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" INTRODUCTION.............. .

* Objectives, Definitions, Legal definitions of
schedules to the Act and Rules

* Import of drugs - Classes of drugs and
cosmetics prohibited from import,
* Import under license or permit.

3 ™
MANUFACTURE OF DRUGS....,

* Prohibition of manufacture and sale of certain drugs,

» Conditions for grant of license and conditions of
license for manufacture of drugs,

o Manufacture of drugs for test, examination and
analysis,

o manufacture of new drug, loan license and
repacking license.
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SALE OF DRUGS.............

* Wholesale, Retail sale and
Restricted license,

* Records to be kept in a pharmacy

sale in India

* Drugs Prohibited for manufacture and

\
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ADMINISTRATION OF THE

ACT AND RULES..................

* Drugs Technical Advisory Board,
Central Drugs Laboratory, Drugs
Consultative Committee,
Government analysts, licensing
authorities, controlling authorities,

Drug Inspectors.
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iThe Drugs Technical Advisory Board (DTAB)]

The Central Government
establishes the Central
. Drugs Technical Advisory

' Board (CDTAB) to provide
l] ﬂ I ﬂ | ﬂ T technical advice to both
the Central and State
O O O Governments on matters

Act, 1940.

ﬂ The Board also performs other
duties assigned to it under the Act.

() related to the administration
T/ fv\ of the Drugs and Cosmetics
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( f v Z AN @ Director, Central Drug Laboratory, Kolkata
(FAder, B sitafer ygTeITet, Hictebran)
r 1 VasN Director, Central Research Institute, Kasauli
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MEMBERS
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Director, Indian Veterinary Research Institute, Izatnagar
(Fiders, YRd 9] fefdsedm SHer T, SSTdTR)

Director, Central Drug Research Institute, Lucknow
(Fieeres, et Situfer SrHe™ UM, dE-s)
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President, Medical Council of India (MCI)
(3reed, fr%aa—crr Bl 3h gfsan)
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President, Pharmacy Council of India (PCI)
(3rezer, Bt HEfEe 3Tt Sfean)
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NOMINATED MEMBERS | [ =]
Two persons nominated by Central Government O O
@ from persons in charge of drug control in India L A~
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One person from pharmaceutical industry
nominated by Central Government
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One person from pharmaceutical industry
@ nominated by Central Government
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A teacher in pharmacy / pharmaceutical chemistry / pharmacognosy

elected by PCI Executive Committee

(PCI risRuft gRT fHaiferd B! / BHEgfehe v / BrferR & fes) % )
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A teacher in medicine or therapeutics

elected by PCl Executive Committee
(PCI gr FRaifea fefdaar ar fefdanfasm feiems)
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3 ® Elected and nominated members hold o faifad 3Rk At e i vl & PridTe
YEARS office for a term of three years. & foly g W % &
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QQQ other staff members as i HARAPAIR Fa 3R 54
_ Il required for the functioning | FHeIal Bl FRYf Pl ¢

of the Board. |
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&) SUB-COMMITTEES ¢

\ R e The Board has the authority to
form sub-committees.
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® Such sub-committees may include
members or non-members and are
appointed for a period not
exceeding three years, or

B temporarily for specific matters.




" CENTRAL DRUGS LABORATORY (CDL)

The Central Government has
established the Central Drugs
” ﬂ |~| Laboratory (CDL) under the
———1 supervision of a Director appointed
by the Central Government.
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CDL

CENTRAL DRUGS
LABORATORY
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" CENTRAL DRUGS LABORATORY (CDL)

o

The Central Government has

@ established the Central Drugs
Laboratory (CDL) under the
supervision of a Director appointed
by the Central Government.

o 'i\‘l-] The laboratory is responsible for
g: performing the functions assigned
& — A to it under the Drugs and
Cosmetics Act, 1940 and the
related Rules.

