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Welcome to "A Textbook of Pharmacy Law and Ethics" a Bilingual (English and Hindi) book for Diploma in
Pharmacy Students. This comprehensive and indispensable guide has been meticulously crafted to provide
diploma students in pharmacy with a thorough understanding of the legal and ethical aspects that govern

the pharmaceutical industry.

Our primary goal in creating this book is to offer students a comprehensive resource that covers the key
topics in Pharmaceutical Jurisprudence. Whether you are a pharmacy student, an aspiring pharmacist, oran
educator in the field, this book is intended to serve as your trustworthy companion throughout your

academicjourney and beyond.

We believe that a solid understanding of Pharmacy Law and Ethics is not just a requirement but a moral and
professional obligation for every pharmacy student. This textbook is dedicated to helping you acquire the
knowledge and skills needed to navigate the intricate landscape of pharmaceutical jurisprudence

confidently and ethically.

As authors, we acknowledge that the field of pharmacy is continuously evolving. New laws, regulations, and
ethical dilemmas will emerge. We encourage students to engage actively in discussions and seek additional

resources to stay current with these developments.

We extend our heartfelt gratitude to the educators, students, and practitioners whose valuable insights and
feedback have contributed to the creation of this book. We hope that "Pharmaceutical Jurisprudence"
becomes a valuable resource and an enduring reference for you on your journey to becoming a responsible

and ethical pharmacy professional.

“Success is the combination of both vision and accepting the challenge”

Authors
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CHAPTER1 AT 1
General principles of law, history and various P & A fagia, sfiem @ik <k
acts related to drugs and pharmacy iy Brfdl U9 9@ wefoa fafr=
Profession ...m———— g B 1 651 5 £ 1-8
1.1 Introduction 1.1 9R=¥™
1.2 Principles of Law 12 & & Rigia
1.3 History 1.3 sfasm
1.3.1 Drugs Enquiry Committee (DEC) 1.3.1 3w Sitg |fAfa (DEC)
1.4 Various Acts Related to Drugs and 1.4 3N9fd vd wrfdl cgaarm 9 g&feda
Pharmacy Profession faftr= ot
CHAPTER 2 3T 2
Pharmacy Act, 1948 ........eemeesressmessesssessesssesssssses 9-51 BIHAT IATRAFTIH, 1948 oo 9-51
2.1 Introduction 21 uR=y
2.2 Objective 22 W
2.3 Definitions 2.3 gRHTEIY
2.4 Pharmacy Council of India (PCI) 2.4 wrRdg B gReg (PCI)
2.4.1 Constitution of Pharmacy Council 241 MR B gRYE &7 T8
of India
2.4.2 Functions of Pharmacy Council 242 RO B IRYE & w1
of India
2.5 Education Regulations 25 Trar fafram
2.5.1 Application of Education 251 1At ¥ e fafvesi o1 gy
Regulations to States
2.5.2 Approval of Institutions providing 252 3T Ud YIETT YTSshd UaTH A
a Course of Study and Examination Tl AT DI WIPia
2.5.3 Withdrawal of Approval 253 ajﬂﬁ_r{ ElESRSR
2.5.4 Approval of Qualification 254 ARd & dE% I TS ARGl &I
Granted Outside India
2.5.5 Central Register of Pharmacists 255 BHIRRE] BT Hald IoTe
2.6 State and Joint State Pharmacy 26 ST UG WY g G aRug
Council
2.6.1 Constitution of State and Joint 26.1 5T TG HYH 9T BTHAT GRYGT BT
State Pharmacy Councils oA
2.6.2 Inter- state agreements 26.2 IR FHSI
2.6.3 President and Vice-President of 26.3 XTI URYE & 3Neyel Yd SUTedeE
State Council
2.6.4 Term of office and casual 264 IS BT HRIGTA AR MHRASG Rimt
vacancies
2.6.5 Staff, remuneration and 2,65 AR, TIRSIASG 3R I
allowances
2.6.6 Inspection by the State Council 26.6 5T YRYE gRT Aeror
2.7 Registration of Pharmacists 2.7 BHIRREl &1 usiieRor
2.7.1 Preparation of first register 2.7.1 gl ISR Bl AR
2.7.2 Subsequent Register 272 Al ISR
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2.7.3 Removal of Names from the
Register

2.7.3 IR A 9 g™

2.7.4 Printing of Registers 2.7.4 IR &1 g0

2.8 Offences and Penalties 2.8 3URTEY Ud G

2.9 Pharmacy Practice Regulations, 2015 2.9 BT s fafaw, 2015
2.9.1 Objectives 291 3T
2.9.2 Definitions 29.2 UR¥ETY

2.9.3 Code of Pharmacy Ethics

2.9.4 Duties and Responsibilities of the
Registered Pharmacist in General

2.9.5 Maintaining Good Pharmacy
Practice

2.9.6 Duties of registered pharmacists
to their patients

2.9.7 Duties of Registered Pharmacist

2.9.8 Responsibilities of registered
pharmacists to each other

2.9.9 Duties of registered pharmacist
to the public and to the profession

2.9.3 B MR Afdr

294 USIpd BHEIRRE & AMRI Had
IR oreeRar

295 ST BT IR Bl g9 =T

296 USIIHd BAENRE] & U ARSI &
ufcr e
2.9.7 USildd B
2.9.8 USilpd B
afer foreTRat
299 AT 3R U™ & forg dsiipd

GTHIRNE & B

Id
[
Id
[

¢

2.9.10 Unethical Acts 2.9.10 3Mfa® HTd
2.9.11 Misconduct 2.9.11 GMER
2.9.12 Punishment and Disciplinary 29.12 T8 3R IFRTAAHAD HaH
Action
2.10. Education regulations, 2020 for 2.10 Bl & fewiar ursasa & forv e
diploma course in pharmacy fafre™1, 2020
2.10.1 Chapter 1 2.10.1. 1T 1

2.10.2 Chapter 2

2.10.2. MY 2

CHAPTER 3 3T 3

Drugs and Cosmetics Act, 1940 and Rules, ufer uvd gameE A siferfaas, 1940 30X
g 7 52-87 TRIH, 1945 . ssssssssssssssssssseans
3.1 Introduction 3.1 yR=™

3.2 Objectives 3.2 S8

3.3 Chapters 3.3 A

3.4 Defintions 3.4 gR¥TTY

3.5 Schedules to the act and rules 3.5 It sk el &1 st

3.6 Administration of Act And Rules 3.6 Jferfeaw v ot &1 yemae

3.6.1 The Drugs Technical Advisory
Board (DTAB)

3.6.2 The Drugs Consultative
Committee (DCC)

3.6.3 The Central Drugs Laboratory
(CDL)

3.6.4 Drugs Control Laboratories in
the States

3.6.5 Government Analysts

3.6.6 Drug Inspectors

3.6.7 Licensing Authorities (LA)

3.6.8 Controlling Authorities
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3.7 Import of Drugs 3.7 JARI &I IMATd
3.7.1 Import of drugs under licence 3741 ASUE I WAC & d8d arRil &
or permit SIRIN]
3.7.2 Offences and penalties relating 372 TARH & AT A AT TRE AR
to Import of Drugs TS
3.8 Manufacture of drugs 3.8 <arl &1 fAsfor
3.8.1 Prohibition of Manufacture and 381 $HB TdRll & AT R @ &1
Sale of Certain Drugs ey
3.8.2 Conditions of Licenses for 382 IR & i & forg s @t
Manufacture of Drugs MK
3.9 Detailed study of schedules to the 3.9 Ifafrm &R sl & sgyfaal &1
act and rules faega s
3.10 Sale of drug 3.10 <91l @ fam)
3.10.1 Retail Sale 3.10.1 [EEJI
3.11 Offences and penalties relation to 3.11 <a_n 3N} died yareEl & o ik
manufacture and sale of drugs and Il @& d9g A U 3R <
cosmetics
CHAPTER 4 AT 4

The Narcotic Drugs and Psychotropic

AR®Ifed $79 AR FT:99dT ggref

Substances Act and RUIES ........coveeeeeerrrererescsesenes R\ P L2 G ROk B | K i £ R A 88-102
4.1 Introduction 41 yR=™
4.2 Objectives 42 SR
4.3 Definitions 43 9R®EY
4.4 Authorities and Officers 44 9ISeRY 3R SAfererY
4.4.1 Measures by Central 441 ®F IR R SR
Government
4.4.2 Officers of Government 442 TRAR B IR
4.4.3 Narcotic Drugs and Psychotropic 443 dR®ICH 74 3R A4 garef
Substances Consultative Committee RIS AT
4.4.4 Officers of State Government 444 TS WRAR & FTHRT
445 National Fund for Control of 445 TN SaRl & GOUAN & FFFU
Drug Abuse P forv I By
4.5 Prohibition, Control and Regulation a5 e, faor siv fafraas
4.5.1 Prohibition of certain 451 |©B PTAT IR Hfcaer
operations
4.5.2 Prohibition of certain activities 452 WX I Yy Eufy 9 Fefeg
relating to property derived F AR R gfade
from offence
4.5.3 Power of Central Government 453 % WROGR B JAM, IO
to Permit, Control and Regulate AR faferafag wrfe
4.5.4 Power of State Government to 454 9 WRGR DI JFAMT, R
Permit, Control and Regulate R faferafag &1 oike
455 Power to control and regulate 455 ffya uemt o1 fFRfFa iR
controlled substances fafrafag o< &1 oike
4.6 Offences and Penalties 4.6 U 3R TS
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CHAPTER 5
Drugs And Magic Remedies (Objectionable
Advertisements) Act, 1954

5.1 Introduction

5.2 Objectives

5.3 Definitions

5.4 Class of Prohibited Advertisements
5.5 Class of Exempted Advertisements
5.6 Offences and Penalties

CHAPTER 6

Prevention of Cruelty to Animals Act,

IS T 1 S
6.1 Introduction

6.2 Objectives

6.3 Definitions

6.4 Animal Welfare Board of India

6.4.1 Functions of Animal Welfare
Board of India

Committee for Control and

Supervision of Experiments on

Animal (CPCSEA)

6.5.1 Functions of CPCSEA include

6.5.2 Duties and power of CPCSEA to
make rules relating to experiments
onanimals

Institutional Animal Ethics

Committee (IAEC)

6.6.1 Composition of IAEC

6.6.2 Functions of IAEC

6.6.3 Authority under which TAEC is
Constituted and Duration

Breeding and Stocking of Animals

Performance of Experiments

Transfer and Acquisition of

Animals for Experiment

Records

Power to Suspend or Revoke

Registration

6.12 Offences and Penalties

6.5

6.6

6.7
6.8
6.9

6.10
6.11

CHAPTER 7

Poison Act, 1919 ... ssssssssssssssssns
7.1 Introduction

7.2 Objectives

7.3 Definition

7.4 Possession for Sale and Resale of

any Poisons
7.4.1 Power to regulate Possession
for Sale and Sale of any Poison

AT 5
Al IR WIgE SUAR (RMuRkieE®
103-110 fa=ima) srferf-raw, 1954
5.1 UR=Y
52 I8
5.3 URHTHIY
5.4 fifg fagmu=n a1 siofi
5.5 B< U« fagmu=l @1 siofi
5.6 3MURTE AR TS

103-110

AT 6
uy] sl fraror sfefE, 1960

111-124

ARA UY] HeAToT 918
6.4.1 YR U] BT dIs & B

g3l & WA W fARFr iR
wAaeor wfafa (CPCSEA)
6.5.1 CPCSEA & & & oA =

652 TR W WANN | Hafdd M 99
% foTy CPCSEA & whdied 3iR wIiRhal

6.5

6.6 W¥ANTd Uy Afdaear wfifa

(IAEC)

6.6.1 IAEC &I G=A1

6.62 IAEC & &I

6.6.1 IAEC @ T3 IR 3mafy & dgd
UTfereRoT

SIFAR] T Yoi- AR HSRT

PR IE G e A |

WINT & fog gl &1 wIAiaRer SR

3rferrger

6.10 R&IS (=)

6.11 gofiexvr faeifad ar xg &4 & 2fp

6.7
6.8
6.9

6.12 3URTY 3N TS

AT 7
125-131 9iex} 3rferfsras, 1919
7.1 9R=™
72 S
7.3 9fR¥myT
74 iR d fa@r AR gAfdsa @ feg
ool
741 AT ok @1 9y IR 9T & forw
heol Bl T BT BT IR

125-131
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7.4.2 Power to regulate Possession 742 ®Y aF # & A TR B deol Bl

of any Poison in certain area fafrafad s @1 e
7.4.3 Power to prohibit importation 742 AT H G0 W SIER @ S W
into the states of any poison gfoder o= @1 wris, e g9@ 6
except under licence T ATSHT B e AT fhaT STy |
7.5 Import of Poisons 7.5 Slg} &I 3ATd
7.6 Offence and Penalties 7.6 3MURTE JHX T
7.7 Issue of Warrants 7.7 ART ST &A1
CHAPTER 8 3T 8
FSSAI (Food Safety and Standards FSSAI (WRd™ Erel YReE gd HISH UTErHoT)
Authority of India) act and rules .......cccocveunee. 132-145 3T UG I coueeeersssesssessesssesassaenns 132-145
8.1 Introduction 8.1 UR=
8.2 Objectives 8.2 S8
8.3 Definitions 8.3 gfR¥TyTy
8.4 Role of FSSAI 8.4 FSSAI &1 qfiar
8.5 Food Safety and Standards Authority 8.5 HIRAg el greln T4 HEd YTferadYor
of India (FSSAI) (FSSAI)
8.5.1 Composition of FSSAI (Food 8.5.1 FSSAI (W&l UTferdxoT) &l el
Authority)
8.5.2 Duties and Functions of Food 8.5.2 Wrel UIYHRUT & bhadd IR BRI
Authority
8.6 Aspects related to Manufacture 8.6 SdIed 9 gsfoa EELS
8.7 Aspects related to Storage and Sale 8.7 TSR 3} faoT 9 g9t LR
8.8 Aspects Related to Packaging And 88 Wl WwiWica & fay dafuT i
Labelling For Food Supplements oafei T O g9fea LR
8.9 Food Safety Standards Rules, 2011 8.9 wWTel &l AR WS =E, 2011
8.10 Food Safety Officer (FSO) 8.10 @rel Y&l ARSI (FSO)
8.10.1 Qualifications of FSO 8.10.1 FSO &1 IrIdTg
8.10.2 Powers of Food Safety Officer 8.10.2 TEl GRETl MBI (FSO) &
(FSO) SIBEAN
8.10.3 Duty of Food Safety Officer 8.10.3 el JRel JNMIBRI (FSO) BT Hoied
(FSO)
CHAPTER 9 3T 9
National Pharmaceutical Pricing Authority .. 146-167vr<1ar aitwefig L freri=oT 9ifere T . 146-167
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2013
9.2 Objectives 92 I
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1.1

1.2

0

GENERAL PRINCIPLES OF LAW,

INTRODUCTION

Jurisprudence: It is the study of R N
fundamental legal principles and is 3 '
also science and philosophy of law.
Pharmaceutical Jurisprudence:
It is a branch of pharmacy which
deals with the knowledge of laws
relating to drugs and pharmaceuticals and about
pharmacy profession.

Law intends to regulate and control various
aspects of social life.

Law aspects may be classified as social, economic,
political legislation.

Pharmaceutical Legislation is a mixed legislation,
which overlappingly covers both social and
economic aspects of the society.

The purpose of pharmaceutical legislation is to
ensure that the patients receive drugs of required
quality, tested and evaluated for safety as well as
efficacy for their intended use. It means that
Pharmaceutical Legislation is associated with the
health of society.

PRINCIPLES OF LAW

Laws and regulations govern almost all
aspects of the profession of pharmacy.
These have been developed over many
years in order to guide the safe and
effective delivery of medications to
patients.

These laws lay down permitted and
prohibited conduct for pharmacists,
pharmacies, and organizations.

1.2 &
§

HISTORY AND VARIOUS ACTS RELATED
TO DRUGS AND PHARMACY PROFESSION

DI D HHTea fgida, sfaesr 3ix
<dr3il 31X B R U2 ¥ Hdfia faffet
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PHARMACY LAW AND ETHICS I

2.5.5

2.6

2.6.1

PHARMACYACT, 1948

same qualification by law allowed to enter and
practice profession of pharmacy in that country.

Central Register of Pharmacists

Central Council is required to maintain a register
of pharmacists known as the Central Register
Registers contains name of all persons for the time
being entered in the registers of different States.
Each State Council is required to supply five copies
of its registers to the central council as soon as
after the 1%t April every year.

The registrar of the PCI maintains and revise the
central register the central register time to time
and published it in Gazette of India.

The Central Register is deemed to be a public
document within the meaning of Indian Evidence
Act, 1872.

STATE AND JOINT STATE
PHARMACY COUNCILS

State Pharmacy Council and Joint State Pharmacy
Councils are also constituted under this Act by the
State Governments.

Section - 19 of Pharmacy Act 1948 provides for
constitution and composition of state council
President and vice president hold office for a

maximum of five years and eligible for re-election.

Constitution of State and Joint State Pharmacy

Councils

2,55

2.6

2.6.1

BRRAT & URT H 9T et 3R IR IR Dl 3TN
ERCICE

BHIRRE & DA R

Do IRYE B HEIN $T Yo AR I1Y
G 3MAAF &, oY Do INTEX Bl 1T 2 |
IR # faf=t st & IRt # g1 fhy oH
gret 1 aafpal & 9M B §

T 5T URYE BT 3T VR &1 Ui Ul S
IRYE B TAF a¥ 1 3 & 1€ Sieg A Sfeg TS
HRAT BIAT B |

ARART B gRYE &1 IVRER Dol IR Bl
THI—AT TR g1 GdT 3R G HRar 2 iR
39 YRR o0 H Y1 &ear § |

DHar IRER B IRAT A1eg rffgH, 1872 &
f & T USH ATdSIfd SxqTdSl AT ST

g
SY 3R Hgh I Bl gRYS

RISy B gRYe 3R Hgeh Iog Bl aRye A
39 AT & d8d 5T WRGRI gRT ST a1 S
gl

BT IR, 1948 Y &IRT 19 T URYE & T
3R HREET BT MR Rl R |

e 3R U BT Bridblel AfHTH Uig auf &
fore g1ar € 3R I g7 g1a & A B E |

ISY 3R WY ST BEA! YRYSI BT TS

Table 2.2 Members of State and Joint State Pharmacy Council
ATfeTdT 2.2 5T AR WY I B! IR & TeH

STATE COUNCIL

(=g URYR)

JOINT STATE COUNCIL
(Hgh I URkEe)

ELECTED MEMBERS (faifera )

Six registered pharmacists elected from
amongst themselves

One member elected from amongst themselves
by the members of the Medical Council of the
State

BT Uolipd BMIMNRE U 19 | 1 SIuT |

ST BT AfShl PISRIT & Aol gRT 30+
e\ | AT T UP e |

e 3-5 Registered pharmacist of each of the state
elected from amongst themselves

e One member elected by the Medical Council of
each state from amongstits members.

o UIP IT b 3—5 Usiipd HEINRE, ST 370
a9 | g TG |

o TP ST Pl AfShol BRI gRT U Tl
H 9§ Uh GG AT ST |
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Bl arferfas, 1948

NOMINATED MEMBERS (F9Hd |e&)

Five members of whom at least 3 shall be
possessing a degree /diploma in pharmacy or
pharmaceutical chemistry or be registered
pharmacists, nominated by the State Government.

