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1.1 INTRODUCTION

 Jurisprudence: It is the study of

fundamental legal principles and is

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.

1.2 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.

1.1 ifjp;
 U;k;’kkL= : ;g ekSfyd dkuwuh fl)karksa

dk v/;;u gS vkSj dkuwu dk foKku vkSj
n’kZu Hkh gSA

 HkS"kftd U;k;’kkL= :
;g QkesZlh dh ,d 'kk[kk gS tks nokvksa
vkSj QkekZL;wfVdYl ls lacaf/kr dkuwuksa

vkSj QkesZlh is’ks ds ckjs esa Kku çnku djrh gSA

 dkuwu dk mís’; lkekftd thou ds fofHkUu igyqvksa
dks fofu;fer vkSj fu;af=r djuk gSA

 dkuwu ds igyqvksa dks lkekftd] vkfFkZd] jktuhfrd dkuwu
ds :i esa oxhZ—r fd;k tk ldrk gSA

 HkS"kftd dkuwu ,d fefJr dkuwu gS] tks lekt ds lkekftd
vkSj vkfFkZd igyqvksa dks ijLij vkorhZ :i ls doj
djrk gSA

 QkekZL;qfVdy (HkS"kftd) dkuwu dk mís’; ;g lqfuf’pr
djuk gS fd jksxh vko’;d xq.koÙkk okyh nok,¡ çkIr djsa]
tks lqj{kk vkSj çHkko’khyrk ds fy, ijh{k.k vkSj ewY;kadu
dh xbZ gksa] rkfd os vius fu/kkZfjr mi;ksx ds fy, mi;qä
gksaA bldk eryc gS fd HkS"kftd dkuwu lekt ds LokLF;
ls lacaf/kr gSA

1.2 dkuwu ds fl)kar
 dkuwu vkSj fofu;e QkesZlh is’ks ds yxHkx

lHkh igyqvksa dks fu;af=r djrs gSaA

 bUgsa dbZ o"kksaZ esa fodflr fd;k x;k gS rkfd

jksfx;ksa dks nokvksa dh lqjf{kr vkSj çHkkoh

vkiwfrZ lqfuf’pr dh tk ldsA

 ;g dkuwu QkekZflLV] QkesZfl;ksa vkSj laxBuksa

ds fy, vuqer vkSj fuf"k) vkpj.k fu/kkZfjr

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

2.5.5 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 1st 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.

2.6 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.

2.6.1 Constitution of State and Joint State Pharmacy

Councils

QkesZlh ds is’ks esa ços’k djus vkSj vH;kl djus dh vuqefr

nh tkrh gSA

2.5.5 QkekZflLVksa dk dsaæh; jftLVj

 dsaæh; ifj"kn dks QkekZflLVksa dk ,d jftLVj cuk,

j[kuk vko’;d gS] ftls dsaæh; jftLVj dgk tkrk gSA

 jftLVjksa esa fofHkUu jkT;ksa ds jftLVjksa esa ntZ fd, tkus

okys lHkh O;fä;ksa ds uke gksrs gSaA

 çR;sd jkT; ifj"kn dks viuh jftLVj dh ikap çfr dsaæh;

ifj"kn dks çR;sd o"kZ 1 vçSy ds ckn tYn ls tYn çnku

djuh gksrh gSaA

 Hkkjrh; QkesZlh ifj"kn dk jftLVªkj dsaæh; jftLVj dks

le;&le; ij cuk, j[krk vkSj la’kksf/kr djrk gS vkSj

bls Hkkjrh; jkti= esa çdkf’kr djrk gSA

 dsaæh; jftLVj dks Hkkjrh; lk{; vf/kfu;e] 1872 ds

vFkZ ds rgr ,d lkoZtfud nLrkost ekuk tk

gSA

2.6 jkT; vkSj la;qä jkT; QkesZlh ifj"kn

 jkT; QkesZlh ifj"kn vkSj la;qä jkT; QkesZlh ifj"kn Hkh

bl vf/kfu;e ds rgr jkT; ljdkjksa }kjk xfBr dh tkrh

gSaA

 QkesZlh vf/kfu;e] 1948 dh /kkjk 19 jkT; ifj"kn ds xBu

vkSj lajpuk dk çko/kku djrh gSA

 v/;{k vkSj mik/;{k dk dk;Zdky vf/kdre ikap o"kksaZ ds

fy, gksrk gS vkSj os iqu% pquko ds ;ksX; gksrs gSaA

2.6.1 jkT; vkSj la;qä jkT; QkesZlh ifj"knksa dk xBu

JOINT STATE COUNCIL
(la;qä jkT; ifj"kn)

STATE COUNCIL
(jkT; ifj"kn)

ELECTEDMEMBERS (fuokZfpr lnL;)
 3-5 Registered pharmacist of each of the state

elected from amongst themselves
 One member elected by the Medical Council of

each state from amongst its members.
 çR;sd jkT; ds 3&5 iath—r QkekZflLV] tks vius

chp ls pqus tk,axsA
 çR;sd jkT; dh esfMdy dkmafly }kjk vius lnL;ksa

esa ls ,d lnL; pquk tk,xkA

 Six registered pharmacists elected from
amongst themselves

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

 Ng iath—r QkekZflLV vius chp ls pqus tk,axsA
 jkT; dh esfMdy dkmafly ds lnL;ksa }kjk vius

chp ls pquk x;k ,d lnL;A

Table 2.2 Members of State and Joint State Pharmacy Council 
rkfydk 2.2 jkT; vkSj la;qä jkT; QkesZlh ifj"knksa ds lnL;
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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 varjjkT;h; le>kSrs

1. jkT; fdlh le>kSrs esa ços’k djrs le; lHkh Hkkxhnkj

jkT;ksa ds fy, ,d la;qä jkT; ifj"kn xfBr djus dk

fu.kZ; ys ldrs gSa] ;k os ;g lgefr cuk ldrs gSa fd ,d

jkT; dh jkT; ifj"kn vU; Hkkxhnkj jkT;ksa dh vko’;drkvksa

dks iwjk djsxhA

2. bl vf/kfu;e esa fufnZ"V ,sls ekeyksa ds vykok] bl /kkjk

ds rgr ,d le>kSrk gks ldrk gS&

(a) jkT; ifj"kn ;k la;qä jkT; ifj"kn ds laca/k esa O;; ds

Hkkx ysus okys jkT;ksa ds chp caVokjs ds fy, çnku

djukA

(b) ;g fu/kkZfjr djsa fd Hkkx ysus okyh jkT; ljdkjksa esa ls

dkSu bl vf/kfu;e ds rgr jkT; ljdkj ds dbZ dk;ksaZ dk

ç;ksx djsxh] vkSj bl vf/kfu;e esa jkT; ljdkj ds lanHkksaZ

dks rnuqlkj ekuk tk,xkA

(c) vke rkSj ij ;k bl vf/kfu;e ds rgr mRiUu gksus okys

fo’ks"k ekeyksa ds lanHkZ esa Hkkx ysus okyh jkT; ljdkjksa ds

chp ijke’kZ çnku djuk

NOMINATEDMEMBERS (euksuhr lnL;)
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.
(çR;sd Hkkx ysus okys jkT; }kjk ukfer 2&4 lnL;]
ftuesa ls vk/ks ls vf/kd ds ikl QkesZlh ;k
QkekZL;qfVdy dsfeLVªh esa fMxzh ;k fMIyksek gksxk ;k os
iath—r QkekZflLV gksaxsA)

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.
(jkT; ljdkj }kjk ukfer ikap lnL;] ftuesa ls de ls
de rhu ds ikl QkesZlh ;k QkekZL;qfVdy dsfeLVªh esa
fMxzh/fMIyksek gksxk ;k os iath—r QkekZflLV gksaxsA)

EX-OFFICIOMEMBERS (insu lnL;)
 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.
 çR;sd Hkkxhnkj jkT; dk eq[; ç'kklfud fpfdRlk

vf/kdkjhA
 çR;sd Hkkxhnkj jkT; dk nok fu;a=.k laxBu dk

vf/kdkjhA
 çR;sd Hkkxhnkj jkT; dk ljdkjh fo'ys"kdA

 Chief administrative Medical Officer of the
State.

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

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

 jkT; dk eq[; ç'kklfud fpfdRlk vf/kdkjhA
 vkS"kf/k ,oa çlk/ku lkexzh vf/kfu;e] 1940 dk

çHkkjh vf/kdkjhA
 vkS"kf/k ,oa çlk/ku lkexzh vf/kfu;e ds rgr

ljdkjh fo'ys"kd ftls jkT; ljdkj bl laca/k esa
fu;qä dj ldrh gSA
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5. 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.

2.9 PHARMACY PRACTICE

REGULATIONS, 2015

 The Pharmacy Council of India with the approval

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.

2.9.1 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.

2.9.2 Definitions

1. Practice of Pharmacy:

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

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

iii. 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.

iv. 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.

5. fujh{kdksa dks #dkoV Mkyus ij naM : dksbZ Hkh O;fä

tks jkT; QkesZlh ifj"kn ds fujh{kd dks tkucw>dj #dkoV

Mkyrk gS] mls 6 eghus rd dh ltk ;k  1000 rd

tqekZuk ;k nksuksa esa ls dksbZ ,d ltk nh tk ldrh gSA

2.9 Qke s Zl h vH;kl fo fu;e ]
2015

 H k kjrh; Qke s Zl h i fj " kn ] d s Uæ ljdkj d s

vuqeksnu ls fuEufyf[kr fofu;e cukrh gSA bu

fofu;eksa dks QkesZlh vH;kl fofu;e] 2015 dgk tk

ldrk gSA

 QkesZlh vf/kfu;e] 1948 ¼1948 dk 8½ dh /kkjk 10

vkSj 18 }kjk çnÙk 'kfä;ksa dk ç;ksx djrs gq,]

H k kjrh; Qke s Zl h i fj " kn ] d s Uæ ljdkj d s

vu qe k snu l s ]  fuEu fyf[ kr fo fu;e cukrh

gSA

2.9.1 mís’;

 LokLF; ns[kHkky dh xq.koÙkk esa lq/kkj djus ds fy,A

 ;g lqfuf’pr djus ds fy, fd QkekZflLV vius drZO; esa

mPp ekudksa dks cuk, j[krs gSaA

 ykxr LokLF; ns[kHkky dks de djus ds fy,A

 nokvksa ds vkijkf/kd nq#i;ksx dks jksdus ds fy,A

2.9.2 ifjHkk" kk, ¡

1. QkesZlh dk vH;kl:

i. fpfdRlk vkns’kksa dh O;k[;k] ewY;kadu vkSj dk;kZUo;u]

uqL[kksa vkSj nok vkns’kksa dk forj.kA

ii. nok vkSj midj.k p;u] nok ç’kklu] nok ;kstuk dh
leh{kk vkSj nok ;k nok ls lacaf/kr vuqla/kku esa
HkkxhnkjhA

iii. jksxh dks lykg nsus ds mica/k rFkk mu —R;ksa vkSj lsokvksa
dh O;oLFkk tks çkFkfed ns[kHkky lfgr jksxh&ns[kHkky ds
lHkh {ks=ksa esa Hks"kftd ns[kHkky lqyHk djkus ds fy, vko’;d
gSA

iv. nokvksa vkSj midj.kksa ds daikmafMax vkSj yscfyax ds fy,
ftEesnkjh ¼xSj&ipsZ okyh nokvksa vkSj O;kolkf;d :i ls
iSd dh xbZ nokvksa vkSj midj.kksa ds fuekZrk] jh&iSdj ;k
forjd }kjk yscfyax dks NksM+dj½ nokvksa vkSj midj.kksa
dk mfpr vkSj lqjf{kr HkaMkj.k vkSj muds fy, mfpr
fjd‚MZ dk j[kj[kkoA

CHAPTER - 1 -¼ ½v/;k; 1  
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2. Compounding:

Means the preparation, mixing, assembling,

packing or labelling of a drug or device —

i. 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.

ii. 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.

3. 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

appropriately labeled for subsequent

administration to or use by a patient.

4. Distribute: Means the delivery of a drug or device

other than by administering or dispensing.

5. 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.

6. 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.

7. 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.

2. ladyu ¼ daikmafMax½ :

bldk eryc gS nok ;k midj.k dh rS;kjh] feJ.k]

vlsacfyax] iSfdax ;k yscfyax-

i. fpfdRld ds uqL[ks ij vk/kkfjr nok vkns’k ¼;k½ is’ksoj

vH;kl ds nkSjku fpfdRld/jksxh/QkekZflLV laca/k ds

vk/kkj ij dh xbZ igyA
ii. vuqla/kku] fuekZ.k] f’k{k.k] fDyfudy Vªk;y ;k jklk;fud

fo’ys"k.k] ftlesa nok fo’ys"k.k Hkh 'kkfey gS] ds mís’; ls

;k blds lkFk tqM+h gqbZ fØ;k] vkSj fcØh ;k forj.k ds

fy, ughaA

uksV: ladyu esa nokvksa ;k midj.kksa dh rS;kjh Hkh 'kkfey

gS tks uqL[ks dh Hkfo";ok.kh] ns[kh xbZ uqL[ks dh vknrksa ds

vk/kkj ij dh tkrh gSA

3. vkS"kf/k ;kstuk ¼fMLisaflax½: ,d ipkZ] nok ds vkns’k

dh O;k[;k] ewY;kadu] vkiwfrZ vkSj dk;kZUo;u gS] ftlesa

jksxh ;k jksxh ds dkjd dks nok ;k midj.k dh rS;kjh vkSj

forj.k ,d mi;qä vkSj mfpr :i ls yscy okys daVsuj

esa jksxh }kjk ç’kkflr ;k mi;ksx djus ds fy, 'kkfey

gSA

4. forj.k: bldk vFkZ gS fdlh nok ;k midj.k dks ç’kkflr

;k forfjr djus ds vykok vU; rjhds ls forfjr djukA

5. jksxh ijke’kZ:  nokvks a vkSj midj.kks a dk mfpr

mi;ksx lqfuf’pr djus ds fy, jksxh ;k ns[kHkky

djus okys dks tkudkjh ds QkekZflLV }kjk ekSf[kd lapkj

gSA

6. vkS"kf/k ns[kHkky: nok fpfdRlk vkSj vU; jksxh ns[kHkky

lsokvksa dk çnku djuk] ftldk mís’; ns[kHkky ;k jksx

dh jksdFkke ls lacaf/kr ifj.kke çkIr djuk] jksxh ds

y{k.kksa dks lekIr ;k de djuk] ;k jksx dh çfØ;k dks

jksduk ;k /khek djuk] tSlk fd Hkkjrh; QkesZlh ifj"kn

}kjk ifjHkkf"kr fd;k x;k gSA

7. QkesZlh O;olk;h: bldk rkRi;Z ,sls O;fä ¼lkeqnkf;d

QkekZflLV/vLirky QkekZflLV /fDyfudy QkekZflLV

/ vkS"kf/k lwpuk QkekZflLV½ ls gS tks orZeku esa ykblsal

çkIr] iath—r ;k vU;Fkk is’ksoj vH;kl ds nkSjku ijke’kZ

nsus ;k vU;Fkk nok nsus ds fy, vf/kfu;e ds rgr

vf/k—r gSA
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7. Syllabus: The syllabus for each subject of study

shall be as prescribed by the Pharmacy Council of

India from time to time.

8. 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-II, 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 - ikBîØe  - v/;;u ds çR;sd fo"k; ds fy, ikBîØe

Hkkjrh; QkesZlh ifj"kn }kjk le;&le; ij fu/kkZfjr

fd;k tk,xkA

8- v/;;u ds ikBîØe dk lapkyu dju s oky s

çkf/kdj.k dk vuqeksnu&

(1) fdlh jkT; esa dksbZ Hkh çkf/kdj.k Hkkjrh; QkesZlh ifj"kn

ds iwoZ vuqeksnu ds fcuk QkesZlh ikBîØe esa fMIyksek 'kq:

;k lapkfyr ugha djsxkA

(2) fofu;e 6 ds rgr fu/kkZfjr fu;fer 'kS{kf.kd v/;;u dk

ikBîØe QkesZlh vf/kfu;e] 1948 dh /kkjk 12 dh

mi&/kkjk ¼1½ ds rgr Hkkjrh; QkesZlh ifj"kn }kjk vuqeksfnr

laLFkku esa lapkfyr fd;k tk,xkA

c’krsZ fd Hkkjrh; QkesZlh ifj"kn bl fofu;e ds rgr

fdlh Hkh laLFkku dks rc rd eatwjh ugha nsxh tc rd fd

og bu fofu;eksa ds ifjf’k"V&A esa fufnZ"V Hkou] vkokl]

midj.k vkSj f’k{k.k LVkQ vkfn ds laca/k esa f’k{k.k ds fy,

i;kZIr O;oLFkk çnku ugha djrh gS] ftls le;&le; ij

Hkkjrh; QkesZlh ifj"kn }kjk la’kksf/kr fd;k tk ldrk gSA

9 - ijh{kk,a &

(1) 'k S { kf. kd o"k Z  ds v ar e s a ,d okf" k Zd ijh{k k

gksxhA

(2) ijh{kk çkf/kdkjh }kjk fufnZ"V ekunaMksa ds vuqlkj ;fn

vko’;d gks] rks mu Nk=ksa ds fy, iwjd ijh{kk gksxh tks

QkesZlh Hkkx&I ;k Hkkx&II esa fMIyksek mÙkh.kZ djus esa

l{ke ugha gSa] tSlk Hkh ekeyk gks]
(3) ijh{kk,a fyf[kr vkSj O;kogkfjd ¼okbok&o‚;l lfgr½

ç—fr dh gksaxh] ftlesa fdlh fo"k; ds çR;sd Hkkx ds fy,

vf/kdre vad gksaxs] tSlk fd uhps lkj.kh IV vkSj V esa

n’kkZ;k x;k gSA

Table - IV (सारणी-IV)

Diploma in Pharmacy (Part-I) Examination [QkesZlh esa fMIyksek ¼Hkkx & I½ ijh{kk]
Maximum Marks for Practicals
¼ç;ksxkRed ds fy, vf/kdre vad½

Maximum Marks for Theory
(िसĦांत के िलए अिधकतम अंक)

Total ¼dqy½Sessional
¼l=h;½

Examination 
¼ijh{kk½

Total 
¼dqy½

SessionaI
¼l=h;½

Examination
¼ijh{kk½

Subject ¼fo"k;½

10020801002080Pharmaceutics
¼HkS"kftd foKku½

Table 2.6 Diploma in Pharmacy (Part-I) Examination 
¼rkfydk 2.6 QkesZlh esa fMIyksek ¼Hkkx&I½ ijh{kk½
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10. Eligibility for Appearing at the Diploma in

Pharmacy Part-I and Part II Examination: Only

such candidates who produce certificate from the

10- QkesZlh Hkkx&I vkSj ekx&II ijh{kk esa fMIyksek esa

mifLFkr gksus ds fy, ik=rk dsoy ,sls mEehnokj tks

'kS{kf.kd laLFkku ds çeq[k ls çek.k i= çLrqr djrs gSa]

808080808080Pharmaceutical 
Chemistry

¼HkS"kftd jlk;u½
10020801002080Pharmacognosy 

¼QkekZdksXu‚lh½ 
10020801002080Human Anatomy 

& Physiology
¼ekuo jpuk ,oa

dkf;Zdh½
10020801002080Social Pharmacy

¼lkekftd QkesZlh½
500+500 = 1000500

Table - V (सारणी - V)
Diploma in Pharmacy (Part-II) Examination [QkesZlh esa fMIyksek ¼Hkkx&II½] ijh{kk]