The CDL is located in
Kolkata (Calcutta).
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CDL

CENTRAL DRUGS
LABORATORY
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FUNCTIONS OF THE

CENTRAL DRUGS LABORATORY

'an'

El=EL

1. To analyze and test
drug samples sent by
Customs authorities
or Courts.

2. As the CDL cannot test
@ all categories of products,
, _ certain other Government
T laboratories and institutes
1 n are authorized to carry out
) specific functions of the CDL:
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CDL

CENTRAL DRUGS
LABORATORY
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e Central Research _ -
/E Institute, Kasauli - bl 3'3“0” il
s Testing of sera, vaccines, ) g, mﬂ, iR, TEfom, SRt ¥,
toxins, antigens, T TXelTews i /
ﬁl | ﬂ bacteriophages, and | nl I n " i A e fi
sterilized surgical Gz T WIGHT T =
sutures and ligatures. ‘S NS
. o N o
i a N
o Pasteur Institute of India, : ‘
A Coonoor R A @ tﬂ?ﬂ'{ S’Eriaqa m '5'%?17 W R
0 and Enterovirus Research {poLio0 f 3. 7o GERIaaet 9l 9, 7% - [ oo ﬁ
L VACCINE | VACCINE
J.ﬂ\ lﬂl Cen-tre, Mumbal | = rm \ﬂl S e —J
Testing of polio vaccine.
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FUNCTIONS OF THE CENTRAL DRUGS LABORATORY]

Indian Veterinary Research Institute, L MRdR 9g) Rifeean sgau SR,
Izatnagar or Mukteshwar - ; SUTATR T Johear —
Testing of antisera, toxoids, vaccines, ' ge] I9ANT & forg YRR, ciaiss, dadta

and diagnostic agents for veterinary use. 3R SIHIRCSD Yol T GRI&0T BT
Central Indian Pharmacopoeia Laboratory, Lk BEld MR BETBITIIT TR,
Ghaziabad - : MoRTETE -

Testing of condoms. § HEH BT G0 HRAT

o N




CDL (=7 FUNCTIONS OF THE CENTRAL DRUGS LABORATORY
T 0;62 + B 3fer gANTATAT & BFRf

Indian Veterinary Research Institute, L MRdR 9g) Rifeean sgau SR,
[ - Izatnagar or Mukteshwar - ; SUTATR T Johear —
W"\ @ Testing of antisera, toxoids, vaccines, E ge] I9ANT & forg YRR, ciaiss, dadta
and diagnostic agents for veterinary use. 5 3R SAHIREH ToicH BT URI&I0T AT )
<
e Central Indian Pharmacopoeia Laboratory, | * &gl MR BHIBITGIT FIRTATEAT,
@) Ghaziabad - o -
. Testing of condoms. : HEIH DI URIE0T HRAT| )
a N
\ Laboratory of the Serologist and Chemical | % YRd WHR b HRIAINE Td I9-HS Wigid
lL O Examiner to the Government of India, Kolkata - &l TANTRATET, PlctehTdl —
L > Testing of VDRL antigen. i VDRL UEIS &7 U_I&0T AT | )
o~ Department of Biomedical Engineering, L x Slg-fafeear sfagifdt fawm, ]
ﬂ IIT New Delhi - e A, 7 R -
L \ / Testing of intrauterine devices (IUDs). : SCIYCRTEA f8argd (IUDs) &1 Ttaor & | )
Homeopathic Pharmacopoeia Laboratory, | BRI WriRI AT YRITLITET,
Y Ghaziabad - S -
C—J080 Testing of homeopathic medicines. E g el &1 geror HRAT|
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3. SAMPLE SUBMISSION | (3. e Doy

¢ All samples must be sent o it Usiipd ST
by registered post in a W& 7 A9 aﬁggtﬁq,

sealed packet. ; ey
=« Accompanied by a ® ﬁﬂfﬁ%m ¥ 9EREq &
g Vv |

memorandum in the
o {3291 & A HaIfed & |

prescribed form.
* Addressed to the Director. |
4. AT Bt urfe
i W, Yobe &l dbael e

4. RECEIPT OF SAMPLES

I
On receipt, the packet is @
opened only by an
authorized officer
appointed by the Director.
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FUNCTIONS OF

THE CENTRAL DRUGS LABORATORY (an)
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. SAMPLE SUBMISSION

All samples must be sent
by registered post in a
sealed packet.
Accompanied by a
memorandum in the
prescribed form.

e Addressed to the Director.

4. RECEIPT OF SAMPLES

On receipt, the packet is
opened only by an
authorized officer
appointed by the Director.

all &

5. TEST REPORT

After testing, the test results
along with complete test
protocols are forwarded

to the sender.