(RS0 WRER gRT AT uig e, RN 9 &9 9

P9 M D U BEET AT BHERRCHT HAw
fSMESMT BRI A1 9 USlia BRI i ()

2-4 members nominated by each participating
State of whom more than half shall be possessing a
degree or diploma in pharmacy or pharmaceutical
chemistry or be registered pharmacists.

(IS 9N o ATl I5d §RT AMAG 2—4 9w,
R 9 oy & affe & U BERT AT

BACH DHieel § S a1 fSemr gnm a1 @

I PHARMACY LAW AND ETHICS

Goiigd BHIRE B 1)

EX-OFFICIO MEM

BERS (U3 9&)

e Chief administrative Medical Officer of the
State.

e Officer in Charge of Drugs and Cosmetics Act,
1940.

e Government Analyst under the Drug and
Cosmetics Act as State Government may
appoint in this behalf.

o N P Y& YD Ffbear Ry |

o I UG T¥ARE ArPEN SifSfEH, 1940 BT
YARY STfEIBRY |

o 3N Ud uwmE wWEfl emfAfw @& d'd

AN faveivd 9 ™0 AR 39 Gee H

s o |l 2|

Chief Administrative Medical Officer of each of
the participating States.

Officer-in-charge of the Drug Control
Organization of each participating state.
Government Analyst of each participating
State.

T ARIER ST $1 g JRINfe fefdear
MBI |

TS HHER I &1 gar FREer e &1
MBI |

TP AHIER TR BT RGN [A7eAvD |

2.6.2 Inter-State Agreement

1. Two or more States entering into an agreement
may agree for the constitution of a Joint State
Council for all the participating states or that the
State Council of one State shall serve the needs of
the other participating states.

2. In addition to such matters as are in this Act
specified, an agreement under this section may—

(a) Provide for the apportionment between the
participating States of the expenditure in
connection with the State Council or Joint State
Council

(b) Determine which of the participating State
Governments shall exercise the several functions
of the State Government under this Act, and the
references in this Act to the State Government shall
be construed accordingly.

(c) Provide for consultation between the participating
State Governments either generally or with
reference to particular matters arising under this
Act

2.6.2

Fasd AHE

1. g fed 9weia § 9aer o 999 9 9refierR
I & foly Ta g g aRug TIfSd B B
AT & Fd €, A1 9 I8 Al 99 Aahd 2 b Uh
AR P IR URYE 3T ARIER T DI SNaIDH T3]
DI G B |

2. 39 srfafew # fafde 0 Aval & orelmar, 39 ORI
@ d8d Uh FHSidT 81 Adhdl a—

(a) T URYE AT WY 5T URYS & Hag H I B
AT o9 dlcl A & §g dedr & fog U™
DT |

(b) T8 FIiRT & & AT oF arell o0 WRBRI H |
DIF 39 AT & Ted 5T TRBR B B BT Bl
TIRT &xAll, AR 34 A # I WRBR & Al

El AR HIAT ST |

(c) 3 AR WR IT 37 IRAH & d8d S~ 8 arel
eIy ATl & Wed /9T oY dTell NS IRGRI &
I RS e HRAT
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PHARMACY LAW AND ETHICS I

5.

2.9

2.9.1

2.9.2

ii.

iil.

iv.

PHARMACYACT, 1948

Penalty for Obstructing Inspectors: Any person
willfully obstructing Inspector of State Pharmacy
Council shall be liable to imprisonment of upto 6

months or a fine upto ¥ 1000 or with both.

PHARMACY
REGULATIONS, 2015

The Pharmacy Council of India with the approval

PRACTICE

of the Central Government hereby makes the
following regulations. These regulations may be
called the Pharmacy Practice Regulations, 2015.
In exercise of the powers conferred by Sections
10 and 18 of the Pharmacy Act, 1948 (8 of 1948),
the Pharmacy Council of India, with the approval
of the Central Government hereby makes the

following regulations.

Objectives

To improve the quality of health care.

To ensure that Pharmacists maintain high
standards in their duty.

To reduce cost health care.

To inhibit criminal abuse of medicines.

2.9 BTH

2.9.1

5. fRleTpl B Bdpae Sd W gs: dis Al ARb

ST 150 BRI TRy & 1 BT SR Shrae
STeTdl &, S 6 AN b Bl |ofl I T 1000 T
AT AT QT H A DIy Yeb Aol & ST Al © |

fafas,

AHTH
2015

o YRANT HHHT ulRvg, &% ABNR @
srgFed | fy=fafea fafvew q@rch 2 59
fafet &1 Bk erarT fafsam, 2015 weT S
AHT B |

o Nl AAFTIH, 1948 (1948 HT 8) @I &RT 10
3R 18 N1 ¥axl wRhAl &1 YA HId BY,
MIRAT BTH A afkve, &8 AXBR D
Fgared @, fasfafera fafvga g

2

L8]

o WRY QWHICT Pl YUK H GoR &R & fery |

o IE GHREd ox & forY fb BreiRie s o §
Sd AF®! BT 977 & ¢ |

o JANTd WRRY WA Bl HH Bl B forg |

o TR & ARG GEUANT BT Adh & oy |

CHAPTER - 1 (31841 - 1)

Definitions
Practice of Pharmacy:

Interpretation, evaluation and implementation of
medical orders; dispensing of prescriptions, drug
orders.

Participation in drug and device selection, drug
administration, drug regimen reviews and drug or
drug-related research.

Provisions of patient counselling and the provision
of those acts or services necessary to provide
pharmaceutical care in all areas of patient care
including primary care.

Responsibility for Compounding and Labelling of
drugs and devices (except labelling by a
manufacturer, re-packer or distributor of non-
prescription drugs and commercially packaged
legend drugs and devices) proper and safe storage
of drugs and devices and maintenance of proper

records for them.

2.9.2 gfR¥TTE

1. B BT AT

i, fafec srewl @ e, qedied iR drIva,
J&II 3R FaT AT BT fIRoT |

ii. a1 3R IUBROT T, TAT LA, @l AT B
|HIET SR AT AT AT W HelOd orgHerd A
ARTEN |

iii. IAT B AATE T & IUY TAT I9 Pl IR AT
BT FaRT ST AeAffieh QxgvTel Agd IT—a@™Tel &
| &3l | AuSTeh SEuTe] oo BRI & forg fraedd
=

iv. ATl 3R UGV & HURRET 3R wafeiT & forg
e (R—ud aTel! garll iR aaafis wu |
U 1 T TaTall IR IUSRCN & 7T, J—Uehx A1
fATR® GRT odfeliT BT BISHR) TRl 3R USRI
& ST iR G WeRvr 3R o fory Iferd

Reple BT TERWET |
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I PHARMACY LAW AND ETHICS

2.

ii.

Compounding:
Means the preparation, mixing, assembling,
packing or labelling of a drug or device —

As the result of a practitioner’s prescription drug
order (or) initiative based on the practitioner/
patient/pharmacist relationship in the course of
professional practice.

For the purpose of, or as an incident to research,

manufacturing, teaching, clinical trial or chemical
analysis including drug analysis and not for sale or
dispensing.

Note: Compounding also includes the preparation
of drugs or devices in anticipation of prescription,
observed prescribing patterns.

Dispensing: The interpretation, evaluation,
supply and implementation of a prescription, drug
order, including the preparation and delivery of a
drug or patient’s agent in a suitable container
labeled for

administration to or use by a patient.

appropriately subsequent
Distribute: Means the delivery of a drug or device
other than by administering or dispensing.
Patient counselling: The oral communication
by the pharmacist of information to the patient
or caregiver, in order to ensure proper use of
drugs and devices.

Pharmaceutical care: The provision of drug
therapy and other patient care services intended
to achieve outcomes related to the care or
prevention of a disease, elimination or reduction
of a patient’s symptoms, or arresting or slowing
of a disease process, as defined by the
Pharmacy Council of India.

Pharmacy Practitioner: Means an individual
(Community Pharmacist/ Hospital Pharmacist/
Clinical Pharmacist/ Drug information
Pharmacist) currently licensed, registered or
otherwise authorized under the Act to counsel or
otherwise and administer drugs in the course of

professional practice.

il.

dhe ( HUSE):

SHPT AAAd § GdT AT SUBRY P TN, FHsqor,
ardafef, Yfdpr a1 Frafei-

FRIfbcaed & IR UR SETRT SaT 377ael (31) URIaR
I & ARM FRfrIeRierHiRne dd9g &
MR W Pl T8 UE |

rgeT, T, Rrervr, faeRee grre a1 SR
AT 39D AT SS! g8 fehan, 3R e a1 faaRer &
forg =7l |

qre: Ahad H arsil AT SUGRON o IR WY enfie
MR R B Sl 2

Ml Foer (ifRi): v wal, ga1 & 3y
@ AR, i, A iR wra 8, foaH
T AT IR & HREB DI AT AT USR] B TIRT AR
IR0 Ueh Iuh IR I U ¥ olael arel HeaR
H IR gRT Rt a1 SN & & forg wnfie
2 |

faavon: ST 31l B fahll a1 A1 SUBRYT BT TRIRd
7 fAaRaT B & STeATdT 39 TR A faaRd &= |
A wRmEl g9 iR SRl w1 Sfd
IEART GEgg &1 & fau I ar e
B a1l BT STHBRI B BIHTRIE §RT AIRIS HaR
2l

Ml SwMTer: gar fafdhear iR e It STe
ATl BT YT B, TIPT Seeg <@ Tet a1 T
TN BT FATG IT HH HRAT, AT I BT UfHAT B
BT AT AT B, ST o IRA BrRdl aRkeg
gRT gRIfYa fosam ram 2

BT TER: gAPT I U Afh (ArFEie
BHARRT /3RTdTd BHIRRE /fdifde BHIRRT
/ 3 T BHIRIE) 3 8 Sl IHH | arsad
YT, USTghel AT ST URIaR 3RATH & QRTH URTHE
S AT AT &4 o & fog S @ d=d

AP 3 |
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PHARMACY LAW AND ETHICS I

PHARMACYACT, 1948

. Syllabus: The syllabus for each subject of study

shall be as prescribed by the Pharmacy Council of

India from time to time.

Approval of the Authority Conducting the

Course of Study:

(1) No authority in a State shall start or conduct
Diploma in Pharmacy course of study without the
prior approval of the Pharmacy Council of India.

(2) The course of regular academic study prescribed

under regulation 6 shall be conducted in an
institution, approved by the Pharmacy Council of
India under sub-section (1) of Section 12 of the
Pharmacy Act, 1948.
Provided that the Pharmacy Council of India shall
not approve any institution under this regulation
unless it provides adequate arrangements for
teaching in regard to building, accommodation,
equipments and teaching staff etc. as specified in
Appendix-A to these regulations which may be
amended by the Pharmacy Council of India from
time to time.

9. Examinations:

(1) There shall be an annual examination at the end
of the academic year.

(2) If necessary, there shall be a supplementary
examination for the students who are not able to
pass Diploma in Pharmacy Part-I or Part-11, as the
case may be, as per the criteria specified by the
examining authority.

(3) The examinations shall be of written and practical

(including viva-voce) nature, carrying maximum
marks for each part of a subject, as indicated in
Table IV and V below.

7. UTGAHH - IEH & UG fAvg & forw urewsH
IRAR B IRYe §RT T—|8y W) fFeiRd
fopar ST |

8. JLYJT D UISADHH BT FATAd B dTd
TIROT HT ATAIGT—

(1) foTt <5 § D13 W IRl IR BT gRyg
@ Yd JAFAIGH & (99T B Urswishd H ST g%
1 HATeTd 8] BT |

(2) fafm 6 & Tea fuiRa Mafad Qetfdre sreaa= &
Ureadhd Bl IS, 1948 B URT 12 @
SY—ERT (1) & Ted IRAT BRI aRYE gIRT AT
eI # Harferd fasar S |
e 6 IR Bl aRve g9 faffm & agd
Bl +ff | &1 79 a® HoR) el Il o9 a fh
T8 39 fafst & aRftre—A # fAfdse wa=, amars,
IYHRT 3IR o1 T onfe & Fder # Refor & fog
TR e Y& ol Hedl &, T IAI—dAg W)
IR BT IRYE gRT Feferd o S aaar g |

9. Ty —

()1 9 & Ffd 7 ud aiffe  gdern
BT |

(2) W wReR! gRT Ffdee AFEsl & JgaR Al
3L 8l Al S Bl & oy qRep uRier BNl il
BT A1 a7 911§ S Sl axe #

[ed g &, i off ATer 2,

(3) Wy foiRad @ik @aeiRe (argar—dars Afgq)
AfAHTH 3fh B, ST fb el ARV IV 3R VA
ENRIRIDIES

Table 2.6 Diploma in Pharmacy (Part-I) Examination

(@rferT 2.6 BT § ST (WRT—I) )

Table - IV (®reft-1V)

Diploma in Pharmacy (Part-I) Examination [®RTil # fS@mr (T — 1) wiien]
Maximum Marks for Theory Maximum Marks for Practicals
(Rrgia & fow stfrerae sien) (TRNTTA® & folq STferama 3id)
Subject (ﬁtw) Examination Sessional Total Examination Sessional Total (ag—q{)
(oedT) GEIR)) (@) (e (=)
Pharmaceutics 80 20 100 80 20 100
(ufse fasm)
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I PHARMACY LAW AND ETHICS

Pharmaceutical 80 80 80 80 80 80
Chemistry
CEISERSIEE)
Pharmacognosy 80 20 100 80 20 100
(TR RATRIT)
Human Anatomy 80 20 100 80 20 100
& Physiology
(\Tg =T Uq
EaRER))
Social Pharmacy 80 20 100 80 20 100
(IS BT
500 500+500 = 1000
Table 2.7 Diploma in Pharmacy (Part-II) Examination
(arferet 2.7 BRI # femT (WRT—I1) Tie)
Table - V (drwft - V)
Diploma in Pharmacy (Part-1I) Examination [®FRIT & fS@MT (WRT—11)] 9=l
Maximum Marks Maximum Marks for Practicals
for Theory (RIRTT® @ oy 3fferha i)
(Rrefa & forg
I 37p)
Subject (faw) Examination Sessional | Total | Examination | Sessional | Total
(ordre) @) | (@) (o) @) | (@)
Pharmaco]ogy 80 20 100 80 20 100
CISIERCEIE)
Community Pharmacy & 80 20 100 80 20 100
Management
(ATRTRe BT SR
EECE))
Biochemistry & Clinical 80 20 100 80 20 100
Pathology
(519 A AR IS
RITA)
Pharmacotherapeutics 80 2020 100 80 20 100
(ot Ffhearfas)
Hospital and Clinical 80 20 100 80 20 100
Pharmacy
(eregaTe 3R \eIf®
BT
Pharmacy Law & Ethics ( 80 20 100 - - -
BT e Td Aifere)
600 +400+ 100 =1100

10. HEET WFT—1 3R AFT-11I wRen #§ fewmr #
SURed 89 & foIv uradr dddl U SHIGdR Sl
eI WA & U@ W YHIVT UF URdd IRd g,

10.Eligibility for Appearing at the Diploma in

Pharmacy Part-I and Part II Examination: Only

such candidates who produce certificate from the
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PHARMACY LAW AND ETHICS I

PHARMACYACT, 1948

MULTIPLE CHOICE QUESTIONS (dgfd®eia u%)

. The first Pharmacy Council of India was
constituted in the year

(a) 1948 (b) 1949

(c) 1950 (d) 1945

. Pharmacy Act extends to the whole of India
except the state
(a) Rajasthan

(c) Jammu & Kashmir

(b) Assam

(d) Himanchal Pradesh

. The main object of the Pharmacy Act, 1948 is to

(a) Control the advertisement

(b) Regulate the profession of pharmacy

(c) Prevent the profession of unnecessary pain or
suffering on animals

(d) All of the above

. How many members from Medical Council of

India are there in Pharmacy Council of India

(a) One (b) Three
(c) Five (d) Two
. Pharmacy Council of India has ___________ state

government nominated member(s)

(@1 (b) 2
(c)3 (d) 4
. Pharmacy Council of India is reconstituted in
every ____ __years
(a) 2 Years (b) 3 Years
(c) 5 Years (d) 6 Years

. Offences of Pharmacy act are

(a) Falsely claiming to be a registered pharmacist
(b) Failure to surrender certificate of registration
(c) Dispensed by unregistered person

(d) All of the above

. Every year the Register of State Pharmacy
Council is required to print the registers on
(a) 1%t January (b) 1%t March

(c) 1%t April (d) 1% June

. Pharmacy Act came into force on

(a) 1stJanuary 1948 (b) 4* March 1948

(c) 15" August 1948 (d) 1stJuly 1948

. IRAT BHHAT gReg 7

1. 9RT P TSl BEET URYE BT TS 9% H

foar AT e
(a) 1948 (b) 1949
(c) 1950 (d) 1945
. BT e fRE ST BT BledY QR 9RA H
SIS
(a) ORI (b) or
(c) T 3R HER (d) Borera geer
. BRRY IffTW, 1948 @1 g SERT ®
(a) s W= =T ST
(b) BTHA U9 &7 T HAT

() STHaIT UX AATIIIH & IT B Hl

(d) STRRH Y
. IR BERT IRYye # 9Rd fafecr aReyg 9@
foem wew €
(a) P (b) <
(c) df= (d)=T