Maximum Marks for Practicals
¼ç;ksxkRed ds fy, vf/kdre vad½

Maximum Marks 
for Theory 

(fl)kar ds fy, 
vf/kdre vad½

Total 
¼dqy½

Sessional
¼l=h;½

Examination
¼ijh{kk½

Total
¼dqy½

Sessional
¼l=h;½

Examination
¼ijh{kk½

Subject ¼fo"k;½

10020801002080Pharmacology
¼vkS"kf/k foKku½

10020801002080Community Pharmacy & 
Management

¼lkeqnkf;d QkesZlh vkSj
çca/ku½

10020801002080Biochemistry & Clinical 
Pathology

¼tSo jlk;u vkSj uSnkfud
jksxfoKku½

1002080100202080Pharmacotherapeutics
¼Hks"kt fpfdRlkfoKku½

10020801002080Hospital and Clinical 
Pharmacy

¼vLirky vkSj uSnkfud
QkesZlh½

---1002080Pharmacy Law & Ethics (
QkesZlh fu;e ,oa uhfr'kkL=½

600 + 400 + 100  = 1100

Table 2.7 Diploma in Pharmacy (Part-II) Examination 
¼rkfydk 2.7 QkesZlh esa fMIyksek ¼Hkkx&II½ ijh{kk½
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1. The first Pharmacy Council of India was

constituted in the year

(a) 1948 (b) 1949

(c) 1950                                  (d) 1945

2. Pharmacy Act extends to the whole of India

except the state

(a) Rajasthan (b) Assam

(c) Jammu & Kashmir (d) Himanchal Pradesh

3. 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

4. How many members from Medical Council of

India are there in Pharmacy Council of India

(a) One (b) Three

(c) Five (d) Two

5. Pharmacy Council of India has ___________ state

government nominated member(s)

(a) 1 (b) 2

(c) 3 (d) 4

6. Pharmacy Council of India is reconstituted in

every ___________ years
(a) 2 Years (b) 3 Years

(c) 5 Years (d) 6 Years
7. 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
8. Every year the Register of State Pharmacy

Council is required to print the registers on
(a) 1st January (b) 1st March

(c) 1st April (d) 1st June

9. Pharmacy Act came into force on
(a) 1st January 1948 (b) 4th March 1948

(c) 15th August 1948 (d) 1st July 1948

1. Hkkjr dh igyh QkesZlh ifj"kn dk xBu _______o"kZ esa

fd;k x;k Fkk

(a) 1948 (b) 1949

(c) 1950 (d) 1945

2. QkesZlh vf/kfu;e fdl jkT; dks NksM+dj iwjs Hkkjr esa

ykxw gS

(a) jktLFkku (b) vle

(c) tEew vkSj d’ehj (d) fgekpy çns’k

3. QkesZlh vf/kfu;e] 1948 dk eq[; mís’; gS

(a) foKkiu ij fu;a=.k yxkuk

(b) QkesZlh is’ks dk fu;eu djuk

(c) tkuoj k s a  ij vuko’;d nn Z  ; k d"V dk s

jksduk

(d) mijksä lHkh

4. Hkkjrh; QkesZlh ifj"kn esa Hkkjrh; fpfdRlk ifj"kn ls

fdrus lnL; gSa

(a) ,d (b) rhu

(c) ik¡p (d) nks

5. Hkkjrh; Qkes Zlh ifj"kn es a ___________ jkT; ljdkj

}kjk ukfer lnL; gksrs gSa

(a) 1 (b) 2

(c) 3 (d) 4

6. QkesZlh dkmafly v‚Q bafM;k dk iquxZBu gj _____

lky esa fd;k tkrk gS
(a) 2 lky (b) 3 lky
(c) 5 lky (d) 6 lky

7. QkesZlh vf/kfu;e ds varxZr vijk/k D;k gSa
(a) iath—r QkekZflLV gksus dk >wBk nkok djuk
(b) iathdj.k çek.k i= dks vkReleiZ.k djus esa foQyrk
(c) viath—r O;fä }kjk frjL—r
(d) mijksä lHkh

8. jkT; QkesZlh dkmafly dks gj lky jftLVj dks fdl
fnu fçaV djuk vko’;d gS
(a) 1 tuojh (b) 1 ekpZ
(c) 1 vçSy (d) 1 twu

9. QkesZlh vf/kfu;e dc ykxw gqvk
(a) 1 tuojh 1948 (b) 4 ekpZ 1948
(c) 15 vxLr 1948 (d) 1 tqykbZ 1948

MULTIPLE CHOICE QUESTIONS ¼cgqfodYih; ç’u½
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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
(c) 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 (b) Six

(c) Seven (d) Eight

17. The duration of practical training for diploma in

pharmacy is specified as

(a) 100 hours (b) 200 hours

(c) 300 hours (d) 500 hours

10.QkekZflLV ds :i esa iathdj.k ds fy, U;wure vk;q

lhek fdruh gS

(a) 18 o"kZ (b) 21 o"kZ

(c) 19 o"kZ (d) 25 o"kZ

11.dsaæh; ifj"kn dk insu lnL; dkSu gS

(a) Mªx daVªksy ç’kklfud ds çHkkjh vf/kdkjh

(b) çR;sd jkT; ds ljdkjh fo’ys"kd

(c) eq[; fpfdRlk vf/kdkjh

(d) Hkkjr ds vkS"k/k fu;a=d

12.Hkkjrh; QkesZlh ifj"kn dk xBu fdlds }kjk fd;k

tkrk gS

(a) dsaæ ljdkj

(b) jkT; ljdkj

(c) dSfcusV LokLF; ea=h

(d) fo/kku lHkk

13.ihlhvkbZ(PCI)  ds fuokZfpr lnL; es a] Ng lnL;

fdlds }kjk pqus tkrs gSa

(a) dsaæh; ifj"kn (b) ;wthlh

(c) ,vkbZlhVhbZ (d) buesa ls lHkh

14.QkekZflLVks a dk dsaæh; jftLVj fdlds }kjk j[kk

tkrk gS

(a) jkT; LokLF; ea=ky;

(b) QkesZlh dkmafly v‚Q bafM;k

(c) jkT; QkesZlh ifj"kn

(d) Hkkjr ds vkS"k/k fu;a=d

15. Ikhlhvkb (PCI) esa ________ fofHkUu çdkj ds lnL;

gksrs gSa

(a) 4 (b) 2

(c) 3 (d) 5

16.f ’ k { k . k i s ’ k s  l s  H k k jr h; Q ke s Z l h i f j " kn d s

lnL; ds :i esa pqus x, O;fä;ksa dh la[;k D;k

gS

(a) ik¡p (b) Ng

(c) lkr (d) vkB

17.QkesZlh esa fMIyksek ds fy, O;kogkfjd çf’k{k.k dh

vof/k fdruh gS

(a) 100 ?kaVs (b) 200 ?kaVs

(c) 300 ?kaVs (d) 500 ?kaVs
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18. Pharmacy Act is divided into

(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

20. The Pharmacy council of India is required to

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

1. In nominated member of central council, six

members nominated by ________ .

2. Education regulations are approved by ________ .

3. Pharmacy inspectors are appointed by

_________________.

4. The total number of State Pharmacy Council

members are___________ .

5. Persons from teaching professions are elected in

PCI by _________ .

6. A State Council may appoint a Registrar who may

act as___________.

18.QkesZlh vf/kfu;e dks _______esa foHkkftr fd;k x;k gS

(a) 46 /kkjk,¡] 4 v/;k;

(b) 56 /kkjk,¡] 4 v/;k;

(c) 56 /kkjk,¡] 5 v/;k;

(d) 46 /kkjk,¡] 5 v/;k;

19.la;qä jkT; QkesZlh dkmafly _____xfBr dh tkrh gS

(a) jkT; esa jk"Vªifr 'kklu ds rgr

(b) dsaæ 'kkflr çns’k esa

(c) nks ;k nks ls vf/kd jkT;ksa esa

(d) dsaæh; dkmafly ds vkns’k ij

20.H k kjrh; Qke s Zlh ifj" kn dk s ,d jftLVj cuk,

j[kuk vko’;d gS ftlesa

(a) lHkh iath—r QkekZflLV

(b) jkT; dk fuokZfpr lnL;

(c) dsaæh; ifj"kn ds euksuhr lnL;

(d) QkesZlh ds vijk/k

1. dsaæh; ifj"kn ds ukfer lnL; esa] ________ }kjk ukfer

Ng lnL; gksrs gSaA

2. f’k{kk fu;e ________ }kjk vuqeksfnr gksrs gSaA

3. QkesZlh fujh{kdksa dh fu;qfä _________________ }kjk dh

tkrh gSA

4. jkT; QkesZlh ifj"kn ds lnL;ksa dh dqy la[;k ___________

gSA

5. f’k{k.k O;olk;ksa ls O;fä;ksa dks ihlhvkbZ esa _________

}kjk pquk tkrk gSA

6. ,d jkT; ifj"kn ,d jftLVªkj dh fu;qfä dj ldrh gS

tks ___________ ds :i esa dk;Z dj ldrk gSA

ANSWER KEY ¼mÙkj dqath½

FILL IN THE BLANKS ¼fjä LFkku Hkjsa½

10 – a9 - b 8 - c7 - d6 - c5 - a4 - a3 - d2 - c1 - b
20 – a19 - c 18 - d17 - d16 - b15 - c14 -b13 - b12 - a11 - d
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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
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.

3.5 SCHEDULES TO THE ACT AND

RULES

 Rules have been divided into 18 parts, each dealing

with a particular subject.

 There are 2 schedules to the Act and 23 schedules

to the Rules, which are as follows:

 Schedules to the Act ¼vf/kfu;e ds vuqlwfp;k¡½

 Schedules to the Rules ¼fu;eksa dh vuqlwfp;k¡½

8. nok dh nqdku
nokvksa dh fcØh ds fy, ykblsal çkIr ifjlj] ,d [kqnjk
LVksj ftls ,d ;ksX; O;fä dh lsokvksa dh vko’;drk
ugha gksrh gS vkSj nksuksa uqL[ks vkSj xSj&ipsZ okyh nok,a
csprk gSA

9. vkS"kèkky;
nokvksa dh fcØh ds fy, ykblsal çkIr ifjlj] ftlds
fy, ,d ;ksX; O;fä dh lsokvksa dh vko’;drk gksrh gS]
ysfdu tgka nokvksa dks uqL[ks ds f[kykQ la;ksftr ugha
fd;k tkrk gSA

10.isVsaV ;k ekfydkuk fpfdRlk
vk;qosZfnd] fl) ;k ;wukuh frCc fpfdRlk i)fr;ksa ds
laca/k esa lHkh QkewZys’kuksa esa dsoy ,sls rRo gksrs gSa ftudk
mYys[k igyh vuqlwph esa fofun"V vk;qosZn] fl) ;k ;wukuh
frCc fpfdRlk i)fr;ksa dh vkf/kdkfjd iqLrdksa esa o.kr
lw=ksa esa fd;k x;k gS] fdarq blesa ,slh vkS"k/k 'kkfey ugha
gS tks iSjsaVsjy ekxZ }kjk ç’kkflr gks vkSj igyh vuqlwph
esa ;Fkk fofun"V çkf/k—r iqLrdksa esa 'kkfey lw=hdj.k Hkh
gksA

3.5 vfèkfu;e vkSj fu;eksa dh vuqlwfp;ka

 fu;eksa dks 18 Hkkxksa esa foHkkftr fd;k x;k gS] çR;sd ,d

fo'ks"k fo"k; ls lacafèkr gSA

 vfèkfu;e dh 2 vuqlwfp;ka vkSj fu;eksa dh 23 vuqlwfp;ka

gSa tks bl çdkj gSa%

SIGNIFICANCE
(egRo)

SCHEDULES
(vuqlwph)

Proforma for applications of licensing, issue and renewal of licences, for sending
memoranda under the Act (ykblsaflax ds fy, vkosnu i= dk çksQkekZ] ykblsal tkjh djus vkSj
uohuhdj.k] vf/kfu;e ds rgr Kkiu Hkstus ds fy,)

A 

FIRST SCHEDULE- Names of books under Ayurvedic, Siddha and Unani Tibb systems.
(igyk vuqlwph & vk;qosZfnd] fl) vkSj ;wukuh frCc ç.kkyh ds rgr iqLrdksa ds uke)
SECOND SCHEDULE- Standard to be compiled with by imported drugs and by
drugs manufactured for sale, stocked, or exhibited for sale or distributed.
(nwljk vuqlwph & vk;kfrr nokvksa vkSj mu nokvksa ds fy, ekud] tks fcØh ds fy, fufeZr]
laxzghr] çnf'kZr ;k forfjr dh tkrh gSa)
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B Rates of Fee for test or analysis by Central Drugs Laboratory or State Drugs
Laboratories (dsaæh; vkS"k/k ç;ksx'kkyk ;k jkT; vkS"k/k ç;ksx'kkykvksa }kjk ijh{k.k ;k fo'ys"k.k ds fy,
'kqYd njsa)

B1 Fees for the test or analysis by the Pharmacopoeia Laboratory for Indian Medicine
(PLIM) or the Government Analyst (Hkkjrh; vkS"kf/k ¼PLIM½ ;k ljdkjh fo'ys"kd }kjk ijh{k.k ;k
fo'ys"k.k ds fy, 'kqYd)

C Biological and special products for parenteral administration (ikjsaVsjy ç'kklu ds fy,
tSfod vkSj fo'ks"k mRikn)

C1 Other special products for non-parenteral administration (uku&ikjsaVsjy ç'kklu ds fy,
vU; fo'ks"k mRikn)

D Drugs exempted from the provision of import of drugs. (nokvksa ds vk;kr dh /kkjkvksa ls NwV
çkIr nok,¡)

D1 Information and undertaking required to be submitted by the manufacturer with the
application form for a registration certificate (iathdj.k çek.ki= ds fy, vkosnu i= ds lkFk
fuekZrk }kjk çLrqr dh tkus okyh vko';d tkudkjh vkSj opuc)rk)

D2 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 India
(Hkkjr esa vk;kr ds fy, ,d Fkksd nok@QkewZys’ku@fo'ks"k mRikn ds iathdj.k ds fy, vkosnu i= ds
lkFk çLrqr dh tkus okyh tkudkjh)

D3 Information and undertaking required to be submitted by the manufacturer or his
authorised importer/distributor/agent (fuekZrk ;k mlds vf/k—r vk;krd/forjd/,tsaV }kjk
çLrqr dh tkus okyh tkudkjh vkSj undertaking)

E1 List of poisonous substances under ASU system of medicines. (ASU ç.kkyh dh vkS"kf/k;ksa ds
rgr fo"kkä inkFkksaZ dh lwph)

F 
Part XII B

Requirement for the functioning and operation of the blood bank
and/or for preparation of blood components (jä cSad ds lapkyu vkSj dk;Z
ds fy, vko';drk,¡ vkSj@;k jä ?kVdksa ds fuekZ.k ds fy, vko';drk,¡)

Part XII C I
Requirement for manufacture of blood products (jä mRiknksa ds fuekZ.k ds
fy, vko';drk,¡)

Part XII C II
Requirement for manufacture of blood products from bulk finished
products (cYd rS;kj mRiknksa ls jä mRiknksa ds fuekZ.k ds fy, vko';drk,¡)

Part XIII General (lkekU;)
F1 Part IA

Provisions applicable to the production of bacterial vaccines (cSDVhfj;y
oSDlhUl ds mRiknu ij ykxw çko/kku)

Part IB
Provisions applicable to the production of viral vaccines (ok;jy oSDlhUl
ds mRiknu ij ykxw çko/kku)

Part II
Provisions applicable to the production of all sera from living animals
(thfor tkuojksa ls lHkh lhje ds mRiknu ij ykxw çko/kku)

Part III
Provisions applicable to the manufacture and standardization of
diagnostic agents (Bacterial origin) (uSnkfud ,tsaV~l ¼cSDVhfj;y mRifÙk½ ds
fuekZ.k vkSj ekudhdj.k ij ykxw çko/kku)

Part IV General
F2 Standards of Surgical Dressings. ¼lftZdy MªsflaXl ds ekud½
F3 Standards of Sterilized Umbilical Tapes. ¼lSfuVkbTM vfEcfydy VsIl ds ekud½
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3.6 ADMINISTRATION OF ACT AND

RULES
The Central government and State Government

establish or appoint following bodies for efficient

running of the Act

3.6.1 The Drugs Technical Advisory Board (DTAB)

 DTAB is constituted by the Central Government to

advise the Central and State Governments on

technical matters arising out of the administration

of this Act.

 Total Members = 18 [Ex officio = 08, Nominated

= 05, Elected = 05]

3.6 vf/kfu;e vkSj fu;eksa dk ç’kklu

dsaæ ljdkj vkSj jkT; ljdkj bl vf/kfu;e ds dq’ky

lapkyu ds fy, fuEufyf[kr fudk;ksa dh LFkkiuk ;k

fu;qfä djrh gSaA

3.6.1. vkS"kf/k rduhdh lykgdkj cksMZ ¼ DTAB½

 DTAB dk xBu dsaæ ljdkj }kjk fd;k tkrk gS rkfd

bl vf/kfu;e ds ç’kklu ls mRiUu rduhdh ekeyksa

ij ds aæ vkSj jkT; ljdkjk s a dks lykg nh tk

ldsA

 dqy lnL; ¾ 18 [insu ¾ 08] ukekafdr ¾ 05]

fuokZfpr ¾ 05 ]

ELECTED MEMBERS
(fuokZfpr lnL; ¾ 05)

(TOTAL = 5)

NOMINATED 
MEMBERS

(ukekafdr lnL; ¾ 05)
(TOTAL = 5)

EX-OFFICIO MEMBERS 
(insu lnL; ¾ 08)

(TOTAL = 8)

1. A teacher in pharmacy or
pharmaceutical chemistry or
pharmacognosy, elected by executive
committee of PCI ¼,d f'k{kd tks QkesZlh]
QkekZL;qfVdy dsfeLVªh ;k QkekZdksXukslh esa gks]

ftls QkesZlh dkmafly v‚Q bafM;k PCI dh
dk;Zdkjh lfefr }kjk fuokZfpr fd;k x;k gksA½

2. A teacher in medicine or therapeutics,
elected by executive committee of MCI
¼,d f'k{kd tks esfMflu ;k FksjkI;wfVDl esa gks]
ftls esfMdy dkmafly v‚Q bafM;k ¼MCI½ dh
dk;Zdkjh lfefr }kjk fuokZfpr fd;k x;k gksA½

3. One pharmacologist elected by
Governing body of Indian Council of
Medical Research ¼,d QkekZdksy‚ftLV]
ftls Hkkjrh; fpfdRlk vuqla/kku ifj"kn ¼ICMR½
dh 'kklh fudk; }kjk fuokZfpr fd;k x;k gksA½

4. One person elected by the council of
Central Medical Association ¼,d O;fä
ftls lsaVªy esfMdy ,lksfl,'ku dh ifj"kn }kjk
fuokZfpr fd;k x;k gksA½

5. One person to be elected by the
council of the Indian Pharmaceutical
Association ¼,d O;fä ftls Hkkjrh;
QkekZL;qfVdy ,lksfl,'ku dh ifj"kn }kjk
fuokZfpr fd;k x;k gks½

1. Two Person
nominated by the
central govt.
amongest person
who are incharge
of drug control in
States. ¼nks O;fä
ftUgsa jkT; esa vkS"kf/k
fu;a=.k ds çHkkjh
O;fä;ksa esa ls dsaæ
ljdkj }kjk ukfer
fd;k x;k gks½

2. One person from
pharmaceutical
industry,
nominated by
central govt. ¼,d
O;fä QkekZL;qfVdy
m|ksx ls] ftls dsaæ
ljdkj }kjk ukfer
fd;k x;k gks½

3. Two govt. analyst
nominated by
central govt. ¼nks
ljdkjh fo'ys"kd ftUgsa
dsaæ ljdkj }kjk ukfer
fd;k x;k gks½

1. Director General of Health
services –Chairman¼LokLF;
lsokvksa ds egkfuZns'kd – v/;{k½

2. Drug controller of India ¼Hkkjr
ds vkS"kf/k fu;a=d½

3. Director of Central Drug
Laboratory, Kolkata ¼dsaæh; vkS"kf/k
ç;ksx'kkyk] dksydkrk ds funs'kd½

4. Director of Central research
Institute, Kasauli ¼dsaæh; vuqla/kku
laLFkku] dlkSyh ds funs'kd½

5. Director Indian Veterinary
Research Institute, Izatnagar
¼Hkkjrh; i'kq fpfdRlk vuqla/kku
laLFkku] bTtruxj ds funs'kd½

6. Director of Central Drug
Research Institute, Lucknow
¼dsaæh; vkS"kf/k vuqla/kku laLFkku]
y[kuÅ ds funs'kd½

7. President – Medical Council of
India (MCI) ¼v/;{k – esfMdy
dkmafly v‚Q bafM;k ¼MCI½

8. President – Pharmacy Council
of India (PCI) ¼v/;{k – QkesZlh
dkmafly v‚Q bafM;k ¼PCI½

Table 3.1: Members of drug technical advisory board
¼rkfydk 3.1: vkS"kf/k rduhdh lykgdkj cksMZ ds lnL;½
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3.6.2 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.

