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» (INTRODUCTION ) *

N

Regulatory bodies are
specialized
government

agencies or

statutory
organizations
established

to oversee, monitor, and
regulate specific sectors,
industries, or activities
within a country.
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~

These institutions serve as
critical guardians of public
interest, ensuring that industries
and professionals operate within
defined legal frameworks while
maintaining standards of
safety, quality, ethics, and
accountability.
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MAJOR REGULATORY AUTHORITIES AROUND THE WORLD /
gfaT R & yHE fame wiferaror

COUNTRY (22r1) REGULATORY AUTHORITY (fame wifereseon)
= . Therapeutic Goods Administration - TGA
Australia (3mr&eferan) (Rt g werer)

. National Administration of Drugs, Food &
Argentina (3feictn) Medical Technology - ANMAT

(3nwfer, @rer vd fafdeear menfirdht &1 Ied o)

Brazil (siie) :latlonal Agency for Samta;ry Vigilancia - ANVISA
Canada (&e) Health Canada

(8¢ HATST)
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-

COUNTRY (221) T REGULATORY AUTHORITY (frames wiféres<on)

-
* . State Food and Drug Administration - SFDA
China (<ft7) (5T @reT U9 3Nufe gemgE)

[~

: . National Institute of Food and Drug Monitoring - INVIMA
5 Colombia (eifern) m— mmﬂwu@uﬁw?q) 9

European Medicines Agency - EMEA
(Rt 3itafer gois)

French Agency for Sanitary Safety of Health Products,
Ministry of Health . '
(VeI IcTel <hl FereesdT YR&M g hiviieit Toid)

Department of Health: Pharmaceutical Services

(T faqum ; 3itsfe Tam)

Central Drug Standard Control Organization - CDSCO
(Bt 3ufY A A= Hireq)
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-

COUNTRY (221)

REGULATORY AUTHORITY (fame urfereseon)

7

\

( n Japan (9T)

Ministry of Health, Labour & Welfare - MHLW
(W, 49 Td BT HATeTd)

| 7
K #

"

V%
s

| New Zealand (gilcis)

Medicines and Medical Devices Safety Authority - MEDSAFE
(3frfer vd fafdrear 3ueseor Qe e

~

o

b ~
. Ministry of Health and Social Development

D Russia (%) (e Ud IS fdbRT HATer)

> ~
. . Center for Pharmaceutical Administration,
- Singapore (ﬁm'ﬂ"') Health Sciences Authority

(3frerfer TR b, e fasT wfereeon)
-T 2

b

\_

///. M South Korea (gfaur ifvan)

Food and Drug Administration
(ETeT T 3 e yerm)
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COUNTRY (221)

PN

REGULATORY AUTHORITY (fame wifereor)

South Africa (gférr anhie)

Medicines Control Council - MCC
(3ufer for aRee)

Swiss Agency for Therapeutic Products - SWISSMEDIC
(Ferfebeeiter Scaral 2 e Goiw)

Medicines and Healthcare Products Regulatory Agency -
MHRA
(sfufer vd T 3are e gor)

Food and Drug Administration - FDA
(@Te T e Feme)
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. [ These agencies share similar core functions:

A TSIl FHE A BRI AT Bl

: @ ..... @ ..... @ ..... (&

Reviewing Approving Monitoring Inspecting Taking enforcement
clinical trial data new drugs safety manufacturing actions when
fqeifieet oI e 7% carai @Y TRaT B facilities necessary

bl FHIEI BT IAIGA BT AR @ fmfor gfaremai HTATH §H W
\V \ &1 fAderor & Yad-TcHD BRATS BT
: . v v
p
Many collaborate through international frameworks >

like the International Council for Harmonisation (ICH).

\Y
e TSIl AT Sl &b ATeAd ¥ WganT Bd! &, *‘(\lc_H/
o] b geeAa H3fdd Bk gmAgieE (ICH) |
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. —e

CENTRAL DRUGS STANDARD CONTROL ORGANISATION (CDSCO)

b 3ufer ae fAE=0r 969 (CDSCO)

ey

e CDSCO is India’s national
regulatory authority for
drugs, medical devices,
and cosmetics.

