 7 Ifed =0 J uiifera

3R YA g ATl

. T @ Usd SR a1 B uggelt Bt @HTd U URifed iR

YA TaP GRT B1 o1 AN |

. gfgdl 3R offp del & IRM Ugell &1 dEur & forg

TSI =T g ATy

6.6 T T g
. TR DI Arg Afdd (U Rfbcie, siae o= & uike-

6.6 PERFORMANCE OF EXPERIMENTS

e Experiments shall be performed under supervision of

Contact No.-6395596959/8006781759
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Food Safety & Standards Authority of India Act & Rules

Table 8.1: Composition of Food Authority (FSSAI)
ATRTehT 8.1: W] UTTRISHRUT (FSSAI) Bt TR

Member Category (3¢ 40ft) Number (&)

Details (fdazun

Chairperson 1 Appointed by Central Government (Secretary rank).
(3reAEN) (% IPR GRI g (@ferd &) |
Joint Secretaries from Agriculture, Commerce, Consumer Affairs,
Mir.listries 7 Food Processing, Health, Legislative Affairs, Small Scale Industries.
CEIGE)] (Y, IO, ST A, WTE URiHRYT, W, faemdt s, @y
JENT HATCHT o HYgerd GfIa(
Industry Representatives from food industry (1 from Small Scale).
(S 2 (T FENT o Ui (1 7Y I )|
Consumers Representatives from consumer organizations.
(S : (SUHE TS 3 R
Technologists 3 Eminent food technologists or scientists.
(=) (iR el et faiesy a1 dsfie )
States / UTs Appointed by rotation every 3 years from Zones.
(14 / % R TN ° (@71 SR 3 S 3 T A Frge )
Farmers Representatives of farmers' organizations.
Gailk) ’ (R ST 3 TR
Retailers Representative of retailers' organizations.
(g Rrdvam) ' (G R e a1 AR
Note: One-third of the members shall be women. ie: U faers gaw Afgand g

8.5. CONTAMINANTS, RESIDUES AND
PROCESSING AIDS

e Contaminants: No food shall contain naturally occur-
ring toxic substances, toxins, hormones, or heavy metals
in excess of specified quantities.

¢ Residues: Food must not contain insecticide/pesticide
residues, veterinary drugs, or antibiotic residues exceed-
ing the tolerance limit.

¢ Processing Aid: Means any substance used during food
processing for a technological purpose (not as an ingre-
dient) which may leave unavoidable residues.

8.6. PACKAGING AND LABELLING

8.6.1. General Labelling Rules

¢ No packaged food can be sold unless properly labelled
per regulations.

¢ Labels must not contain false, misleading, or deceptive
claims.

e The design and presentation must not mislead
consumers.

8.6.2. Labelling of Food Supplements

As per FSSAI regulations, dietary supplements must contain

Contact No.-6395596959/8006781759
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8.5. HgU®, AT 3NX YIRSV gD

. Ygu®: fodt ot HIeH ¥ uiefas U 9 Ure o ard fawred
Terdf, g a1 YIS ety Feiia aEr ¥ ifie et g
1feu|

. AR Yo H PleARG ARy, Uy fafder gar,
1 Carfed SRy TgRiadr dm ¥ oift T8 g
1feu|

. TRIEHIUT HETaH: 98 Uard off WTe U0l & R fHat
Th-lo! I & fory IUANT e ST § (Uedh & =0 7 g
3R SN 3ifarf 3raRy BYs T gl

8.5. U oI 3fiv AaferT

8.6.1. I Aafert fAaw

- o8 ff Ths W yard FOmER TEt e & foer e
EEISIRERIL

. d9d R 5 ff 3ol YW a1 YRaeES gaT A8 g
Gy

. A9d BT SR 3R TRgfa Iusiaarsit &) uita FHRa aret
eI g =g Tl

8.6.2. T P! DI AFICHT
FSSAI fodl & SRR, 3MER ! & dad IR Fgfafad faazo
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National Pharmaceutical Pricing Authority