1. Two representatives nominated by the Central

Government.

2. One representative nominated by each State

Government.

 “The Ayurvedic Siddha and Unani Drugs

Consultative Committee” constituted under

Section 33 D of the Act.

3.6.3 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

 Functions

1. To analyse or test, samples of drugs as may be sent

to it by the Custom Collectors or Courts.

2. To carry out such other duties as entrusted to it

by the Central Government or with its permission,

by the State Governments, after consultation with

the DTAB.

3.6.2 vkS"kf/k ijke’kZ lfefr ¼ DCC½

;g ,d ijke’kZnk=h fudk; gS ftls dsaæ ljdkj }kjk dsaæ

;k jkT; ljdkj vkSj DTAB dks lykg nsus ds mís’; ls

xfBr fd;k x;k gSA

1. nks çfrfuf/k ftUgsa dsaæ ljdkj }kjk ukfer fd;k x;k gSA

2. çR;sd jkT; ljdkj }kjk ukfer ,d çfrfuf/kA

 “vk;qosZfnd] fl) vkSj ;wukuh vkS"kf/k ijke’kZ lfefr"

vf/kfu;e dh /kkjk 33 D ds rgr xfBr dh xbZ gSA

3.6.3 dsaæh; vkS"kf/k ç;ksx’kkyk ¼ CDL½

 vf/kfu;e ds rgr dsaæh; vkS"kf/k ç;ksx’kkyk dh LFkkiuk

dk çko/kku gS] tks dsaæh; ljdkj }kjk fu;qä funs’kd

ds fu;a=.k esa gksxhA

 ç;ksx’kkyk dksydkrk esa LFkkfir dh xbZ gSA

 dk;Z

1. dLVe dysDVjksa ;k U;k;ky;ksa }kjk Hksts x, vkS"kf/k;ksa ds

uewuksa dk fo’ys"k.k ;k ijh{k.k djukA

2. dsaæh; ljdkj }kjk lkSais x, vU; dk;ksaZ dks djuk ;k

DTAB ds lkFk ijke’kZ ds ckn jkT; ljdkjksa }kjk lkSais

x, dk;ksaZ dks djukA

Advisory Bodies ¼lykgdkj fudk;½

Analytical Bodies ¼fo'ys"k.kkRed fudk;½

Sera, Vaccines, Toxins, Antigens, Antitoxins,
Solutions of serum proteins for injection,
Sterilised surgical ligature and Sutures and
Bacteriophages
(lhjk] oSDlhUl] V‚fDlUl] ,aVhtu] ,afVV‚fDlUl] 
lhje çksVhu dk batsD'ku ds fy, ?kksy] lSuhVkbTM
lftZdy fyxspj vkSj L;wpj] vkSj cSDVhfj;ksQstsl)

Central Research Institute, Kasauli
(dsaæh; vuqla/kku laLFkku] dlkSyh)

1.

Antisera, vaccines, toxoids, and diagnostic
antigens, all for veterinary use
(,aVhlhjk] oSDlhUl] V‚Dl‚bM~l] vkSj Mk;XuksfLVd
,aVhtu] lHkh i'kq fpfdRlk mi;ksx ds fy, )

Veterinary Research Institute, Izatnagar or
Mukteshwar
(i'kq fpfdRlk vuqla/kku laLFkku] bTtruxj ;k
eqäs'oj)

2.

Testing of Condoms  (daMkse dk ijh{k.k)Central Drugs Testing Laboratory, Chennai
(dsaæh; vkS"kf/k ijh{k.k ç;ksx'kkyk] psUubZ)

3.

Table 3.2: Various laboratories and institutes
¼rkfydk 3.2: fofHkUu ç;ksx'kkyk,¡ vkSj laLFkku½
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3.6.4 Drugs Control Laboratories in the States

 Every State has a Laboratory for the analysis and
testing of the drugs and cosmetics manufactured
or sold or to be sold within the respective areas.

 Samples sent by the Drug Inspectors are analysed
in these laboratories.

 These Laboratories may also test or analyse the
samples of drugs sent by purchaser of a drug on
payment of specified fees prescribed in
Schedule B

3.6.5 Government Analysts

 Government Analysts are appointed by the Central
Government or a State Government.

 Section 33-F in relation to Ayurvedic, Siddha or
Unani drugs.

 Section 20 in relation to any other drug or
cosmetic.

 Qualifications of Government Analyst:
1. A graduate in medicine/science/pharmacy/

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

a laboratory.

3.6.4 jkT; esa vkS"kf/k fu;a=.k ç;ksx’kkyk,¡

 çR;sd jkT; esa mu vkS"kf/k;ksa vkSj d‚LesfVDl dk fo’ys"k.k
vkSj ijh{k.k djus ds fy, ,d ç;ksx’kkyk gksrh gS tks
lacaf/kr {ks=ksa esa fufeZr ;k csph tkrh gSaA

 vkS"kf/k fujh{kdksa }kjk Hksts x, uewuksa dk bu ç;ksx’kkykvksa
esa fo’ys"k.k fd;k tkrk gSA

 ;s ç;ksx’kkyk,¡ mu vkS"kf/k;ksa ds uewuksa dk Hkh ijh{k.k ;k
fo’ys"k.k dj ldrh gSa ftUgsa vkS"kf/k ds [kjhnkj }kjk
fof’k"V 'kqYd dk Hkqxrku djus ij Hkstk tkrk gS] tSlk fd
vuqlwph B esa fu/kkZfjr fd;k x;k gSA

3.6.5 ljdkjh fo’ys"kd

 ljdkjh fo’ys"kdksa dh fu;qfä dsaæh; ljdkj ;k jkT;

ljdkj }kjk dh tkrh gSA

 vk;qosZfnd] fl) ;k ;wukuh vkS"kf/k;ksa ds lanHkZ esa /kkjk

33&FA

 vU; vkS"kf/k ;k d‚LesfVd ds lanHkZ esa /kkjk 20

 ljdkjh fo’ys"kd dh ;ksX;rk,¡ :

1. fpfdRlk/foKku/QkesZlh/QkekZL;qfVdy dsfeLVªh esa Lukrd]

ftuds ikl ç;ksx’kkyk esa vkS"kf/k;ksa ds ijh{k.k dk de ls

de 5 o"kZ dk iksLV&xzstq,V vuqHko gksA

Samples of Oral Poliomyelitis Vaccines
(ekSf[kd iksfy;ksekbykbfVl oSDlhUl ds uewus
¼lSEiy½)

Pasteur Institute of India, Conoor and
Enterovirus Research Centre, Haffkine
Institute Compound, Mumbai
(ik'pj laLFkku v‚Q bafM;k] dquwj vkSj ,aVjksok;jl
fjlpZ lsaVj] gkQfdu laLFkku ifjlj] eqacbZ)

4.

Samples of VDRL antigen  (VDRL ,aVhtu ds 
uewus)

Laboratory of Serologist and Chemical
Examiner, Kolkata
(lhjksy‚ftLV vkSj dsfedy ,Xtkfeuj dh
ç;ksx'kkyk] dksydkrk)

5.

Intra-Uterine Devices and Falope Rings
(baVªk&;wVjkbu fMokbl vkSj Qkyksi fjaXl)

Central Drugs Testing Laboratory, Thane
(dsaæh; vkS"kf/k ijh{k.k ç;ksx'kkyk] Bk.ks)

6.

Homeopathic medicine  (gksE;ksiSfFkd nok,¡)Homeopathic Pharmacopoeial Laboratory,
Ghaziabad
(gksE;ksiSfFkd QkekZdksfi;k ç;ksx'kkyk] xkft;kckn)

7.

Blood Grouping reagents and diagnostic kits for
HIV virus, Hepatitis B Surface Antigen and
Hepatitis C
(jä lewg fu/kkZj.k fj,tsaV~l vkSj HIV ok;jl] 
gsisVkbfVl B lQsZl ,aVhtu vkSj gsisVkbfVl C ds 
fy, Mk;XuksfLVd fdV~l)

National Institute of Biologicals, Noida
(jk"Vªh; tSfod laLFkku] uks,Mk)

8.
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3. SCHEDULE G

 It contains a list of drugs whose containers have

to be conspicuously labelled with the words

 “Caution: It is dangerous to take this

preparation except under medical

supervision”. This warning should be enclosed

in a box within which there are no other words.

3. vuqlwph G

 blesa mu nokvksa dh ,d lwph gS ftuds daVsujksa dks 'kCnksa

ds lkFk Li"V :i ls yscy fd;k tkuk gS

 “lko/kkuh: fpfdRlk i;Zos{k.k ds vykok bl rS;kjh

dks ysuk [krjukd gS"A bl psrkouh dks ,d c‚Dl esa

layXu fd;k tkuk pkfg, ftlds Hkhrj dksbZ vU; 'kCn

ugha gSaA

Ethacrynic Acid and its salts
(,FkSfØfud ,flM vkSj mlds
yo.k)

Cis-Platin
(Cis&IySfVu)

Aminopterin
(vfeuksIVsfju)

Ethosuximide
(,FkkslfDlekbM)

Cyclophosphamide and its salts
(lkbDyksQ‚LQsekbM vkSj blds yo.k)

L-Asparaginase
(L& ,sLiSjtkbusl)

Glibenclamide
(fXycsaDykekbM)

Cytarabine
(lkbVkjkckbu)

Bleomycin
(Cyksekbflu)

Hydantoin and its salts; its
derivatives and their salts
(gkbMsaVksbu vkSj blds yo.k;
blds MsfjosfVo vkSj muds yo.k)

Daunorubicin
(MkSuks:fcflu)

Busulphan; its salts
(cqlqyQku; blds yo.k)

Hydroxyurea
(gkbMªksDlh;wfj;k)

Di-isopropyl eluorophosphate
(Di&vkblksçksfiy ,yqvksjksQ‚LQsV)

Carbutamide
(dkcqZVkekbM)

Insulin, all types
(balqfyu] lHkh çdkj)

Disodium Stilboestrol Diphosphate
(fMlksfM;e fLVycksLVªksy fMiksLQsV)

Chlorambucil; its salts
(DyksjSEcqfly; blds yo.k)

Lomustine Hydrochloride
(ykseqLVkbu gkbMªksDyksjkbM)

Chlorthalidone and other
derivatives of Chlorobenzene
compound
(Dyksjkscsathu ;kSfxd ds DyksFkkZfyMksu
vkSj vU; MsfjosfVo)

Chlorothiazide and other 
derivatives of 1, 2, 4 
benzothiadiazine
(DyksjksfFk;ktkbM vkSj 1] 2] 4 
csatksfFk;kfM;kftu ds vU; MsfjosfVo)

Mannomustine; its salts
(eUukseqLVhu; blds yo.k)

Doxorubicin Hydrochloride
(M‚Dlks:fcflu gkbMªksDyksjkbM)

Chlorpropamide; its salts
(DyksjçksikekbM; blds yo.k)

Methsuximide
(esFklqfDlekbM)

Metformin; its salts
(esVQ‚feZu; blds yo.k)

Mercaptopurine; its salts
(edSZIVksI;wfju; blds yo.k)

Phenacemide
(QsuklekbM)

Paramethadione
(iSjkesFkkfM;ksu)

Mustine, its salts
(efLVu] blds yo.k)

Primadone
(çkbekMksuk)

5-Phenylhydantoin; its alkyl and
aryl derivatives; its salts
(5&QsfuygkbMsaVksbu; blds ,Ydkby
vkSj ,fjy MsfjosfVo; blds yo.k)

Phenformin; its salts
(QsuQ‚feZu; blds yo.k)

Troxidone
(VªksDlhMksu)

Thioketal tolbutamide
(fFk;ksdsVy VksycqVkekbM)

Procarbazine HCl
(çksdkckZftu HCl)

Table 3.4: The drugs included in Schedule G are
¼rkfydk 3.4: vuqlwph G esa 'kkfey nok,a gSa½
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3. Not keeping records of manufacture or sale of

drugs in the special manner: Imprisonment for 1

year or fine of not less than 20,000 or both

4. Using the report of a Government Analyst for

advertising any drug or cosmetic:

 First Conviction: Fine not less than 5000

 Second Conviction: Imprisonment for 10 years

or fine or both.

B. MANUFACTURE AND SALE OF COSMETICS

1. Manufacture, sale, distribution, stocking,
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.

2. Non-disclosure of name of a manufacturer or place
where manufactured cosmetics are kept:
Imprisonment for 1 year or fine upto 1,000 or
both

3. Not keeping records of manufacture or sale of

drugs in the special manner: Imprisonment for 3

years or fine of not less than  5,000

 Important Form Numbers for Import,

Manufacture and Sale of Drugs and Cosmetics

as per Drug and Cosmetic Act

3. fo’ks"k rjhds ls nokvksa ds fuekZ.k ;k fcØh dk fjd‚MZ ugha

j[kuk% 1 o"kZ dk dkjkokl ;k 20]000 ls de dk

tqekZuk ;k nksuksa

4. fdlh Hkh nok ;k d‚LesfVd ds foKkiu ds fy, ljdkjh

fo’ys"kd dh fjiksVZ dk mi;ksx djuk %

 igyh ltk: tqekZuk 5000 ls de ugha

 nwljh ltk: 10 lky dh dSn ;k tqek Zuk ;k

nksuksaA

B. lkSan;Z çlk/kuksa dk fuekZ.k vkSj fcØh

1. fuekZ.k] fcØh] forj.k] HkaMkj.k] çn’kZuh] fcØh ;k forj.k

ds fy, is’kd’k

(a) udyh lkSan;Z çlk/ku : 3 o"kZ dk dkjkokl vFkok

tqekZuk vFkok nksuksaA

(b)bl v/;k; ;k blds varxZr cuk, x, fu;eksa ds

mYya?ku esa dksbZ vU; çlk/ku lkexzh : 1 o"kZ dk

dkjkokl ;k 1]000 rd dk tqekZuk ;k nksuksaA

2. fuekZrk ;k LFkku ds uke dk çdVhdj.k u djuk tgka

fufeZr lkSan;Z çlk/ku j[ks tkrs gSa% 1 o"kZ dk dkjkokl ;k

1]000 rd dk tqekZuk ;k nksuksa

3. fo’ks"k rjhds ls nokvksa ds fuekZ.k ;k fcØh dk fjd‚MZ ugha

j[kuk% 3 lky dk dkjkokl ;k 5]000 ls de dk

tqekZuk ugha

 MªXl vkSj d‚LesfVDl ,DV ds rgr nokvksa vkSj

d‚LesfVDl ds vk;kr] fuekZ.k vkSj fcØh ds fy,

egRoiw.kZ Q‚eZ uacj

FORMS FOR IMPORT OF DRUGS (vk S"kf/k;ksa d s vk;kr ds fy, Q‚eZ uacj)

PURPOSE
(mí s';)

DRUGS
(nok,a)

APPLICATION 
MADE IN FORM

(vkosnu fd;k
x;k Q‚eZ)

LICENSE 
GRANTED IN 

FORM
(ykblsal tkjh
fd;k x;k Q‚eZ)

IMPORT

i. Drugs specified in schedule C and C1 ¼'ksMîwy C
vkSj C1 esa fufnZ"V nok,a½

8 10

ii. Drugs specified in schedule C and C1 ¼'ksMîwy C
vkSj C1 esa fufnZ"V nok,a½

8 10

iii. Import of drugs for examination, test or
analysis ¼ijh{k.k] fo'ys"k.k ;k ijh{kk ds fy, nokvksa dk
vk;kr½

12 11

iv. Small quantity of drugs for personal use.
¼O;fäxr mi;ksx ds fy, nokvksa dh NksVh ek=k½

12A 12B

v. Import of drugs (Govt. hospital) ¼nokvksa dk vk;kr
¼ljdkjh vLirky½

12 AA -----
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APPLICATION FORM AND LICENSE FOR SALE
fcØh ds fy, vkosnu Q‚eZ vkSj ykblsal

Other than 
C, C1, X19AA, 20BB

19AA, 21BB

RestrictedWholesaleRetail Wholesale with 
Motor vehicle

19, 20

19, 21

19C, 20F

19B, 20C

Other than 
C, C1, X

Sch. C, C1

Schedule X
Father –

Retailer (X)

19, 20B

19, 21B

19C, 20G

Other than 
C, C1, X

Sch. C, C1

Schedule X

Grand Father –
Wholesale (X)

Other than 
C, C1

Sch. C, C1

20A

21ASch. 
C, C1BB = Bahut Bada 

(Whole Sale)

Homeopathic Homeopathic 19B, 20D

Numbers and Alphabets in Black colour denotes the Form Number used for Application
dkys jax esa fy[ks x, vad vkSj o.kZ vkosnu ds fy, ç;qä Q‚eZ uacj dks n'kkZrs gSaA
Numbers and Alphabets in Red colour denotes the Form Number used for License
yky jax esa fy[ks x, vad vkSj o.kZ ykblsal ds fy, ç;qä Q‚eZ uacj dks n'kkZrs gS aA

Note / uksV :-

MANUFACTURE LICENSE 

CC1, NOT XOther
C, C1, X

Cosmetic

Apply Granted
24 25

Apply Granted
24A 25A

Loan License

Apply Granted
27 28

Apply Granted
27A 28A

Loan License

Apply Granted
31 32

Ayurvedic, siddha 
and Unani Drugs

Apply Granted

24D 25D

+ 1 + 1

+ 1

Apply Granted
31A 32A

Cosmetic 
Loan License

Apply Granted
24E 25E

ASU Loan 
License

+ 1

Numbers and Alphabets in Black colour denotes the Form Number used for Application
dkys jax esa fy[ks x, vad vkSj o.kZ vkosnu ds fy, ç;qä Q‚eZ uacj dks n'kkZrs gSaA
Numbers and Alphabets in Red colour denotes the Form Number used for License
yky jax esa fy[ks x, vad vkSj o.kZ ykblsal ds fy, ç;qä Q‚eZ uacj dks n'kkZrs gSaA

Note / uksV :-
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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, 1940?