CDSCO ¥Rd a7 3ituferan,
fRrfdsear 3o 3R died
yaTeAT & forg Ty
e wfersor 81

CDSCOZ44 CDSCO

Ok

e |t functions under the
Directorate General of
Health Services (DGHS),
Ministry of Health &
Family Welfare.

U @R ﬂznafrés HEIfFeene
(DGHS), W@y Ud yRaR &edro

.__

[ bcel |\

e DCGI (Drugs Controller
General of India) is the
head of CDSCO and
exercises powers under
the Drugs and Cosmetics
Act, 1940.

DCGI (MR 3itufer fAaas
SIReT) CDSCO & @ & 3R
3itafer va wameH siferfaas,
1940 & 3idtid rfeadl o1 TANT
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»> (

KEY FUNCTIONS & ASSOCIATED PROVISIONS OF CDSCO
CDSCO & U@ FRIYUITAAT Ud Hiafeid UTden

)

r

Q)

DCGlI is advised by:

J

DCGI &' wamef 2 &

/

Fr N\ )
8‘!&3‘% gl=
£ X ER=&A
DTAB DCC
Drugs Technical Drugs Consultative
Advisory Board Committee
3 qepeteht 3Sfer GeedR '
ATePR dls afafa
\_ 7\ )

- Fr

Ir

CDSCO'’s zonal offices conduct
pre- and post-licensing inspections,
post-market surveillance, and

drug recalls. J

CDSCO & &=t wrafera gd ve
9T A3Ed eI, IR & 918
B R 3R sitefer arodt (Repien)
BT AT B 2l

Pre- llcensmg Post-licensing
Inspection Inspectlon
d-agda frdteror

J

=

Post-market
Surveillance

& g1 F fATRE

Y4

l(

Authorized Indian
Foreign Manufacturer Representatlve (AIR)
facett femfar

\

with CDSCO generally require an
Authorized Indian Representative
(AIR) in India.

CDSCO & I1 BRI HIA aret faest
fAmtansi @ am=Ia; YR §
Aferpd WRer ufafafer (AIR)

bl TagIBar aidl 2

»O

(AIR)

N\

Foreign manufacturers dealing\
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{ ORGANIZATION (H7a4) )

The Drugs Controller General of India (DCGI)\

is the head of the Central Drugs Standard
Control Organisation (CDSCO) and functions
under the Directorate General of Health
Services, Ministry of Health and Family
Welfare, Government of India.

YRd & 3iufe e s (DCGI) Hita aitafer
qHa 4701 §1eq (CDSCO) & wi@ g 3R
W [T AEIAGATA, WL Ud gRar
EF«HTUTW YRd IBR & Aaifd Bl &d 2

At present, the office of DCGI is held by
Dr. Rajeev Singh Raghuwanshi.

g\ ®§ DCGI &1 g ST, i &g
@Qﬁ%tﬂf%l

The DCGI is responsible for the regulation
and control of drugs, cosmetics, medical
devices, and clinical trials in India.

DCGI vRa # 3ftufer=, yaresy, fafdaar
390N 3R AiHe gdteron & fafaaa
3R Az & fog S AeR 2

»

o————e ORGANIZATION FLOW CHART / €767 Jdlg 1c o————

£

Government of India
HRd GIPR

Ministry of Health and Family Welfare

WA Ud YRAR Hedror HATAd
" v
Directorate General of Health Services (DGHS)
L W Jar HeiHeenad (DGHS) )
- ? T 8 + N
//@\ Drugs Controller General of India (DCGI)
| [oco 3ityfer fAzizres S=Re, YRd (DCGI) )
v
Central Drugs Standard Control Organisation (CDSCO)
Ferg 3itefe A= fAa=or @irsq (CDSCO)
v
(9 Drugs -] Cosmetics Medjcal = C#?;f: l
O sitsfirai = s Ffed 3907 darfies gdteror
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——( HEADQUARTERS (NEW DELHI) | H&Terd (¢ fieeh) Jo—