6. CERTIFICATE

Certificates issued by the
laboratory must be signed by
the Director or a Central

Government-authorized officer. »

— %
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o ft T Gofipd ST gRT
Hevdg Udbe H Wl 9 d1fey |

o [uiRd yua & AREH &
1T Ul AU |

o {4291 & A Halfed B |

4. AT Bt urfe
Tifey W, tbe Pl Haa fAeerp
g1 g sifdigpd ifder
ERT & Qe Sirar &

TEST RESULTS &

PROTOCOLS

SENT TO SENDER

5. wigmr Ruré

® gdteur & gy, TR & 1y
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D.Pharma 2 Year &, @
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Bilingual (Hindi+€nglish)

1BOOK \ 2LANGUAGE SUBJECT
fare Ee e

COMMUNITY PHARMACY &
MANAGEMENT

BIOCHEMISTRY & CUNICAL
PATHOLOGY

PHARMACOTHERAPEUTICS
HOSPITAL & CUNICAL PHARMACY
PHARMACY LAW & ETHICS

RMACY INDIA

www.pharmacyindia.co.in
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DRUGS CONSULTATIVE COMMITTEE (DCC)

ol o

: anufer gemeft |fafa (pce) .

\

The Drugs Consultative Committee (DCC)
is an advisory body established by
the Central Government under the
Drugs and Cosmetics Act, 1940.

_________________________________ ‘_~__-______________-_________-___

3iafer gt @fafa (DCC) v wmelt e &
fSraeht e 3itefer v wares arferfaas, 1940
& 3iarfd Fg TvER gRT A T &

- v

Its main purpose is to advise
/ the Central Government,
< ' State Governments, and the
Drugs Technical Advisory Board (DTAB)
on matters related to ensuring
uniform implementation of the Act

across India.

@ mg@ﬁw?ﬁzw ST THRI
3R i aeptdhr ymeff i€ (DTAB) &I
U8 AHcll TR HeAlg &1 8 St R 9Ra o
fefae & guE 3R Tees foparaa &
gffea & & gdfta g1

MAIN PURPOSE
— i —

/




DRUGS CONSULTATIVE COMMITTEE (DCC)

e

COMPOSITION OF THE COMMITTEE MEETINGS AND POWERS
TfAfa ot Fw=E : a5 3R Al

Two representatives
nominated by the
Central Government.

One representative
nominated by each
State Government.

U T GIBR gRI
q1fia ues wfafafer

oo

aitafer gymeft afafa (pce) .

e “
The DCC meets
whenever required by
the Central Government.
: DCC &t desh PHalg TBR
¢ | BT AR eI St &1

The Committee has the
authority to frame and
regulate its own procedures.

gy @ 3ol ufthard e M
3R fFifAd & &1 3fdaR B




GOVERNMENT DRUG ANALYSTS

\

/

the notification.

» BRI 3Nufe fasdys —

-

The Central and State Governments : el 3R T WhR AfeHiRe
appoint Government Drug Analysts : TSTTS # SHRRTET §RT T

by notification in the Official Gazette. ' sitefer fieve @ Fafds @ £
These analysts are appointed for A .

specific areas, and for particular drugs, a ﬁ{’m ' M e faeI _
classes of drugs, cosmetics, or classes 3itufera, swferat & aui, gareH
of cosmetics as mentioned in APPOINTED BY g1 YTeHl & a7 & fAg sifeRgeHT

GOVERNMENT ¥ Jtdd 3R g foby STrd &




GOVERNMENT DRUG ANALYSTS

-------------------------------------- SR

A person appointed as a W f99ows & g &

Government Analyst must : fraes e a1 3t

not have any financial : ar Tl 3

interest in the import, l B iy -
% , ! _I manufacture, or sgle of % ' = A %ﬁ%ﬁ ;ﬂ%ﬂl
— drugs or cosmetics. i _QD

o « RPN 3fe faerigs «——
& ! d N

The Central and State Governments i el 3R T WhR AfeHiRe

appoint Government Drug Analysts ' NELER: K Boog FAn Rarean

by notification in the Official Gazette. 3iufer frecivat &t P ot ¥

These analysts are appointed for 3 o faide a?a‘f\am e

specific areas, and for particular drugs, | ; _

classes of drugs, cosmetics, or classes 3itwfera, sftafert & o, sraerT

of cosmetics as mentioned in APPOINTED BY g1 gl & atf & felg sifergET

the notification. GOVERNMENT ¥ IwifEd AR g by o €

.

@ APPOINTED BY NOTIFICATION IN OFFICIAL GAZETTE | 31Tf€repTRep Ir1ua ® SffERgaAT gR1 fAgferd @




QUALIFICATIONS OF GOVERNMENT ANALYST

; ATHhIY ﬁrema’ﬁ!ﬂmam .