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. Describe in 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. What is CDL and Give the functions of CDL.
7. Define Government Analyst. Give the

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

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.

y?kq mÙkjh; ç’u
¼çR;sd ç’u 4 vad dk gS½
1. MªXl vkSj d‚LesfVDl vf/kfu;e vkSj fu;eksa dk mís’;

fy[ksaA
2. MªXl vkSj d‚LesfVDl dks MªXl vkSj d‚LesfVDl vf/kfu;e]

1940 ds vuqlkj ifjHkkf"kr djsaA
3. MªXl vkSj d‚LesfVDl vf/kfu;e] 1940 ds rgr vuqlwfp;ka

D;k gSa\
4. MªXl dalYV s fVo desVh D;k gS\ bldk lafo/kku

nsaA
5. MªXl vkSj d‚LesfVDl vf/kfu;e] 1940 ds fofHkUu ç’kklfud

fudk;ksa dks fy[ksaA
6. nokvksa ds fuekZ.k ds fy, fofHkUu çdkj dh ykblsal fy[ksaA
7. nokvksa ds vk;kr ls lacaf/kr vijk/k vkSj naM D;k

gSa\
8. felczkaMsM MªXl vkSj ,MYVjVsM MªXl dks ifjHkkf"kr

djsaA
9. MªXl vkSj d‚LesfVDl vf/kfu;e] 1940 ds rgr vijk/k

vkSj naM nsaA
10.vuqlwph C vkSj C1 fdlds fy, fu/kkZfjr djrh gS\ blds

mnkgj.k nsaA
nh?kZ mÙkjh; ç’u
¼çR;sd ç’u 8 vad dk gS½
1. fu;eksa ds rgr vuqlwfp;ksa ds ckjs esa foLrkj ls fy[ksaA
2. nokvksa ds vk;kr ds ckjs esa la{ksi esa fy[ksaA
3. nokvksa ds fuekZ.k ds ckjs esa la{ksi esa fy[ksaA
4. Mªx baLisDVj D;k gS\ Mªx baLisDVj ds drZO;ksa vkSj ;ksX;rkvksa

dks fy[ksaA
5. DTAB D;k gS\ DTAB ds insu lnL;ksa vkSj dk;ksaZ dk

fooj.k nhft,A
6. CDL D;k gS vkSj CDL ds dk;Z D;k gSa\
7. ljdkjh fo’ys"kd dks ifjHkkf"kr djsaA ljdkjh fo’ys"kd

ds fy, vko’;d ;ksX;rk,a nsaA ljdkjh fo’ys"kd ds
drZO;ksa dk mYys[k djsaA

8. lhfer ykblsal vkSj lhfer ykblsal dh 'krksaZ ij la{ksi esa
fy[ksaA

9. MªXl vkSj d‚LesfVDl vf/kfu;e 1940 ds rgr vuqlwph
M ds vuqlkj GMP dk ikyu dSls djuk pkfg,] blds
ckjs esa fy[ksaA

10.yksu ykblsal vkSj fjiSfdax ykblsal ds fuekZ.k ds ckjs esa
foLrkj ls fy[ksaA

THEORETICAL QUESTIONS ¼lS)kafrd ç’u½
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4.1 INTRODUCTION

 The Central Act like Opium Act, 1857, the Opium

Act, 1878 and the Dangerous Drugs Act, while the

Rules repeal the Central Opium Rules, 1934, the

Dangerous Drugs Rules, 1957 and the Central

Manufactured Drugs Rules, 1962.

 Narcotic Drugs and Psychotropic Substances Act

and Rules was passed in 1985 and

Act came in force on 14th November

1985 and extends to the whole of

India.

 There are only two opium factories

in India: Gazipur (UP) and

Neemuch (MP)

4.2 OBJECTIVES

 To consolidate and amend the existing laws relating

to narcotic drugs.

 To make stringent provisions for the

control and regulation of operations

relating to narcotics drugs and

psychotropic substances.

 To provide for the forfeiture of property

derived from, or used in, illicit traffic in

narcotic drugs and psychotropic

substances

 To implement the provisions of the International

Conventions on Narcotic Drugs and Psychotropic

Substances and concerned matters

4.1 ifjp;
 dsaæh; vf/kfu;e tSls fd vksfi;e vf/kfu;e] 1857]

vksfi;e vf/kfu;e] 1878 vkSj [krjukd MªXl vf/kfu;e]

tcfd fu;e dsaæh; vksfi;e fu;e] 1934 vkSj [krjukd

MªXl fu;e 1957 vkSj dsUnzh; fufEkZr vkS"kf/k; fu;e 1962

dks fujLr djrs gSaA

 ukjdksfVd MªXl vkSj lkbdksVª‚fid inkFkZ vf/kfu;e vkSj

fu;e 1985 esa ikfjr fd, x, Fks vkSj ;g vf/kfu;e
14 uoEcj 1985 dks ykxw gqvk Fkk vkSj ;g iwjs Hkkjr

esa foLr`r gSA

 Hkkjr esa dsoy nks vksfi;e QSfDVª;k¡ gSa: xkthiqj

¼mÙkj çns’k½ vkSj uhep ¼e/; çns’k½A

4.2 mís’;
 ukjdksfVd MªXl ls lacaf/kr ekStwnk dkuwuksa dks ladsafær

vkSj la’kksf/kr djukA

 ukjdksfVd MªXl vkSj lkbdksVª‚fid inkFkksaZ ls

lacaf/kr lapkyu ds fu;a=.k vkSj fofu;eu ds

fy, dM+s çko/kku djukA

 ukjdksfVd MªXl vkSj lkbdksVª‚fid inkFkksaZ dh

voS/k rLdjh ls çkIr ;k mi;ksx dh xbZ laifÙk

dh tCrh dk çko/kku djukA

 ukjdksfVd MªXl vkSj lkbdksVª‚fid inkFkksaZ ij varjkZ"Vªh;

lEesyuksa dh çko/kkuksa vkSj lacaf/kr ekeyksa dks ykxw djukA
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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. Measures by Central Government:

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

i. Co-ordination of actions by various officers, State
Govt. and other authorities under this act.

ii. Obligations under the International convention.
iii. Assistance to concerned authorities in foreign

countries and concerned international
organization regarding prevention and
suppression of illicit traffic.

iv. Identification, treatment, education, after care,
rehabilitation & social reinteraction of addicts.

v. Such other matters for effective implementation
of this Act and preventing and combating the abuse
of narcotic drugs and psychotropic substances and
illicit traffic therein.

      14. voS/k ;krk;kr:

 fdlh Hkh dksdk ikS/ks dh [ksrh djuk ;k dksdk ikS/ks ds
fdlh fgLls dks bdëk djukA

 vQhe iksLr ;k fdlh Hkkax ds ikS/ks dh [ksrh djukA
 eknd nokvk s a ] euk sn S fgd inkFk k s a Z  dk O;kikj

djukA
 eknd nokvksa ;k euksnSfgd inkFkksaZ ds mRiknu] fuekZ.k]

dCtk] fcØh] [kjhn] ifjogu] HkaMkj.k fNikuk] miHkksx dk

mi;ksx] varjjkT;h; vk;kr] varjjkT;h; fu;kZr] Hkkjr esa

vk;kr] Hkkjr ls fu;kZr ;k Vªkal&f’kiesaV esa layXu

gksukA

 mijksä fdlh Hkh dk;Z dks vkxs c<+kus ;k leFkZu esa fdlh
Hkh xfrfof/k dks Lo;a ;k fdlh vU; O;fä ds ek/;e ls
foÙkiksf"kr djukA

 Lokid vkS"kf/k vkSj eu%çHkkoh inkFkZ vf/kfu;e] 1985]
;k cuk, x, fdlh fu;e ;k vkns’k] ;k tkjh fd, x,
fdlh Hkh ykblsal ijfeV ;k çkf/kdj.k dh fdlh Hkh 'krZ
ds rgr vuqer lhek dks NksM+dj] mijksä fdlh Hkh dk;Z
dks vkxs c<+kus ;k leFkZu esa mdlkuk ;k lkft’k djuk]
mlds rgr

4.4. çkf/kdkjh vkSj vf/kdkjh

4.4.1. dsaæ ljdkj }kjk mik; :

dsaæ ljdkj u’khyh nokvksa ds nq#i;ksx vkfn dks jksdus
vkSj fojks/k djus ds fy, mik; djsxhA

i. fofHkUu vf/kdkfj;ksa] jkT; ljdkj vkSj bl vf/kfu;e ds
rgr vU; çkf/kdkjh }kjk dk;ksaZ dk leUo;A

ii. varjkZ"Vªh; lEesyu ds rgr nkf;Ro-
iii- voS/k ;krk;kr dh jksdFkke vkSj neu ds laca/k esa fons’kksa

esa lacaf/kr vf/kdkfj;ksa vkSj lacaf/kr varjjk"Vªh; laxBu dks
lgk;rkA

iv. u’ks ds vknh yksxksa dh igpku] mipkj] f’k{kk] ns[kHkky]
iquokZl vkSj lkekftd iqulaZidZA

v. bl vf/kfu;e ds çHkkoh dk;kZUo;u vkSj u’khyh nokvksa
vkSj euksnSfgd inkFkksaZ ds nq#i;ksx vkSj muds voS/k O;kikj
dks jksdus vkSj fojks/k djus ds fy, ,sls vU; ekeysA
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iii. The manufacture of medicinal opium or

preparation containing any manufactured drug

from materials which the maker is legally entitled

to possess.

iv. 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

effective the control of the State Government over

any of the matters specified above.

4.5.5 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.

4.6 OFFENCES AND PENALTIES

iii. vkS"k/kh; vQhe dk fuekZ.k ;k ,slh lkexzh ls fufeZr fdlh

Hkh nok dk fuekZ.k] ftls j[kus dk cukus okyk dkuwuh :i

ls gdnkj gSA

iv. vius O;fäxr miHkksx ds fy, fpfdRlk lykg ij jkT;

ljdkj ds lkFk iath—r fdlh u’ksM+h ds ikl oS/k :i ls

j[kh xbZ vQhe ls rS;kj vQhe dk fuekZ.k vkSj dCtkA

(b) Åij fufnZ"V fdlh Hkh ekeys ij jkT; ljdkj ds fu;a=.k

dks çHkkoh cukus ds fy, vko’;d dksbZ vU; ekeyk

fu/kkZfjr djsaA

4.5.5. fu;af=r inkFkksaZ dks fu;af=r ,oa fofu;fer djus

dh 'kfä :

 ;fn dsaæ ljdkj dh ;g jk; gS fd] fdlh u’khyh nok

;k eu%çHkkoh inkFkZ ds mRiknu ;k fuekZ.k esa fdlh

fu;af=r inkFk Z ds mi;k sx dk s /;ku es a j[krs

gq,

 fdlh Hkh fu;af=r inkFkZ ds mRiknu] fuekZ.k] dCtk] ifjogu]

vk;kr varj&jkT;] fu;kZr varj&jkT;] fcØh] [kjhn] miHkksx]

mi;ksx] HkaMkj.k] forj.k] fuiVku ;k vf/kxzg.k dks ykblsal]

ijfeV ;k vU;Fkk }kjk fofu;fer djus dk çko/kku

djsaA

4.6 vijk/k vkSj naM
FIRST CONVICTION

¼igyk nks"kflf)½
OFFENCES ¼vijkèkksa½

6 Months/10,000 or 
both

(6 eghu /10.000 ;k 
nksuksa)

Where contravention involves small 
quantity

(tgka mYya?ku esa NksVh ek=k 'kkfey gS)

1. In relation to poppy
straw: To produces,
possesses, transports,
imports inter-State, exports
inter-State, sells, purchases,
uses or omits to warehouse
poppy straw ¼[kl[kl   Hkwls ds
laca/k esa: [kl[kl   Hkwls dk
mRiknu djuk] j[kuk] ifjogu
djuk] varjjkT;h; vk;kr djuk]
varjjkT;h; fu;kZr djuk] cspuk]
[kjhnuk] mi;ksx djuk ;k xksnke
esa HkstukA½

10 Years/Fine upto 1 
lakh

(10 o"kZ /1 yk[k rd
tqekZuk)

Lesser than commercial quantity 
but greater than small quantity

(okf.kfT;d ek=k ls de ysfdu NksVh ek=k 
ls vf/kd)

NLT 10-20 Years/Fine 
NLT 1-2 lakh

(,u,yVh 10-20 o"kZ/
tqekZuk ,u,yVh 1&2

yk[k)

Commercial quantity

(okf.kfT;d ek=k)
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(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 J or any other disease,

disorder which may be specified in the rules made

under this Act

 Name of diseases, disorders and conditions

as per the Schedule J to this Act:

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.

(c) ;kSu lq[k ds fy, euq"; dh {kerk dk j[kj[kko ;k

lq/kkjA

(d) vuqlwph J ;k fdlh vU; chekjh] fodkj esa fufnZ"V fdlh

Hkh chekjh] fodkj ;k fLFkfr dk funku] bykt] 'keu]

mipkj ;k jksdFkke] tks bl vf/kfu;e ds rgr cuk, x,

fu;eksa esa fufnZ"V fd;k tk ldrk gSA

 bl vf/kfu;e dh vuqlwph J ds vuqlkj chekfj;ksa]

fodkjksa vkSj fLFkfr;ksa ds uke :

2. /kkjk&4: vkS"kf/k;ksa ls lacaf/kr Hkzked foKkiuksa ij

jk sd

(a) çR;{k ;k vçR;{k :i ls nok ds okLrfod pfj= ds ckjs

esa xyr /kkj.kk nsrk gSA

(b) nok ds fy, >wBk nkok djrk gSA

(c) vU;Fkk fdlh Hkh lkexzh fo’ks"k esa xyr ;k Hkzked

gSA

3. /kkjk&5: dqN chekfj;ksa vkSj fodkjksa ds bykt ds

fy, tknqbZ mipkjksa ds foKkiu ij çfrca/k

tknqbZ mipkj nsus dk is’kk pykus okyk ;k ,slk djus okyk

dksbZ Hkh O;fä fdlh ,sls tknqbZ mipkj ds lanHkZ esa fdlh

Hkh foKkiu ds çdk’ku esa Hkkx ugha ysxk] tks çR;{k ;k

vçR;{k :i ls /kkjk 3 esa fufnZ"V fdlh Hkh mís’; ds fy,

çHkkodkjh gksus dk nkok djrk gSA

• Paralysis (i{kk?kkr)
• Plague (Iysx)
• Smallpox (pspd)
• Obesity (eksVkik)
• Trachoma (Vªsdksek)
• Tuberculosis ({k; jksx)
• Typhoid fever (VkbQkbM cq[kkj)
• Ulcers of gastrointestinal tract

(tBjka= laca/kh ekxZ ds vYlj)
• Venereal granuloma and Lympho

granuloma (osusfj;y xzSuqyksek vkSj fyEQks
xzSuqyksek)

• Dropsy (tyksnj)
• Epilepsy (fexhZ)
• Fevers (cq[kkj)
• Syphilis (flQfyl)
• Gangrene (xSaxzhu)
• Glaucoma (Xywdksek)
• Goitre (?ksa?kk)
• Heart diseases

(ân; jksx)
• Leprosy (dq"B jksx)
• Pneumonia

(fueksfu;k)
• Rheumatism

(xfB;k)

• AIDS (,M~l)
• Arteriosclerosis

(/keuhdkfBU;)
• Asthma (vLFkek)
• Blindness (va/kkiu)
• Blood poisoning

(jä fo"kkärk)
• Bright's disease

(czkbV jksx)
• Cancer (dSalj)
• Cataract

(eksfr;kfcan)
• Deafness (cgjkiu)
• Diabetes (e/kqesg)
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 If the accused is not proven guilty for that

specific poison, the confiscation order cannot be

upheld.

7.4.2 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.

7.4.3 Power to prohibit importation into the

States of any poison except under

licence:

The Central Government may, by notification in

the Official Gazette, prohibit the import of any

specified poison, and regulate the grant of licences.

7.5 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.

7.6 OFFENCE AND PENALTIES

1. 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

may extend to three months, or with fine which

may extend to Rs. 500 or with both

(b) Second 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.

7.7 ISSUE OF WARRANTS
Person who can issue a warrant:

 The District Magistrate.

 The Sub-Divisional Magistrate.

 ;fn vfHk;qä ml fof’k"V tgj ds fy, nks"kh lkfcr ugha
gksrk gS] rks tCrh vkns’k dks cjdjkj ugha j[kk tk ldrk
gSA

7.4.2 dqN {ks= esa fdlh Hkh tgj ds dCts dks fofu;fer
djus dh 'kfä

jkT; ljdkj ds ikl LFkkuh; {ks= esa fdlh Hkh fufnZ"V
tgj ds dCts ds laca/k esa fu;e cukus dh 'kfä gS tgka bl
rjg ds tgj dk bLrseky gR;k ds fy, ;k eosf’k;ksa dks
tgj nsus ds fy, fd;k tk ldrk gS vkSj ,sls LFkkuh; {ks=
esa tgka ,slh ?kVuk,a cgqr ckj gksrh gSaA

7.4.3 jkT;ks a es a fdlh Hkh tgj ds vk;kr ij çfrca/k

yxkus dh 'kfä] flok; blds fd mls ykblsal ds
rgr vk;kr fd;k tk,A
dsaæ ljdkj] ljdkjh xtV esa vf/klwpuk }kjk] fdlh
fof’k"V tgj ds vk;kr ij çfrca/k yxk ldrh gS vkSj
ykblsal tkjh djus ds fu;eksa dks fu;af=r dj ldrh gSA

7.5 tgj dk vk;kr
 dsaæ ljdkj Hkkjr esa fdlh Hkh ifjHkkf"kr lhek 'kqYd lhek

ij fdlh Hkh fufnZ"V tgj ds vk;kr dks çfrcaf/kr dj
ldrh gS

 ,d ykblsal dh 'krksaZ ds vuqlkj] vkSj bl rjg ds ykblsal
ds vuqnku dks fofu;fer djus ds fy, fu;e cuk ldrs
gSaA

7.6 vijk/k vkSj naM
1. voS/k vk;kr vkfn ds fy, tqekZuk

dksbZ Hkh O;fä tks vf/kfu;e ds rgr fu/kkZfjr ds vykok

fdlh Hkh tgj dk vk;kr ;k vius ikl j[krk gS ;k csprk

gS] og naMuh; gksxk

(a) igyh nks"kflf)& ,d vof/k ds fy, dkjkokl tks rhu

eghus rd dk gks ldrk gS] ;k tqekZuk tks Rs. 500 rd gks

ldrk gS ;k nksuksa ds lkFk gks ldrk gS A

(b)nwljh ;k ckn dh ltk& dkjkokl ftldh vof/k Ng

eghus rd dh gks ldrh gS] ;k tqekZus ds lkFk tks Rs.1000

rd dk gks ldrk gS ;k nksuksa ds lkFk A

7.7 okjaV tkjh djuk
okjaV tkjh djus okyk O;fä :

 ftyk eftLVªsVA
 mi&foHkkxh; eftLVªsVA
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 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.

9.3 DEFINITIONS

1. 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.

2. Brand: A name, term, design, symbol, trademark

or any other feature that identifies one seller’s drug

as distinct from those of other sellers.

3. Ceiling Price: A price fixed by the Government

for Scheduled formulations in accordance with the

provisions of this Order.