RTSY FAXHR

gRT A1 95 BT @
(a) 1 (b) 2

(©) 3 (d) 4

e | fear Smar @
(a) 2 |A1A
(c) 5 9ret

(b) 3 |
(d) & AT

. B IfRfEH @ Iidia IR R 8

(a) USIIpd BHIRIRS B BT BT QTAT BRAT

(b) TSTHROT FHIOT U Bl NMEHTAAUT B H fathetal
() 3rusiipd &fth gRT faRwpd

(d) STRRH

. ST BT BSRIA B B A IfoeR B e

foq fic o= smawe 2

(a) 1 ST (b) 1 A/
(c) 1 3 (d) 15
. B SIfIfFH %Y dr gen
(a) 1 AR 1948 (b) 4 AT 1948
(c) 15 3R 1948 (d) 1 g 1948
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I PHARMACY LAW AND ETHICS

10.Minimum age limit for registration as pharmacist
is
(a) 18 Years (b) 21 Years
(c) 19 Years (d) 25 Years
11.Ex-Officio member of central council is
(a) Officer in charge of Drug control administrative
(b) Govt. Analyst of each state
(c) Chief Medical officer
(d) The Drug Controller of India
12.The Pharmacy Council of India is constituted by
the
(a) Central Government
(b) State Government
(c) Cabinet Health minister
(d) Legislative Assembly

13.In Elected member of PCI, six members elected

by

(a) Central council (b) UGC

(c) AICTE (d) All of these
14.Central Register of Pharmacists is

maintained by

(a) State Health Ministry

(b) Pharmacy Council of India

(c) State Pharmacy Council

(d) Drug Controller of India
15.PCI consist of

different types of

members
(a) 4 (b) 2
()3 (d)5

16.The number of persons elected as the member
of the Pharmacy Council of India from the
teaching profession is
(a) Five

(c) Seven

(b) Six

(d) Eight

17.The duration of practical training for diploma in
pharmacy is specified as
(a) 100 hours
(c) 300 hours

(b) 200 hours
(d) 500 hours

10.5MIRRE & wU H Uoliaxol & fog =g=a9 &My
A fea @
(a) 18 a¥ (b) 21 a9
(c) 19 a¥ (d) 25 a9
11349 IRYE &1 931 95 BN ©
(a) ST B TIMNAD & TN IMfHR
(b) TG I b WRHN [ITeAvd
(c) g=a fAfdar siferary
(d) 9RT & MY 5w
12.9RAT Bl gRyg &1 Tod fhaa gRT faar
AT 8
(a) g WHR
(b) I ARBR
(c) Hfevie ey w30
(d) T <
13. 9= fleg (PCl) @ fraffad 9w A, B8 939
fae gRT g WA ©
(a) BE TRy (b) ISi=AT
(c) TRmSAIETS (d) s & el
14.BHITART BT S oex fFad gRT @
AT 8
(a) XI5T ey HATY

(b) BT BT i gfear

(c) T HIRAT uRug
(d) TRT & 3iwer fEEw
15.¢R=fleis (PC) A faf<1 JoR & 9ew
B §
(a) 4 (b) 2
(93 (d)s

16.f¥7&707 43l ¥ HRAI HIH AT Iy @
R & ®U H gd Y FARDAl B G AT
2
(a) U= (b) B8
() T (d) 3ma

17560 # e & fow wasRe ufderor o
afy fhar 2
(a) 100 &
(c) 300 ®

(b) 200 EC
(d) 500 &
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PHARMACYACT, 1948
18. %R sfdfw & ¥ fawiorg fear wam 2

PHARMACY LAW AND ETHICS I

18.Pharmacy Act is divided into

3. Pharmacy

(a) 46 sections, 4 chapters
(b) 56 sections, 4 chapters
(c) 56 sections, 5 chapters
(d) 46 sections, 5 chapters

19.Joint State Pharmacy Council is formed

(a) Under president rule in state
(b) In Union Territory
(c) In two or more than two states

(d) On order of Central council

maintain a register containing name of
(a) All Registered pharmacist

(b) Elected member of state

(c) Nominated member of central council

(d) Offences of pharmacy

(a) 46 URTY, 4 T
(b) 56 YRV, 4 3EATT
(c) 56 €IRTY, 5 AT
(d) 46 URTS, 5 3T

19.9g® 59 BN HSfAE _ Tfed @ o @

(a) 5T H IOl AT & AR
OEERUGSERENE]

(c) & T &1 ¥ 1y <Al |
(d) BT BERTA & M W

20.The Pharmacy council of India is required to 20.¥I 1T HIHH TRYT FT ta AT 949TC

G A d o

(a) BT USiipd HHIRRE

(b) =1 &1 fAaifad wew
(c) Dara R & FAMIT AT
(d) BTRAY & 3R

1-b 2-c 3-d 4-a 5-a
11-d 12-a 13-b 14-b 15-c¢

ANSWER KEY (STR @il

6-cC 7-d 8-c 9-b 10-a
16-b 17-d 18-d 19-c¢c 20-a

FILL IN THE BLANKS (ﬁ?ﬁ AT 'H%)I

. In nominated member of central council, six
members nominated by
. Education regulations are approved by

inspectors are appointed by

. The total number of State Pharmacy Council
members are

. Persons from teaching professions are elected in
PCI by

. A State Council may appoint a Registrar who may

. B URYE & AIfRd dew o, FNEEIIE]

BE I B B |

2. e fom ERI JgHIfed 8Id € |
3. Bl el & Fgie

gRT @I
St 21

=l

. PBror garl 9 afeal o ddfleng |

GRT AT ST 8 |

. T Y URYE U IVRER &1 FYRe #R Addl &

il B ®T H BRI B GhdTl 2 |
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I PHARMACY LAW AND ETHICS

8. Drug Store

Licensed premises for the sale of drugs, a retail
store which do not require the services of a
qualified person and sells both prescription and

non-prescription drugs.

9. Pharmacy

3.5

Licensed premises for the sale of drugs, which
require the services of a qualified person but
where the drugs are not compounded against

prescriptions.
10.Patent or Proprietary Medicine

In relation to Ayurvedic, Siddha or Unani Tibb
systems of medicine all formulations containing
only such ingredients mentioned in the formulae
described in the authoritative books of Ayurveda,
Siddha or Unani Tibb systems of medicine
specified in the First Schedule, but does not include
a medicine which is administered by parenteral
route and also a formulation included in the

authoritative books as specified in First Schedule.

SCHEDULES TO THE ACT AND

RULES

with a particular subject

to the Rules, which are as follows:

v Schedules to the Act @RF=T & g

Rules have been divided into 18 parts, each dealing

There are 2 schedules to the Act and 23 schedules

8. Tl & gHM

R St a7 @afh @ Jarl &1 masrddr
TE Bl ® &R Sl TR &R IR—ud arefl gard
I B |

sttwerary

forT e I s &) ATl B STavIRar B ©,
Sfehe STel qamRll & TR & Rl | &1
fpar Srar R

10.9¢c u1 #iferemr frfecr

3.5

amrgdfeam, Rrg a1 A foew Rafee vefoi &
Jeer % T B! § Sdel U I 81T 8 oTar
Ieeld el ggdl # fafese smygde, fag a1 gamn
fore fafdedr gl @1 anfdeRe gedai d qurd
<A # fbam T €, fbg saH AT Sitwe enfier el
2 91 tRexa ARt gRT TR 81 3R ugel! g
# 7rer fafase Widdpd gl # emfier a0
&l |

afafe ik |l o g

et o7 18 wETt # favifora favar o B, v¥® U
ey fow & wefra 21

e &1 2 g AR FFHl o 23 sr™gfer
2 Ol 39 YR &

-

Kﬂﬁé‘lﬁ,ﬂ?@hmfﬁaﬁaaﬁmﬁﬁ)

FIRST SCHEDULE- Names of books under Ayurvedic, Siddha and Unani Tibb system:s.
(UBelT ATGA — 3gdfad, Rig iR AT fe Jorell & d8d geddl & M)

SECOND SCHEDULE- Standard to be compiled with by imported drugs and by
drugs manufactured for sale, stocked, or exhibited for sale or distributed.

(ST SIRIEl — JAMTfaa gamsll AR I @Rl & oIy AF®, i 9 & fog FfHq,

)

v Schedules to the Rules (F@l &1 o)

SCHEDULES

(3T
A

SIGNIFICANCE

(iE)

Proforma for applications of licensing, issue and renewal of licences, for sending

memoranda under the Act (STSRRIT & ol 3G U= BT UG, SHA SIRI B AR
TIIHRYT, AT & d8d AU Woll @ folg)
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PHARMACY LAW AND ETHICS I DRUGSAND COSMETICSACT, 1940 AND RULES, 1945

B Rates of Fee for test or analysis by Central Drugs Laboratory or State Drugs
Laboratories (@1a 3iT6el YIRSl AT I 3IWLT YIRTLATATAT §IRT U¥ieor A7 fIeetyor & foy
e )

B, Fees for the test or analysis by the Pharmacopoeia Laboratory for Indian Medicine
(PLIM) or the Government Analyst (MR Wi (PLIM) A7 WReGNI fa%eivd gRT gieor a1
fazeivor & o 3e®)

C Biological and special products for parenteral administration (URcRe Uemad & g
SIfa® 3R fRly SauTe)

C, Other special products for non-parenteral administration (AN UM & oy
I a9y IaUTR)

D Drugs exempted from the provision of import of drugs. (Samil @& JATATd &I TRRA I B
TS &d1d)

D, Information and undertaking required to be submitted by the manufacturer with the

application form for a registration certificate (USHr@=oT JHOMIH & oY JTdSH U5 & A1
AT g1 URgd &1 ST aTell 3Maeddh ShRI IR JadEdn)

D, Information required to be submitted by the manufacturer with the application form|
for registration of a bulk drug/formulation/special product for its import into Indial
(ART ¥ AT & folu UH oI qal/ Bifeted /IRy ITe & usfiexer & oy 3fded o3 &
AT URGd D] ST aTell SITHRI)

D; Information and undertaking required to be submitted by the manufacturer or his
authorised importer/distributor/agent (fFWiar a1 S9® Aferpa maTad /f[Idv® /Toic R
JEId B S dTell SITFeN 3R AGHAASITIGE)

E; List of poisonous substances under ASU system of medicines. (ASU 9vlrell @1 e @
dgd faurh ggrerl &1 gd)
F Requirement for the functioning and operation of the blood bank
PartXII B | and/or for preparation of blood components (3% §& @& HdTed 3R Y
% fog Iy iR /A1 b Tehl & FEv & foy smavgeant)
Requirement for manufacture of blood products (3 IcTal & 0T &
IENSIEERESIY)
Requirement for manufacture of blood products from bulk finished,
products (9% IR I H b ScqTal & WA & (oY Maegdhan)

Part XIII | General ({m179)

PartXII CI

PartXII CII

F, PartIA Provisions applicable to the production of bacterial vaccines (daiRad
R~ & ITed IR T UTaeT)
PartIB Provisions applicable to the production of viral vaccines (a=Ra d&iI=q
@ IUTE R AR UTaeT)
PartIl Provisions applicable to the production of all sera from living animalg
(SHfad SHa”t & 91 k9 & ITeH UR A UT9erT)
Provisions applicable to the manufacture and standardization of
Part III diagnostic agents (Bacterial origin) (&1f%® Usicw (FadiRaa Iafi) &
FHi0T SR ATTBIPROT IR SR HTaEr)
PartIV General
F, Standards of Surgical Dressings. (Gfstae SR @ AH®)
F3 Standards of Sterilized Umbilical Tapes. (fergss siftafasme <=1 & #d)
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I PHARMACY LAW AND ETHICS

3.6 ADMINISTRATION OF ACT AND
RULES

The Central government and State Government

3.6

establish or appoint following bodies for efficient

running of the Act

3.6.1 The Drugs Technical Advisory Board (DTAB) 3.6.1.

o DTABis constituted by the Central Government to o
advise the Central and State Governments on
technical matters arising out of the administration
of this Act.

o Total Members = 18 [Ex officio = 08, Nominated ]
= 05, Elected = 05]

Fffm iR |l &1 W

D% PR AR AT WHR 9 JATH & H2edt
Fared & forg f=faRaa Mol &1 e ar

s aeeht 2|
M dHd! FaedR die€ ( DTAB)

DTAB &T 69 &g WRGR gRIT {haT SIdr 8 dife
39 JIOFRH & W W S dhHidl el
W g MY ST BRI Bl FAATE & ST
D |

A 9e = 18 [Uad = 08, AMIfHd = 05,
fatfera = o05]

Table 3.1: Members of drug technical advisory board

(@ifer®r 3.1: 3Nl TH-Id! AARER dI8 & TaH)

ELECTED MEMBERS
(Fraffra 9= = 05)

(TOTAL = 5)

EX-OFFICIO MEMBERS AL Y,
(T T = 08) .MEMBERS
(TOTAL = 8) IR W = G
(TOTAL = 5)

1. Director General of Health 1. Two Person
services —Chairman (Frey nominated by the
HATAT & HBTQLD - ) central govt.

2. Drug controller of India @Rd amongest person

who are incharge
of drug control in

CACINIEREREED)
3. Director of Central Drug

1.A teacher in pharmacy or
pharmaceutical chemistry or
pharmacognosy, elected by executive
committee of PCI (T& et S B,
HERYfEhd DR AT BHATGIART # &,
o1 Bl B sif sfear PCI @1
HREGRI AT gRT Faffera fear a8 )

2. A teacher in medicine or therapeutics,
elected by executive committee of MCI

e Rers S AR ar SRgfeas #

HreRIe 3 gfear (PCI)

Laboratory, Kolkata (@t sirwfyy | States. (35[. 215y
UARTRITET, BlAdIal & HQerd) ﬁ“"_g o w3
4. Director of Central research ﬁ?ﬂw $ Wﬂﬁ
Institute, Kasauli (&%1a ram afpal § W @e
T, Bilell & azn) AR GRT AAT

5. Director Indian Veterinary foam T =)
Research Institute, Izatnagar . One person from
@R Uy fafeear  srgEu™ pharmaceutical
TRIM, SSOATR & f39T®) industry,

6. Director of Central Drug| nominated by
Research Institute, Lucknow Cegtral gOYt- A(Q_Cﬁ
(@dr MWy SrgHu R, f<h BrHRYfChHA
SRR N D) SR A s B

7. President - Medical Council of WHR  gRI AT
India (MCI) (rger - feHer| (oI TIT =)
BTSRRI 3l feAT (MCI) . Two govt. analyst

8. President - Pharmacy Council nominated by
of India (PCI) (emmer - wrwfy| central govt. @1

WReR favevs o=
Hg IRPR gRT AT
AT AT &)

. One

S afswra sefia offw gfsar (MCI) @
HREGRI AT gRT fFaffera faoar w8 )

pharmacologist elected by
Governing body of Indian Council of
Medical Research @® WHIBIATRT,
R AR Rifdear srgda uRvs (ICMR)
o AR ey grRT faifera fear war )

. One person elected by the council of

Central Medical Association (& @fh
ST dga Afshe TAINURE &1 IRYS R
fatfea foear T &)

. One person to be elected by the

council of the Indian Pharmaceutical

Association (& wfr R 9RA™

BERCHe THINURE @ uRys  gRT
fyaffaa fdar mar =)
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PHARMACY LAW AND ETHICS I

3.6.2

3.6.3

DRUGSAND COSMETICSACT, 1940 AND RULES, 1945

Advisory Bodies (FelghR HM)

The Drugs Consultative Committee (DCC)

It is also an advisory body constituted by the
Central Government for the purpose of advising
the Central or State government and the DTAB.

3.6.2

sitwfer wrret wfafa (DCC)

T8 UH WRIAHE! (e 8 S 8 SReR gR &%
AT TR TRBR 3R DTAB ®I AT & & 29T A
e forar T R

Two representatives nominated by the Central 1. < gyfafefe e $e TReRrR erT =1fdg fhar a7 2 |
Government.
One representative nominated by each State 2. YD ISP O¥HR gWRT AT T gfafafer|

Government

“The Ayurvedic Siddha and Unani Drugs
Consultative Committee” constituted under
Section 33 D of the Act.

ST & aRT 33D B Ted fSd BT TS 2

Analytical Bodies (fAgcivoneas Fiam)

The Central Drugs Laboratory (CDL)

The Act provides for the establishment of a Central
Drugs Laboratory under the control of Director
appointed by the Central Government.
Laboratory established in Kolkata

3.6.3

DU AR yARETeT (CDL)

NATH & Ted Hard 3T TIRTATAT BT AT
HT YN &, Il Dald WRPR gRI Fgh s
& fer=or # gl

TANTIAT PleTdral H fd & 78 2|

Functions v &

To analyse or test, samples of drugs as may be sent 1. DYCH Holdes] IT ATl gRT Aol T INTfSAT &
to it by the Custom Collectors or Courts. v—-p:fﬁ BT faveiyor a7 gderor oA |

To carry out such other duties as entrusted to it 2. Dol WHN ERT AU MU 3 BT DI AT a7

by the Central Government or with its permission,
by the State Governments, after consultation with
the DTAB.