«_1 A person is eligible for appointment as Government Analyst
v

v-@

an if he/she possesses any one of the following qualifications:

Pl AT da ATHIT faeeivs & v 7 g & forg um @
afg g fFfoiaa & @ $1 ue rrar @ &

A graduate degree

in medicine, science,
pharmacy, or
pharmaceutical chemistry
from a recognized
university with

minimum 5 years of

ﬁaﬂmﬁaﬂmmquﬁmm
# Eras f$it aur =Aad 5 a¥ @

a1 WRI&TT T 3rgHd; a1

@ ~

experience in drug testing.

A postgraduate degree
in medicine, science,
pharmacy, or
pharmaceutical chemistry
with at least 3 years of
experience in drug testing.

wqiqﬁzﬁaéﬁe"rﬁ
e S0 aen &9 9 &9

3zrsf$ramm°r&maﬂa§ﬂa°m

Associateship Diploma

of the Institution of Chemists

o—— | with Analysis of Drugs and
— | Pharmaceuticals as a subject,
— @ along with minimum 3 years

- jyv.  Of experience in drug testing in
a laboratory under the superwsmn of:

¥ TP HitRgT &1 yaIfHgefm
Us pHigfedheq’ faw 81, der =g=qa4

3 Y ST a1 GH&ToT &1 AN, Sl [ &
qderor 7 fasan man 8

O fordt emadra fasauds, an
O fhdt b J=Iar Ud TR

2

o—

DI -
J

OI0IT o7 qdteqor srEwrerren & o |

c'< ':.'

o
\:
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DUTIES OF GOVERNMENT ANALYST

On receiving a sample package from
a Drug Inspector, the analyst verifies
the seals on the package with the
specimen seal impression received
separately and records the
condition of the seals

oo o

anm'ﬂzr GEG LG as hdg

The analyst then analyzes or tests
the samples of drugs and cosmetics

submitted by Drug Inspectors or
other authorized persons and
prepares the report.

__________________________ o______---_-_-___-____
Ws@wﬁmﬂﬂmmaﬂﬁ % a1e, RN 3 SR AT 5
W, fageToe 3 § 9 T el SHfeiepa crfeell G S aarai i
B1Y § 9 W ot Hiell Bl i SRATER} & FA @1 fageryor a1 e
m%aﬁwﬁ?«ﬁa’%@ﬁzﬁm%l/ &l ¢ 3R Fuld dar & g
o—

.

After completion of analysis, the
analyst submits the analytical report
in Form 13, along with the test
protocols used, to the

concerned Inspector.

____________________________ 0"""‘"""""“'""“““'
faeereor 7 81 & 91, fagetyd wid 13 7
fageryuTeres RUe, 3uanT fobu 70 gdtaror
UIeIdle &b 91y, Hafed fAdterss PY STHT Bed 2|
>




/~ | LICENSING AUTHORITIES

)y U | 7 [o[0)_t
TIRIE, |~ ATSHfEeT uifeprRt «—— 5@98_8@

=

-~

-
Licensing Authorities are appointed by the LICENCE ST WIfIBRT dhg 3R ST TBRI
Central and State Governments to grant and @ em— &R (g faby oird & dtfes o Sitafery
renew licences for the import, manufacture, S —— 3R Ty & 3, fRHifor, fast 3k
sale, and distribution of drugs and cosmetics. faawor & foru orsdg oIt 3k Tdigpd B |
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LICENSING AUTHORITIES

AR, | AT mfterRt ——
s s

Sofelenl]
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Licensing Authorities are appointed by the LICENCE ST WIfIBRT dhg 3R ST TBRI
Central and State Governments to grant and @ —— gR1 fAgdd féy SIrd 8 drfds o sty
renew licences for the import, manufacture, - 3R T & 3mnd, fAHior, fasst 3k
sale, and distribution of drugs and cosmetics. _ faaror & forg gl oIt 3R Fdiigd R |
N o @ , ’
(" @ Once a licence is issued, "G‘O—Uj A/ \A U R 28 SR 8l o1 W, Jg ogad i
it remains valid for an - ! a3
unlimited period, unless it is jj' @ I 4l 1T e Y TGl &, S T fob Q
suspended or cancelled by - [ X l i 59 AT WferpRT gRy Feifda ar
L the Licensing Authority. — { g T8l fobar S|
- I
These authorities are i @ g9 WIfEeBIal Pl 3HAR W -
generally designated as [CONTROLLER] i ST gl & $Y H 1A foa ONTROLL
L Drug Controllers. i | ST B | N
F- I
The Drugs Controller General of India (DCGI) i @ R & 71 delark ofke (DCGI) Bt
has been notified as the Central Licence i BaIT AU G TIEBRT (CLAA)
! Approving Authority (CLAA). | & U | sfegfed fdar mar 21
l