4. 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.

5. Dealer: A person carrying on the business of

purchase or sale of drugs, whether as a wholesaler

or retailer and includes his agent.

6. 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:

i. Any medicine included in any bonafide Ayurvedic

(including Sidha) or Unani (Tibb) systems of

medicines.

ii. Any medicine included in the Homeopathic system

of medicine.

iii. Any substance to which the provisions of the

Drugs and Cosmetics Act, 1940 do not apply.

 ykxr çHkkoh rjhds ls fu/kkZfjr nokvksa ds rdZlaxr mi;ksx

dks c<+kok nsukA

 NPPA,  DPCO dks ykxw djrk gSA

 NPPA fu;af=r nokvksa ds fy, dhersa fu/kkZfjr vkSj

la’kksf/kr djrk gSA

9.3 ifjHkk"kk,¡
1. lfØ; QkekZL;qfVdy lkexzh ;k Fkksd nok : dksbZ

Hkh QkekZL;qfVdy] jlk;u] tSfod ;k ikni mRikn ftlesa

blds yo.k] ,LVj] vkblkselZ] ,uky‚Xl vkSj MsfjosfVo

'kkfey gSa] tks MªXl vkSj d‚LesfVDl vf/kfu;e] 1940 esa

fufnZ"V ekudksa ds vuq:i gSa vkSj ftudk mi;ksx bl rjg

;k bl :i esa fd;k tkrk gSA

2. czkaM: ,d uke] 'kCn] fMtkbu] çrhd] VªsMekdZ ;k dksbZ

vU; fo’ks"krk tks ,d foØsrk dh nok dks vU; foØsrkvksa

dh nokvksa ls vyx igpku çnku djrh gSA

3. lhfyax ewY; : og ewY; tks ljdkj }kjk vuqlwfpr

vkS"kf/k;ksa ds fy, bl vkns’k ds çko/kkuksa ds vuqlkj

fu/kkZfjr fd;k tkrk gS

4. forjd: ,d forjd ;k mldk ,tsaV ;k ,d LV‚fdLV

ftls fuekZrk ;k vk;krd }kjk viuh nokvksa dks Mhyj dks

cspus ds fy, LV‚d djus ds fy, fu;qä fd;k tkrk gSA

5. Mhyj: ,d O;fä tks nokvksa dh [kjhn ;k fcØh dk

O;olk; djrk gS] pkgs Fkksd foØsrk ;k [kqnjk foØsrk ds

:i esa vkSj blesa mldk ,tsaV Hkh 'kkfey gSA

6. Q‚eqZys’ku: ,d nok tks ,d ;k vf/kd nokvksa ls cukbZ

tkrh gS ;k ftlesa ,d ;k vf/kd nok,¡ gksrh gSa] pkgs mlesa

fdlh QkekZL;wfVdy lgk;rk dk mi;ksx fd;k x;k gks

;k u gks] tks vkarfjd ;k cká mi;ksx ds fy, chekjh ds

funku] mipkj] 'keu ;k jksdFkke ds fy, gksrh gS] ysfdu

blesa fuEufyf[kr 'kkfey ugha gksaxs

i. fdlh Hkh çkekf.kd vk;qosZfnd ¼including sidha½ ;k

;wukuh ¼Tibb½ vkS"kf/k ç.kkyh esa 'kkfey dksbZ Hkh

vkS"kf/kA

ii. gksE;ksiSfFkd fpfdRlk ç.kkyh esa 'kkfey dksbZ Hkh

nokA

iii. dksbZ Hkh inkFkZ ftl ij vkS"kf/k vkSj çlk/ku lkexzh

vf/kfu;e] 1940 ds çko/kku ykxw ugha gksrs gSaA
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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: It 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 Retail 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 not listed in the NLEM or dosages and strengths

as listed in the NLEM.

7. nok dk tsusfjd laLdj.k: fcuk fdlh czkaM uke ds

QkekZdksfi;y uke ;k Q‚ewZys’ku esa 'kkfey lfØ;
QkekZL;qfVdy ?kVd ds uke ij cspk tkus okyk
Q‚ewZys’kuA

8. vk;kr: fdlh nok dks fcØh ds fy, Hkkjr ds ckgj fdlh
LFkku ls Hkkjr esa ykukA

9. LFkkuh; dj: bldk eryc gS dksbZ Hkh dj ;k 'kqYd tks
fdlh dkuwu ds rgr fuekZrk ;k mlds ,tsaV ;k Mhyj
}kjk ljdkj] jkT; ljdkj ;k fdlh LFkkuh; fudk; dks
orZeku le; esa ykxw dkuwuksa ds rgr Hkqxrku fd;k x;k
gks ;k Hkqxrku ;ksX; gksA

10. fuekZrk: dksbZ Hkh O;fä tks ns’k esa forj.k ;k fcØh ds
fy, nok dk fuekZ.k ;k vk;kr ;k foi.ku djrk
gSA

11.cktkj fgLlsnkjh: bldk eryc gS ,d czkaM ;k nok
ds lkekU; laLdj.k dh ?kjsyw fcØh ewY; dk vuqikr
vkSj ml nok ds lHkh czkaM~l vkSj lkekU; laLdj.kksa dh
dqy ?kjsyw fcØh ewY; dk ;ksx] tks ?kjsyw cktkj esa
leku 'k fä vk S j [k q j kd :i e s a  c sp s  tkr s
gSaA

12.[kqnjk foØsrk ds fy, ekftZu: bldk eryc [kqnjk
foØsrk ds fy, dher dk ,d çfr’kr gSA

13.cktkj vk/kkfjr MsVk: bldk eryc gS le;&le; ij
ljdkj }kjk mfpr le>s tkus ij ,d= ;k çkIr dh xbZ
nok ls lacaf/kr fcØh dk MsVkA

14.vf/kdre [kqnjk ewY;: vf/kdre dher ;k [kqnjk ewY;

vkSj ykxw LFkkuh; dj vkSj 'kqYd] ftl ij nok vafre

miHkksäk dks csph tk,xh vkSj tgka ,slh dher iSd ij

mfYyf[kr gSA

15.vko’;d nokvksa dh jk"Vªh; lwph ¼NLEM½: bldk
eryc LokLF; vkSj ifjokj dY;k.k ea=ky; }kjk

le;&le; ij v|ru ;k la’kksf/kr vkSj ljdkj }kjk bl

vkns’k dh igyh vuqlwph esa 'kkfey vko’;d nokvksa dh

jk"Vªh; lwph] 2011 gSA

16.ubZ nok: bldk eryc gS ,d Q‚eqZys’ku tks ,d ekStwnk
fuekZrk }kjk ,d fufnZ"V [kqjkd vkSj 'kfä okyh nok dks
NLEM esa lwphc) djds] fdlh vU; nok ds lkFk
feykdj y‚Up dh tkrh gS] tks NLEM esa lwphc) gks ;k
u gks] ;k NLEM esa lwphc) [kqjkd vkSj 'kfä ds vuqlkj
gksA
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 The Government shall consider

1 A post-tax return on net worth of 14%, a return on

capital employed of 22%.

2 In the case of a new plant, an internal rate of return

of 12% on long-term marginal costing.

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

 No person can sell a bulk drug at a price exceeding

the fixed maximum price plus local taxes.

 If a manufacturer 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 a bulk medicine, and the government may

set a revised price or reject the request for reasons

that must be documented in writing within four

months of the day it receives the necessary

information.

9.5 RETAIL PRICE OF

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

R.P. - Retail Price

M.C. - Material Cost

C.C. - Conversion Cost

P.M. - Cost of the packing material

P.C. - Packing charges

 ljdkj fopkj djsxh

1. usV oFkZ ij dj ds ckn 14% fjVuZ] vkSj dWfiVy ,EIy‚;M

ij 22% fjVuZA

2. u, la;a= ds ekeys esa] nh?kZdkfyd lhekar ykxr ij

12% dh vkarfjd okilh njA

3. ljdkj dks 'kq) laifÙk ij 18% ds dj&i’pkr fjVuZ ;k

fu;ksftr iwath ij 26% ds fjVuZ dks /;ku esa j[kuk

pkfg, tc mRiknu çkjafHkd pj.k esa gksA

 dksbZ Hkh O;fä fu/kkZfjr vf/kdre dher vkSj LFkkuh; djksa

ls vf/kd dher ij Fkksd nok ugha csp ldrk gSA

 ;fn dksbZ fuekZrk bl vkns’k dh çHkkoh frfFk ds ckn igys

vuqlwph esa lwphc) fdlh Hkh cYd Mªx dk mRiknu 'kq:

djrk gS] rks mls mRiknu 'kq: djus ds iaæg fnu ds Hkhrj

ljdkj dks Q‚eZ 1 esa vko’;d tkudkjh vkSj ljdkj }kjk

ekaxh xbZ dksbZ Hkh vfrfjä tkudkjh çnku djuh

gksxhA

 dksbZ Hkh fuekZrk ljdkj ls cYd nok dh vf/kdre [kqnjk

ewY; ¼MRP½ dh iqujh{k.k ds fy, vuqjks/k dj ldrk gS]

vkSj ljdkj ml vuqjks/k dks pkj eghus ds Hkhrj vko’;d

tkudkjh çkIr djus ds fnu ls fyf[kr :i esa nLrkosth

dkj.kksa ds lkFk ;k rks la’kksf/kr ewY; fu/kkZfjr dj ldrh

gS ;k vuqjks/k dks vLoh—r dj ldrh gSA

9.5 Q‚ewZys’ku dk [kqnjk ewY;

fdlh Q‚ewZys’ku ds [kqnjk ewY; dh x.kuk ljdkj }kjk
fuEufyf[kr lw= dk mi;ksx djds dh tkrh gS:

R.P. & [kqnjk ewY;
M.C. & lkexzh ykxr
C.C. & :ikarj.k ykxr
P.M. & iSfdax lkexzh dh ykxr
P.C. & iSfdax 'kqYd

R.P. = (M.C. + C.C. + P.M. + P.C.) x ( 1 +                  ) + E.D.MAPE
100
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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.

 Role of Regulatory Bodies

1. To ensure the safety, efficacy, and quality of drugs

available to the public

2. To the accuracy and appropriateness of the drug

information available to the public.

3. To identify the strengths and weaknesses of drug

regulation and to propose strategies to improve

drug regulation.

4. To ensure and increase regulatory implementation

in non-regulated parts of the world for safety of

people residing there.

12.1 ifjp;
 çR;sd ns’k dk viuk fu;ked çkf/kdj.k gksrk gS]

tks fu;eksa vkSj fofu;eksa dks ykxw djus ds fy,

ftEesnkj gksrk gSA lkFk gh] ;g nok fodkl] ykblsaflax]

iathdj.k] fofuekZ.k] foi.ku vkSj nok mRiknks a ds

y sc fy ax d s fy, fn’k k fun s Z ’ k tkj h djrk

gSA

 fu;ked fudk;ksa dh Hkwfedk

1. turk ds fy, miyC/k nokvksa dh lqj{kk] çHkkodkfjrk vkSj

xq.koÙkk lqfuf’pr djuk

2. turk ds fy, miyC/k nok dh tkudkjh dh lVhdrk vkSj

mi;qärk ds fy,A

3. nok fofu;eu dh rkdr vkSj detksfj;ksa dh igpku

djuk vkSj nok fofu;eu esa lq/kkj ds fy, j.kuhfr;ksa dk

çLrko djukA

4. ogka jgus okys yksxksa dh lqj{kk ds fy, nqfu;k ds

xSj&fofu;fer fgLlksa esa fu;ked dk;kZUo;u lqfuf’pr

djuk vkSj c<+kukA

Chapter
ROLE OF ALL THE GOVERNMENT 
PHARMA REGULATORy BODIES

Visit App or 
Scan the given for

lHkh ljdkjh QkekZ fu;ked 
fudk;ksa dh Hkwfedk

NAME OF REGULATORY AUTHORITY ¼fu;ked çkf/kdj.k ds uke½COUNTRY ¼ns’k½S.NO.
Central Drugs Standard Control Organization (CDSCO)
(dsaæh; vkS"kf/k ekud fu;a=.k laxBu ¼CDSCO½)

India
(Hkkjr)

1.

Food and Drug Administration (FDA)
([kk| ,oa vkS"kf/k ç'kklu ¼FDA½)

USA
(la;qä jkT; vesfjdk)

2.

Medicines and Healthcare Products Regulatory Agency (MHRA)
(nok,a vkSj LokLF; ns[kHkky mRikn fu;ked ,tsalh)

UK
(;w-ds)

3.

Therapeutic Goods Administration (TGA)
(fpfdRlh; lkeku ç'kklu)

Australia
(v‚LVªsfy;k)

4.

Federal Institute for Drugs and Medical Devices
(MªXl vkSj fpfdRlk midj.kksa ds fy, la?kh; laLFkku)

Germany
(teZuh)

5.

 Regulatory Bodies of some countries (dqN ns’kksa ds fu;ked fudk;)
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12.2.1 Organization of CDSCO

12.3 FUNCTIONS OF CDSCO
 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

12.2.1lhMh,llhvks (CDSCO) dk laxBu

12.3 CDSCO ds dk;Z
 ;g vkS"kf/k vkSj çlk/ku lkexzh vf/kfu;e vkSj fu;eksa ds

çko/kkuksa ds yxkrkj çorZu dks lqfuf’pr djus ds fy,
uhfr;ksa vkSj çfØ;kvksa dks rS;kj djrk gSA

 nokvksa] lkSan;Z çlk/ku] funku vkSj midj.kksa ds ekudksa dks
fu/kkZfjr djukA

 nokvksa vkSj ykblsaflax ds vk;kr dks fofu;fer djukA
 ubZ nokvksa vkSj uSnkfud ijh{k.kksa ds vuqeksnu ij fu;ked

fu;a=.k j[kukA
 CyM cSad],yohih] Vhds vkSj lhjk] vkj&Mh,u, mRiknksa

vkSj dqN fpfdRlk midj.kksa ¼CLAA ;kstuk½ ds ykblsal
dk vuqnkuA

 vkS"kf/k ,oa çlk/ku lkexzh vf/kfu;e ,oa fu;eksa esa
la’kks/kuA

DRUG CONTROLLER ORGANISATION 
(vkS"kf/k fu;a=d laxBu)

New Delhi
(ubZ fnYyh)

HEADQUARTER
(eq[;ky;)

9-ZONAL OFFICES 
(9&vkapfyd dk;kZy;)

1. North zone: Ghaziabad
(mÙkjh {ks=: xkft;kckn) 

2. South zone: Chennai 
(nf{k.k {ks=: psUubZ ) 

3. East zone: Kolkata 
(iwohZ {ks=: dksydkrk ) 

4. West zone: Mumbai-1
(if'pe {ks=: eqacbZ&1 )  

5. West zone: Mumbai-2 
(if'pe {ks=: eqacbZ &2) 

6. Hyderabad zone
(gSnjkckn vapy )  

7. Ahmedabad zone 
(vgenkckn vapy ) 

8. Bangalore zone 
(caxykSj vapy ) 

9. Baddi zone 
(cíh vapy)   

7-SUB-ZONAL OFFICE
(7&mi&vkapfyd dk;kZy;)

1.Varanasi (okjk.klh) 
2.Goa (xksok)
3.Jammu (tEew)
4.Indore (bankSj)
5.Guwahati (xqokgkVh)
6.Visakhapatnam 

(fo'kk[kkiÙkue)
7.Rishikesh (_f"kds'k)

7-LABORATORIES 
(7&ç;ksx'kkyk,a) 

1. CDL: Kolkata 
(lhMh,y: dksydkrk) 

2. CDL: Kasauli
(lhMh,y: dlkSyh) 

3. RDTL: Guwahati 
(vkjMhVh,y: xqokgkVh) 

4. RDTL: Chandigarh
(vkjMhVh,y: paMhx<+)

5. CDTL: Mumbai
(lhMhVh,y: eqacbZ) 

6. CDTL: Chennai 
(lhMhVh,y: psUubZ ) 

7. CDTL: Hyderabad
(lhMhVh,y: gSnjkckn) 

18-SEA PORT/AIRPORT 
OFFICES 

(18&leqæh canjxkg/gokbZ vìk
dk;kZy; ) 

1.Chennai sea port 
(psUubZ leqæh canjxkg) 
2. Kolkata sea port 
(dksydkrk leqæh canjxkg) 
3. Cochin sea port 
(dksphu leqæh canjxkg) 

4. Nhava Sheva Mumbai Sea port
(Ugkok 'ksok eqacbZ lh iksVZ) 
5. Marmugao Port Goa 
(ekeqZxkvks] iksVZ xksok) 

6. Visakhapatnam sea port
(fo'kk[kkiÙkue leqæh canjxkg) 
7. Krishnapatnam sea port 
(—".kkiVue leqæh canjxkg) 

8. Hazira port (gthjk canjxkg) 
9 Indore Port (ICD) (bankSj iksVZ) 
10. Chennai Airport 
(psUubZ gokbZ vìk) 

11. Kolkata Airport 
(dksydkrk gokbZ vìk) 
12. Mumbai Airport 
(eqacbZ gokbZ vìk) 

13. Delhi Airport 
(fnYyh gokbZ vìk) 
14. Ahmedabad Airport 
(vgenkcknZ gokbZ vìk) 
15. Hyderabad Airport 
(gSnjkckn gokbZ vìk) 

16. Goa Airport 
(xksok gokbZ vìk) 

17. Bengaluru Airport 
(csaxyq# gokbZ vìk) 
18. Visakhapatnam Airport
(fo'kk[kkiÙkue gokbZ vìk) 

6-MINI LABS 
(6&feuh ySCl)

1.Mumbai Airport
(eqacbZ gokbZ vìk) 

2. Mumbai sea Port 
(eqacbZ leqæh canjxkg) 

3. Bangalore port 
(cSaxyksj canjxkg) 

4. Hyderabad port 
(gSnjkckn canjxkg) 

5. Ahmedabad Port 
(vgenkckn canjxkg) 

6. Indira Gandhi
International Airport 

(IGI) (bafnjk xka/kh vkarjjk"Vªh; 
gokbZ vìk (IGI))
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10. Copies of medical certificates issued as written
evidence and accepted in court of law if
required

B. 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

the license is required. The original of the treasury

challan must be submitted with the application.

C. Renewal

 A license 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.

D. e-governance

 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.