DTAB & 121 WRTHYf & qTg Iod IRBRI gRT I
T BT DI HRAT |

Table 3.2: Various laboratories and institutes

(arferet 3.2: faf=1 warTeney 3iR wver)

Central Research Institute, Kasauli

(Fsra IrgHeT |, Halel)

Sera, Vaccines, Toxins, Antigens, Antitoxins,
Solutions of serum proteins for injection,
Sterilised surgical ligature and Sutures and
Bacteriophages

(A1, dRf=w, cifad=a, geiom, tfeeifaa,
ARA WIEH P1 goiae & folg =id, diersse
Afsiae folfaR 3R |ER, IR daIRAGoN)

Antisera, vaccines, toxoids, and diagnostic
antigens, all for veterinary use
(VERIRT, aaii=a, cfadized, IR SFAIRT®

T, wY uy) ffhedr STt @ forg )

Veterinary Research Institute, Izatnagar or
Mukteshwar

(vg fafbcar JFEeM G, SSOIdTR AT

FHe)

Central Drugs Testing Laboratory, Chennai

(Fsra 3Ny Tieror JARTeMe, Aa=18)

Testing of Condoms (&<M &I U<1eTo)
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I PHARMACY LAW AND ETHICS

4. | Pasteur Institute of India, Conoor and | Samples of Oral Poliomyelitis Vaccines
Enterovirus Research Centre, Haffkine (Iﬁ'ﬁé]—cﬁ gIfeaATgdged dRI—T & T
lnstitute.Compound,.Mumbai . (@TCI?I)]
(UTeeR G 3T $f$AT, R IR UeanRRY
Rerd Wex, eTHfp RO URRR, 49E)
5. Laboratory of Serologist and Chemical | Samples of VDRL antigen (VDRLq'éﬁTyrr{ o)
Examiner, Kolkata :Pﬁ]
(ARERRe iR dfAdad oA @l
HITIRITAT, CbIC’ICbICII)
6. | Central Drugs Testing Laboratory, Thane Intra-Uterine Devices and Falope Rings
(FHT MY qRIeToT FARTRIT, 3T07) (SeT—yersA fearsyd iR wre [4)
7. | Homeopathic Pharmacopoeial Laboratory, | Homeopathic medicine (8% gdm)
Ghaziabad
(RIS BTHTGIET YRR, TRTITETS)
8. | National Institute of Biologicals, Noida Blood Grouping reagents and diagnostic Kits for
(Rt Sifde e, :ﬁw) HIV virus, Hepatitis B Surface Antigen and
Hepatitis C
(3 v MR Rosicd iR HIV aRRS,
gUCISfcd B W%h¥ YTl 3R gUcisied C &
fory SREAIRE® fdheH)
3.6.4 Drugs Control Laboratories in the States 3.6.4 59 H SRy fEFer guRTeTATy
e Every State has a Laboratory for the analysis and o D ST H I NN 3R HrfeaT BT fageryor
testing of the drugs and cosmetics manufactured IR TRIETT B B T Th YIRTIITSAT Bl & il
or sold or to be sold within the respective areas. wafed et # AT a1 o= Sl 2
e Samples sent by the Drug Inspectors are analysed o MY fierdl gIRT o1 Y ?Pfﬁ CAERRRINNIGIR
in these laboratories. # faeeiyor fasar Srar 2 |
e These Laboratories may also test or analyse the o I WANTRIETY I SRR & THAT BT W Teqor a1
samples of drugs sent by purchaser of a drug on faeeiyor o) Hadl € < ol & W¥ER R
payment of specified fees prescribed in fafere g[eh DT YITATT HYT IR HIT ST &, ST b
Schedule B A B # feiRa favam i 2 |
3.6.5 Government Analysts 3.6.5 WaNI favdy®
e Government Analysts are appointed by the Central o BN Ayl & Fgfh Bl AGR AT I
Government or a State Government. TXHR ERT BT STl 2 |
e Section 33-F in relation to Ayurvedic, Siddha or . dilgglf?iw, Rig ar A MRt & geof & grT
Unani drugs. 33—FA
. Sectior.l 20 in relation to any other drug or . 3 R A FEARE B e F €T 20
cosmetic.
v Qualifications of Government Analyst: v AR favelvs @1 Irgan :
1. A graduate in medicine/science/pharmacy/ 1. %ﬁW\qT/ﬁaﬁ/wrﬁqﬁ/wﬁgﬁwa%ﬁ@ﬁW,

pharmaceutical chemistry, not less than 5 years
post graduate experience in the testing of drugs in

a laboratory.

T 9T TRITRITeAT | SNSRIt & UieTor &1 &F |
HH 5 9§ BT URS—IYCT W & |
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3. SCHEDULE G

e [t contains a list of drugs whose containers have o
to be conspicuously labelled with the words

e “Caution: It is dangerous to take this o

preparation except

supervision”. This warning should be enclosed

in a box within which there are no other words.

under

3. Il G

medical

S S gaRll B T Al B Rod BRI DI ee]i
B A1 W WY H e [T ST &

“qraeT: fafeear wiaenr o e g9 GAn
BT o GARATH 2" | $H G Bl U dladd 1

T g

ol d fhar ST arfey s idR a3 Ieg

Table 3.4: The drugs included in Schedule G are

(feraT 3.4: AT G # At qaTd 2)

Aminopterin Cis-Platin Ethacrynic Acid and its salts

RIfEAeRe) (Cis—wifeA) (wfrfe e iR S9&
[SEM)!

L-Asparaginase Cyclophosphamide and its salts Ethosuximide

(L— VRRSTIE=) (ATSTFABRBATSS AR SqD oqun) | (TIRIARS)

Bleomycin Cytarabine Glibenclamide

GSILIEINE) (ATSERIETE) GSEESIKIES)

Busulphan; its salts Daunorubicin Hydantoin and its salts; its

(TG, S od0) (SEESIEINE) derivatives and their salts

(BSSci3d 3R SAdG AU
ah SRAfCT 3R I°d o1ao)

Carbutamide

(PTEHTSS)

Di-isopropyl eluorophosphate
(Di—STEHHIINE TGARTPIDT)

Hydroxyurea

EESEKIEE)

Chlorambucil; its salts
(crcrlwgﬁmu ERC2RSCR)]

Disodium Stilboestrol Diphosphate
(eafsan Redargal feuRwe)

Insulin, all types

(sgfe, T+ gaR)

Chlorothiazide and other
derivatives of 1, 2, 4
benzothiadiazine

(FARIRITSTES iR 1, 2, 4
JonfermfeansT & s SRafea)

Chlorthalidone and other
derivatives of  Chlorobenzene
compound

(GRS AfTs & qarifasE
3R = SRafea)

Lomustine Hydrochloride
(< HXClg T elgglde NES)!

Chlorpropamide; its salts
(FIRUIUHISS; SHD <1qUT)

Doxorubicin Hydrochloride
(SESNI SRS ESESINES))

Mannomustine; its salts
(A&, §9d oIquT)

Mercaptopurine; its salts Metformin; its salts Methsuximide
(FHTIGRTI $HD Ad0) (HCHIfH; $H® 1a0) CGERESEIES)
Mustine, its salts Paramethadione Phenacemide
(FReA, 96 <1aur) (ORHenfEa) (HARTATSS)
Phenformin; its salts 5-Phenylhydantoin; its alkyl and | Primadone
(quqq‘]'Mq; gD Aq0) aryl derivatives; its salts (W@HT)
(5—wieTEgscisd; 39d Uchlgd
iR tRa sRafeqa g9 <1am)
Procarbazine HCI Thioketal tolbutamide Troxidone
(STpTEifSTT HCl) (RrErded Sragerss) (STRISI)
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3.

Not keeping records of manufacture or sale of 3. Ry a6 & <At & far a1 e &1 Rars 72
drugs in the special manner: Imprisonment for 1 IEA: 1 99 T SR IT 20,000 F HH Bl
year or fine of not less than 20,000 or both \_g’ﬂsf:ﬂ g7 gl

Using the report of a Government Analyst for 4, < N <@ 91 HARE & fasmu" & fog SReRI
advertising any drug or cosmetic: faeeiyd &1 RUIE BT STANT HAT -

First Conviction: Fine not less than 5000 o UGl HOll: JHAMT 5000 | HH &I

Second Conviction: Imprisonment for 10 years o U WE: 10 ATA Bl DT AT @HfFT a1
or fine or both. QI |

MANUFACTURE AND SALE OF COSMETICS B. digd warEMEl &1 @i 3k fasmt
Manufacture, sale, distribution, stocking, 1. fomtor, ), fadror, Yeror, ugei, fr ar faaror

exhibition, offering for sale or distribution of

(a) Spurious Cosmetics: Imprisonment for 3 years

or fine or both.

(b) Any other cosmetic in contravention of this

chapter or rules thereunder: Imprisonment for
1 year or fine upto 1,000 or both.

(a) THen died wEEH

& forw Uereher
3 99 BT HRENT 3Nqal

AT 31eraT G |

(b)3H g AT gD Ifqiia I9¢ Y e @

Jocgq H PIg I YARE FHAT: 1 ad BT
HRIEN AT 1,000 TH HT SFAMAT AT QT |

2. Non-disclosure of name of a manufacturer or place N ]
. 2. i a1 WM & A BT GHCITHRIT T BRAT Sfe
where manufactured cosmetics are kept: ) - -
Imprisonment for 1 year or fine upto 1,000 or Gﬂﬁ & 1 Kl a
both 1,000 T BT A AT G-I
3. Not keeping records of manufacture or sale of 3. faery % | qansTl & ar fagpt a1 Repts e
drugs in the special manner: Imprisonment for 3 YE: 3 WA BT PREAN AT 5000 F T BT
years or fine of not less than 5,000 J el
U Important Form Numbers for Import, 0 579 3R e Tac & Tod el 3R
Manufacture and Sale of Drugs and Cosmetics preffedd & amm, A o famr & fow
as per Drug and Cosmetic Act &cd IPT B TR
FORMS FOR IMPORT OF DRUGS (15ferrf & rmaa & g w14 F4v)
APPLICATION GRL;:\I]?I‘I\IIESI;EIN
PURPOSE DRUGS MADE IN FORM FORM
(Se¥a) (5am) (&= 'f? T (@rsda e
TAT®TH) fegar a1 W)
i.  Drugs specified in schedule C and C; @3 C 3 10
3R C1 % f[Afde g9m)
ii. Drugs specified in schedule C and C; F=3a C 3 10
3R C1 # fAfde <am)
iii. Import of drugs for examination, test or
IMPORT analysis (aRieror, fagemor a1 9deTm & forg qamil &1 12 11
SIRIS)
iv. Small quantity of drugs for personal use. 12A 12B
(TfHTd STANT & forv gamil @ B! A7)
v. Import of drugs (Govt. hospital) (gamii &1 M| 1224 | e
(FRBRI JYAT)
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19, 20

19,21

Schedule X

Father -
Retailer (X)

Homeopathic

19C, 20F

19B, 20C

APPLICATION FORM AND LICENSE FOR SALE
I B forvw 3T B IR ey

Wholesale with
Motor vehicle

19AA, 21BB Sch. 21A
CC,

[ Wholesale ] [ Restricted ]

Schedule X

Grand Father -
Wholesale (X)

—> 19, 20B

[ 19,21B SCh bl

BB = Bahut Bada

—>19C, 20G (Whole Sale)

—>19B, 20D

Note / Fiic :-

Numbers and Alphabets in Black colour denotes the Form Number used for Application
Pl 7 ¥ fory MY aiF 3R vl e & g uge B FeR B @i )

Numbers and Alphabets in Red colour denotes the Form Number used for License

el 4T # o Mg aiw S avf omEdE @ Y R Wi e @ e §

E} MANUFACTURE LICENSE

24 — 25

Loan License

24-A_’ 25A

ooy [T

Note / =< :-

o A o ™

Ayurvedic, siddha

Cosmetic and Unani Drugs

NOT X

27 m—28

ooy TR

31 —p 32 24D =——»25D

Granted - Granted
ASU Loan
License

27A—> 28A 31A—> 32A 24E T 25E

hopy [E0 Coranca [ PRCraned

Numbers and Alphabets in Black colour denotes the Form Number used for Application
Fra T # oy Y i R vl T & oW I B AR @ Tl ¥
Numbers and Alphabets in Red colour denotes the Form Number used for License

e 7 H for Y o SR gl arsdie @ fow ngw e dw 9 el §)

Loan License
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THEORETICAL QUESTIONS (figifa® 7eH)

Short answer questions

(each question carry 4 marks)

1. Write the objective of Drugs and Cosmetics Act
and Rules.

2. Define Drugs and Cosmetics as per Drugs and
Cosmetics Act, 1940.

3. What are the schedules to the Drugs and Cosmetics
Act, 19407

4. What is Drug Consultative Committee? Give its
constitution.

5. Write the different administrative bodies of Drugs
and Cosmetics Act, 1940.

6. Write the types of licenses for Manufacturing of Drugs.

7. What are the offences and penalty related to Import
of Drugs?

8. Define the Misbranded Drugs and Adulterated
Drugs.

9. Give offences and penalties under the Drug and
Cosmetics Act, 1940.

10.What does the Schedule C and C1 prescribe for?
Give its example.

Long answer questions

(each question carry 8 marks)

1. Describein detail about Schedules to the Rules.

2. Describe in brief about Import of Drugs.

3. Describe in brief about manufacture of drugs.

4. What is Drug Inspector? Write the Duties and
qualification of Drug Inspector.

5. What is DTAB? Give the ex officio members and
functions of DTAB.

6. Whatis CDL and Give the functions of CDL.

7. Define Analyst. the
qualifications required for Government Analyst
Mention the duties of Government Analyst.

Government Give

8. Give a brief note on restricted licence and
condition for restricted license.

9. Describe the GMP to be followed as per Schedule
M specified under the Drugs and Cosmetics Act
1940.

10.Explain in detail about manufacture of loan license
and repacking license.

oY SR 9

GIRAT W 4 3iF BT B)

1. $9 3R arafeer affym ik ool o1 Sew
ford |

2. T IR HrAfCH Bl $79 3R drAferT iR,
1940 & MFAR TRWIAT &Y |

3. 379 IR drefead i ad, 1940 & d8d St
T 8?

4, $79 dHAccfcad HHATT FJT 8? IIBT AfqeqTd
<

5. 79 3R drdfeaT iftf=H, 1940 & Aff= wemafas
et o1 ford |

6. TaRN & AT & fov A= deR & s ford |

7. TARN @ STAUTd W WHEfOd oTuRTY MR &S 4T
g7

8. FAgiss $79 3R UScees $79 &I URHId
BN |

9. 39 3R prAfead fAfd, 1940 & d8d IURET
IR g |

10.37g7F= C 3R C1 fvas fou FuiRa &=t 27 s9a
ISR < |

e IR weA

GIRAT WeT 8 3iF BT )

. el & 9'a gl & I A fIwR | ford |

ARl & AT & IR H ey H fordd |

Tamell @ fEfvr & IR H Heg 7 ford |

T SWFR RIT 87 ST I & had] IR JFIredi

Bl ford |

5. DTAB ®n 8?7 DTAB & UGH Vel 3R ®RT &7
IECRUNCIC I

6. CDL T g 3R CDL & &R aar 87

7. AN fAvemd d gV & | ReRl faveys
3 oIy mawgd IFIa] § | e favevs @
B BT el BN |

8. Wiffa ogd¥ ok Mifa oigdw @) widf W deau #
ford |

9. T IR HIAfCH MR 1940 & TEd ST
M & AR GMP & Ul &¥ HRAT dI2Y, §AD
IR ¥ ford |

10.979 o9 iR RABT oz @ AT & aR A
R & ford |

:PS*-"!\""
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4.1

4.2

& THE NARCOTICDRUGS AND PSYCHOTROPIC
SUBSTANCES ACT AND RULES

_ 31ftrferas vd foras

Visit GDC CLASSES App or
Scan the given QR Code for
FREE e-Model Paper

INTRODUCTION 4.1 IR=Y

The Central Act like Opium Act, 1857, the Opium o Ty IAfFIH SN fh efifuew erfarfe, 1857,
Act, 1878 and the Dangerous Drugs Act, while the MNfrre srferfam, 1878 SR Wax—Ts $+4 IrfafaH,
Rules repeal the Central Opium Rules, 1934, the Stafe Fam i MU 99, 1934 IR TaRATH
Dangerous Drugs Rules, 1957 and the Central £ 199 1957 3R Sy AT siiwfery 9 1962
Manufactured Drugs Rules, 1962. BT FORET B B |

Narcotic Drugs and Psychotropic Substances Act o ARBICH $ IR AZHIGIUSG ucref AfRfaH iR

and Rules was passed in 1985 and =\ 1985 & TiRd feu v o1 3R Iz e
: 14 aRR 1985 T N g7 o7 iR I8 R RA

# foxga 21

Act came in force on 14" November
1985 and extends to the whole of

India.

There are only two opium factories o WRT H Bael a1 AMfUgw Bidgal & Mo R
in India: Gazipur (UP) and (TR 7<) IR 9a (W U<9) |
Neemuch (MP)

OBJECTIVES 4.2 JTY

To consolidate and amend the existing laws relating o ARBICH T A HaRd HIS[ET Bl Bl Heblad
to narcotic drugs. 3R AT BT |

To make stringent provisions for the o ARSPICH T AR AEHIGMID gl 4o

Tefdd darad & fRFor iR fafass &
forv & UTae HRAT |

control and regulation of operations
relating to narcotics drugs and

psychotropic substances.

o TARPICH T AR AEHICHUD Tard &l
JTAY TXHY A U IT SYART Bl T8 FufT

To provide for the forfeiture of property

derived from, or used in, illicit traffic in

narcotic drugs and psychotropic B STell DT AT DHRAT |

substances

To implement the provisions of the International o ARGICH 7 IR AZHIIUD YT TR AR
Conventions on Narcotic Drugs and Psychotropic R DI AT 3R FE AT DT AR HRAT |

Substances and concerned matters
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14. Illicit traffic:

Cultivating any coca plant or gathering any
portion of coca plant

Cultivating the opium poppy or any cannabis plant
Dealing in narcotic drugs, psychotropic
substances.

Engaging in the production, manufacture,
possession, sale, purchase, transportation,
warehousing concealment, use of consumption,
interstate import, inter-state export, import into
India, export from India or trans-shipment, of
narcotic drugs or psychotropic substances.
Financing any activity by himself or through any
other person in the furtherance or in support of
doing any of the aforesaid acts.

Abetting or conspiring in the furtherance or in
support of doing any of the aforesaid acts except
to the extent permitted under the Narcotic Drugs
and Psychotropic Substances Act, 1985, or any
rule or order made, or any condition of any license
permit or authorisation issued, thereunder.

4.4. AUTHORITIES AND OFFICERS

4.4.1.

il

iil.

iv.

Measures by Central Government:

Central Government to take measures for
preventing and combating abuse of narcotic drugs,
etc.

Co-ordination of actions by various officers, State
Govt and other authorities under this act
Obligations under the International convention.
Assistance to concerned authorities in foreign
countries and concerned international
organization regarding prevention and
suppression of illicit traffic.

Identification, treatment, education, after care,
rehabilitation & social reinteraction of addicts.
Such other matters for effective implementation
of this Actand preventing and combating the abuse
of narcotic drugs and psychotropic substances and
illicit traffic therein.

14. 3T ITATAT:

fooel f PrpT T B WA BRAT AT PIDT U B
foel e T SHST BT |

AP YR AT fHT 9T & Ul B WY HRAT|
ATE® 1R, ANIGfE® UgTell &1 IT9R
PHRAT |

ATedh Sdmell AT AAIefed Uerdl & Sdred, Ao,
PreofT, faeh), Wi, IRaEH, WSRT fBUTHT, STHRT BT
ST, RIS AT, AR’ T, R #
AT, YRG 0 ffd a1 gia-Rude § dor
BT |

SR fob=f) off BRI BT AW g™ a1 AT # fody
Y TfAfAfey &1 & a7 foxdt o= aafts & JreH |
faaia &= |

@gd A 3R Ty uerel SrfdfaE, 1985,
7 g0 U fheft e A e, a1 oy fbu v
foedY o1 ST e J1 WfrexoT @f fosdt oY o
@ TEd AFAT AT DI BISHR, IURRD (2T W B
BT T o= AT F9dT § SHAET AT AT BT,

\ B

4.4.1. g AR gRT SUN:

i

il.