AN




o | TnEmemmers |
TN | et sufeort 0 et - | (50 DS

A person appointed as a Licensing Authority * ., CSAET UIfedRt & $U H gwrd cafdd &

must fulfill the following requirements: ffefEa smasgddrai o1 QR 1 &A1 g
- " Q 4
@ gfa{;::t??: tP%meacy 3@& f AT a2 5 ;‘
| | Pharmaceutical & S PR flee | |
% Chemistry, or Medicine a1 feifeheam H T &1 e,
s Z  with specialization foraH fererfidber BrfepIarsit
~i Z in Clinical Pharmacology g1 rEhlaraTaion
% |~@ or Microbiology from a — ¥ fRyowerar &l
| recognized university. [ — e 4

J
L
@
~N

i k.
G D He/she must have . : -r_':‘_-,~|
@ at least 5 years of ﬁmsﬁa;ﬁmm v —_— /¢
A experience in the & I 3 &6 & | A o l <
U0/ manufacture or WA 5 quf &7 BT afeu] | v — /o X
{05 A L8N s A )

testing of drugs.




~ CONTROLLING AUTHORITIES

— 0\/@ o K]
: GRECS rrrﬁm?rﬂ .
" R
n All Drug Inspectors appointed by the Central
‘ or State Government work under the
e supervision of an officer appointed by the
E— L~ .
ml I I . respective government, known as the
Controlling Authorit
—_—— CONTROLLING | | . s s s
DRUG INSPECTORS AUTHORITY &g AT T TIBR GRT ﬁg’ﬁ oot aitufer Adters
3iefer FAdders g5 e -39 WHR gRT g aifererd, B
i iz mifereTdt wet STt €, & 3t &R Fvd )
> - ——.
He/she must be a graduate in Pharmacy, b 1
Pharmaceutical Chemistry, or Medicine He/she must have a minimum
with specialization in Clinical Pharmacology of 5 years’ experience in the
or Microbiology from a recognized manufacture or testing of drugs.
U N . —— [
ﬁmmﬁs&ﬁm@yﬁ ﬁmaﬁa;ﬁ-qfu-[mq-ﬂma;
BHRICHT HIAET A A H, faeie & § =gaH 5 T Bl
GBIl a1 ATghararaiot 3 fagrsian e l
9 & 1Y FIdb g1 A1fRq | e y
187 '
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_ | DRUG CONTROL DEPARTMENT (DCD) | 51
IL,| —— 3iufér it famT (0eD) »— |[E=(5)

The Drug Control Department (DCD) is responsible
for licensing manufacturing and sales premises
of drugs and cosmetics within a State.

Its primary objective is to ensure the
availability of safe and quality medicines.

[

— 3isfe =07 fawrT (DCD) sy & HicR sftwfei
— foTg @edw ueH & & foig SR 21

1940 P s iy S
adT

371 I Iqcreerar GAfAT BT & |




[ DRUG CONTROL DEPARTMENT (DCD) | [5™)
CJU ]% M‘}} | & . 3ﬂ'GIf€I ﬁ'!BIUT ﬁl‘l-lTlT (DCD) B 83] %: n

2 O8] ek E
- ' .
The Drug Control Department (DCD) is responsible , 3irsfer fA=i=or faumT (DCD) 5T & HiaR 3itufery
—— | for licensing manufacturing and sales premises E —— | 3R ymeET & fafFmior ug fadh ufasemi &
of drugs and cosmetics within a State. fou @redy yeH & & fau Smier |
uu\,&—@ Its primary objective is to ensure the @ m 11@ Je Rfard 3R TuraaTgof
availability of safe and quality medicines. GARLREIGI gﬁfs}a PR
%

( << THE DEPARTMENT FUNCTIONS THROUGH THREE WINGS: |

fevmT 7 a3 & AreaH A Brf B @ >>j

i 2 ¥

ENFORCEMENT WING EDUCATIONAL WING
gad- Er Afarep 2T

—

1 ( DRUGS TESTING LABORATORY (DTL)

3rafer gdteror waTRmer

\S

violations. medicines.

7 N

@ Ensures compliance with @ Provides training and @ Tests drugs and cosmetics
the Drugs & Cosmetics Act education to stakeholders. / 0) to ensure quality, safety
and Rules. |\_/| @ Spreads awareness about — and efficacy.