~ 2 T 2
The headquarters of CDSCO i CDSCO &I Je=ATY 5 feewi!
@ IS Iocatedfin New Delhi and : @ § @ 2 3 ouH eansi v
consists of various specialized el Eifra Tt o fafie :
A0\ divisions to regulate different S A0\ ® Tl
aspects of drugs and medical = == 1 fafafad & & %q Py
products. m— ferodigpa wmT 2mfiret &
» ETT rrfrfg EEE CDSCO SILE o ’
il | ‘ 13

_ . SEER
s R L.” ; : A s

Pl N%I__V DELHI | b LTS L

SPECIALIZED DIVISIONS / fe‘ra?sﬁqm THRT

Drugs Cosmetics Medical Devices Clinical Trials Quality Control Ri?éﬂﬁi?% & Pharmacovigilance
. . : 3 fer gram
3uferay TTEA fifbean 3ueor | | A<fe qdteor | | oram R0 | | ffiaw o s ﬁmﬁ

e Safe Drugs e« Better Health « StrongerIndia e
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(g

ZONAL OFFICES | &fta srafera ) »

S

For efficient implementation of drug regulations,
CDSCO operates nine zonal offices across India,
namely:

OJOICIOIOXOXOXOXO

N

O

North Zone - Ghaziabad
IR &7 - micrarEg

N

W

N

N

N

s

N s
b 9 South Zone - Chennai |
9 aféror &% - == )
ﬁo West Zone - Mumbai-I |
gfEm & - Has-| ;
9 West Zone - Mumbai-Il |
gf& &5 - Has- |l
9 East Zone - Kolkata
ud &5 — Bladrdar r
9 Hyderabad Zone 1
¥ & & 4
1 9 Ahmedabad Zone 1
IEHSETS & 3
9 Bangalore Zone 1
SIS & J
Q Baddi Zone 1

ke

Mumbai-| «-

Mumbai-Il -

Ahmedabad ¢------ E

Bangalore

N (o
ooooo - L
% |
1 U

.
ooooo

3itafer fafamy & yure feparaa & foig,
CDSCO YRd ¥R | At &30 BrIfery Teferd &dT &,
fors am fAafafEd §:

( Each zonal office is staffed with

[ =

@®-1

.
Drugs Controller (India)
&] [ 3iiefe s (WRa)
@ N\
& Assistant Drugs Controller (India)
5 e 3itefer s (WRa)
— 1 Assistant Drugs Inspectors
=Q e sitwfa Fidters
.
Technical Drug Assistants
At ATEfE Tgas )
88& Supporting Staff
TeId HHAR
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- ( SUB-ZONAL OFFICES | 3u-&:ita amﬂm] .

e There are seven sub-zonal offices

located at Varanasi, Goa, Jammu,
Indore, Guwahati, Visakhapatnam,
and Rishikesh. ) Rishikesh

[

N

=

Varanasi

Goa

N N\
P N NG

Jammu

.

Indore GOQ o---ee-o .

N
J

Guwahati

Visakhapatnam

Rishikesh

2| Q@@E@®E
©ol[-o|[o|[ol[o|[o]|[o

(_\r \ 7

/

These offices assist zonal offices in
g_ inspection, licensing, surveillance, and
“‘Q enforcement activities.

functioning under the zonal offices, @ ............... . Jammu

S NS TN
5
172
)
=
S
Y
©
O
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S
D
3
%

£ 1 39-89019 FrRIfag &g R
PR &b FdTd BRI g, S
aRIUR, T, 579, $8R, TaTered,
faomRaToaw 3R ®fvd § fRa g1
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- . SEA PORT AND AIRPORT zrawg ud A‘% N
- OFFICES are s x|
P , # . N
(3 To regulate import and export of () 3iiufear iR waeAT & 3maTd 3R
drugs and cosmetics, CDSCO fFata & faffafia &4 & forg,
operates 18 Sea Port and Airport CDSCO YHdE §a3Mgl 3R gaTg3iss!
offices at major ports and W 18 |G §eXME Ud galgaigsl
airports such as PRI TTfeld BYdl g, Sl
© Chennai Ahmedabad Q a8 Q srgHaETg
© Kolkata Bengaluru © @reeprar Q dre
@ Mumbai § Cochin 0 dqad . Q oA
¥ Hazira al 0 et g
@ Goa Y Visakhapatnam - i © iar Q fasmaraw=H
© Hyderabad and others ' —— MM mm {RICI Q ks
These offices ensure quality -y V \ A PRI Rfdd 3R fRatfad
control and compliance of é—i &‘ | JeTe} ot TuTaET AT 3R
imported and exported - SaTe A
products. ] BT ¢
k ) SEA PORT AIRPORT \ J
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—