Bg PR Tl TRl & GOUART A DI b
IR R o= & oI Sury ol |

fafr=1 rfreRal, v WK 3R 9 Iffam &
TEd AT WIBRT gRT ST BT TH< |

IR TG b d8d ST,

iii. T JTATITT BT AHAH IR <9 & dee H fagont

H e ThTRAT 3R Hefd FARRTE T FITST Bl
NEIRGIN

iv. ST ® IMET AN &1 Uga, SUAR, T, ST,

g9 3R IS Jiu |

v. 39 JfRfFE & yad eI iR A9ien qanen

IR FARED Ul & FHUANT 3IR I 7Y AR
BT B 3R R BT & oI U 37 A19ed |
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iil.

iv.

The manufacture of medicinal opium or
preparation containing any manufactured drug
from materials which the maker is legally entitled
to possess.

The manufacture and possession of prepared
opium from opium lawfully possessed by an addict
registered with the State Government on medical

advice for his personal consumption.

(b) Prescribe any other matter requisite to render

4.5.5

4.6

effective the control of the State Government over

any of the matters specified above.

Power to control and regulate controlled

substances:

If the Central Government is of the opinion that,
having regard to the use of any controlled
substance in the production or manufacture of any
narcotic drug or psychotropic substance

Provide for regulating by licences, permits or
otherwise, the production, manufacture,
possession, transport, import inter-State, export
inter-State, sale, purchase, consumption, use,
storage, distribution, disposal or acquisition of any

controlled substance.

OFFENCES AND PENALTIES

OFFENCES (3TuxTen)

iii. 3NN I o f=HTor a7 VY Il @ fAfa fe

Al gar o1 707, R 3@ &1 99 arell ST B
H EPIR T |

iv. 3199 FRHITT SUINT & folv FRifhedT Telle W Iy

TRGR & AT Goligd [Hdl TET & U 9 U 4
TGT TS BT I AR JAHBIH BT 407 3R PeolT |

(b) SR fAfde & W A IR 50 AR & G307

4.5.5.

4.6

B JAE 99 M B foTU Mavad BIS Vg HIHE
fReiRa @Y |

it gt @1 e W e s=
P TRh:

AT g WEHR DI I8 I T &, o Tiell gar
I AAg9ET U & Sared A At # fe
frafya ugref & IUMT HI oeg H O

EN

JTT IIAR—Tod, FRaid SieR—Toy, faeh), TWRig, ST,
SYANT, WeRv, fadRvr, fAge a1 JIfEUgor B g3y,
RfAe I =T gRT fAfafd &= &1 uraen=
PN |

IR AR TS

FIRST CONVICTION
(o 9R)

1. In relation to poppy |Where contravention involves small | 6 Months/10,000 or
straw: To produces, quantity both
possesse.s, transports, e I R S (6 7T /19.000 aqr
imports inter-State, exports EiRD)
inter-State, sells, purchases, | Lesser than commercial quantity | 10 Years/Fine upto 1
uses or omits to warehouse | but greater than small quantity lakh

poppy Straw (E@EEH T &
Hdegy W @EEE qd @I

(aforiges ATET | &H oifdhd BICT A

(10 99 /1 9I”g d®

SH)

SATG  BRAT, &A1, URagH i _ ) : :
S Commercial quantity NLT 10-20 Years/Fine
JaR Rl @, S (@frfas wm=m) NLT 1-2 lakh
o (Tgerel 10-20 T/
G E) o
[SIEE))
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I PHARMACY LAW AND ETHICS

(c) The maintenance or improvement of the capacity
of human beings for sexual pleasure.

(d) Diagnosis, cure, mitigation, treatment or
prevention of any disease, disorder or condition
specified in Schedule ] or any other disease,
disorder which may be specified in the rules made
under this Act

v Name of diseases, disorders and conditions
as per the Schedule ] to this Act:

()IF g@ & folv 999 &1 &¥al & [EREE Al
GUR |

(d) 3L | A1 fhdl o I, faeR # fAfdse fae
ff 9, iR a1 Reafq &1 oM, serer, o9,
IUAR IT ASHAM, ST 9 AfRAFF9 & T8d 9917 Y
i | fAfdwe fhan S A&dr B |

v 39 JRFEH @ SRl | & SuR SR,
faeRl ik Ruferl & =4 :

* AIDS (vs¥) * Dropsy (Sdex)
* Arteriosclerosis * Epilepsy (frff)
(emTapTia=) * Fevers (§9R)

* Blindness (3f&m99) | ® Gangrene (339)

* Deafness (98%99) | ®* Rheumatism
* Diabetes (F[g) (rfeam)

* Asthma (3rer) * Syphilis (Rr®ferd)

* Blood poisoning | ® Glaucoma (Fe&iHr)

(b fawmrhe) * Goitre (&)

® Bright's disease | ® Heart diseases
(amge <) (&< <)

* Cancer (&%) * Leprosy (&= )

¢ Cataract ® Pneumonia
(Aiferanfd) (FRmferm)

Paralysis (uemerd)

Plague (%)

Smallpox (@)

Obesity (#remn)

Trachoma (g&HT)

Tuberculosis (&1 I7)

Typhoid fever (cig®iss gER)

Ulcers of gastrointestinal tract
(SENERECI NG i

Venereal granuloma and Lympho
granuloma (d°RIe I R ferwpr

Igetr)

2. SECTION-4: Prohibition of misleading
advertisements relating to drugs

(a) Directly or indirectly gives a false impression
regarding the true character of the drug.

(b) Make a false claim for the drug.

(c) Is otherwise false or misleading in any material
particular.

3. SECTION-5: Prohibition of advertisement of
magic remedies for treatment of certain
diseases and disorders

No person carrying on or purporting to carry on
the profession of administering magic remedies
shall take any part in the publication of any
advertisement referring to any magic remedy
which directly or indirectly claims to be
efficacious for any of the purposes specified in
section 3.

2. gRI—4: ATRET 9 GIfta yme s w®
R

(a) UET T 3TeT BU W ST & IRAAd aRT B IR
H TTefd SROT AT B |

(b) TaT & oIy SIaT <TaT HRAT & |

(o) 3r=rerm fa=ft 1 ARl faRy & wrod a1 ye
2l

3. URT-5: B IANRAI 3R PRI & a9 &
forg SrgE STARt & fasmom W ufode

S1g8 SUAR & BT YT AT Tl AT GAT BT aTe]
BI 1 Afh fHdT T SITgE SUAR & daw # fadl
AT IS & U H ART 81 o, S youe v
JITET TY ¥ g7 3 ¥ FAfqse faet +ff 3w & forg
JATTHTRY B9 BT a1 BT B |
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PHARMACY LAW AND ETHICS I

7.4.2

7.4.3

7.5

7.6

POISONACT, 1919

If the accused is not proven guilty for that
specific poison, the confiscation order cannot be
upheld.

Power to regulate Possession of any Poison
in certain area

State Government has power to make rules
regarding the possession of any specified poison
in local area where such poison can be used for
murders or for poisoning cattle and in such local

area where such occurrences are very frequent.

Power to prohibit importation into the
States
licence:

of any poison except under

The Central Government may, by notification in
the Official Gazette, prohibit the import of any

specified poison, and regulate the grant of licences.

IMPORT OF POISONS

Central Government may prohibit the import of
any specified poison across any defined customs
frontier into India

In accordance with the conditions of a licence,
and may make rules to regulate the grant of such

licences.

OFFENCE AND PENALTIES

Penalty for unlawful importation, etc

Anyone who either imports or possesses or sells
any poison, except as prescribed under the Act,
shall be punishable

(a) First conviction- Imprisonment for a term which

(b)Second

7.7

may extend to three months, or with fine which
may extend to Rs. 500 or with both

or subsequent conviction-
Imprisonment for a term which may extend to six
months, or with fine which may extend to Rs. 1000

or with both.
ISSUE OF WARRANTS

Person who can issue a warrant:

The District Magistrate.
The Sub-Divisional Magistrate.

7.4.2

7.4.3

7.5

7.6

Ife g S faRre Sier & foy <y wrfed =@
BIAT &, AT ST 3MQYT Bl aRBRR -Ta] IET ST el
2l

o a7 ¥ e i TR @ dea b RfEfE
A DY ARG

TR AR & I I &7 # fasft +ff fAfds
SIeX & ool B Heayy | g9 991+ &1 afh & oigt 39
TRE & &R & ST 8T & forv I1 AIRMET BI
e} S & forU fhar S b ® 3R U iy &
# Srei Ul weAg 9gd aR BT © |

Toai H fesft +ff sier @ emua wr ufusy
T @ wRe, Ra gae f SS9 e @
ded M| fhar Sy |

DG WHR, BRI Toic H ARG gRI, fdr
fafdre STeR & ST W ufdEy oI Al § iR
TS ST R & ) 7 fRif3d ) dadlt 2 1

olgY Dl IAId

D5 AXHR RA # fadt ff aRvia e e A
WR R A1 [fde SR & I @I gfdeEtd R
REIRS

& 3rga™ & fafafa & & forg M 91 Jad
g |

IR AR TS

Iy I enfe @ forg gatT

Bl | Afh I ARFH & ded FuiRd & orarmar

=T Y STER T ST AT 8799 UTT Gl & AT ol
g, 98 <S4 8N

(a) USell aufifg— U@ oafy & forv wRar i G

HEM T BT 81 AhlT &, AT AT ST Rs. 500 T &
FHdT § IT GFI & AT B Fhal 7 |

(b) ST AT 916 &I Fol— HREN 5! 3@ o8

7.7

HE b DI BT Aebell &, TT S D A1 Sl Rs.1000
TP BT 8 Fbdl & IT Al & A1 |

IJRS ORI HRAT

IRE SN ®A qroll Afh:

fSTetr AT |
Sy—faurfa afdrge |
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PHARMACY LAW AND ETHICS I

9.3

ii.

iii.

NATIONALPHARMACEUTICALPRICINGAUTHORITY

To promote the rational use of prescribed drugs
in a cost-effective manner.

The NPPA implements and enforces the DPCO
The NPPA fixes and revises prices for controlled

drugs.

DEFINITIONS

Active Pharmaceutical Ingredients or Bulk
Drug: Any pharmaceutical, chemical, biological
or plant product including its salts, esters, isomers,
analogues and derivatives, conforming to
standards specified in the Drugs and Cosmetics
Act, 1940 and which is used as such or as an
ingredient in any formulation.

Brand: A name, term, design, symbol, trademark
or any other feature thatidentifies one seller’s drug
as distinct from those of other sellers.

Ceiling Price: A price fixed by the Government
for Scheduled formulations in accordance with the
provisions of this Order.

Distributor: A distributor or his agent or a
stockiest appointed by a manufacturer or an
importer for stocking his drugs for sale to a dealer.
Dealer: A person carrying on the business of
purchase or sale of drugs, whether as a wholesaler
or retailer and includes his agent

Formulation: A medicine processed out of or
containing one or more drugs with or without use
of any pharmaceutical aids, for internal or external
use for or in the diagnosis, treatment, mitigation

or prevention of disease and, but shall not

include:

Any medicine included in any bonafide Ayurvedic
(including Sidha) or Unani (Tibb) systems of
medicines.

Any medicine included in the Homeopathic system
of medicine.

Any substance to which the provisions of the

Drugs and Cosmetics Act, 1940 do not apply.

9.3

il.

iii.

ART 99T TP A IR arel & dhdiTd SuRT
DI AT <7 |

NPPA, DPCO &T @] &l ¢ |

NPPA fifd cawrt & forv @omd fuiRa iR
NS PR 2 |

BIRCINIY
Afba vHTgfeeda ARl A1 ol q@r: BIg

§l B, AT, Sifde AT ured Ieare foraH

gD AU, YR, JMSHMH, UATard iR SRafeq
AT &, O $79 3R srdfeT srfafga, 1940 #
fAfde AT & 3wy € 3R ST SN 59 ke
1 39 ®Y H fHar S 2|

Fis: b AM, e, fSuITsH, Udid, SSHI® A1 BIs
3= faRIvar S gas fashdm &1 <ar & 3= fashraii
DI IR I ST YA Ua™ HRall ¢ |

AT You: 98 Jo¥ Sl WPR ERT JIfad
YRR @& folu 9 el & Wau i & JaR
efRa faar rar @
fIR®: U faave a1 SHBT Yoic AT Tdh Lifdie
fSRY T AT ST gIRT 37U Ta1al Pl SIeR Bl
go & oIy Wid R & oy Fgeh fham Simar & |
SIeR: Th s Sl qaRil & @Rig a1 fd@l &1
IARI BT &, a1e AT bl AT Gax1 fashe &
w0 H 3R 3 SHHT Toic WY wfie B |
BIHCIe: b gl Sl U AT e aral | a1g
STt 7 a1 o va a1 31t gard B 8, @ S9H
el BHRGfChe AT & SN far 737 &
A7 T 81, S ITAR® AT 91 ST @ for ANy &
™, SUAR, I A1 IHA™ & forg Bl €, i
fdl 1 I egafd® (including sidha) a1
JAN (Tibb) 3fwfer yomell # wnfia @18 A0
3irefer |

grafe fafecar gomelt # wnfia ®ig o
<dr |

B3 A et R R N iR s |arEh
IfAf ¥, 1940 & UTaem= ] &1 81 2 |
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I PHARMACY LAW AND ETHICS

7. Generic Version of a Medicine: A formulation
sold in pharmacopeial name or the name of the
active pharmaceutical ingredient contained in the
formulation, without any brand name.

8. Import: Bringing a drug into India from a place
outside India for its sale.

9. Local Taxes: means any tax or levy paid or payable
to the Government or the State Government
or any local body under any law for the time
being in force by the manufacturer or his agent
or dealer.

10.Manufacturer: Any person who manufactures a
drug or imports or markets drugs for distribution
or sale in the country.

11.Market Share: means the ratio of domestic sales
value of a brand or a generic version of a medicine
and the sum of total domestic sales value of the all
brands and generic versions of that medicine sold
in the domestic market having same strength and
dosage form.

12.Margin to Retailer: [t mean a percentage of price
to retailer.

13.Market Based Data: It means the data of sales
related to a drug collected or obtained by the
Government as deemed fit, from time to time.

14.Maximum Refail Price: Ceiling price or the retail
price plus local taxes and duties as applicable, at
which the drug shall be sold to the ultimate
consumer and where such price is mentioned on
the pack.

15.National List of Essential Medicines(NLEM):
It means National List of Essential Medicines, 2011
published by the Ministry of Health and Family
Welfare as updated or revised from time to time
and included in the first schedule of this order by
the Government

16.New Drug: It means a formulation launched by
an existing manufacturer of a drug of specified
dosages and strengths as listed in the NLEM by
combining the drug with another drug either listed
or notlisted in the NLEM or dosages and strengths
as listed in the NLEM.

7. A1 &1 SRS RO 91 6l e 79 &
BTN AF T BifersE H iy dfea
HHRfCHA Bch & A R 997 S drel
BT |

8. amara: fHl <a1 3 f9o! & forg wRa & arex fae
I A IR H A |

9. W HY: THHI FAd & Dls A PR AT Yob Sl
Bl B & Ted T A1 ¥ Toic AT SlelR
ERT WRBR, TR ARGR AT fHd) e e &
JAAM Y H AR BTl & Ted G fbar 11
B I A AR B

10.fFAfET: @18 N @it S < 9 JdRor ar 9o &
fore gar &1 fEfor ar smara a1 U wRar
g |

11.9WR ReR: g9& Aded 8 Udh §is a7 gar
& AR AERPROT B BVe] 9] Hed T /U
IR B9 <A1 & AWl Figd IR AT AHION B
§d WX [ qeF BT ART, S el AR H
|ATA TH HIX RIS ®Y A 49 ATd
g |

12.9gexr fasmar & forg AifoiH: s9@1 Jaad gav
fasar & forg @wa &1 e ufaerd 2|

13.919R IMERT STl $HGT Addld & AHI—a9T R
TROR GRT ST FH81 9 W UHA AT T DI T8
a1 9 |t 9 &1 Ser|

14. 31HTH GaxT Jod: Afbad DHIFd T GaxT Jod
IR TN W &R 3R Yoo, o/ W a1 3ifcH
JOHRHT BT &1 ST 3R S8l Vil a0 W)
SfeaRad 2 |

15.377999% ameil @ W gAr (NLEM): &
Adeld WY iR gRAR HamvT AATAI §RT
THI—THT IR 3T AT HINRIT IR IR gRT 39
AT BT el JJGAN | A AaeID qadl bl
I A, 2011 B |

16.7 T4T: SA®I Add 8 U B Sil Ud AaT
fatar g1 ve fAifdse wgR1e 3iR 2Ifth arell a1
NLEM ¥ gdigg oo, &l o= a1 & AT
fieax @f=a @l Sl 8, ST NLEM & g &1 a1

9 &1, a1 NLEM # {&ldg GR1e SR 2D B IR
&l |
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9.5

The Government shall consider

A post-taxreturn on net worth of 14%, a return on
capital employed of 22%.

In the case of a new plant, an internal rate of return
of 12% on long-term marginal costing.

The government must take into account a post-
tax return of 18% on net worth or areturn of 26%
on capital employed when production is in the
early stages.

No person can sell abulk drug at a price exceeding
the fixed maximum price plus local taxes.

If amanufacturer starts producing any of the bulk
drugs listed in the First Schedule after the effective
date of this Order, he must submit the necessary
information to the government in Form 1 along
with any additional details the government
requests within fifteen days of starting production
of the bulk drug.