/ (@ Conducts inspections, laws, quality and safety ) u : e
investigations and sampling. of drugs and cosmetics. = i ) Provides scientific reports.
: : ~ e ¥ @ Supports enforcement
@ Takes legal action against © Promotes rational use of PP

=Y = =3

and regulatory decisions.
&

%
[
S

, N )
@ TO ENSURE SAFE, QUALITY AND EFFECTIVE MEDICINES FOR EVERY CITIZEN. | & aFiRe & fog IRferd, qquraarqe iR wurdt gard gfafea w<m &) J




CENTRAL DRUGS STANDARD CONTROL ORGANISATION
(CDSCO)
ﬁ‘a Ngfer A ﬁuaw HISA (CDSCO)

Z FIELD STRUCTURE _Z
e . ;‘q,‘ﬂq ;H-: - :“ B e @

f The Central Drugs Standard Control Organisation j
(CDSCO) functions under the Directorate General

of Health Services (DGHS), Ministry of Health
and Family Welfare, Government of India,
and acts as the National Regulatory Authority
(NRA) of India.

6 &Y Pt

6 ZONAL OFFICES Eﬁ

%ﬁaaﬁqﬁrmﬁuﬂm(coscm
WY Y41 HETHened (DGHS), Wy U

4 SUB-ZONAL OFFICES " .h
4 N-giﬂﬂ W — W

PR T & 3R URA &1 ey faframe uifteor
(NRA) & ¥9 H BRI BT gl

13 PORT OFFICES et
13 11 wrEfeaa A

fii HEADQUARTERS:

FDA Bhawan, Kotla Road, New Delhi

.............................. o---_-------.----------.--_--- - E
Y : 7 LABORATORIES
& 399115 i ) 7 TARTSITATY '—éf
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£ FUNCTIONS OF CDSCO
i, | *—— CDSCO & &rf

84

(

Bt

Under the Drugs and Cosmetics Act, 1940 and Rules, 1945,

CDSCO and State regulators share responsibilities

3itefer 3R wares arEh rferfaay, 1940 3R A=W, 1945

for regulating drugs and cosmetics:

@@ |

KPATIENT SAFETY

N
Ensures uniform
implementation

of the Act and Rules

to protect patient safety,
rights, and well-being.

®

PATIENT RIGHTS

R

WELL-BEING

J
\

e

@

Promotes transparency,
:_Cl accountability, and uniformity

vto maintain safety, efficacy,
and quality of medical products.

® @ 9

TRANSPARENCY \  ACCOUNTABILITY 5 UNIFORMITY | SAFETY, EFFICACY,
- ! - QUALITY

ENSURING SAFE, QUA( /7y
Y ¢FFECTIVE MEDICAL PROD gy
k 1

A8

% ded, CDSCO 3R T2 Framas Jitwferi iR e |Rﬁf;s
& faffam & fSmiqiRat aren o &
r
ferfaae 3R fami
BT GHH
_PrRiaeE gfed svre
arfas it gRem, fEBRI
3R HeAT-G7TT bt 36T B b | o
L : : WS
4
URE(IdT, STaracal, 3R FHET =Y
@I derdl ¢dl & — @
drfes fafdsear 3aamal ot e, —
yHTaesTRAT 3R U §91¢ 3@ ST Hab |
® @® & ©
| et | v | il =~




CENTRAL DRUGS STANDARD CONTROL ORGANISATION (CDSCO)

G T ] 3ﬂtrf?1 1=I'F-|EB ﬁ'aaw 1134 (CDSCO)

— O 90 0> O—m——

5 RESPONSIBLE FOR: V
f =

Approval of new drugs

7 garail @ Wipfa

Permission for clinical trials

faafea grae &t srgafa

Laying down drug standards

3itufer aep fAeffRa wear

Quality control of imported drugs
3rafad garail o1 ToTasT Ao

Coordination with State Drug
Control Organisations for
uniform enforcement

U U Tadq & e s 3itafer
=T TreAl & 9t gaag

O

4 ALONG WITH STATE REGULATORS,
\/ CDSCO JOINTLY GRANTS LICENCES
FOR CRITICAL DRUGS SUCH AS:
Ty fFamet & T1y, Cpsco fA=fafea
qeaqul gar3il & oy ¥ vu |
ASAY USH BT &

o
—R
Blood and blood products

<h Td TH 31

g S —

Intravenous fluids

3id:fRT ga (IV Fluids)

Vaccines &"/‘
&l (Vaccines) \)\

i ,l ; -
-
YRA TER - Sera
\
) L = / R (Sera)

~




A~ [ DRUGS INSPECTORS | [2] = -
JIEE, | —— siwfa fdes —— | [F=) B4
ey Y

.
r
= = The Central Government or State Government
@ appoints qualified persons as
k73 Drug Inspectors to enforce the provisions of
!

the Drugs and Cosmetics Act, 1940.