10. fyf[kr lk{; ds :i esa tkjh fd, x, fpfdRlk çek.k
i=ksa dh çfr;ka vkSj ;fn vko’;d gks rks dkuwu dh
vnkyr esa Lohdkj dh tkrh gSaA

B. ykblsal
v‚Qykbu vkosnu djrs le; Qhl dk Hkqxrku ml ftys
ds jktdh; dks"kkxkj ;k LVsV cSad v‚Q bafM;k dh ljdkjh
'kk[kk esa fd;k tkuk pkfg, tgka ykblsal dh vko’;drk
gSA Vªstjh pkyku dk ewy vkosnu ds lkFk tek djuk
gksxkA

C. uohuhdj.k
 ,d ykblsal oS/k jgsxk] ;fn ykblsal/kkjh vius tkjh gksus

dh rkjh[k ls gj ikap lky dh vof/k dh lekfIr ls igys
,d fu/kkZfjr ykblsal çfr/kkj.k 'kqYd tek djrk
gS

 ;fn ykblsal/kkjd fu;r rkjh[k dks ;k mlls igys ykblsal
çfr/kkj.k 'kqYd dk Hkqxrku djus esa foQy jgrk gS] rks og
foyac 'kqYd ds lkFk ykblsal çfr/kkj.k 'kqYd dk Hkqxrku
djus ds fy, mÙkjnk;h gksxk] vkSj ,sls 'kqYd dk Hkqxrku
u djus dh fLFkfr esa] ykblsal dks jí dj fn;k x;k ekuk
tk,xkA

D. e&xousaZl
 EMR ¼bysDVª‚fud esfMdy fjd‚MZ½ ç.kkyh dk mi;ksx

jksxh ls lacaf/kr lHkh MsVk dks ,d eap ij ykus ds fy,
fd;k tk ldrk gSA jksxh ds fpfdRlk bfrgkl ds lkFk]
iph dks ,d gh eap ij bysDVª‚fud :i ls cuk, j[kk tk
ldrk gSA

Type of Sales License 
(fcØh ykblsal dk çdkj) 

Fees for Grant of License 
(ykblsal çnku djus d s fy, 'k qYd) 

For Wholesale license (Fk ksd ykblsal ds fy, ) Rs. 1500+1500 = Rs 3000

For Retail License ([k qnjk ykblsal ds fy,) Rs. 1500+1500 = Rs 3000

For Restricted License (çfrcaf/kr ykblsal ds fy,) Rs. 500 + 500 = Rs 1000
For Drugs specified in Schedule-X (Wholesale)
(vuqlwph&X ¼Fkksd½ esa fufnZ"V nokvksa d s fy,)

Rs. 500

For Drugs specified in Schedule-X (Retail)
(vuqlwph& X ¼[k qnjk½ e sa fofun"V vk S"k/kksa d s fy,)

Rs. 500

Type of Sales License
(fcØh ykblsal dk çdkj) 

Late fees for Renewal 
(uohuhdj.k d s fy, foyac 'k qYd)

For Wholesale license (Fk ksd ykblsal ds fy,) Rs. 500+500 = Rs 1000

For Retail License ([k qnjk ykblsal ds fy,) Rs. 500+500 = Rs 1000

For Restricted License (çfrcaf/kr ykblsal ds fy,) Rs. 250 + 250 = Rs 500
For Drugs specified in Schedule-X (Wholesale)
(vuqlwph&X ¼Fkksd½ esa fufnZ"V nokvksa d s fy,)

Rs. 250

For Drugs specified in Schedule-X (Retail)
(vuqlwph& X ¼[k qnjk½ e sa fofun"V vk S"k/kksa d s fy,)

Rs. 250
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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.

3. Write down the application of e-governance in

hospital.

4. What are benefits for formulary?

5. What are drug information services?

6. What is good regulatory practice? Write down

about its 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.

3. What is hospital pharmacy? Describe the hospital

pharmacy, wholesale and retail pharmacy in detail.

4. Write down the prohibition condition and types

of manufacturing of drugs.

5. Describe good regulatory practices and its

documentation, license renewals.

6. Describe import, export of drugs and medical

devise.

y?kq mÙkjh; ç’u

¼çR;sd ç’u 4 vad dk gS½

1. vPNh QkesZlh çSfDVl dk ifjp; vkSj QkekZflLV dh

Hkwfedk fy[ksaA

2. lw= jpuk fyf[k,A

3. vLirky esa e&xousaZl ds vkosnu dks fy[ksaA

4. Q‚ewZyjh ds fy, D;k ykHk gSa\

5. nok lwpuk lsok,a D;k gSa\

6. mfpr fu;ked vH;kl D;k gS\ blds nLrkosthdj.k ds

ckjs esa fy[ksaA

nh?kZ mÙkjh; ç’u
¼çR;sd ç’u 8 vad dk gS½
1. vPNh QkesZlh i)fr dk ifjp; vkSj QkekZflLV dh bldh

vko’;drk vkSj Hkwfedk fy[ksaA

2. vkS"kf/k;ksa ds vk;kr dk foLrkj ls o.kZu dhft,A

3. vLirky QkesZlh D;k gS\ vLirky QkesZlh] Fkksd vkSj

[kqnjk QkesZlh dk foLrkj ls o.kZu djsaA

4. fu"ks/k dh fLFkfr vkSj vkS"kf/k;ksa ds fuekZ.k ds çdkj

fyf[k,A

5. mfpr fu;ked çFkkvksa vkSj blds nLrkosthdj.k] ykblsal

uohuhdj.k dk o.kZu djsaA

6. nokvksa ds vk;kr] fu;kZr vkSj fpfdRlk midj.kksa dk o.kZu

dhft,A

ANSWER KEY ¼mÙkj dqath½

THEORETICAL QUESTIONS ¼lS)kafrd ç’u½

1. Safety,effectiveness  ¼lqj{kk] çHkko’khyrk½

2. Properly tested ¼Bhd ls ijh{k.k fd;k x;k½

3. Standards ¼ekudks a½

4. Approval ¼Loh—fr½

5. Stakeholder ¼fgLlsnkj½
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 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.

1. Patents –

 The Patent Act in India was implemented in 1970

which came into force on 20th 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

patent application.

 The protection is granted for a limited period,

generally 20 years from the filing date of the

application.

2. 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,

1994 and 1999.

 Copyright law deals with the rights of intellectual

creators.

 It is concerned with protecting creativity and

ingenuity.

 It protects only the form of expression of ideas

and not the ideas themselves.

 ,d {ks= dks fof’k"V fpUgksa dh lqj{kk ds :i esa igpkuk tk

ldrk gS] fo’ks"k :i ls VªsMekdZ vkSj HkkSxksfyd

ladsrA

 ,sls fof’k"V fpUgksa dh lqj{kk dk mís’; fu"i{k çfrLi/kkZ

dks c<+kok nsuk vkSj lqfuf’pr djuk gS] lkFk gh miHkksäkvksa

dh j{kk djuk] rkfd os fofHkUu oLrqvksa vkSj lsokvksa ds chp

lwfpr fodYi pqu ldsaA

 lqj{kk vfuf’prdky rd tkjh jg ldrh gS] c’krsZ fd

lacaf/kr fpUg fof’k"V cuk jgsA

 ckSf)d laink vf/kdkjksa ds çdkj :

ck S f)d laink ds 4 eq[; çdkj fuEufyf[kr

gSa:

1. isVsaV – •

 Hkkjr esa isVsaV vf/kfu;e 1970 esa ykxw fd;k x;k Fkk] tks

20 vçSy 1972 dks çHkkoh gqvkA

 isVsaV ,d fo’ks"k vf/kdkj gS tks fdlh vkfo"dkj

ds fy, fn;k tkrk gS] tks ,d mRikn ;k çfØ;k

gks ldrh gS] tks lkekU;r% fdlh dk;Z dks djus

dk u;k rjhdk çnku djrh gS] ;k fdlh leL;k

dk u;k rduhdh lek/kku çLrqr djrh gSA

 isVsaV çkIr djus ds fy,] vkfo"dkj ds ckjs esa rduhdh

tkudkjh dks isVsaV vkosnu esa turk ds lkeus çdV djuk

vko’;d gksrk gSA

 ;g lqj{kk ,d lhfer vof/k ds fy, çnku dh tkrh gS]

lkekU;r% vkosnu dh frfFk ls 20 o"kksaZ rdA

2. d‚ihjkbV –

 Hkkjr esa d‚ihjkbV dk 'kklu djus okyk dkuwu d‚ihjkbV

vf/kfu;e] 1957 vkSj d‚ihjkbV vkns’k 1991

gSA

 bl vf/kfu;e esa 1984, 1994 vkSj 1999 esa

la’kks/ku fd;k x;kA

 d‚ihjkbV dkuwu ckSf)d jpukdkjksa ds vf/kdkjksa

ls lacaf/kr gksrk gSA

 ;g jpukRedrk vkSj ekSfydrk dh j{kk djus ds fy,

gSA

 ;g dsoy fopkjksa dh vfHkO;fä ds :i dks lqj{kk çnku

djrk gS] u fd fopkjksa dks Lo;aA
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(c) To act as a marketing and advertising device.

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

popular examples of trademarks are Coco Cola,

Pepsi, Infosys, HDFC, ICICI.

4. Trade Secrets –

 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 it is 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:

i. Commercially valuable because it is secret,

ii. Be known only to a limited group of persons, and

iii. 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.

(c) foi.ku vkSj foKkiu ds midj.k ds :i esa dk;Z djukA
(d) ;g çfrLi/kkZRed cktkj esa cgqr mi;ksxh gksrk gSA

VªsMekdZ ds yksdfç; mnkgj.k gSa: dksdk dksyk] isIlh]
bUQksfll] ,pMh,Qlh (HDFC) ] vkbZlhvkbZlhvkb
(ICICI)

4. O;kikfjd jgL; –

 O;kikfjd jgL; os ckSf)d laink vf/kdkj gksrs gSa tks

xksiuh; tkudkjh ij gksrs gSa] ftls cspk ;k ykblsal fd;k

tk ldrk gSA

 ,d O;kikfjd jgL; ,d ckSf)d laink gksrk gS ftlesa

varfuZfgr vkfFkZd ewY; gksrk gS D;ksafd ;g lkekU;r:

Kkr ugha gksrk ;k nwljksa }kjk vklkuh ls igpkuk ugha tk

ldrk] vkSj ftlds ekfyd bls xksiuh; j[kus ds fy,

mfpr dne mBkrk gSA

 ;g j.kuhfr;k¡] ç.kkfy;k¡] lw=] ;k fdlh laxBu dh

vU; xksiuh; tkudkjh gks ldrh gSa] tks mUgsa cktkj

esa çfrLi/kkZRed ykHk çnku djrh gSaA

 lkekU;r%] O;kikfjd jgL; ds :i esa ;ksX; gksus ds fy,

tkudkjh dks fuEufyf[kr 'krksaZ ij [kjk mrjuk pkfg,:

i. O;kolkf;d :i ls ewY;oku gksuk D;ksafd ;g xksiuh; gS]

ii. dsoy ,d lhfer lewg ds O;fä;ksa dks Kkr gksuk]

iii. tkudkjh ds oS/k /kkjd }kjk bls xksiuh; j[kus ds fy,

mfpr dne mBk, x, gksa] ftlesa O;kikfjd lk>snkjksa vkSj

deZpkfj;ksa ds fy, xksiuh;rk le>kSrksa dk mi;ksx 'kkfey

gksA
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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 1st

January, 2000 (in respect of amendments notified
in June, 2002).

 Patent Rules 2003 came into force on the 20th May
2003

14.8 isVsaV vf/kfu;e dk ifjp;
vkfo"dkjksa ls lacaf/kr isVsaV ,d fo’ks"k vf/kdkj gksrk gS]
ftls ljdkj isVsaV /kkjd dks çnku djrh gS] mlds vkfo"dkj
dk iwjk [kqyklk djus ds cnys esaA bl vf/kdkj ds rgr
isVsaV /kkjd nwljksa dks vius isVsaV mRikn ;k çfØ;k dks
cukus] mi;ksx djus] cspus] vk;kr djus ;k ml mRikn dks
cukus ds fy, ml çfØ;k dk mi;ksx djus ls jksd ldrk
gSA

14.8.1 Hkkjrh; isVsaV vf/kfu;e

 isVsaV vf/kfu;e] 1970 dks 20 vçSy 1972 dks ykxw

fd;k x;k vkSj ;g iwjs Hkkjr esa ykxw gksrk gSA

 bl vf/kfu;e esa ekpZ 1999 vkSj twu 2002 esa la’kks/ku

fd, x,] rkfd Hkkjr dh ckSf)d laink vf/kdkjksa (TRIPS)

ds rgr çfrc)rkvksa dks iwjk fd;k tk lds] tks fo’o

O;kikj laxBu (WTO) dh LFkkiuk djus okys le>kSrs

dk fgLlk gSaA

 bu la’kks/kuksa dk eq[; /;ku mu çfrc)rkvksa ij Fkk] tks

1 tuojh 2000 ls ykxw gqbZ ¼twu 2002 esa vf/klwfpr

la’kks/kuksa ds lanHkZ esa½A

 isVsaV fu;e 2003 dks 20 ebZ 2003 dks ykxw fd;k

x;kA

 Offices and Branch Offices (dk;kZy; vkSj 'kk[kk dk;kZy;)
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 According to the FDA, generic drugs are identical
or within an acceptable bioequivalent range to the
brand-name counterpart with respect
pharmacokinetics and pharmacodynamic
properties.

 Generic versions of a drug have different size,

shape, colours, Flavors or combinations of

inactive than the innovators drugs.

 Branded generics are generic drugs that have that

have given a proprietary name.

 Generic drugs are usually known by their chemical

name.

 Similarity between generic and branded

drugs

 They must contain same active ingredients.

 They must have same dosage form.

 They have same quality and performance.

 They must have same route of administration.

 Generic drugs must be as safe as branded

drug.

 They must have same bioavailability.

 Difference between generic and branded

drugs

 They may contain different inactive ingredients.

 Generic drugs are cheaper than branded

 They look different due to difference in shape, size,

colours and marking.

 Branded drugs have sole right (patent) to

manufacture and distribution for a period of time,

while generic drugs do not have any patent on its

manufacturing and distribution.

 FDA d s  vu ql k j ] Qke k Zd k sd kbu s fVDl vk S j

QkekZdksMk;ukfed xq.kksa ds laca/k esa tsusfjd nok,a czkaM&uke

led{k ds leku ;k Lohdk;Z tSolerqY; lhek ds Hkhrj

gSaA

 fdlh nok ds tsusfjd laLdj.kksa esa buksosVlZ nokvksa dh

rqyuk esa vyx&vyx vkdkj] vkdkj] jax] Lokn ;k fuf"Ø;

ds la;kstu gksrs gSaA

 czkaMsM tsusfjd os tsusfjd nok,a gSa ftUgsa ,d ekfydkuk

uke fn;k x;k gSA

 tsusfjd nokvksa dks vkerkSj ij muds jklk;fud uke ls

tkuk tkrk gSA

 tsusfjd vkSj czkaMsM nokvksa ds chp lekurk

 muesa leku lfØ; rRo gksus pkfg,A

 mudh [kqjkd dk Lo:i leku gksuk pkfg,A

 mudh xq.koÙkk vkSj çn’kZu leku gSA

 muds ikl ç’kklu dk ,d gh ekxZ gksuk pkfg,A

 tsusfjd nok,a czkaMsM nokvksa dh rjg gh lqjf{kr gksuh

pkfg,A

 mudh tSomiyC/krk leku gksuh pkfg,A

 tsusfjd vkSj czkaMsM nokvksa ds chp varj

 muesa fofHkUu fuf"Ø; rRo gks ldrs gSaA

 tsusfjd nok,a czkaMsM dh rqyuk esa lLrh gksrh gSa

 vkdkj] eki jax vkSj fpà esa varj ds dkj.k os vyx

fn[krs gSaA

 czkaMsM nokvksa ds ikl ,d fuf’pr vof/k ds fy, fuekZ.k

vkSj forj.k dk ,dek= vf/kdkj ¼isVsaV½ gksrk gS] tcfd

tsusfjd nokvksa ds ikl blds fuekZ.k vkSj forj.k ij dksbZ

isVsaV ugha gksrk gSA

Table 14C.1  Examples of Generic Drugs and Branded Drugs 
¼rkfydk 14C . 1 tsusfjd nokvksa vkSj czkaMsM nokvksa ds mnkgj.k½

BRANDED DRUGS 
¼ czkaMsM nok,a½

GENERIC DRUGS 
¼ lkekU; nok,½CATEGORY ¼ Js.kh½

Crocin ¼Øksflu½Paracetamol ¼iSjkflVkeksy ½Analgesic ¼nnZfuokjd½

Diclogesic ¼fMDykstsfld½Diclofenac sodium +
paracetamol ¼MkbDyksQsusDl

lksfM;e + iSjkflVkeksy½
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15.1 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
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.

15.2 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.

1. GENERAL

i. 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.

15.1 ifjp;
 'CyM cSad’ dk vFkZ gS ,d LFkku ;k laxBu ;k bdkbZ ;k

laLFkk ;k ,sls laxBu] bdkbZ ;k laLFkk }kjk
nkrkvksa ls fy, x, jä ds laxzg] ,Qsjsfll]
HkaMkj.k] çlaLdj.k vkSj forj.k ds fy,
lHkh ;k fdlh Hkh v‚ijs’ku dks djus vkSj/
;k jä ?kVdksa dh rS;kjh] HkaMkj.k vkSj
forj. k d s  fy, dh xb Z  vU;

O;oLFkkA

 tgka jä mRikn dk HkaMkj.k gksrk gS vkSj tgka

iwoZ&vk/kku vkSj jä laxrrk ijh{k.k fd;k tkrk

gSA

 gkykafd] ;g dHkh&dHkh ,d laxzg dsaæ dks lanfHkZr djrk

gS] vkSj dqN vLirky Hkh laxzg djrs gSaA

 CyM cS afdax es a jä laxzg] çlaLdj.k] ijh{k.k]

i`FkDdj.k vkSj HkaMkj.k ls lacaf/kr dk;Z 'kkfey

gSaA

 LVsV Mªx daVªksyj CyM cSad dks ykblsal tkjh djrk gSA

,sls lHkh jä cSadksa dks Hkkjr ds vkS"k/k egkfu;a=d

(DCGI)  }kjk vuqeksfnr fd;k tkuk gksrk gS vkSj bUgsa

vkS"k/k ,oa çlk/ku lkexzh vf/kfu;e ,oa mlds varxZr

cuk, x, fu;eksa }kjk fofu;fer fd;k tkuk gksrk gSaA

15.2 CyM cSad dh vko’;drk,¡

vuqlwph F: Hkkx XII B: jä cSad ds dkedkt vkSj
l apkyu vk Sj/;k jä ?kVdks a dh r S;kjh d s fy,
vko’;drk,¡A
1. lkekU;

i. LFkku vkSj ifjos’k: CyM cSad ,sls LFkku ij fLFkr gksxk

tks [kqys lhost] ukyh] lkoZtfud 'kkSpky; ;k blh rjg

ds vLokLF;dj ifjos’k ls nwj gksxkA

Chapter BLOOD BANK : Basic 
requirements and functions

Visit App or 
Scan the given for

jä cSad  cqfu;knh vko';drk,a%
 vkSj dk;Z
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16.5 STATE COUNCIL FOR CLINICAL

ESTABLISHMENTS

 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

 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.