Any manufacturer may submit a request to the

government for a revision of the maximum retail
price of abulk medicine, and the government may
setarevised price or reject the request for reasons
that must be documented in writing within four

months of the day it receives the necessary

information.
RETAIL PRICE OF
FORMULATIONS

The retail price of a formulation is calculated by
the Government using following formula.:-

RP.=(M.C.+CC.+ P.M. +P.C)x (1 +

R.P. - Retail Price

M.C. - Material Cost

C.C. - Conversion Cost

P.M. - Cost of the packing material
P.C. - Packing charges

9.5

WHR @R axf

¢ T W IR & 915 14% Re, iR dficd gratas
W 22% ReA |

AU HIF B "M H, SrEdlfeld AHd ANTd R
12% o1 ATIRD Aol &R |

ARBR B Yeg HURT IR 18% & Hv—uzard Re AT
AT 4ot W™ 26% @ Rest &I &= # @
ART 519 IUTe URMAS aRT H &5 |

®Is Al Afth FEIRT fHaH HHd IR RITT HR
A AfF HAT W AN gdT T8 99 AhaT 2 |
e iy AT 59 MM & g9l [ & 918 uged
TG H g B W 9od $71 FT IARA LTS
FRAT 2, AN I IAEH IS I & e A & Wi
TRER DI B 1 H TS STHBRI AR TRER gRT
At T B W AfaRw IEER ueE &)
BT |

BIg A1 FHIAT ARBR A o qd1 D b dd Gax
T (MRP) & GARI0T & Ty SFRIE 9 \ehalT €,
3R TRBR I AR Bl AR FEIH b IR MaTIDh
STHGRI Ui &- & 9 9 folRad wu # Sxardoft
PHRON & 1T AT AT FET o FeiRd HR Febell
2 AT ITRY B RAFA IR Fhdll & |

B &I G I

Bl B & YaxT oI &I TUMT WRBR §RT
fAforRad g3 &1 START &R B S 8

MAPE
R.P.— a1 HeA

M.C. — =T aIRTd

C.C. — ®UTdRIT ARTd
P.M. — 3f® sl & amra
P.C.— U1 gob

Download “GDC CLASSES” App From Play Store for FREE Online Test Series | Visit GDC e-Tutor Youtube channel for FREE Video Lectures

|15t |



ROLE OF ALL THE GOVERNMENT

%Ww

12.1 INTRODUCTION

Every country has its own regulatory authority,
which is responsible to enforce the rules and
regulations. Also, it issues guidelines for drug
development, licensing, registration,
manufacturing, marketing, and labelling of

pharmaceutical products.

PHARMA REGULATORY BODIES

Wil ol vl farame
ool ot affior

Visit GDC CLASSES App or
Scan the givenQR Code for

G=

FREE e-Model Paper

12.1 IRz

TP I BT (0T FHG UIfSrdRor g €,
S el iR fafrsl & ave @ fog
R BT 8 | 91 &1, 98 <a1 fAer, argafi,
goitexor, fafemior, f{goe ik a1 Sarel @
dafaw & fav fgemfacess S @wRar
=

v Role of Regulatory Bodies v frame ferl o fien
1. To ensure the safety, efficacy, and quality of drugs 1. SFaT & g Suerer gamil & RETT, YHTIhTR] 3R
available to the public T[oTeRT GiREd &R
2. To the accuracy and appropriateness of the drug 2. ST & ol SUSTET GaT &) SIMERI @ FSidhdr 3R
information available to the public. [UGhdT & forg |
3. To identify the strengths and weaknesses of drug 3. a1 fafe e & ddd SIR HASRAl & ugdm
regulation and to propose strategies to improve BT IR gar fafre ER @ forg oriferat &t
drug regulation. TRATT AT |
4. Toensure and increase regulatory implementation 4. 981 B el ARl @l gRET % forg gﬁﬂﬂ D
in non-regulated parts of the world for safety of R—fafrafia el # frame Fsraaad ghfad
people residing there. BT 3R GG |
v" Regulatory Bodies of some countries (& o & fame o)
S.NO. COUNTRY (%) NAME OF REGULATORY AUTHORITY (Fam™& U&= & A1)
1 India Ce.ntral Drugs Standa.rd antrol Organization (CDSCO)
' (9=a) (D el AFe =T Hres (CDSCO))
) USA Food and Drug Administration (FDA)
C | (Hge o i) | (@ wE i g (FDA))
3 UK Medi.cines and Healthcare Products Regl.llatory Agency (MHRA)
' (ID) (ZaY 3R WY S@WIe ISR RIS oid)
4 Australia Therapeutic Goods Administration (TGA)
' (sireferan) (R e weme)
5 Germany Federal Institute for Drugs and M(.edical.Devices
' (S1) (579 &R fafecar Suael & fay He wwer)
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12.2.1 Organization of CDSCO

I PHARMACY LAW AND ETHICS

12.2.16SIgRN (CDSCO) &1 e

DRUG CONTROLLER ORGANISATION
(el PR AToT)

v v v v
HEADQUARTER 7-SUB-ZONAL OFFICE 18-SEA ggngC/Ef;lRPORT 6-MINI LABS
(ﬁETTﬂ) (7—@:411%11%@' Prfferd) (18— TR )/37113‘ - (e—fﬁr—?: )
i 1.Varanasi (aR1eRR) p 1.Mumbai Airport
T:gwm])e“)“ 2.Goa () i’;;%n%sw‘%d por)t (¢ &¢ arn)
3.Jammu (%) 2. Mumbai sea Port
9-ZONAL OFFICES 4Indore (32) 2. Kolkata sea port (7€ T Fo=TE)
(o—arafers Hrafem) i (qarere ( ) el ) 3. Bangalore port
5.Guwahati ( ) 3. Cochin sea port TR §
1. North zone: Ghaziabad 6.Visakhapatnam (Fré s Fa=TE) ( F5XE)
(5578 & ) ( ) 4. Nhava Sheva Mumbai Sea port - Hyderab_ad port
2. South zone: Chennai 7.Rishikesh (Ff¥aer) (%‘IT'JT T o @ W) p (Bsvmere §wE)
(3 &= =g ) 5 G 5. Ahmedabad Port
3. East zone: Kolkata . (%uq%goﬂ?)rt > (srwEraTg davE)
(g & Preemar ) 7-LABORATORIES 6.Vi kil ¢ . 6. Indira Gandhi
; » ; . Visakhapatnam sea por . :
4. West zone: Mumbai-1 (7-3raNTeTeY) 2 ; International Airport
(af¥em &r: Had—1) I 7(K‘h W FwE) (IGI) (G ey ariewrsi
5. West zone: Mumbai-2 1. CDL: Kolkata g napatnamm sea port warg 3rgr (IGD))
(ofRem &= 4ag —2) (Féreer: ) 8(11-[ ) qﬂ? )
derabad 2. CDL: Kasauli - Hazira port (&sf¥r devre)
6. Hyderabad zone o S——, 9 Indore Port (ICD) (gER <)
7. Ighmeda:::z)one 3. RDTL: Guwahati ugilgegr;?gi g
(ereeTmre 3 ) C T 1(1Klk i@
8. Bangalore zone 4.RDTL: Chandigarh N0 g ta Alrport
' (@R s ) (REATETS LT 1(;5 M‘_’ ar ﬁs’@)
9. Baddi zone 5. CDTL: Mumbai . % al Alrport
(@ sierer) (e 5a) (g% = )
6. CDTL: Chennai 13. Delhi Airport
(rieer: 3= ) (e g )
7.CDTL: Hyderabad 14. Ahmedabad Airport
(e ) (CETEET E9 o)
15. Hyderabad Airport
(2vTE 54T arn)
16. Goa Airport
(¥1aT &aTg 37ET)
17. Bengaluru Airport
(TG a8 ore)
18. Visakhapatnam Airport
(fremamu=™ gaTg o1S)
12.3 FUNCTIONS OF CDSCO 12.3 CDSCO & SR

It formulates policies and procedures to ensure
consistent enforcement of the provisions of the
Drugs & Cosmetics Act and the Rules

Laying down the standards of drugs, cosmetics,
diagnostics, and devices.

Regulating the Import of drugs and Licensing

To have regulatory control on approval of new
drugs and clinical trials

Grant of the license of Blood Banks, LVPs, Vaccines
& Sera, r-DNA products & some Medical Devices
(CLAA Scheme)

Amendments to Drugs &Cosmetics Act and Rules

g 3MfY iR g Al srfafes iR el &
YTl & SRR Uade dl gARed &1 @& forg
et ek wfshamail &1 IR BT B |

TareT, ey g, e @R SuBRl & "G BT
FetRa &= |

anell 3R TSR & AT @1 fafafid &=Av |
TE TaT3t IR RIS TR0 & AR W e
IGRELESCEI

=TS %, 7adnd), B R WRT, IR—IITAT IqT&T
IR FHo B IudRvl (CLAA JISTHD) & ATeHd
BT IS |

Ml v gam afl ifdfm g fesl #
e |
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10. Copies of medical certificates issued as written

evidence and accepted in court of law if
required

. Licenses

Licenses while applying offline, the fees should be
paid in the Government treasury or Government
Branch of State Bank of India of the district where
thelicense isrequired. The original of the treasury
challan must be submitted with the application.

Type of Sales License
(fa! TSI BT TPR)
For Wholesale license (%ﬁ'cﬁ TS B f%frq)

10. forRaa a6 & ®u § IR fdu 7 fafeear wHmor

oAl @ ufoai iR A emawasd B A B o
IeTerd F TR B S 2|

IRl

JATHEATS SMTAGT PR FHI HIF BT YA I forel
@ RISTDHIRI DIYFTR AT LT §b NH ST BT ARBRI
AT H fHar ST @Ry et TSN @ Mgl
2| SO ATA BT ol SIS & AT ST BT
BT |

Fees for Grantof License
(@IS USA &1 & 1Y 3ed)
Rs. 1500+1500 = Rs 3000

For Retail License (T[&xT GIES; MK f%ﬂf)

Rs. 1500+1500 = Rs 3000

For Restricted License (Yfafrd argsdg @ fem)

Rs. 500 + 500 = Rs 1000

. Renewal

Alicense shall remain valid, if licensee deposits a
prescribed license retention fee before the expiry
of a period of every succeeding five years from
the date of its issue

If the licensee fails to pay license retention fee on
or before the due date, he shall be liable to pay
license retention fee along with a late fee, and in
the event of non-payment of such fee, the license

shall be deemed to have been cancelled.

Type of Sales License

(fash! T3 BT IHR)
For Wholesale license (N® @Tgad & foQ)

For Drugs specified in Schedule-X (Wholesale) Rs. 500
(FITENX (o) § fifd< gameil @ fag)
For Drugs specified in Schedule-X (Retail) Rs. 500
(T X (Tew) 7 fafree sivell & fog)

C. sdHRoT

TS ATSHA I I, IS ATSHAAERT U SR B
P IRRG | R U ATl dF 1@ Y T | g8l
e MaiRd asdw afdare ged S xal
g
I ATSHTIRS T TRRG BT AT S U8l AZHd
TfRIRYT Yedh T YT B H fahet 38T &, I a8
fIcta gom @& | ATSHY AR Yedh BT YIarH
TR & ol IR B, 3R U Yoob BT YA
T B B R #, AT BY IE B fEdm 137 AMT
SITUAT |
Late fees for Renewal

@A e oy fade ges)

Rs. 500+500 =Rs 1000

For Retail License (€& ATSA @ foT)

Rs. 500+500 =Rs 1000

For Restricted License (Mfodfig ansda & fem)

Rs. 250 + 250 = Rs 500

For Drugs specified in Schedule-X (Wholesale) Rs. 250
(FTHN—X (e1) 7 Al garit @ fag)
For Drugs specified in Schedule-X (Retail) Rs. 250
(FTE—X (e 7 fafgse siweli @ fog)

. e-governance D. e—a-d

EMR (electronic medical records) system can be
used to bring all the patient-related data to a single
platform. Along with the patient’s medical history,
prescriptions can be maintained electronically at
a single platform.

EMR (oaciFe dAfsdma Rars) Uumell & ST
I & AT T ST B Uh HE R AW B oy
far S Foar 2 | N & fafder sfasss & e,
Ul Bl TP Bl §d TR Solaeid wU F 9917 QTSI
AT B |
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Safety,effectiveness (gv&l, yHraiierdn)
Properly tested (3% & weor fHar m)
Standards (A97&1)

Approval (F5Hf)

Stakeholder (R=ATR)

oL BB

ANSWER KEY (STR Huil)

THEORETICAL QUESTIONS (Rgifd® ve) |

Short answer questions

(each question carry 4 marks)

1.

Write down the Introduction of good pharmacy

practice and its role of pharmacist

2. Write down the formulary composition.

Write down the application of e-governance in
hospital.

What are benefits for formulary?

What are drug information services?

What is good regulatory practice? Write down

aboutits documentation.

Long answer questions

(each question carry 8 marks)

1.

Write down the Introduction of good pharmacy

practice and its requirement and role of pharmacist.

2. Describe the import of drugs in detail

. What is hospital pharmacy? Describe the hospital

pharmacy, wholesale and retail pharmacy in detail
Write down the prohibition condition and types
of manufacturing of drugs.

Describe good regulatory practices and its
documentation, license renewals.

Describe import, export of drugs and medical

devise.

oY SN w9

(AP T 4 3P BT B)

1. ! A Ufdew &1 uREyg iR wmiRRe @t
IffeT ford |

2. A oAl ey |

3. IRUdTT H e—Td-19 & 3Mded Bl forgd |

4. B & for gar o 82

5. a1 ol HAY R®IT 8°

6. Sfud fFam® s w1 27 9@ SxTdudRol &
IR ¥ ford |

< SN TR

(AP UeT 8 3P BT B)

1. IS BN Ugfd BT IR IR BHIRRE & 396!
aaEeRdr MR JfFaT fored |

2. 3Rt & maTd T favaR | auid BT |

3. IRYUATA BTHEl T 87 INUdlal Bl oid 3R
G Bl T fIaR § 9o & |

4. fg @1 Rafa iR fwferl & Ao @& uoR
ferRag |

5. Sfad fame gerell iR sH® SATISIHRI, Arsad
TAHIBROT BT qUIT PN |

6. <Al & 3, fafd &R fafdhcar SusRvl &1 qoiH
DIFTY |
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PHARMACY LAW AND ETHICS I

INTRODUCTION TO IPR AND PATENT LAW, TRADE NAME CONCEPT,
EMERGENCY USE AUTHORIZATION, BRAND V/S GENERIC

One area can be characterized as the protection
of distinctive signs, in particular trademarks and
geographical indications.

The protection of such distinctive signs aims to
stimulate and ensure fair competition and to
protect consumers, by enabling them to make
informed choices between various goods and
services.

The protection may last indefinitely, provided the

sign in question continues to be distinctive.
Type of Intellectual Property rights:

The 4 main types of intellectual property are listed
below.

Patents -

The Patent Act in India was implemented in 1970
which came into force on 20% April 1972.

A patent is an exclusive right granted for an
invention, which is a product or a process
that provides, in general, a new way of doing @
something, or offers a new technical solution
to a problem.

To get a patent, technical information about the
invention must be disclosed to the public in a
patentapplication.

The protection is granted for a limited period,
generally 20 years from the filing date of the
application.

Copyrights -

The law governing copyright in India is the
Copyright Act, 1957 and the Copyright
Order 1991.

This Act has been amended in the year 1984, ?34
1994 and 1999. -
Copyright law deals with the rights of intellectual

N
A

creators.
It is concerned with protecting creativity and
ingenuity.
It protects only the form of expression of ideas

and not the ideas themselves.

' aﬂ‘“‘“‘f}

E ot
AIEHTE REZ

o TSP &F Pl fARre Rl o el & WU H ugarT off
Jhdl 2, a9y wu @ csHe IR Himfas
e |

U fafdre Rrel &) Qe b1 Seey e ufRaet
BT goTdl <1 AR G BHRAT 8, A & SuHRHIA
1 &A1 HRAT, i I A= Il 1R Jaradl & 4=

qfad fased g4 9 |

o e AMRTIHA IF IR B Al &, 9 &
& forg faRre a1 3 |

v difg® duar ARGRI b TR :
difges duar & 4 g yerR frefafea
g

1. e -

ART ¥ Uce STFH 1970 H AR foar =7 o1,
20 30T 1972 PI JTdl §aTT |

Uce Uah [y JifdaR 8 o ) snfawsR
@ fory foam S €, S va Sadre ar ufshar
& bl 7, S A fhd a1l BT -
BT AT TRIBT UETH Bl 7, AT fobd) o
BT T b1l FHATE IR PR 2 |
U<e U HRA @ forg, MAhR & aR § ddh-d!
STHGRI BT U JAMAGT § SHdT & AT Udhe HRAl
IS BT 2 |

T GReET U AT sl & fofg v &1 oIl g,
A JMTded &1 fafdr | 20 9uf @ |

2. BURES -

VR § BIURTSE BT ARTA B qTell BT HIURIZS

AR, 1957 IR BURIEE Qe 1991

2l

39 | H 1984, 1994 3R 1999 #

e fdar T |

BIURIST HTA dfgd ITAGRI & IAfTHRI

| AT B 7 |

T IGFATHGAT 3R Alferdhdr & e a=1 & forg

2l

o I Badl [IaRI P JARE & WU I YR U
ol g, 7 fb faRi o w3 |

\ S QLS ih’b; B

| 250 | Download “GDC CLASSES” App From Play Store for FREE O

nline Test Series | Visit GDC e-Tutor Youtube channel for FREE Video Lectures



PHARMACY LAW AND ETHICS I

INTRODUCTION TO IPR AND PATENT LAW, TRADE NAME CONCEPT,

EMERGENCY USE AUTHORIZATION, BRAND V/S GENERIC

(c) To act as a marketing and advertising device.

(d) It is very useful in the competitive market. The

4.

il

iil.

popular examples of trademarks are Coco Cola,
Pepsi, Infosys, HDFC, ICICI.

Trade Secrets -

Knowledge

Trade secrets are Intellectual Property Rights on

confidential information which may be sold or
licensed.

A trade secret is an intellectual property that has
inherent economic value because itis not generally
known or readily ascertainable by others, and
which the owner takes reasonable measures to
keep secret

It may be strategies, systems, formulas, or other
confidential information of an organization that
provides them a competitive advantage in the
market.

In general, to qualify as a trade secret, the

information must be:

Commercially valuable because it is secret,

Be known only to a limited group of persons, and
Be subject to reasonable steps taken by the rightful
holder of the information to keep it secret,
including the use of confidentiality agreements for

business partners and employees.

TRADE
SECRET

(c) fauor SR fIsoe & SYHRT & ®Y H B HRAT |
(d) I8 vimeids doiR H§ 9gd SUAIR BT © |

4.

il.

iii.