=7 Pald TIBR AT AT WBR, Y Afedl Bl

L/ shafr od s sifafam, 1940 & e
\ bl 17, feparm ST b |

o
ve  situfl fdtars 6 drard w )

Pl Afea 3iufer e & v d Fgfta & fag l
[ ag ur gnm, afe 39k i f=faflad & 4 &g ua 3rya 8l

—
!

(" Y¢ QUALIFICATIONS OF DRUG INSPECTOR v _____@

A person is eligible for appointment as a Drug Inspector /
if he/she possesses any one of the following experiences: -




<~ [ DRUGS INSPECTORS | 2] ~ ,
AU, (——  siofer fiflers —— | i LN
=

\ The Central Government or State Government
(@W appoints qualified persons as
Drug Inspectors to enforce the provisions of

the Drugs and Cosmetics Act, 1940.

p>
=7 Pald TIBR T AT TR, Ay el Bl

|/ 3itfer ud games siferfAa, 1940 & gl
| (P ) gy ey fearr o s

v
v sifd Fifters &) draand v )

Cﬁf{ QUALIFICATIONS OF DRUG INSPECTOR Yy

[ Aperson is eligible for appointment as a Drug Inspector / | = PIs Afea iy Fdters & w9 § Fyfta & fog
| if he/she possesses any one of the following experiences: ad ur g, A 39 g Feferflad § 9 &1 U srva & }
: — N
At least 18 months’ experience in : 3ﬂﬂ?ﬁ [ fAfde T1
@ the manufacture of one or more x ﬁp A P U 3 e garel h @
an '@ substances specified in Schedule C; or : fFmifor & @0 & 1 18 HIE BT AT, AT
At least 18 months’ experience in testing l foodt argafE ufdger grT wWigd
,\° T 7] one or more substances listed in Schedule C 5 TRITQITAT § 31:1133?[ C ¥ getdg U a1
o E t]  in a laboratory approved by the - 3ifere yarelf &Y Sifa § oH & H 18 HIE :.2)
- Licensing Authority; or &I 3Ha; AT
'’ Minimum 3 years’ experience in the 3itfer fAdters & w9 & Ta1 F eRE 3;3
inspection of firms manufacturing 5 veredt &1 fAnfor B areft Bef % ﬁ-\,
Schedule C substances during service ' 5 3 ¢ Q
as a Drug Inspector. L4 oF il
r @ Note: Experience must be in accordance with the provisions 3va 3ife vd gameH rfafaw, 1940 @
L of the Drugs and Cosmetics Act, 1940 and Rules, 1945. 3ﬁ“\f ﬁ'!m 1945 & WraeHl & TR g1 918y | )
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Any premises where drugs or
cosmetics are manufactured,
including facilities used for their
standardization and testing;

B2 off a8 qRER STel qaraif ar
Frafeay o1 fAmfor far s g,
fSrae 39 TPIEIuT Ug gdiaror
& forg 3udh &t S areft gfaemd
t afdfed &

Any premises where drugs or cosmetics
are sold, stocked, exhibited, offered
for sale, or distributed.

Pig 1 98 TRER STel ansii a1 Sifead
P! o1, WeTRd, wafeid, fasht 8g wegd
a1 faaRa foran S 21

-

<:>e-\/©-<>

;ns@masaﬁm@srﬁam —

A Drug Inspector may inspect:

gsﬁwﬁwﬁ%amﬁﬁmwm%

DUTIES AND POWERS OF DRUG INSPECTOR

,
X

TAKING OF SAMPLES UHI—L

A Drug Inspector is authorized to take samples vuy
of any drug or cosmetic:

W%ﬁﬁmmmmmﬁﬁﬁﬁn

That is manufactured, sold, stocked,
exhibited, offered for sale, or
distributed;

S ga1 a1 prafes fAfHa, s, veiiia,
yefeid, fasht 8q wigd a1 faaRa faan
ST 3@ &

From any person who is transporting,
delivering, or preparing to deliver such
drug or cosmetic to a buyer or consignee.