 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 fDyfudy çfr"Bkuksa ds fy, jkT;
ifj"kn

 jkT; ljdkj vf/klwpuk }kjk uSnkfud LFkkiukvksa ds fy,

jkT; ifj"kn ;k uSnkfud LFkkiukvksa ds fy, la?k jkT; {ks=

ifj"kn dk xBu djsxh

16.5.1 jkT; ifj"kn dk xBu

i. lfpo] LokLF; & insu vf/kdkjh] tks v/;{k gksaxs

ii. LokLF; lsok funs’kd & insu lnL;&lfpo

iii. Hkkjrh; fpfdRlk i)fr dh fofHkUu 'kk[kkvksa ds funs’kd

insu lnL;

iv. dk;Zdkjh lfefr }kjk ,d&,d çfrfuf/k dk pquko fd;k

tkrk gS

(a) Hkkjrh; jkT; fpfdRlk ifj"kn

(b) LVsV MsaVy dkmafly v‚Q bafM;k

(c) Hkkjrh; jkT; uflaZx ifj"kn

(d) LVsV QkesZlh dkmafly v‚Q bafM;k

v. jkT; ifj"kn ;k dsaæ 'kkflr çns’k ifj"kn }kjk rhu fuokZfpr

lnL;] vk;qosZn] fl) vkSj ;wukuh fpfdRlk ç.kkfy;ksa dk

çfrfuf/kRo djus okyh Hkkjrh; fpfdRlk

vi. bafM;u esfMdy ,lksfl,’ku dh jkT; ifj"kn }kjk pqus

x, ,d lnL;

vii. iSjkesfMdy flLVe dh ykbu ls ,d lnL;

viii. jkT; Lrjh; miHkksäk lewgksa ;k çfrf"Br xSj&ljdkjh ls

nks lnL;

 jkT; ifj"kn ;k la?k jkT; {ks= ifj"kn ds ukfer lnL; dk

dk;Zdky rhu o"kksaZ dk gksxk] ysfdu os vf/kdre ,d vkSj

dk;Zdky ds fy, iqu% ukfer gksus ds ik= gksaxs] tks rhu

o"kksaZ dk gksxkA

 jkT; ifj"kn ;k la?k jkT; {ks= ifj"kn ds fuokZfpr lnL;]

tSlk fd fLFkfr gks] dk dk;Zdky rhu o"kksaZ dk gksxk]

ysfdu os iqu% pquko ds fy, ik= gksaxsA

16.5.2 jkT; ifj"kn ds dk;Z

(a) uSnkfud LFkkiuk ds jkT; jftLVjksa dk ladyu vkSj v|ru

djuk

(b) jk"Vªh; jftLVj dks viMsV djus ds fy, ekfld fjVuZ

Hkstuk
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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

4. 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

5. Which is the emergency drug in the following
(a) Injection Adrenaline
(b) Injection Atropine
(c) Injection Hydrocortisone
(d) All of these

6. How many members are in the state council for
clinical establishments
(a) 12 (b) 14
(c) 15 (d) 16

7. How many members are to be nominated by DM
at district level for clinical establishments
(a) 4 (b) 3
(c) 2 (d) 5

8. Clinical Establishments (Registration and
Regulation) Rules was enacted in which year
(a) 2012 (b)  2010
(c) 2011 (d)  2005

9. Minimum required standards are in which of the
following
(a) Human Resource (b) Emergency Drugs
(c) Essential Equipment (d) All of these

10. The Clinical Establishments Act was notified vide
Gazette notification dated on
(a) 28th February, 2012 (b) 25th February, 2012
(c) 28th January, 2012 (d) 25th February, 2013

3. jkT; uSnkfud LFkkiukvksa dh ifj"kn dk v/;{k dkSu
gk sxk
(a) lfpo ¼LokLF;½ IAS
(b) LokLF; lsok funs’kd
(c) Hkkjrh; fpfdRlk i)fr;ksa dh fofHkUu 'kk[kkvksa ds

funs’kd
(d) buesa ls dksbZ ugha

4. fuEufyf[kr esa ls dkSu ftyk iathdj.k çkf/kdj.k dk
v/;{k gS
(a) ftyk dysDVj
(b) eq[; fpfdRlk vf/kdkjh
(c) ftyk LokLF; vf/kdkjh
(d) LokLF; lsok funs’kd

5. fuEufyf[kr esa vkikrdkyhu nok dkSu lh gS
(a) batsD’ku ,MªsukykbZu
(b) batsD’ku ,Vªksfiu
(c) batsD’ku gkbMªksdkfVZlksu
(d) ;s lHkh

6. uSnkfud çfr"Bkuks a ds fy, jkT; ifj"kn esa fdrus
lnL; gSa
(a) 12 (b) 14
(c) 15 (d) 16

7. uSnkfud LFkkiukvksa ds fy, ftyk Lrj ij DM }kjk
fdrus lnL;ksa dks ukfer fd;k tkrk gS
(a) 4 (b) 3
(c) 2 (d) 5

8. uSnkfud çfr"Bku ¼iathdj.k vkSj fofu;eu½ fu;e
fdl o"kZ esa vf/kfu;fer fd, x, Fks
(a) 2012 (b) 2010
(c) 2011 (d) 2005

9. U;wure vko’;d ekud fuEufyf[kr es a ls fdlesa
gS a
(a) ekuo lalk/ku (b) vkikrdkyhu vkS"kf/k;k¡
(c) vko’;d midj.k (d) ;s lHkh

10. fDyfudy ,LVsfCy’kesaV~l ,DV dks xStsV vf/klwpuk esa
dc vf/klwfpr fd;k x;k Fkk
(a) 28 Qjojh] 2012 (b) 25 Qjojh] 2012
(c) 28 tuojh] 2012 (d) 25 Qjojh] 2013

ANSWER KEY ¼mÙkj dqath½

10 – b9 – a8 - b7 - c6 - b5 - b4 - c3 - b2 - b1 - b
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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 _________ years.

5. The Act initially came into force in four states,
namely ________, ________, ________, and ________.

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 registration and

permanent registration.
5. Write short notes on this

(a) 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.

1. Dyhfudy çfr"Bku vf/kfu;e _________________ dks ykxw
gqvkA

2. uSnkfud çfr"Bku vf/kfu;e dks _________ dks vkf/kdkfjd
jkti= esa vf/klwfpr fd;k x;k FkkA

3. jk"Vªh; ifj"kn dh cSBd çR;sd _________ eghus esa de ls
de ,d ckj gksxhA

4. jk"Vªh; ifj"kn ds fuokZfpr lnL; _________ o"kZ rd in
ij cus jgsaxsA

5. ;g vf/kfu;e 'kq: esa pkj jkT;ksa] ________, ________,
________ vkSj ________ esa ykxw gqvkA

y?kq mÙkjh; ç’u

¼çR;sd ç’u 4 vad dk gS½
1. uSnkfud LFkkiuk dks ifjHkkf"kr dhft,A

2. uSnkfud LFkkiuk ds mís’; fyf[k,A

3. uSnkfud LFkkiuk vf/kfu;e ds vuqlkj vijk/k vkSj naM

nhft,A

4. vuafre iathdj.k vkSj LFkk;h iathdj.k ds ckjs esa fy[ksaA

5. bl ij laf{kIr uksV~l fy[ksa:

(a) uSnkfud LFkkiukvksa ds fy, iathdj.k vkSj ekud

(b) iathdj.k dh çfØ;k

nh?kZ mÙkjh; ç’u
¼çR;sd ç’u 8 vad dk gS½
1. U;wure vko’;d ekud dh O;k[;k djsaA

2. jk"Vªh; uSnkfud LFkkiuk ifj"kn vkSj jk"Vªh; ifj"kn ds

dk;ksaZ dh O;k[;k dhft,A

3. LVsV dkmafly Q‚j Dyhfudy ,LVsfCy’kesaV vkSj LVsV

v‚Q us’kuy dkmafly dks le>kb,A

4. uSnkfud LFkkiuk ds iathdj.k dh çfØ;k dks Li"V dhft,

5. uSnkfud LFkkiuk dh 'kfä ,oa nkf;Roksa dk o.kZu dhft,A

6. ftyk jftLVªhdj.k çkf/kdj.k ij fVIi.kh fyf[k,A

THEORETICAL QUESTIONS ¼lS)kafrd ç’u½

1. 1st March 2012   ¼1 ekpZ 2012½ 2. 28th February 2012 ¼28 Qjojh 2012½

3. Three ¼rhu½ 4. Three  ¼rhu½
2. Arunachal Pradesh, Himachal Pradesh, Mizoram, Sikkim

¼v#.kkpy çns’k] fgekpy çns’k] fetksje] flfDde ½

ANSWER KEY ¼mÙkj dqath½

FILL IN THE BLANKS ¼fjä LFkku Hkjsa½
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1. Segregation:

 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.

 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:

 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.

 HCF should ensure collection, transportation,

treatment and disposal of bio-medical waste as per

BMWM Rules, 2016

 HCF should also ensure disposal of human

anatomical waste, animal anatomical waste, soiled

waste and biotechnology waste within 48 hours.

1. i`FkDdj.k:

 BMWM  fu;e] 2016 dh vuqlwph& I ds rgr

fu/kkZfjr jax dksfMax ds vuqlkj LokLF; lqfo/kk ls

mRiUu tSo&fpfdRlk vif’k"V dks mRiknu ds fcanq ij

vyx djuk vko’;d gSA

 mfpr vif’k"V i`FkDdj.k lqfuf’pr djus ds fy,

fuEufyf[kr xfrfof/k;ksa dk ikyu fd;k tkuk gS:

(a) vif’k"V dks L=ksr ds l̀tu ds le; i`Fkd fd;k tkuk

pkfg, u fd ckn ds pj.kksa esaA tSlk fd igys Hkh

ifjHkkf"kr fd;k x;k gS] “IokbaV v‚Q tsujs’ku" dk

vFkZ ml LFkku ls gS tgka dpjk 'kq: esa mRiUu gksrk

gS] tek gksrk gS vkSj M‚DVj / uflaZx LVkQ vkfn ds

fu;a=.k esa gksrk gS tks jksxh dks mipkj çnku dj

jgk gS vkSj bl çfØ;k es a tSo&fpfdRlk

vif’k"V iSnk dj jgk gSA

(b) lHkh okMksa Z ds lkFk&lkFk vif’k"V HkaMkj.k {ks= esa

ck;ks&esfMdy dpjk i`FkDdj.k ds fy, iksLVj/IysdkMZ

miyC/k djk, tk,aA

(c) tSo&fpfdRlk vif’k"V ds mRiknu ds le; i;kZIr la[;k

esa jax dksfMr fMCcs/daVsuj vkSj cSx miyC/k gksus

pkfg,A

(d) dyj dksMsM IykfLVd cSx IykfLVd vif’k"V çca/ku

fu;e] 2016 ds vuq:i gksus pkfg,A IykfLVd cSx vkSj

daVsujksa ds fy, fofunsZ’kksaA

(e) tSo&fpfdRlk vif’k"V gSaMfyax deZpkfj;ksa dks dkfeZd

lqj{kkRed midj.k çnku djukA

2. laxzg:

 vLirky ds çR;sd okMZ ls çfrfnu ,d fuf’pr varjky

ij ck;ks esfMdy dpjk ,d= fd;k tk,A fnu ds nkSjku

okMksaZ ls dbZ laxzg gks ldrs gSaA

 HCF dks BMWM  fu;e] 2016 ds vuqlkj tSo&fpfdRlk

dpjs dk laxzg] ifjogu] mipkj vkSj fuiVku lqfuf’pr

djuk pkfg,

 HCF  dks 48 ?kaVs ds Hkhrj ekuo 'kkjhfjd vif’k"V]

i’kq 'kkjhfjd vif’k"V] xans vif’k"V vkSj tSo çkS|ksfxdh

vif’k"V dk fuiVku Hkh lqfuf’pr djuk pkfg,A
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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.

 mipkj vkSj fuiVku: v‚VksDysfoax ;k ekbØks&osfoax/

gkbMªksDysfoax ds ckn JsfMax ;k mRifjorZu ;k ulcanh

vkSj drju dk la;kstuA mipkfjr vif’k"V dks iath—r

;k vf/k—r iqupZØ.kdrkZvksa dks ;k ÅtkZ çkfIr ds fy,

;k IykfLVd ls Mhty ;k bZa/ku rsy ;k lM+d cukus

ds fy,] tks Hkh laHko gks] Hkstk tkuk pkfg,A IykfLVd

dpjs dks yS aMfQy lkbVks a ij ugha Hkstk tkuk

pkfg,A

3. vif’k"V dk çdkj : lQsn ¼ikjn’khZ½

(a) /kkrqvksa lfgr vif’k"V 'kki :

 vyxko: lqbZ] fuf’pr lqb;ksa ds lkFk lhfjat] lqbZ fVi

dVj ;k cuZj ls lqbZ] Ldsyisy] CysM] ;k dksbZ vU; nwf"kr

rst oLrq tks iapj vkSj dVkSrh dk dkj.k cu ldrh gSA

blesa bLrseky fd, x,] NksM+s x, vkSj nwf"kr /kkrq ds 'kkiZ

nksuksa 'kkfey gSa

 cSx vkSj daVsuj dk çdkj: iapj lcwr] fjlko lcwr]

 VSEij&çwQ daVsuj

 mipkj vkSj fuiVku: vkVksDysfoax ;k MªkbZ ghV
LVjykbts’ku ds ckn /kkrq ds daVsuj ;k lhesaV daØhV esa
VqdM+s&VqdM+s djuk ;k fo—r djuk ;k ,udSIlqys’ku djuk;
JsfMax lg vkVksDysfoax dk la;kstu; vkSj vafre fuiVku
ds fy, ykSg QkmaMªht ¼jkT; çnw"k.k fu;a=.k cksMksaZ ;k
çnw"k.k fu;a=.k lfefr;ksa ls lapkfyr djus dh lgefr ds
lkFk½ ;k lsusVjh ySaMfQy ;k ukfer daØhV vif’k"V 'kkiZ
fiV esa Hkstk tkrk gSA

4. dpjs dk çdkj: uhyk

(a) dkap ds cus inkFkZ%

 vyxko: lkbVksVksfDld dpjs ls nwf"kr yksxksa dks NksM+dj

nok dh 'khf’k;ksa vkSj  batsD’ku dh 'kh’khs lfgr VwVk gqvk

;k R;kx fn;k x;k vkSj nwf"kr XyklA

 cSx vkSj daVsuj dk çdkj: uhys jax ds vadu ds lkFk

dkMZcksMZ cDls

 mipkj vkSj fuiVku: dhVk.kq’kks/ku ¼fMVtsaZV vkSj lksfM;e

gkbiksDyksjkbV mipkj ds lkFk lQkbZ ds ckn /kqys gq,

dkap ds dpjs dks fHkxksdj½ ;k vkVksDysfoax ;k ekbØksosfoax

;k gkbMªksDysfoax ds ek/;e ls vkSj fQj jhlkbfDyax ds

fy, Hkstk tkrk gSA
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18.1 INTRODUCTION TO BIOETHICS

Bioethics is the study of ethical issues related to

biological research and its applications,

particularly in medicine.
 Focus Areas in Bioethics:

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

 It covers following areas like:

o Genetic engineering (modifying genes).
o Organ transplantation (transferring organs from

one person to another).
 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.
 Bioethics is branch of applied ethics that studies

the philosophical, social and legal issues arising
in medicine and the life sciences.

 It is chiefly concerned with human life and well-

being.
 Focused primarily on issues arising out of the

physician–patient relationship.
 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,

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

18.2 HISTORY OF BIOETHICS

 The first font of bioethics was related to human

experimentation.

18.1 ck;ks,fFkDl ¼tSouSfrdrk½ dk ifjp;

ck;ks,fFkDl tSfod vuqla/kku vkSj blds vuqç;ksxksa ls
lacaf/kr uSfrd eqíksa dk v/;;u gS] fo’ks"k :i ls fpfdRlk
esaA
 ck;ks,fFkDl esa Qksdl {ks= :

;g ns[krk gS fd  tho foKku esa ubZ [kkstksa vkSj rduhdksa
esa D;k lgh vkSj xyr gSA

 blesa fuEukfyf[kr ,sls {ks= 'kkfey gSa :
o tsusfVd bathfu;fjax ¼thu dks la’kksf/kr djuk½A
o vax çR;kjksi.k ¼vaxksa dks ,d O;fä ls nwljs O;fä esa

LFkkukarfjr djuk½A
 ck;ks,fFkDl ¼xzhd 'kCn “ck;ksl" ftldk vFkZ gS “thou";

vkSj “,Fkksl" ftldk vFkZ gS “uSfrd LoHkko] O;ogkj"½
'kCn dks 1927 esa Fritz Jahr us ,d ys[k esa x<+k Fkk]
ftlesa mUgksaus tkuojksa vkSj ikS/kksa ds mi;ksx ls lacaf/kr
“ck;ks,fFkdy bEihjfVo" ds ckjs esa ppkZ dh FkhA

 ck;ks,fFkDl vuqç;qä uSfrdrk dh ,d 'kk[kk gS tks fpfdRlk
vkSj thou foKkuksa esa mRiUu gksus okys nk’kZfud] lkekftd
vkSj dkuwuh eqíksa dk v/;;u djrh gSA

 ;g eq[; :i ls ekuo thou vkSj dY;k.k ls lacaf/kr
gSA

 eq[; :i ls fpfdRld&jksxh laca/k ls mRiUu gksus okys
eqíksa ij /;ku dsafær fd;k x;kA

 çkphu fgIiksØsfVd lkfgR; M‚DVjksa ls ;g vis{kk,¡ djrk
gS fd os vius Kku vkSj 'kfä dk mi;ksx chekjksa dks ykHk
igq¡pkus] mUgsa Bhd djus] u fd uqdlku igq¡pkus] vkSj thou
dks lajf{kr djus ds fy, djsaA

 ;g ewyHkwr ewY; vkSj fl)kar ledkyhu ck;ks,fFkDl dk
,d vfuok;Z fgLlk cus jgrs gSaA

18.2 tSouSfrdrk dk bfrgkl
 ck;ks,fFkDl dk igyk lzksr ekuo ijh{k.k ls lacaf/kr

FkkA

Chapter BIOETHICS
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 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.

18.3 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
principles of Bioethics.

1. Respect for autonomy,

2. Nonmaleficence

3. Beneficence

4. Justice.

1. 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.

2. The Principle of Non-maleficence
 Non-maleficence:   It comes from the Latin

“primum non nocere”, meaning “first, do no
harm”. It emphasizes that healthcare
professionals should not harm the patient
intentionally.

 1980 ds vklikl] /kkfeZd v/;;u ds çksQsljksa us
,d egRoiw.kZ okrkZ J̀a[kyk dks c<+kok fn;k] ftlls
“varjkZ"Vªh; tSouhfr v/;;u lewg" dh LFkkiuk gqbZ]
ftlus /kkfeZd Kku vkSj oSKkfud çxfr dks ,d lkFk
tksM+kA

18.3 tSouhfr ds fl)kar
 vkn’kZ :i ls] fdlh fpfdRlk çFkk dks “uSfrd"

ekuk tkus ds fy,] bls bu pkjks a fl)karks a dk

lEeku djuk pkfg,:

 tSouhfr ds fl)karksa dks fujis{k ugha ekuk tkrk] cfYd ;s

uSfrd fØ;koyh esa 'kfä’kkyh ekxZn’kZd ds :i esa dk;Z

djrs gSaA

 ;s pkj fl)kar fdlh fo’ks"k vuqØe esa O;ofLFkr ugha fd,

tk ldrs ¼vçkFkfed½] vFkkZr dksbZ ,d fl)kar lkekU;

:i ls nwljs fl)kar dks ijkftr ugha djrkA

 tSou h fr d s pkj lke kU;r% Loh—r fl)k ar
gS aA

1. Lok;Ùkrk dk lEeku

2. gkfujfgrrk

3. dY;k.k

4. U;k;

1. Lok;Ùkrk ds fy, lEeku dk fl)kar
dksVZ dh iqf"V: ,d vnkyr ds QSlys esa dgk x;k gS fd
LoLFk fnekx okys çR;sd o;Ld dks ;g r; djus dk vf/
kdkj gS fd muds 'kjhj ds lkFk D;k gksrk gSA
fu.kZ; ysus dk vf/kdkj: çR;sd O;fä ds ikl vius
rdZlaxr fu.kZ; vkSj uSfrd fodYi cukus dh 'kfä gksrh
gSA
lwfpr lgefr: ;g fl)kar lwfpr lgefr ds vH;kl dk
leFkZu djrk gS] tgka jksfx;ksa dks iwjh rjg ls lwfpr fd;k
tkrk gS vkSj LosPNk ls fpfdRlk mipkj ;k çfØ;kvksa ds
fy, lger gksrs gSaA
gsYFkds;j çksQs’kuYl dk –f"Vdks.k: gsYFkds;j is’ksoj
tks ck;ks,fFkDl dk ikyu djrs gSa] Lok;Ùkrk dk lEeku
djus dks çkFkfedrk nsrs gSa] ;g lqfuf’pr djrs gq, fd
jksfx;ksa dk muds fpfdRlk fu.kZ;ksa ij fu;a=.k gSA

2. xSj&nqHkk Zouk dk fl)kar
 xSj&uqdlkunsg% ;g ySfVu ds “çkbee u‚u ukslsja" ls

vk;k gS] ftldk vFkZ gS “igys] dksbZ uqdlku u igqapk,a"A
blesa bl ckr ij tksj fn;k x;k gS fd LokLF; ns[kHkky
is’ksojksa dks tkucw>dj ejht dks uqdlku ugha igqapkuk
pkfg,A
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19.1 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 5th 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

 It 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.