P siefy gea frefRor uiferpwon

¢ Drugs Price Control Order (DPCO) - 2013

e Objectives

¢ Definitions

¢ Sale prices of bulk drugs

e Retail price of formulations

¢ Retail price and ceiling price of scheduled formulations
e Pharmaceutical Policy 2002

e National List of Essential Medicines (NLEM)

9.1 INTRODUCTION

e The National Pharmaceutical Pricing Authority (NPPA)
was established by the Government of India through a
resolution dated 29th August 1997 as an attached office
of the Department of Pharmaceuticals (DoP) under the
Ministry of Chemicals and Fertilizers. It functions as an
independent regulator responsible for drug pricing and
for ensuring the availability, accessibility, and affordabil-
ity of medicines to the public.

¢ The major functions of NPPA include fixation and revi-
sion of drug prices in accordance with the Drugs (Pric-
es Control) Order (DPCO), monitoring the availability of
medicines, ensuring compliance with price regulations,
and advising the Government on pharmaceutical pricing
and policy matters. At present, NPPA is implementing the
Drugs (Price Control) Order, 2013, issued by the Depart-
ment of Pharmaceuticals, under the powers delegated
to it. NPPA fixes ceiling prices for all medicines listed in
Schedule-I of DPCO, 2013.

9.2 DRUGS PRICE CONTROL ORDER (DPCO)-2013

DPCO 2013 came into force on 15th May 2013 and is
applicable throughout India. It replaced the earlier Drugs
(Prices Control) Order, 1995. The Drugs (Prices Control)
Order, 2013 represents a significant improvement over
earlier price control orders. It incorporates the principles
of pharmacoeconomics in the pricing of drugs and formu-
lations and adopts the National List of Essential Medicines
(NLEM), 2011 as the basis for price control. The primary
aim is to ensure the availability of essential medicines to the
public at affordable prices.
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9.1 U=

. P SNV e FYROT TN 1 RITAT HRA IWBR
BRI 29 3T 1997 & UH Ybed o HIEHH F T Td RSB
A & Sdiid WY fauTT & Tau srafed & U H Bi
TS f| T8 U Wdd e =1 $ FU H S R g,
S garsft & Yea YR qur oMy Sar & forg gansit &t
USR], Ugd SR Ig-1aradT JAfd da & forg IRemt
gl

« NPPA & TG STl & MY (e Faaon) See & SAR
Tt & Yeg &1 AufRor ud TN 1, garsh ot Sudsid
DI FARF &S], Geu = Fodt & srurad & gRfgd
HRAT U7 3N geg FefRor v ify Geeht amat # wmeR
B R T M 1 dH= H NPPA, SIS fRumT gr
Ued fdadl & sfafd S oiwfy (e fdmmn smew,
2013 & AR IR TET &1 NPPA, DPCO, 2013 T Sga-1 &
Thag ot garslf & forw sifiean (@ffern gea feifa
FRAT B

9.2 3R (e fra=on) 3meRT (DPCO) - 2013

DPCO 2013 f&A® 15 TS 2013 ¥ AR g3 3R T§ TR HURd H
guTdt B 1 3 gaadl S (e fon) SeRT, 1995 HT RIH
form ofwfy (e Ao smew, 2013 & gd & gou FHaaon
RN Bt g W UH He@yul JUR THT STl 31 398 garsit
wd ofwefty dufal & geu fRuRkor § wriezeHte &
Rrgial o1 i fovar man § aur geg a0 & SR & w9 o
TP SfTaRa SIS Gl (NLEM), 2011 T ST T & | ST
TR IR M ST B HTIRAD GaTd [HHrad! aRi R Juasy
FRATR
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¢ Definition

 Ethical principles

¢ Ethical problem solving
e Registration

¢ Code of ethics for Pharmacist in relation to his job, trade,

medical profession and his profession.
¢ Pharmacist’s oath

10.1 INTRODUCTION

Ethics can be described as the code of moral principles or
the science of morals. To understand ethics, it is essential
first to understand the concept of morals. Human behaviour
in society is guided by two major forces: laws enforced by
the government and customs, values, and duties upheld by
society. Laws carry legal authority, while customs and moral
duties rely on individual conscience and social acceptance.