/2 CENTRAL DRUG | &g aiufad J1 |«
[o G URIGI ]

LABORATORIES

A

CDSCO has seven labhoratories for
testing and analysis of drug samples:

~

DEO® ®® O

e

—

00
oloo
el ]

Central Drugs Laboratory
(CDL), Kolkata

=

W

Central Drug Testing
Laboratory (CDTL), Mumbab

)

Regional Drugs Testing

Laboratory (RDTL), Guwahati y

CDL, Kasauli

BEEE

J
=

CDTL, Hyderabad

CDTL, Chennai

e

Laboratory at Chandigarh

CDSCO 3 7Tz 5 T Y 1
Sirg 31R fagetyor & fefg a1d yarTene & )
” Sda el wmerenr |
¥°- (CDL), ®IeTebrdr ]
” St 3t wheror e |
| Silsl  (com), dqeg |
” grfir awfer wieror srivTerTe |
| BhiB (RDTL), TaTerét )
CDL, &teil J
r CDTL, ¥avrarg |
( o5l CDTL, 3¢ \

3
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MINI LABORATORIES | firt sritmremremmg [E] >

y

@ In addition to central laboratories,
six mini-laboratories function
at important ports to facilitate
rapid testing of imported
drug samples.

o

.

o

(3) ¥ wimensit & s,

o

Bg fA1-TaNTSNATd Hgcayuf §axme)

W BRI BT & difds 3Mfad &ar

THAT bl R ST bl Glder el 9o |

w

.......................................

) (@) (B (2] (&1 (=4

Mumbai Airport Mumbai Sea Port

e T e o

Bangalore Port
STTAR a1

Hyderabad Port

LI O R

Ahmedabad Port IGI Airport

IEHCETG U 3MSoitang GaRuIe
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\J
. P vferert T |
ROLES OF CDSCO | CDSCO & yffieprd ml
( 1. Regulatory & Licensing Authority ) ( 1. fafFamie vd argEfET wrfeesor )
3 -
Approves new drugs E, THqhIRAT 3R
based on safety, efficacy, & ATUR W @
and quality. ) % qaT13il B HoR! <aT 2| )
R t A . R
Permits and regulates £ H e e %g&;; @
clinical trials in India. i i
J R & J
Licenses specified 3 dtol, IR, TR IaTEl 3R 1
drug‘categoriesbfucg as g2 A It Heger S @
vaccines, sera, bloo [ B e
products, and large-volume EnsufiagiSafoty; ?ﬁmg gllﬁ *
parenterals. 3 Efficacy & Quality <
for Public Health 5 : N
Approves imported drugs 1 rTfdd garsit Y Hod a?” €
and registers foreign 3R fagen fafaafor were @
manufacturing sites. &I Uslipd Hear g | )
. k.
Regulates medical devices Afswa fSarsy FAaai &
under the Medical siarfa fefdear Iuasoli &t @
Devices Rules. faffafaa sear g1

A e o
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. [[g;@ ROLES OF CDSCO | CDSCO @t yfierd ] =

[ 2. Standards Setting and Quality Control )

(2. 7ries Frafor vd orern e )

Establishing and enforcing
standards for drugs, cosmetics,
and medical devices.

garail, waneMr 3R
fafesear 3uaun & forw

Working with the Indian
Pharmacopoeia Commission
to maintain national standards.