19.1 ifjp;
 miHkksäk laj{k.k vf/kfu;e] 1986 dk çorZu Hkkjr esa

lkekftd&vkfFkZd dkuwuksa ds bfrgkl esa ,d egRoiw.kZ
ehy dk iRFkj gSA

 miHkksäk laj{k.k fo/ks;d] 1986 dks 5 fnlacj] 1986 dks
yksdlHkk esa çLrqr fd;k x;k FkkA

 miHkksäk laj{k.k vf/kfu;e] 1986] miHkksäk laj{k.k fu;e]
1987 vkSj miHkksäk laj{k.k ¼la’kks/ku½ vf/kfu;e] 2002 dk
laf{kIr fooj.kA

 ;g 24 fnlacj] 1986 dks ykxw gqvkA
 ;g iwjs Hkkjr esa ykxw gksrk gS] flok; tEew vkSj d’ehj

jkT; dsA
 miHkksäk laj{k.k fu;e] 1987 vkSj miHkksäk laj{k.k

fofu;e] 2005 ckn esa ikfjr fd, x,A

 miHkksäk laj{k.k vf/kfu;e] 2019 us iqjkus miHkksäk laj{k.k
vf/kfu;e] 1986 dks çfrLFkkfir fd;kA

19.2 mís’;
 bl vf/kfu;e dk eq[; mís’; miHkksäkvksa ds fgrksa dh

csgrj j{kk djuk gSA

 miHkksäkvksa ds fgrks a dh j{kk djus ds fy, vkSj

blds fy, miHkksäk fooknksa ds le; ij vkSj çHkkoh

fuiVku ,oa ç’kklu gsrq çkf/kdj.kks a dh LFkkiuk

djukA

19.3 ifjHkk"kk,¡
1. foKkiu: bldk vFkZ gS dksbZ Hkh JO; ;k –’; çpkj]

çLrqfr] leFkZu ;k ?kks"k.kk tks çdk’k] /ofu] /kqavk] xSl]

eqæ.k] bysDVª‚fud ehfM;k] baVjusV ;k osclkbV ds

ek/;e ls dh tkrh gS] vkSj blesa dksbZ Hkh lwpuk] ifji=]

yscy] fyQkQk] pkyku ;k vU; nLrkost 'kkfey

gSaA

Chapter
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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: It includes the President and a member

of the National Commission or a State Commission

or a District Commission

19.4 CONSUMER  PROTECTION  COUNCILS

 There are the following three Consumer

Protection Councils :-

1. The Central Consumer Protection Council.

2. The State Consumer Protection Councils.

3. District Forum.

1. 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.

 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.

 Procedure for meetings of Central Council

 The Central Council shall meet as and when

necessary, but at least one meeting of the Council

shall be held every year.

8. nks"k : xq.koÙkk] ek=k] {kerk] ifo=rk ;k ekud esa dksbZ

nks"k] tks fdlh Hkh dkuwu ds rgr ;k fdlh vuqca/k ds

vuqlkj] Li"V ;k vçR;{k :i ls ;k fdlh O;kikjh

}kjk fdlh Hkh oLrq ;k mRikn ds laca/k esa fdlh Hkh :i

esa nkok fd;k x;k gks] tks cuk, j[kk tkuk vko’;d

gSA

9. deh : fdlh Hkh nks"k] viw.kZrk] deh ;k vi;kZIrrk tks

fdlh lsok ls lacaf/kr gks vkSj ftls fdlh çpfyr dkuwu

ds rgr cuk, j[kuk vko';d gks] ;k ftls fdlh O;fä

}kjk vuqca/k ds rgr ;k vU;Fkk djus dk nkf;Ro fy;k

x;k gks] ;fn og visf{kr xq.koÙkk] ç—fr ;k fu"iknu ds

rjhds esa deh n'kkZrk gksA

10.jk"Vªh; vk;ksx : bldk vFkZ gS jk"Vªh; miHkksäk fookn

fuokj.k vk;ksxA

11.lnL; : blesa jk"Vªh; vk;ksx] jkT; vk;ksx ;k

ftyk vk;k sx d s v/;{k vk S j lnL; 'kk fey

gSaA

19.4 miHkksäk laj{k.k ifj"kn
 fuEu fyf[ kr rhu miH k k säk l aj{ k . k i fj " kn

gSa:
1. dsaæh; miHkksäk laj{k.k ifj"kn
2. jkT; miHkksäk laj{k.k ifj"knsa
3. ftyk eap

1. dsaæh; miHkksäk laj{k.k ifj"kn :

 dsaæh; ljdkj] vf/klwpuk }kjk] ml frfFk ls dsaæh; miHkksäk

laj{k.k ifj"kn dh LFkkiuk djsxh] tSlk fd og ml

vf/klwpuk esa fufnZ"V dj ldrh gS] ftls dsaæh; ifj"kn ds

uke ls tkuk tk,xkA

 dsaæh; ifj"kn ,d lykgdkj ifj"kn gksxh vkSj blds

lnL; fuEufyf[kr gksaxs:

(a) dsaæh; ljdkj ds miHkksäk ekeys foHkkx ds çHkkjh ea=h]

tks v/;{k gksaxs

(b) vU; ljdkjh ;k xSj&ljdkjh lnL;] tks fu/kkZfjr fgrksa

dk çfrfuf/kRo djsaxsA

 dsaæh; ifj"kn dh cSBdksa dh çfØ;k

 dsaæh; ifj"kn rc rd cSBd djsxh tc vko’;d gks]

ysfdu ifj"kn dh de ls de ,d cSBd gj lky vk;ksftr

dh tkuh pkfg,A
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10. Who is eligible to be appointed as a President of

National Consumer Dispute Redressal Forum

(a) Chief Justice of High Court

(b) Judge of Supreme Court

(c) Attorney General of India

(d) Judge of High Court

1. The Consumer Protection Act was enacted in the year

______ to provide better protection of consumer rights.

2. Under the Act, a consumer is defined as a person

who buys goods or avails of services for ______________

consideration.

3. The Consumer Protection Act provides for the

establishment of consumer dispute redressal forums

at the _______ level, State level, and National level.

Short answer questions

(each question carry 4 marks)

1. What are objective of Consumer Protection Act?

2. What is Consumer and Consumer Rights?

3. Write the offences and penalties under the

Consumer Protection Act
Long answer questions

(each question carry 8 marks)

1. Explain brief the Consumer Protection Council.

2. Explain in detail Consumer Disputes Redressal

Agencies.

10 - jk"Vªh; miHkksäk fookn fuokj.k vk;ksx ds v/;{k ds

:i esa fdls fu;qä fd;k tk ldrk gS

(a) mPp U;k;ky; ds eq[; U;k;k/kh’k

(b) loksZPp U;k;ky; dk U;k;k/kh’k

(c) Hkkjr ds vV‚uhZ tujy

(d) mPp U;k;ky; dk U;k;k/kh’k

1. miHkksäk laj{k.k vf/kfu;e _______ o"kZ esa miHkksäk vf/kdkjksa
ds csgrj laj{k.k ds fy, ykxw fd;k x;k FkkA

2. vf/kfu;e ds rgr] miHkksäk dks ,slk O;fä ifjHkkf"kr
fd;k x;k gS tks _______ çfrQy ds fy, oLrqvksa dks
[kjhnrk gS ;k lsokvksa dk ykHk mBkrk gSA

3. miHkksäk laj{k.k vf/kfu;e miHkksäk fookn fuokj.k Qksje
dh LFkkiuk _______ Lrj] jkT; Lrj vkSj jk"Vªh; Lrj ij
çnku djrk gSA

y?kq mÙkjh; ç’u

¼çR;sd ç’u 4 vad dk gS½
1. miHkksäk laj{k.k vf/kfu;e ds mís’; D;k gSa\

2. miHkksäk vkSj miHkksäk vf/kdkj D;k gSa\

3. miHkksäk laj{k.k vf/kfu;e ds rgr vijk/k vkSj naM

fy[ksaA

nh?kZ mÙkjh; ç’u
¼çR;sd ç’u 8 vad dk gS½
1. miHkksäk laj{k.k ifj"kn dks la{ksi esa le>kb,A

2. miHkk säk fookn fuokj.k ,ts afl;k s a dk s foLrkj ls

le>kb,A

ANSWER KEY ¼mÙkj dqath½

THEORETICAL QUESTIONS ¼lS)kafrd ç’u½

10 - b9 - a8 - a7 - a6 - b5 - a4 - a3 - c2 - a1 - b

FILL IN THE BLANKS ¼fjä LFkku Hkjsa½

ANSWER KEY ¼mÙkj dqath½

1. 1986 2. a lawful  ¼,d oS/k½ 3. District  ¼ftyk½
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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.

 It 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.

Chapter THE DISASTER MANAGEMENT 
ACT, 2005
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20.1 ifjp;
 vkink çca/ku vf/kfu;e 2005 ¼DMA 2005½

vkinkvksa vkSj mlls tqM+s vU; ekeyksa ds dq’ky çca/ku

ds fy, Hkkjr ljdkj }kjk ikfjr ,d vf/kfu;e

gSA

 bls 23 fnlacj 2005 dks Hkkjr ds jk"Vªifr dh lgefr

çkIr gqbZA

 ;g vf/kfu;e COVID&19 dh 'kq#vkr ds lkFk [kcjksa

esa vk;k] ftlds ckn iwjs Hkkjr esa rkykcanh gqbZA vkink

çca/ku vf/kfu;e 2005 ds rgr y‚dMkmu yxk;k x;k

FkkA

 ;g vf/kfu;e laiw.kZ Hkkjr ij ykxw gSA

 vf/kfu;e x`g ea=ky; dks ns’k esa lexz jk"Vªh; vkink

çca/ku dh ns[kHkky ds fy, ftEesnkj uksMy ea=ky; ds

:i esa ukfer djrk gSA

 vkink dsoy Hkwdai] ck<+] la?k"kZ] LokLF; egkekjh ;k

vkS|ksfxd nq?kZVuk tSlh fdlh ?kVuk dk ?kfVr gksuk ugha

gS] vkink rc ?kfVr gksrh gS tc og ?kVuk@çfØ;k ekuo

vkcknh ij udkjkRed çHkko Mkyrh gSA

20.2 mís’;
 vkinkvksa dk çca/ku djuk] ftlesa 'keu j.kuhfr;ksa dh

rS;kjh vkSj {kerk fuekZ.k 'kkfey gSA

 vkinkvksa ds çHkkoh çca/ku vkSj mlls tqM+s ;k mlds

vkuq"kafxd ekeyksa ds fy, çko/kku djukA

 vkink ls çHkkfor yksxksa dks mudh ftanxh okil fnykuk

vkSj mudh enn djukA
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(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

2. Punishment for false claim: - punishable with

imprisonment for a term which may extend to two

years, and also with fine.

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

4. Punishment for false warning - punishable with

imprisonment which may extend to one year or

with fine.

5. 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.

6. 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) iqfyl v/kh{kd] insu

(e) ftys ds eq[; fpfdRlk vf/kdkjh] insu

(f) jkT; ljdkj }kjk fu;qä fd, tkus okys nks ls vf/kd

ftyk Lrjh; vf/kdkjh ugha gksaxsA

 fdlh Hkh ftys esa tgka ftyk ifj"kn ekStwn gS]

mldk v/;{k ftyk çkf/kdj.k dk lg&v/;{k

gksxkA

 jkT; ljdkj ,d vf/kdkjh dh fu;qfä djsxh tks vfrfjä

dysDVj ;k vfrfjä ftyk eftLVªsV ;k vfrfjä mik;qä

ds in ls uhps dk u gksA

20.5 vijk/k vkSj naM
1. ck/kk Mkyus vkfn ds fy, ltk:& nks"k fl) gksus ij ,d

o"kZ rd dh dSn ;k tqekZuk ;k nksuksa ls nafMr fd;k tk

ldrk gSA

2. >wBs nkos ds fy, ltk:& nks lky rd dh dSn vkSj tqekZus

ls Hkh nafMr fd;k tk ldrk gSA

3. /ku ;k lkexzh vkfn ds nq#i;ksx ds fy, ltk & nks lky

rd dh dSn vkSj tqekZus ls Hkh nafMr fd;k tk ldrk

gSA

4. >wBh psrkouh ds fy, ltk & dkjkokl ls naMuh;] ftls

,d o"kZ rd c<+k;k tk ldrk gS ;k tqekZuk yxk;k tk

ldrk gSA

5. drZO; esa vf/kdkjh dh foQyrk ;k mldh feyhHkxr ls

bl vf/kfu;e ds çko/kkuksa dk mYya?ku & ,d vof/k ds

fy, dkjkokl ls naMuh; gS ftls ,d o"kZ rd c<+k;k tk

ldrk gS ;k tqekZuk yxk;k tk ldrk gSA

6. vf/kxzg.k ds laca/k esa fdlh Hkh vkns’k ds mYya?ku ds fy,

tqekZuk& ,d vof/k ds fy, dkjkokl ls naMuh;] ftls

,d o"kZ rd c<+k;k tk ldrk gS ;k tqekZuk ;k nksuksa ls

nafMr fd;k tk ldrk gSA
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21.1 INTRODUCTION

 Medical devices are used in medicine, surgery and

community all over the world.

 Objectives of ensuring protection of the health &

safety of patients, healthcare professionals and

others.

 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.

 Medical Devices Rules, 2017 come into force with

effect from 1st day of January, 2018.

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

 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.

21.1 ifjp;
 fpfdRlk midj.kksa dk mi;ksx fpfdRlk] 'kY; fpfdRlk

vkSj leqnk; esa iwjh nqfu;k esa fd;k tkrk gSA

 jksfx;ksa] LokLF; ns[kHkky is’ksojksa vkSj vU; yksxksa ds

LokLF; vkSj lqj{kk dh lqj{kk lqfuf’pr djus ds

mís’;A

 Hkkjr ljdkj ds LokLF; vkSj ifjokj dY;k.k ea=ky; us

ns’k esa mi;ksx fd, tk jgs fpfdRlk midj.kksa dks fofu;fer

djus ds fy, esfMdy fMokbl :Yl 2017 is’k fd,

gSaA

 fpfdRlk midj.k fu;e] 2017] 1 tuojh 2018 ls çHkkoh

gks x, gSaA

 11 Qjojh] 2020 dks LokLF; vkSj ifjokj dY;k.k ea=ky;

}kjk tkjh vf/klwpuk ds vuqlkj] 1 vçSy 2020 ls ekuo

vkSj i’kqvksa esa mi;ksx fd, tkus okys lHkh fpfdRlk

midj.kksa dks **nok ¼MªXl½** ds :i esa ekuk tk,xkA

 bu fu;eksa dk eq[; mís’;

(a) ns’k es a fpfdRlk midj.kk s a dh uSnkfud tkap]

fuekZ.k] vk;kr] fcØh vkSj forj.k dks fofu;fer

djukA

(b) esfMdy fMokbl ds fy, ,d O;kid dkuwu çnku

djuk ftlls esd bu bafM;k igy dks c<+kok

feysxkA

21.2 ifjHkk"kk
1. fpfdRlk midj.k : bldk vFkZ gS&
(a) ,sls inkFkZ tks bu foVªks Mk;Xuksfll ¼’kjhj ds ckgj

ijh{k.k½] 'kY; fpfdRlk Mªsflax] 'kY; fpfdRlk cSaMst]
'kY; fpfdRlk LVsiy] 'kY; fpfdRlk Vkads ¼L;wpj½] fyxspj]
jä vkSj jä ?kVd laxzg.k cSx ¼,aVhdks,xqysaV ds lkFk ;k
fcuk½ esa mi;ksx fd, tkrs gSaA

Chapter MEDICAL DEVICES
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21.3 CLASSIFICATION OF MEDICAL

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.

 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).

21.3 fpfdRlk midj.kksa dk oxhZdj.k

fpfdRlk midj.k vkSj bu&foVªks Mk;XuksfLVd midj.k

¼IVD½ dks GHTF ¼Xykscy gkeksZukbts’ku VkLd QkslZ½ ds

fn’kk&funsZ’kksa ds vuqlkj pkj oxksaZ ¼Classes½ esa oxhZ—r

fd;k tkrk g SA ;g oxh Zdj.k mi;ksx ds ladsr

¼Indications for use½ vkSj midj.k ds tksf[ke Lrj

¼Risk Level½ ds vk/kkj ij fd;k tkrk gSA

 fofu;eu :

 H kkjr e s a  foi.ku  fd, tkus oky s fpfdRlk

midj.k vkSj bu&foVªks Mk;XuksfLVDl  dks esfMdy

fMokbl :Yl 2017 ¼MDR17½ vkSj MªXl ,aM d‚LesfVDl

,DV] 1940 ds çko/kkuksa ds vuqlkj dsaæh; vkS"kf/k ekud

fu;a=.k laxBu }kjk nok  ds :i esa fofu;fer fd;k

tkrk gSA

 dsoy os midj.k] ftUgsa ljdkj }kjk vf/klwfpr

fd;k x;k gS] fofu;eu ds varxZr vkrs gSa vkSj MDR17

ds fu;eksa ds rgr vkrs gSaA

 CDSCO dk usr̀Ro Hkkjr ds vkS"kf/k fu;a=d djrs gSa] vkSj

vuqeksnu dh ftEesnkjh dsaæh; ykblsaflax çkf/kdj.k  vkSj

jkT; ykblsaflax çkf/kdj.k  ds chp lk>k dh tkrh gSA

CLASS B (Dykl B)

CLASSIFICATION OF MEDICAL DEVICE
fpfdRlk midj.kksa dk oxhZdj.k

CLASS A (Dykl A) CLASS C (Dykl C) CLASS D (Dykl D)

Thermometer, 
Absorbent Cotton 

Alcohol Swabs 
Surgical dressing
FkekZehVj, vCl‚csaZV

d‚Vu, vYdksgy

Locl, lftZdy Mªsflax

B.P. monitoring 
device, Disinfectant 
Hypodermic needles
B.P. e‚fuVfjax fMokbl, 
fMlbaQsDVsaV, gkbiksMfeZd

uhMYl

Lung ventilators, 
Implants, 

Hemodialysis 
Catheter

Yax osafVysVlZ, bEIykaV~l,
gseksfMvyhfll dSfFkVj

Heart Valve, 
Angiographic 

Guide Wire
gkVZ okYo,

vfUxvksxzkfQd
xkbM ok;j

Low Risk
(yks fjLd)

Low Moderate Risk
(yks e‚MjsV fjLd)

Moderate High Risk
(e‚MjsV gkbZ fjLd)

High Risk 
(gkbZ fjLd)
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