Societies develop a code of conduct to help individuals
distinguish between right and wrong. When this code is
followed consistently over time, it shapes a person’s con-
science, enabling them to make ethical decisions in daily life
for the welfare of society. Such conduct is called ethical be-
haviour, and the development of this conscience is known
as morality.

10.2 DEFINITION

e The Code of Pharmaceutical Ethics is a set of rules that
tells a pharmacist how to behave professionally and
morally while doing his duty. It helps the pharmacist to
decide what is right and what is wrong in professional
practice.

o Example: A pharmacist should not sell expired medicines
even if it gives profit.

10.3 ETHICAL PRINCIPLES

¢ Beneficence - Do Good: The pharmacist must always
act in the best interest of the patient. Example: Giving
correct medicine with proper counselling.

¢ Non-maleficence - Do No Harm: A pharmacist must
never harm the patient, intentionally or unintentionally.
Example: Not dispensing wrong drug or wrong dose.

Download Pharmacy India Mobile app from Playstore

CODE OF PHARMACEUTICAL ETHICS

10.1 yi=rg

Afcemdr &1 Afae Rigidl ot dfgdr a1 Afde fage & Eu 3 aftfa
T ST T 8 | Adedr B THe & o Ied uge Afdw gedt
DT YR B FHIAT AT § | TS H A9 TIER & T
v gR1 AERIT BT 8 PR gRT 1] T T B 3R
TS gRT §1Y Y HfA-Rare, G au Haed | STl bl BT
fYBR T BidT B, Safep fd-Rarst 3R Afce wdfor i &t
SIRTAT 3R FrTiores Wil TR 3Merie gia g

A AfGIal B! el 3R Tad § 3R IHIH & U 3R
Sifgar fIpfid Hva1 31 99 39 Ifecl &1 o Ty ddb FRER
e fopar ST 8, o g8 safad B SiaRien &1 i SRt 7,
R 98 TS & Hedur & e e Siiew § Afae ol o
T | T TR BI A HaER el oidl § 3R 5 SfRTe &
T o) Afdmdr @R FeT A Bl

10.2 gRHTYT

. BEgfEHd Afadmar dfed o &1 te aqg §, o wHiRee
P 30 FHefod BT U B JHT IR 3R A U HY
TIER DT INMRY, Tg I & | T8 BRI P! TTadTiis
3 H g 3R TTAd T v a H Tgridr Rl g

. JETEIV: BHIRRE & Ay g9 Rt Taqus (G-
W) AT 751 S9! a1y |

10.3 Afo® frgia

. SUSBINGT - HeTs HIAT: BHRRE BT gHwm At & Fafaw
fed o ®rf B ATl ISTER0: T gar 1 3R 3RHa
RIS Y& HRAT|

. 3AfET - 71 7 ugan: BHiRRe & THGEHR A1 S
# At o et Jorae T ugam =R

TETEXUT: TTed &l a1 Tad GRId A T
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Role of All the Government Pharma Regulatory Bodies

These offices assist zonal offices in inspection, licensing,
surveillance, and enforcement activities.

Sea Port and Airport Offices: CDSCO operates 18 sea-
port and airport offices at major ports and airports to
regulate the import and export of drugs and cosmetics.

Central Drug Laboratories: CDSCO has seven laborato-
ries for testing and analysis of drug samples:

Mini Laboratories

In addition to central laboratories, six mini-laboratories
function at important ports to facilitate rapid testing of
imported drug samples. These are located at:
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12.2.2 ROLES OF CDSCO
1. Regulatory and Licensing Authority

Evaluating and approving applications for new drugs
based on safety, efficacy, and quality data.

Granting permission for conducting clinical trials in In-
dia and monitoring their compliance.

Issuing licenses for manufacture of specified categories
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