Advantage

SSHID B ATDHNT STERVT &: BIDT Dlcll, U,

SHINM, TISIUHR (HDFC) , agdiangdiang
(IcICI)
IR T -

Confidential

Intellectuel
property

ARG B d difgd Huar eR B & S
TR SIHBRY TR 8 €, f=Y 91 a1 g o
ST FHT R |

UHh ARG & Udh difgd duar 2T g orad
iafifed amidie gea BIaT & wifd I8 AMIaw
ST TE1 BIAT AT GART §IRT AT A YT T8 off
FaHdT, 3R s Aifeld g9 MUy @ & forg
Sfd weH SordT § |

I8 RUHIfET, gonferdl, gF, a1 fhel ded @l
IR MUE STFSHRI B Fhal &, Sl S dIolR

¥ yforguicdsd ot Ue &yl & |

AT, ARG 8 & ®Y H A7 89 @ forg
STHHRT &1 frfalRad ordl o @RT =T @12
IHTRIG wU § Heda BT daifh I8 TMuRT 8,
B9t UH AT TE & afieal &1 Sd e,
SFeRI & 9 gRS §R1 39 MU & $ oy
S wed Io1Y 1Y &, fSraH aiRe Ar=ieRi )ik
HHATRAT & foIg M-It FHeial BT SUART e
B |
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I PHARMACY LAW AND ETHICS

v Offices and Branch Offices (@RI 3R @1 HRAT)

Office of Controller General of Patents, Designs & Trade Marks

uce, o iR 3 A1y #eIFTe &1 Sy

(CGPDTM)
I
I I I I
Patent Office Design Office Trade Marks Copyright Registry
(¥ee Prafer) (Fesirr wrafer) Registry (S (PriRTgE R
| | Arad YRTET) I
Kolkata (HEAD Kolkata I Delhi
OFFICE) [®Terebrar (@rei®ran) Mumbai (HEAD (o)
(= Frafe)] OFFICE)
| [ (g wrafera)]
BRANCH OFFICE (31 ®1afed) !

1. Chennai (=)
2. New Delhi (78 faeei)

3. Mumbai (H33)

14.8 INTRODUCTION TO PATENT ACT

A patent in relation to inventions is an exclusive
right granted by the Government to the patentee,
in exchange of full disclosure of his invention, for
excluding others from making, using, selling,
importing the patented product or process

producing that product for those purposes.

14.8.1 Indian Patent Act

The Patent Act, 1970 came into force on the 20th
April, 1972 and extends to the whole of India.

This Act was amended in March, 1999 and June,
2002 to meet India’s obligation under the
Agreement on Trade Related Aspects of Intellectual
Property Rights (TRIPS), which forms part of the
agreement establishing the World Trade
Organization (WTO).

The amendments primarily focused on the
obligations which came into force from 1%
January, 2000 (in respect of amendments notified
in June, 2002).

Patent Rules 2003 came into force on the 20" May
2003

BRANCH OFFICE: (31 &rafad)
1. Chennai (3+T¥)

2. New Delhi (73 faeef)

3. Kolkata (®Ierdran)

4. Ahmedabad (37g43E1R)

14.8 Uce 3IfRfm @1 uR=™

ORT TRPR Ude IRD BT Y™ BRI ©, ST MAHR
BT IR GAT HRA & 98l H | 39 JPR & d8d
UcT gRE GERI DI IAUH Uce IATG AT UfhAT Bl
g, SYATT B, T2, AT DR AT 3H SIS Dl
A & foTT S UfehaAT BT SYANT B A AP Fhdll
=

14.8.1 YR U< IfRfaw

o UCT AWM, 1970 &I 20 WA 1972 B AN
foar T QiR 98 W 9RA § R BT ¢ |

o 3 JIMRAFTA # A 1999 R A 2002 # A
oy Ty, aifds wRA @) difgd FueT ISR (TRIPS)
& ded afidgari @ Q1 Har o1 |96, ST faw
R G769 (WTO) @Y ATOHT HR dTel FHSid
BT 2= 2 |

o I HUMAl BT J& LI S Afagarei W o, I
1 Sl 2000 ¥ AL 8% (S 2002 H g
HeMeE! & HeH H) |

e U<t 9 2003 &I 20 HS 2003 &I AR fdbar
T |
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EMERGENCY USE AUTHORIZATION, BRAND V/S GENERIC

INTRODUCTION TO IPR AND PATENT LAW, TRADE NAME CONCEPT,
PHARMACY LAW AND ETHICS I ,

According to the FDA, generic drugs are identical o

or within an acceptable bioequivalent range to the
brand-name counterpart with respect
pharmacokinetics and pharmacodynamic
properties.

e Generic versions of a drug have different size, .

shape, colours, Flavors or combinations of

inactive than the innovators drugs.

e Branded generics are generic drugs that have that o

have given a proprietary name.

e Genericdrugs are usually known by their chemical o
name.

v' Similarity between generic and branded v
drugs

e They must contain same active ingredients. o

e They must have same dosage form. o

e They have same quality and performance. o

o They must have same route of administration. o

e (Generic drugs must be as safe as branded o
drug.

e They must have same bioavailability. o

v' Difference between generic and branded v
drugs

e They may contain different inactive ingredients. o

e Generic drugs are cheaper than branded o

e Theylookdifferent due to difference in shape, size, .

colours and marking.

e Branded drugs have sole right (patent) to o

manufacture and distribution for a period of time,
while generic drugs do not have any patent on its

manufacturing and distribution.

FDA & JITHEIR, BIATHIHIEAETH AR
BHIBISRIATHAS I[N & Hee H SR qary sis—M
THGE B FHM AT WD STaaaged AH & Wi
g

el ga1 & SFIR® H¥hxoll # SAdeH qarsil o
T H 3TIT—3TeNT MBI, IMMHR, I, w1 AT [AfShy
@ IS B & |

gies SR d SFRe ag & ST Uab Alfordr
4 fer w2 |

SR TaTel Bl SMHAR TR S+d A A4 4

ST ST 2 |
SHR® IR gics el & 9= gHEdT

S A Afhd T 8 a1RY |

TS GRIH BT GHY FHH BT =M1 |

IAB! T[0T AR TS A T |

TP T YR BT U &1 ART 84T A1 |
SHR& TaTg Fies Jamsil @ g & i 8
a11RY |

D! STI3YTEIdl FHH 8 a1y |

I faf= ffSpa @@ & dad 2|

SHMR® gAY F1S€ &I gl H IRl 8T ©

JMMBR, AT I IR I8 # IR & SR I 37T
fe@d g |

oS <Al & 9 U A¥Ed rafer & forg fAmior
3R fadRoT BT THATH SEBR (USe) BT B, Safd
SHRE Tamsil & U gqa AT 3R fIaRe R 315
Uce el BT & |

Table 14C.1 Examples of Generic Drugs and Branded Drugs
(@rferT 14C . 1 SRS 4Tl 3ik Jies TaRl & Sarev)

GENERIC DRUGS

CATEGORY ( =1vf))

BRANDED DRUGS

(| <919)

Analgesic (G TIR®) Paracetamol (ORTRICTHIE )

(SSS Tam)
Crocin (1)

Diclofenac sodium

IfeTs + RIRkieme)

paracetamol SEEEIERES]

+ | Diclogesic (fSaairotRid®)
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15.1

15.2

BLOOD BANK : BASIC
REQUIREMENTS AND FUNCTIONS

%Ww

T do: gferardl simasaaare
iR ot

INTRODUCTION

‘Blood bank’ means a place or organization or unit
or institution or other arrangements made by such
organization, unit or institution for
carrying out all or any of the operations
for collection, apheresis, storage,

processing and distribution of blood drawn / P SHEA TS
BIVE THE IFT OF BLOOD (

from donors and/or for preparation,
storage and distribution of blood
components.

Where the storage of blood product occurs and

where pre-transfusion and Blood compatibility
testing is performed.

However, it sometimes refers to a collection center,
and some hospitals also perform collection.
Blood banking includes tasks related to blood
collection, processing, testing, separation, and
storage.

State Drug Controller issues the license to the blood
bank. All such blood banks are to be approved by
Drugs Controller General of India (DCGI) and
regulated by Drugs and Cosmetics Act and Rules

there under.

REQUIREMENTS OF A BLOOD

BANK

SCHEDULE F: PART XII B: Requirements for the
functioning and operation of a blood bank and

or for preparation of blood components.
GENERAL

Location and Surroundings: The blood bank
shall be located at a place which shall be away
from open sewage, drain, public lavatory or similar
unhygienic surroundings.

@' Visit GDC CLASSES App or
Scan the givenQR Code for

G=  FREE e-Model Paper

15.1 IR=

'S S’ BT 31 B U QAT AT A3 AT ShIS AT

TReAT AT U HSH, SHIS AT HAT §RT
RN | T U Wh & HUE, ThR,
RO, TR0 3R faaRor & forg
T AT foh=dT 1 SR Bl B @R/
I WhH "SHI DI AR, HSRUT R
fgazor & fay &1 g (7Y
YIRRT |

S8l 76 SedTe dT HSRUT Al 8 AR I8
qd—3MeT 3R b HIaar geer fear S
=

i, T8 FA—1 U FUT Dg DI Fafid Rl
2, 3R | IRYATA W HUE IR T |

e 4fpT H IPH FUE, UATHIUT, UReToT,
JerFhRu] IR WERUT | Wt i wrHe
gl

W T PLIR TS §b Bl ATSHT SN HRAT 2 |
T T < d@l B AR © 3Ny ARIES
(DCGI) ERT AT fdhaT SIET BT & 3R %
3wy ud garE ArRf i ud SEa Sidd
ga1g Y fet g fafafia fear S g 2

15.2 SIS db DI IMIIIHAT

ITGAT F: 9T XII B: ¥ 4@ & HHEDN 3R
FATAA MR/AT IH EEH! d dIAR D foAv
JATILIHAT |
1. |TATY

I 3R gRaen: s 96 U4 v W Rerd 8
ST el IS, ATll, AT 2arerd a1 31 aRe
@ AR IN URIAY I T BNV |
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I PHARMACY LAW AND ETHICS

16.5 STATE COUNCIL FOR CLINICAL

ESTABLISHMENTS

e State Government shall by notification constitute
a State Council for clinical establishments or the

Union territory Council for clinical establishments

16.5.1 Constitution of State Council

i. Secretary, Health- Ex officio, who shall be the
Chairman

ii. Director of Health Services - Ex officio member-
secretary

iii. Directors of different streams of Indian Systems
of Medicine- Ex officio members

iv. One representative each to be elected by the
executive committee

(a) State Medical Council of India

(b) State Dental Council of India

(c) State Nursing Council of India

(d) State Pharmacy Council of India

v. Three elected members by the State Council or the
Union territory Council, Indian Medicine
representing the Ayurveda, Siddha and Unani
systems of medicine

vi. One member elected by the State Council of the

Indian Medical Association
vii. One member from the line of paramedical systems
viii. Two members from State level consumer groups
or reputed non-Governmental

e The nominated member of the State Council or the
Union territory Council, shall hold office for a term
of three years, but shall be eligible for
re-nomination for maximum of one more term of
three years.

e The elected members of the State Council or the
Union territory Council, as the case may be, shall
hold office for three years, but shall be eligible for
re-election

16.5.2 Functions of State Council

(a) Compiling and updating the State Registers of
clinical establishment

(b) Sending monthly returns for updating the National
Register

16.5 faerwe ufass @ fau =9

EINLT

o XTI ARGR ORI §RT Q1T AT & o1y
RIS YRYE AT TS I3 & oy He I &
URYE BT TS Bl

16.5.1 ST URYE HT ST

i. Ofg, Ry — ued IIfHNY, ST 31egel BT

ii. ey JdT AeYe — U Ie—4fid

iii. R fIfhcr ugfa & A= emeEmwRi & e
o AE

iv. BRIGN ARl §RT Tb—veb Ui &1 gATa fbar
ST 8

(a) YR 15y ffdear uRug

(b) e Sca Brefie 8ifw gfsar

(c) R I AR uReg

(d) e BrERiT BreRTe 8w Sfea

v. I gRYE A1 dg wRTT Uewr uRye gRT i fRafferd
e, ARds, Rig &R AT fafdear yomferat &t
gfaffea &= arell YRa fafdear

vi. 3T e TaRiges & =g aRug gRT g
¢ U o

vii. RSP Red @1 a189 9 Udh 95

viii. TS TR SYHIHT Fa1 AT affed IR—AaRaRT |
] HeH

o I URYS AT WY IR & URYE & AT AR Bl
BIIBTS I I BT BN, Afh I 3ifddan db &R
FRIBTA & folg G AT B9 & °rd 811, Sl <A
qut BT B |

o I URNE IT HY I & UR¥E & Haifed daew,
ST 6 Refar 81 &1 i@t 9 gt &1 gem,
Afdbd 9 g7 A & g urH B |

16.5.2 U URYE & BRI

(2) AT R & o SRR BT Fehedd 31 T
BHRAT

(b) I IRTRER DI 3USE A @ forw AIRTS R
AT
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I PHARMACY LAW AND ETHICS

3.

Who shall be the Chairman of State Council of

clinical establishments

(a) Secretary (Health) IAS

(b) Director of Health Services

(c) Directors of different streams of Indian Systems
of Medicine

(d) None of these

Which of the following is the chairperson of

district registering authority

(a) District Collector

(b) Chief Medical Officer

(c) District Health Officer

(d) Director of Health Services

Which is the emergency drug in the following

(a) Injection Adrenaline

(b) Injection Atropine

(c) Injection Hydrocortisone

(d) All of these

How many members are in the state council for

clinical establishments

(a) 12 (b) 14

(c) 15 (d) 16

How many members are to be nominated by DM

at district level for clinical establishments

(a) 4 (b) 3

(c) 2 (d)5

Clinical Establishments (Registration and

Regulation) Rules was enacted in which year

(a) 2012 (b) 2010

(c) 2011 (d) 2005

Minimum required standards are in which of the

following

(a) Human Resource

(c) Essential Equipment (d) All of these

(b) Emergency Drugs

10.The Clinical Establishments Act was notified vide

Gazette notification dated on
(a) 28" February, 2012 (b) 25" February, 2012
(c) 28" January, 2012  (d) 25" February, 2013

. N[Sg gl WUARl & URYe @I Ieue bi|

BT

(a) OfTa (W) 1AS

(b) Trex a1 fAger®

(0) e fafecar ugfaal @1 A= wmamen @
IRENED

(d) ¥ & BIg T8I

. fr=faReg § 9 o9 ar dsiioxor mferexer &1

ey ¥

(a) ST Feldex

(b) g=u Fafdear e
(c) RTerr ey JARHRT
(d) Taren Har fgers

. fe=feRag § smurgerels gar @19 & ®

(a) SOTRM TSATATSA
(b) SSidr Ui

(c) SR TSQIBICAM
()T =

. Agrfe ufost & fav s aRue & feas

e ©
(a) 12
(c) 15

(b) 14
(d) 16

. Aaife ARt ® foavu e R W DM gRT

foam el &1 Tfag fear o @
(a) 4 (b)3
(c)2 (d)5

. A ufasera (dofrexor &k fafaas)

g ¥ ¥ ofdfafia fee 1w o
(a) 2012 (b) 2010
(c) 2011 (d) 2005

. AT ATARIS AP fefataa 7 | fead

B
(a) AT FETEH
(c) JMTID SUDHRT

(b) 3MUTdHTel 3iwfert
()T

10.fFaea TRfawFcd tae o1 fuic sftREeT

o9 AfeNgferd fbar Tar o
(a) 28 I, 2012 (b) 25 HYaRI, 2012
(c) 28 STHa, 2012 (d) 25 ®xasI, 2013

1-b 2-b 3-b 4-c 5-b

6-b

7-c 8-b 9-a 10-b
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PHARMACY LAW AND ETHICS I

CLINICALESTABLISHMENTACTAND RULES

FILL IN THE BLANKS (R<h i ﬂﬁ)l

1. The Clinical Establishments Act came into force
on____

2. The Clinical Establishments Act was notified in the
official gazette on

3. The National Council shall meet at least once in
every months.

4. Elected members of the National Council shall hold
office for __

5. The Actinitially came into force in four states,

namely

years.

, and

1. Flived gfos™ rfafas
BT |

2. Fcife gfose™ srfaf e @1 P AMRABIRD
IouE H IR faar T o

3. I uRye &1 §8F TR e H BH |
%H b IR BT |

4. I uRye & faffad a< 99 & Ug
TR g9 & |

5. g8 Jffew ge o aR sl

<IN H AN BT |

B AN

1. 1st March 2012 (1 A/ 2012)
3. Three (&)

ANSWER KEY (STR i)

2. Arunachal Pradesh, Himachal Pradesh, Mizoram, Sikkim

@revTad WY, Rama ey, fawiw, fufasw )

2. 28th February 2012 (28 WRa<l 2012)
4. Three ()

THEORETICAL QUESTIONS (fgift® ueH)

Short answer questions

(each question carry 4 marks)

1. Define clinical establishment.

2. Write the objectives of Clinical Establishment

3. Give an offences and penalties as per the Clinical
Establishment Act.

4. Write about provisional
permanent registration.

5. Write short notes on this
(@) II Registration and standards for clinical

establishments

(b) Registration process

Long answer questions

(each question carry 8 marks)

1. Explain the minimum required standard.

2. Explain the National Council for Clinical
establishment and functions of National Council

3. Explain the State Council for Clinical establishment
and State of National Council

4. Explain the procedure for registration of Clinical
Establishment

5. Describe the power and responsibilities of Clinical
Establishment

6. Write a note on District Registration Authority.

registration and

oY ST T

GIAP T 4 3P BT B)

1. A% RIET BT gRMIRT HIRTY |

2. FSIN® RO & S foIRau |

3. JeIfe Ul ARRE B AgER WM AR aS
SN

4, IR UolieRoT @R R USTiaRT & aR # ford |

5. 39 W dfera Ared ford:
(a) TS RMURl & oI Gofidor 3R #M®
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1. Segregation:

e Bio-medical waste generated from a healthcare
facility is required to be segregated at the point of
generation as per the colour coding stipulated
under Schedule-I of BMWM Rules, 2016.

e Following activities to be followed to ensure
proper waste segregation:

(a) Waste must be segregated at the point of generation
of source and not in later stages. As
defined earlier too, “Point of
Generation” means the location
where wastes initially generate,
accumulate and is under the control
of doctor / nursing staff etc. who
is providing treatment to the patient
and in the process generating bio-medical waste.

(b) Posters / placards for bio-medical waste
segregation should be provided in all the wards as
well as in waste storage area.

(c) Adequate number of colour coded bins /
containers and bags should be available at the point
of generation of bio-medical waste.

(d) Colour coded plastic bags should be in line with
the Plastic Waste Management Rules, 2016.
Specifications for plastic bags and containers.

(e) Provide Personnel Protective Equipment to the
bio-medical waste handling staff.