fopat +ft O afes A S O gar a1 prAfed
P yRaed e @1 &, faala & @1 &), ar fadt
mmmﬁﬁaﬁamﬁmaﬂmm/

@




Enter and search any place,
person, vehicle, vessel, or
conveyance if there is reason
to believe an offence has been
or is being committed;

= & 0h &

L PLACE PERSON VEHICLE VESSEL

NW\A

" 3.SEARCH AND SEIZURE
& A DRUG INSPECTOR HAS THE POWER TO: -
3. @I 3R St
L wmﬁawasmgﬁm@ﬁammae y

DRUG
INSPECTOR

CONVEYANCE

Stop and search any vehicle
or conveyance suspected of
being used for carrying drugs
or cosmetics involved in

an offence.

Oid, T a1 | Jd9T b
dareit o1, afg gg fasarg
P B BRYT gl fb BIg

\
OBJECTIVE: To prevent offences and ensure that drugs and cosmetics
are not manufactured, stored, transported or sold illegally.

ISV ORI Bl AT AR Ig GiATHT BT fob gand iR
yTe gt 3y w9 § Affa, Tudta, uRag ar fasst 7 &
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[SEIZURE OF STOCKS AND RECORDS i Td sifioit 6t wreet |
( The Inspector may: @Wﬁwmaﬂm%]

@ DUTIES AND POWERS OF DRUG INSPECTOR
Q

i 3 kT
Prohibit disposal of stock Require any person
for a specifigd period Examine and seize records, DEORDE w zroduce records
o ?xceedmg o registers, documents, | fglat?rfuT:nts
?eréféﬁenfgfefa:f?fatﬂz or other materials that S manufgcture, sale,
offence cannot be rectified éﬁ ; may serve as evidence stocking, or distribution
by the possessor; of an offence; of drugs or cosmetics
= - suspected of violating
--------------- E‘r? a-frﬁfftzamfﬁ T A —— the Act.
ik & Aue™ D T —
(afoﬁaiﬁsrf‘azmﬂ P 3o W 8, q et SR, TR A 3 Rt oft s @t S & Sewier o
a1 Wi qd Wt amel @ sied @7 et Bt ST Y ebell @ 3R g 89 W gansit a1 prefee & fmior,
TepdT &, AR 3TURTE BT FIGRYT YRGS 3% Sfed @ Hebdl g, Sil AT fasht, *eRoT a1 faervT § eifea s
L ERT TE1 faar S Heba; DAY &1 YHIOT 81 Hebell &; )\ el @ v e Sy s awar gl )

m These powers help ensure | e e e e o .
the safety, quality and . A F ) ——
== lawful control of drugs ﬁ?&ﬂéaﬁ H“ﬁl' 3R defe I%i, :'ﬂ ' - e

. and cosmetics.
* -\




LEGAL PBQ)QSIONS )
EFFEI"T .

LAW
PROTECTS

1 ALL SEARCHES AND SESZURES ARE r”///—\ 2 ANY PERSON WHO WILLFULLY

v GOVERNED BY THE CODE OF Cl— ot T n : \) OBSTRUCTS A DRUG INSPECTOR 0>
CRIMINAL PROCEDURE, 1973, C%‘I’SIN AL ; OR REFUSES TO PRODUCE \ “
AS APPLICABLE TO SEARCHES " | PROCEDURE ; REQUIRED DOCUMENTS IS -
CONDUCTED UNDER A WARRANT 1973 5 PUNISHABLE WITH IMPRISONMENT * DRUG \
(SECTION 94). § UP TO 3 YEARS, OR FINE, OR BOTH. NSPECTOR

o s
gt gereflt 3R Stedt, gus wfshar wigdr, ’
1973 & 3idiia enfad exdt &, &Y

e & dgd Bl ST arelt daneft
(9RT 94) WR A Bt &

. IMPRISONMENT
. UPTO 3 YEARS FINE e

|
= Section 94 aﬁtﬁw%amwsﬂmasmﬁmmm% —y
Searches under warrant ‘ ar WWWWWQWW? R :@
as per CrPC, 1973. | Y S, AT @ Y R fear | —

T YrgyT= $59 Ud didiedd Ffefag &
B Yadd bl AfAd dd § 3R 7 w@reer

These provisions ensure lawful enforcement
of the Drugs & Cosmetics Act
and protect public health and safety.

3R R&T Bl I8 PR 2|
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