YRAT BHETBIOIT 3N
& 1Y BRI BT 3R A
A bl §4TY G|

S

Ensuring compliance
with GMP standards in
pharmaceutical manufacturing.  —_

Ensuring Quality,
Protecting Health

A

Conducting laboratory
testing of drugs for safety

and quality assurance.

a3l oY gRe 3R ot

TN&TOT BT |

Approving batch release
for biological products
and vaccines.
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. [ ROLES OF CDSCO | CDSCO &t yfirt 3;@j -

e . )
[ 3. Safety Monitoring and Pharmacovigilance j [ 3. Gren AR 3R BHidIfafeel
; -2
b Operating the Pharmacovigilance i yfdepet "eA13l ol AR & feig
@ e 7 | Programme of India (PvPI) to Z_- N pVP BB T 3T gfear
Y track adverse events. Y (PvPI) BT HATAT BT j

Monitoring drugs already
in the market for
safety signals.

\
\ [lﬂl]n IIGIR H Ugal 9 HIS[g qarsil &
- R Habdl & foig TR e

7
S

Identifying potential O _nl o7 RioatyuT ¥ mres @ guifad

safety concerns through ﬁcsq TREn Ridraii &t Team

data analysis. Safeguarding Health, )
Protecting Lives "

J
Implementing risk mitigation
measures when safety issues

929 s i

are identified. BT

“_ ¥y <
Issuing safety communications ey s\ WG QIaR} 3R 39 Sa1 &
and alerts to healthcare g@ ) fo e TER 3R aed S
professionals and the public. BT

OMIONIOMONRC
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—= | %> ROLES OF CDSCO | CDSCOEﬁ’iﬁ*ﬁ"

(5. Enforcement and Compliance | 5. Wad 3R 3gued )

~
: Monitoring the pharmaceutical — BHGEhd delR Pl AR 1
@ @ market for substandard, HT difs "fear, fiemaer ik
S Zr:xgrjﬁus, and counterfeit ) s ‘o Teell a3l Y ugaH @ o Wl
Conducting i tions of k \
onducting inspections
manufacturing facilities, fAmior gfdenst, Memt ik
warehouses, and distribution fadvor el o1 FAteToT BT
centers. ) y
B : 2 G
Taking regulatory actions sy fAdeq, Reia 3k
including license suspension, Ensuring Quality, ﬁ?b_dTﬁ gfed Fams EFI'\‘EHEF
recalls, and prosecutions. Safety & Compliance BTN
S F <
@ = Identifying and taking OQ Tepelt 3R fAaTaet ganaii &
OQ f} action against fake and { ) UgdE BT 3R IS fGs
dicines. ey
adulterated medicines ) PRATS BT y
R 3
@ ACT & Ensuring adherence to — @ = U Brafeay Tae 3k
e aD;;g;u“l‘gsd Gosmetiesinct o e} o1 arerd R S|

P
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Q0O

—= (2% ROLES OF CDSCO | cDSCO #t yfimrt g | *—

( 6. Coordination and Advisory Functions ) [ 6. THGY 3R WHLf Brd 3
- : ™
Coordinating with State OQO et Bt
@ é, Drug Controllers through | 68 ) é i " - é; - @
&JCOB the Drugs Consultative o ~ EEJ& HISH oY
Committee. y. v d \ & |1 TH-aY BT
Providing technical support 57 3BT Bl dpATd! )
and guidance to state Termar 3R arfes e @
authorities. CEI y
Supporting advisory 2udt ik faw Gy R
bodies like DTAB and e, it SR wmeft et @
. . otlaboration,
Subject Expert Committees. b Giildance:&:Global BT g BT
\ Alignment o/
Liaising with international Q , ' W@”I‘H e TS \
regulatory agencies . (WHO, US FDA, EMA, 31fe) @
(WHO, US FDA, EMA, etc.). y B aer armer 2o der )
s S , . N
|‘ ,_j| Aligning Indian regulations o .
j:@ with international ~ % .aﬁi = a @
standards. e e

.
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iec]  INDIAN PHARMACOPOEIA

VRA BHETBHGAT 3T

¥)  COMMISSION (IPC) (IPC)