2. Collection:

e Bio-medical waste should be collected on daily basis
from each ward of the hospital at a fixed interval
of time. There can be multiple collections from
wards during the day.

e HCF should ensure collection, transportation,
treatment and disposal of bio-medical waste as per
BMWM Rules, 2016

e HCF should also ensure disposal of human
anatomical waste, animal anatomical waste, soiled

waste and biotechnology waste within 48 hours.
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Treatment and Disposal: Autoclaving or micro-
waving/ hydroclaving followed by shredding or
mutilation or combination of sterilization and
shredding. Treated waste to be sent to registered
or authorized recyclers or for energy recovery or
plastics to diesel or fuel oil or for road making,
whichever is possible. Plastic waste should not be
sent to landfill sites.

3. Type of Waste: White (Translucent)

(a) Waste sharps including Metals:

Segregation: Needles, syringes with fixed
needles, needles from needle tip cutter or burner,
scalpels, blades, or any other contaminated sharp
object that may cause puncture and cuts. This
includes both used, discarded and contaminated
metal sharps

Type of bag and container: Puncture proof,
Leak proof, tamper proof containers

Treatment and Disposal: Autoclaving or Dry
Heat Sterilization followed by shredding or
mutilation or encapsulation in metal container or

cement concrete; combination of shredding cum
autoclaving; and sent for final disposal to iron
foundries (having consent to operate from the
State Pollution Control Boards or Pollution Control
Committees) or sanitary landfill or designated
concrete waste sharp pit.

4. Type of Waste: Blue
(a) Glassware:

Segregation: Broken or discarded and
contaminated glass including medicine vials and
ampoules except those contaminated with
cytotoxic wastes.

Type of bag and container: Cardboard boxes
with blue colored marking

Treatment and Disposal: Disinfection (by
soaking the washed glass waste after cleaning with
detergent and Sodium Hypochlorite treatment) or
through autoclaving or microwaving or

hydroclaving and then sent for recycling.
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BIOETHICS

18.1 INTRODUCTION TO BIOETHICS

Bioethics is the study of ethical issues related to
biological research and its applications,
particularly in medicine.

v Focus Areas in Bioethics:

It looks at what is right and wrong in new
discoveries and techniques in biology.

v It covers following areas like:

Genetic engineering (modifying genes).
Organ transplantation (transferring organs from
one person to another).

e The term bioethics (Greek bios, “life”; ethos,
“moral nature, behavior”) was coined in 1927 by
Fritz Jahr in an article about a “bioethical
imperative” regarding the use of animals and
plants.

e Bioethics is branch of applied ethics that studies
the philosophical, social and legal issues arising
in medicine and the life sciences.

e [tis chiefly concerned with human life and well-
being.

e Focused primarily on issues arising out of the
physician-patient relationship.

e The ancient Hippocratic literature enjoins doctors
to use their knowledge and powers to benefit the
sick, to heal and not to harm, to preserve
life,

e These basic values and principles remain an
essential part of contemporary bioethics.

18.2 HISTORY OF BIOETHICS

e The first font of bioethics was related to human

experimenftation.

Scan the given QR Code for

@' Visit GDC CLASSES App or
©

= FREE e-Model Paper

18.1 YRANERET (STaAfaddn) &1 uRT™

JRANER Sfdd JIEE AR $HD JATUART |

Hefera fde gl b1 gy B, fauy Wy 9 fefbar

H1

v IR § Bled &7
g TEdl © [ S faem 4 98 @6l iR daiai
# a7 |E SR Ted ¢ |

v g8 fefafad W &= wiie ©:
SHfed ST G @1 denfrd &) |
3T YRARMUT (BT BT U =Rh A X Afth 4
RATIART BRI |

o AT (e weg “qri" e o1ef § “Sia”;
IR ‘v R @ 8 “Afds wawra, JdgR”)
3G B 1927 ¥ Fritz Jahr 7 Ud oG H QT o,
R S8iF STFeR 3iR diell & STt & Hdfdd
qENfhd TR & aR H adf @f o |

o TRANRIGH SIIGh Al BT Ueb ARET & il Fafdhedl]
3R ST fasHT # Soq= B dTel JrRif+a, AMIfoTdh
3R BT &l T 3TeTa IRl 2 |

o IB Y WU Y AMT Siigd 3R HeAToT I Heferd
2 |

o T ©U A RAfbcad—il e & S g dre
el R & digd fbar T |

o U Ruimfeed Wfew Sl 3 I8 AUeg HRar
2 f 9 3o S SR WG &7 SUINT SHRT BT o
UEA, S Sl B, 7 [ JharT ugar, 3R Siia
BT ARIET A B forg Y |

o UE YT I 3R RAgia FdTel qrgfas &
U JffTarR] 2T 9+ R&d B |

18.2 SigAfdmar &1 gfos

o TRINIFE BT USAT A AT NIV I AR
o |

| 308 | Download “GDC CLASSES” App From Play Store for FREE Online Test Series | Visit GDC e-Tutor Youtube channel for FREE Video Lectures



g faear

I PHARMACY LAW AND ETHICS

18.3

Ll

Around 1980, Professors in religious studies
promoted an important series of talks that led to
the creation, of the International Study Group of
Bioethics which brought theological knowledge

with scientific progress together.

PRINCIPLE OF BIOETHICS

Ideally, for a medical practice to be considered
“ethical”, it must respect all four of these
principles:

Principles of bioethics are not considered
absolutes but serve as powerful action guides in
clinical practice.

There four principles cannot be arranged in
particular sequence (non-hierarchical), meaning
no one principle routinely defeats another.

There are four commonly accepted

18.3

1980 @ MU, oTfid STy & W=l o
U HEYUl drdl H@ell bl derar faar, forad
AR SIaIfe sed FHe" &I WUl g,
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principles of Bioethics. =

Respect for autonomy;, Btyy v 1. Al bl FHTE
Nonmaleficence i \3 & 51_3 2

Beneflcence AUTONOMY BENEFICENCE NOMMALEFICENCE JUSTICE 3 DTl

Justice. 4. I

The principle of Respect for Autonomy
Court Affirmation: A court decision stated that
every adult with sound mind has the right to decide
what happens to their own body.

Right to Make Decisions: Every person has the
power to make their own rational decisions and
moral choices.

Informed Consent: This principle supports the
practice of informed consent, where patients are
fully informed and voluntarily agree to medical
treatments or procedures.
Healthcare Professionals’ Approach:
Healthcare professionals who follow bioethics
prioritize respecting autonomy, ensuring that
patients have control over their medical decisions.
The Principle of Non-maleficence
Non-maleficence: It comes from the Latin
“primum non nocere”, meaning “first, do no
that healthcare

professionals should not harm the patient

harm”. It emphasizes

intentionally.
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19.1

CONSUMER PROTECTION

INTRODUCTION

The enactment of the Consumer Protection Act,
1986 is a milestone in the history of socio-
economic legislation in India.

The Consumer Protection Bill, 1986 was
introduced in the Lok Sabha on 5% December, 1986.
A brief account of the Consumer Protection Act,
1986, the Consumer Protection Rules, 1987 and
the Consumer Protection (Amendment) Act, 2002
It came into force on 24 December, 1986

[t extends to the whole of India except the State of
Jammu and Kashmir.

The Consumer Protection Rules, 1987 and the
Consumer Protection Regulations, 2005 were
passed subsequently.

Consumer Protection Act, 2019 replaced the old
Consumer Protection Act, 1986.

19.2 OBJECTIVE

The main objective of the act is to provide better
protection to the interests of consumers.

To provide for protection of the interests of
consumers and for the said purpose, to establish
authorities for timely and effective administration

and settlement of consumers disputes.

19.3 DEFINITONS

1. Advertisement: It means any audio or visual

publicity, representation, endorsement or
pronouncement made by means of light, sound,
smoke, gas, print, electronic media, internet or
website and includes any notice, circular, label,

wrapper, invoice or such other documents.

ACT, 1986
I TR 2101 31fiferas,
1986
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CONSUMER PROTECTIONACT, 1986

8. Defect: Any fault, imperfection or shortcoming in
the quality, quantity, potency, purity or standard
which is required to be maintained by or under
any law for the time being in force or under any
contract, express or implied or as is claimed by
the trader in any manner whatsoever in relation
to any goods or product

9. Deficiency: Any fault, imperfection, shortcoming
or inadequacy in the quality, nature and manner
of performance which is required to be
maintained by or under any law for the time being
in force or has been undertaken to be performed
by a person in pursuance of a contract or
otherwise in relation to any service

10.National Commission: It means the National

Consumer Disputes Redressal Commission
11.Member: Itincludes the President and a member
ofthe National Commission or a State Commission

or a District Commission

19.4 CONSUMER PROTECTION COUNCILS

e There are the following three Consumer
Protection Councils :-

The Central Consumer Protection Council

The State Consumer Protection Councils.

District Forum.

=W e

The Central Consumer Protection Council:

The Central Government shall, by notification,
establish with effect from such date as it may
specify in that notification, the Central Consumer
Protection Council to be known as the Central
Council

e The Central Council shall be an advisory council

and consist of the following members, namely:

(a) The Minister-in-charge of the Department of
Consumer Affairs in the Central Government, who
shall be the Chairperson

(b) Such number of other official or non-official
members representing such interests as may be
prescribed.

v" Procedure for meetings of Central Council

e The Central Council shall meet as and when
necessary, but at least one meeting of the Council

shall be held every year.
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10.Who is eligible to be appointed as a President of

CONSUMER PROTECTIONACT, 1986

National Consumer Dispute Redressal Forum
(a) Chief Justice of High Court

(b) Judge of Supreme Court

(c) Attorney General of India

10. T IUARHI faare AR MR @ rege @

w0 ¥ e e S o d&ar @
(a) S=a TSI & R AT

(b) HaTed <ARATTT BT =TT

(c) IR & TSI SR

(d) Judge of High Court (d) S=d =Tl &l ~qImeirer
ANSWER KEY (STR i)
1-b 2-a 3-c 4-a 5-a 6-b 7-a 8-a 9-a 10-b

FILL IN THE BLANKS (ﬁ?ﬁ AT 'H%)I

The Consumer Protection Act was enacted in the year
_____ toprovide better protection of consumer rights.
Under the Act, a consumer is defined as a person
who buys goods or avails of servicesfor _____
consideration.

The Consumer Protection Act provides for the
establishment of consumer dispute redressal forums

at the level, State level, and National level
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1. 1986

2. a awful (T® )

3. District (fSTet)

THEORETICAL QUESTIONS (¥gift® ueH)

Short answer questions

(each question carry 4 marks)

1.
2.
3.

What are objective of Consumer Protection Act?
Whatis Consumer and Consumer Rights?
Write the offences and penalties under the

Consumer Protection Act

Long answer questions

(each question carry 8 marks)

1.
2.

Explain brief the Consumer Protection Council
Explain in detail Consumer Disputes Redressal

Agencies.
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20.1 INTRODUCTION

The Disaster Management Act of 2005 (DMA
2005) is an act passed by the Government of India
for the efficient management of disasters and
other matters connected to it

[t received the assent of The President of India on
23 December 2005.

This act came into the news with the onset of
COVID-19, followed by lockdown across India. The
lockdown was imposed under the Disaster
Management Act 2005.

The Act extends to the whole of India.

The Act designates the Ministry of Home Affairs
as the nodal ministry responsible for looking after
the overall national disaster management in the
country.

A disaster is not just the occurrence of an event
such as an earthquake, flood, conflict, health
epidemic or an industrial accident, a disaster occurs
if that event/process negatively impacts human
population.

20.2 OBJECTIVE

To manage disasters, including preparation of
mitigation strategies, and capacity-building.

To provide for the effective management of
disasters and for matters connected therewith or
incidental thereto.

to provide the people who are affected with

disasters, their life back and helping them.

THE DISASTER MANAGEMENT
ACT, 2005
39<I Udid 3ifirfertasa, 2005
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THE DISASTER MANAGEMENT ACT, 2005

(d) Superintendent of Police, ex officio
(e) Chief Medical Officer of the district, ex officio
(f) Not exceeding two other district level officers, to

be appointed by the State Government.

In any district where zila parishad exists, the
Chairperson thereof shall be the co-Chairperson
of the District Authority.

The State Government shall appoint an officer not
below the rank of Additional Collector or
Additional District Magistrate or Additional Deputy

Commissioner.

20.5 OFFENCES AND PENALTIES

1.

Punishment for obstruction, etc: - shall on
conviction be punishable with imprisonment for
a term which may extend to one year or with fine,
or with both

Punishment for false claim: - punishable with
imprisonment for a term which may extend to two
years, and also with fine.

Punishment for misappropriation of money or
materials, etc - punishable with imprisonment for
a term which may extend to two years, and also
with fine.

Punishment for false warning - punishable with

imprisonment which may extend to one year or
with fine.

Failure of officer in duty or his connivance at the
contravention of the provisions of this Act-
punishable with imprisonment for a term which
may extend to one year or with fine.

Penalty for contravention of any order regarding
requisitioning- punishable with imprisonment for
a term which may extend to one year or with fine
or with both.

(d) gfers aflers, ga
(e) 57t & o fafrear e, ued
(f) T IRBR gRT g<h by S a1t &1 4 A

fTetr TR AfBRT T8 8 |

fody W el & 't fom uRwg A9 2,
IAPBT 3Aegel FTAT UTIRIHRUT BT AE—3MeyeT
B |

S TRBR U JRBRI BT Fgfh Bl S1 <ifaiReh

PofdeR AT IR T AfSRge a1 AR SURJh
P UG A A BT A B

20.5 WY AN S

1.

ITET ST 3ffe & forw om— 3y Rig 89 R Uh
Y qb DI ba AT JA AT Sl I ST fbar o
gepaT 2 |

g[S &1d o folT Foil— ST ATl T B Ba IR A

3 ) 3fed fhar S Foaar 2|

& AT AT 371 & GOUANT & foIT |qoTr — <1 |rel
TP B da AR A A A1 ST fbar S Feban
gl

ST AT & foly F9T — BREN | s, o
TEH Y TP TN S Fhdl § AT AT T Sl
HHAT B |

FHAF H ARMHN B [qwerar a1 IFqa! Feimd |
9 AMRAFIH & AUl $ Seadd — U @ &
U PRE™ I T & f59 U ad T Ferdn off
AHdT © AT JAHT RT ST Fhll & |

31ferIrEer & Hay # Bl 0 ew & Socte & forg
JAFT— TH @ & foy dRE™ ¥ o9, o9
U Y dF 9QrIT S AHdT © AT SAMET AT a1 A
3f$a famar 51 A 2|
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21.1 INTRODUCTION

e Medical devices are used in medicine, surgery and
community all over the world.

e Objectives of ensuring protection of the health &
safety of patients, healthcare professionals and
others.

e The Ministry of Health & Family Welfare,
Government of India has introduced the Medical
Device Rules 2017 for regulating medical devices
being used in the country.

e Medical Devices Rules, 2017 come into force with
effect from 1st day of January, 2018.

e As per the notifications issued by the Ministry of
Health and Family Welfare on 11 February, 2020,
all medical devices intended for use in human
beings or animals are to be considered as drugs
with effect from the 1%t April, 2020.

e The main objective of these rules is to

(a) Regulate the clinical investigation, manufacture,
import, sale and distribution of the medical devices
in the country.

(b) Provide comprehensive legislation for the
regulation of medical devices, which will foster
Make in India.

21.2 DEFINITION

1. Medical Device: It means-

(a) Substances used for in vitro diagnosis and surgical
dressings, surgical bandages, surgical staples,
surgical sutures, ligatures, blood and blood
component collection bag with or without
anticoagulant.

MEDICAL DEVICES
< 1 39BI0T

@' Visit GDC CLASSES App or
¥  Scan the givenQR Code for
&= FREE e-Model Paper
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21.3 CLASSIFICATION OF MEDICAL 21.3 fRifebcar SR T qffpo

DEVICES

Medical Devices and In-vitro Diagnostic Devices
(IVD) are classified as per GHTF (Global

Harmonization Task Force) guidelines into 4

classes depending upon the indications for use and

risk level of the device.

fRIfbcar SUBRT 3R Al SRFFIRE® SUHR
(IVD) @I GHTF ("dlldal EMAMIZORM SREG BN) &
feer—frdell & AR @R Wl (Classes) # afiga
fear Srar 81 98 9fiHIor AT b FEhd
(Indications for use) MR IUGT & GIRA WX
(Risk Level) @& MR WR fdam SIram 2 |

CLASSIFICATION OF MEDICAL DEVICE
FAfee STevl $1 e

I 7

CLASS A (7o A) | CLASS B (w1 B)

CLASS C (7= C)

v v

CLASS D (@i D)

{ '
Low Risk Low Moderate Risk
(e ) (= Hiee Rew)
Thermometer,

B.P. monitoring

Absorbent Cotton devr sinf
Alcohol Swabs evice, Dls'ln ectant
Surgical dressing ]l;}l; P Ofi ;erm; Henttille,
oHHIeR, AT I i‘
50 ! \ [sHghdcc, BIgUlsIHD
e, Afoihet SRAT

v" Regulation:

Medical Devices and In-Vitro Diagnostics (IVD)
to be marketed in India are regulated as drugs by
the Central Drugs Standards Control Organization
(CDSCO) as per the provisions of Medical Device
Rules 2017 (MDR17) and Drugs and Cosmetics Act,
1940

Only the devices notified by the Government are
regulated and falls under the provisions of
regulations as per MDR17

The CDSCO is headed by Drug Controller General
of India (DCGI) and the approval authority is
shared between Center Licensing Authority (CLA)
and the State Licensing Authority (SLA).

Moderate High Risk High Risk
(Fise =18 Rep) (a7 Rwm)
Lung ventilators, Heart Valve,
Implants, | Angiographic
Hemodialysis Guide Wire
Catheter B¢ dred,
| T dfeeed, gRdiey, RIRIS Pl T3
AR Hfdex MeS dRR
v faffaas
o URT # fyuyurg feu 91 9rad fufel
IURRY IR g-—fAeT SRFEIREA &I Afeddl

fsarsd wext 2017 (MDR17) 3R $7% TS e
TT, 1940 & UG & ATAR Dol AN AT D
T e gR1 gdr & WU A fafrafad fear
ST B

ddd 9 IUBRY, o AR gRI AR
faar a1 8, fafea & sfaia o & 3flk MDR17
& Ml & d8d I € |

CDSCO T Aged 9Rd & Y s o &, iR
15T TSR TR & e e @ o |
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