. e o
IPC is an autonomous IPC YRd THR Bl T
institution of the . — o @IF RIS
Government of India \ .
under the Ministry of - YR g q.|ia|q bedTul
Health & Family Welfare. Kwranaa & 3idTd B Bl g
It is responsible for the /?TS' YR BRI (IP)
publication and revision :
of the Indian - 5"1} ,J 3R AT ey e
Pharmacopoeia (IP) and ol — ' (NF1) & JprH 3R
National Formulary of IP ST e— Foler ¥ fore forder 2
India (NFI). ) = NFI -

INDIAN ik
PHARMACOP #

Indian Pharmacopoeia 1 pa rommﬁLOF YR BHEIBITAT YR
is the official book of ‘ INDIA ¥ 3fe gl B anfeEie
drug standards in India -~ E @ .
and specifies identity, -l It & 3R 75 qansfl
purity, and strength CIEEIH,. ogdl 3R e
of drugs. J \Eﬁﬁﬁﬁ'ﬂ?ﬂﬁl
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/- INDIAN PHARMACOPOEIA COMMISSION (IPC) = —\

IPC also provides

IP Reference Substances (IPRS)
and conducts training programs
on pharmacopoeial standards.

IPC has been functioning
as an autonomous body since
1 January 2009.

Chairperson: )

Secretary, Ministry of INDIAN PHARMACOPOEIA
Health & Family Welfare. ) & COMMISSION
Co-Chairman: )

Chairman of the

Scientific Body. y

Secretary-cum-Scientific Director:
Chief Scientific and
Executive Officer of IPC.

IPC, IP Reference Substances (IPRS)
UG BT & AT BABITIIA HAD!
R yfsiernT srfsma e &vdar 2

IPC, 1 Si9at 2009 § Ush
wrad e & ¥ 9 ° s

PR IE Bl

|

3regel (Chairperson):
WY U9 YRAR BT
HATTT & Gfud |

7 e

Hg-31eg8f (Co-Chairman):
dsnfAe A & areger|

v

Hfta-Hg-dsiie s
(Secretary-cum-Scientific Director):

IPC & =g ds7fe Td
PRIBRY ffeBRT |

J
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— ROLES OFIPC ———

Develops and revises
monographs for APIs,
excipients, dosage forms,
medical devices, and

herbal drugs. .
A

Gives priority to drugs
listed in the National List
of Essential Medicines

(NLEM). e
5

Frames slanaards = § . INDIAN PHARMACOPOEIA
considering the analytical COMMISSION

facilities available in
laboratories. P

Prepares, certifies, and
supplies IP Reference

Substances (IPRS). yHTfOTe 3R 3mYfaf o 2|

HHb| & HHORY & folg
USP, BP, Ph. Eur., JP, ChP a1
International Pharmacopoeia

& T HEANT BT 2

IP T ueref (IPRS) d9R, J

Collaborates with USP,

BP, Ph. Eur., JP, ChP, and
International Pharmacopoeia
for harmonization of standards.

F/
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oy ROLES OF IPC e

\ Reviews and updates zﬂqm HERTR] B h
‘v':q existing monographs geter 3R arerad dar @
o — and removes aen gqj:‘y/a;qaﬁﬁ
obsolete ones. ) AFUTS 6! gerdl & | y
o A HOM, E
Condugts training, N bt < T -
education, and research
. I P C wfdreror, farem aik
on drug quality :
standards. w— STHT AT el gl
. INDIAN PHARMACOPOEIA J
: > COMMISSION . . %
';”b!'s"es the s R O sfteferr & ddhiTa 3T
ational Formulary F 3 %
of India (NFI) : _  forg It wrfrerd
for rational use IP N_FI e 3T gfsar (NFI)
of medicines. y . i YehTIId BT & | y
of India W
: - | . N
Functions as the BHTRIfASTAT Brdeq
National Coordination Centre 3T gfsar (PvPl) & foro
for the Pharmacovigilance AT G g F &Y
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1. Explain the pharmaceutical regulatory bodie of the
Government of India.
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2. Describe the major regulatory bodies and their functions.
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3. Explain the major roles of CDSCO.
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4. Explain the three major roles of CDSCO.
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5. What is the role of the Indian Pharmacopoeia
Commission (IPC)?
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