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¢ RENEWAL / Fei-teeor )

Manufacturing licenses
remain valid provided
the licensee pays the
prescribed license
retention fee before the
completion of five years

L from the date of issue. y

If the licensee fails to
deposit the retention fee
along with the applicable
late fee within the
specified period, the
license shall be deemed

to be canceled.

y
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_‘Q’_ KEY Pay retention fee on time to keep
= POINT your manufacturing license valid.
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. ¢ E-GOVERNANCE / $-2ma ) -

XLN PORTAL - Simplifying Processes, Ensuring
Compliance, Building Trust.

- 4 -
Online processing o ~ XLN 91 & Aregq 4
via XLN portal. g TS THEBIT|
pre
_________________________________________________ , ,
O XLN Portal is an online FXLN PORTAL O XLN uiéet g 3iafer fAzmor
e-governance system B RNANCE SYSTRS mfeeeTRal gRT [AfEd ue
developed by State Drug - o— TS S-2THA WOTTe] &,
Control Authorities to il ¢— S g7 U aradfeey ARy,
simplify and digitize ~ — 1940 & 3iaeid e ufdsarai
regulatory processes under \ =N B W 3R Bfoed 71 & fow
the Drugs and Cosmetics L TR A TE R
Act, 1940. N // .....................................................
O Purpose of XLN Portal: i - O XLN Wice &1 3g2a:
The XLN portal is designed to XLN O/éd &l 3597 gar faffam
ensure transparency, efficiency, @_ q Gaferd 3MMdgAl o JEIHI0T H
and uniformity in the processing gRefefdar, gamar 3R vaHadr
of applications related to drug TRANSPARENCY |  EFFICIENCY  UNIFORMITY gfAfaa o 2
- regulation. r gRefsfar zardr THHYdl L _4
) =

| XLN 9iée — ufesanaii &I avet a1,
Ut GAfErd H3A1, fagar a4 =T
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—21 Online application for retail,
_‘.‘F@ wholesale, manufacturing, import,
- and sale licenses.

02)

Submission and verification of
documents in digital format.

03)

Online payment of fees through

GRAS system.

09

Grant, retention, and renewal
of licenses.

Tracking application status.

|@®

Maintenance of electronic
records for easy traceability.

|@)

Reduction of paperwork
(paperless system).

.

| ©8)

Faster processing and better
accountability.
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DIGITAL INDIA, STRONGER INDIA
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-(Enaus)—¢_CDSCO & SUGAM PORTAL / CDSCO 31k SUGAM e (& )~

3 N r -
- CDSCO uses SUGAM portal CDSCO SUGAM el 1
for approvals and NOCs. ot 3YANT 3HIGH (Approvals)
CDSCO 3R NOCs & feig BT 81
--------------------------------------------------- Central Drugs Standard Control Organization _ — b
7y SUGAM Portal is an online 2 s W "\ SUGAM UI¢d U 3MieATe
e-governance system SUGAM U $-TTa49 fG¥en g, S CDSCO
developed by CDSCO , PORTAL (et aitfer a7 fg=o
E:Cer;tra:l(;)rugg Stt?"d)a rd p E-GOVERNANCE SYSTEM HS) §RT ¥aReA 7d URRaR
ontrol Organization) under = FeRTTOT T[T, U TRET
the Ministry of Health & =] ( E=-‘ (O)) [@J el A0
Family Welfare, Government L@ @ || = '  TEd §7 U8 .
of India to:di gitiz aand APPROVALS ~ NOCS  TRANSPARENCY COMPLIANCE srferfag , 1940 %5 3Aqid
streamline regulatory ——— — e srgetet @i fefored
approvals under the Drugs ‘ 3R T g9 & iy fafaa
L and Cosmetics Act, 1940. } \ L fopar T B y
ONLINE & § FASTER : REDUCED § EASY TRACKING BETTER COMPLIANCE
TRANSPARENT | PROCESSING PAPERWORK ! {@} & MONITORING & ACCOUNTABILITY
9 AAaET iR | ‘ aaaﬁ?§em | ma?msﬁ § 3 ¢fbT 3R JBR 3T 3R
RELi : ' R i SCICEH]

>
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Purpose of SUGAM Portal:

< eNeLisk )< PURPOSE OF ‘SUGAM PORTAL / SUGAM éet 71 322 > A >

SUGAM TI¢e &1 3899

SUGAM is designed to make SUGAM &1 Sl TR W Fame
regulatory processes transparent, ufehanail o urGell, Hord, THdag
efficient, time-bound’ and Central Drugs?tagfcgnt?wrganization ﬁ? EF‘"# $ ﬁ.q )
8 paperless at the central level. 3 Ministry of Health & Family Welfare, Govt. of India L fpar mar 21
B @ .+ (| ), Tt e
4 registrations, and approvals. S U GA M — & e |
PORTAL
: Processing of SMART - USER FRIENDLY : AT ATEE (B 10 / 10A)
import licenses GOVERNANCE ACCESS MECHANISM 8 &K .
(Form 10 / 10A). = —— _ PSR
Approval of new drugs L % T2 gar3ii 3R Aarfe gteon
and clinical trials. =2 h! Wipfd|
=N Grantof NOCs forexport |\ mmsmem erncnsm rme BOUND PAPERLESS _____________ y‘\ sriepal ganail 3 fata & forg
of unapproved drugs. & NOC &7 3 eM|
Registration of foreign |— R oft Rrfara ;
manufacturers. ? BT ISHHT|

4 @ SUGAM - MAKING REGULATORY PROCESSES SIMPLE, SMART & PAPERLESS
SUGAM - f3amies afesanaii @l ¥Ret, T1E 3R Tueid §4M

=)
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Online submission
of dossiers
and documents

Fee payment
through
online system

\
) CDSCO
) Central Drugs Standard
Control Organization
M Ministry of Health & Family Welfare
Government of India

>,
N
‘“’ Application tracking
Q_ and status
L monitoring
.
; .
1\ Generation of MIS

(Management
Information System)
reports

P
~

Digital issuance
of approvals and
certificates.

]

J

.._

(

SUGAM

PORTAL

SMART + SIMPLE + SECURE
PAPERLESS « TRANSPARENT « EFFICIENT

9

D ©

2

ONLINE SECURE EFFICIENT  TRANSPARENT  DIGITAL
< | SUGAM - SIMPLIFYING REGULATION, @
s ENSURING HEALTH & SAFETY

SRR 3R TEdrdeil
TI
qafFeE
N
3icrs faeq
&% 71T 9
b WA
fRafa gifaef
- MIS (Seier G-
— g | vonet) Roéa @
GARELI
—
— | 3rgHIEH 3R yAOE
- o1 f8fSieet Sréteseom
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INSPECTION | fardtgror

Inspection of Premises Licensed for the Sale of Drugs

faeht &g eedd wred aRER &1 fadteror

DRUG LICENCE

3Nl
7 .
| .

INSPECTOR

AT LEAST

TWICE
A YEAR

1 ’>ﬁ
=L \é!j\

1—
TIMES
PER YEAR

N
—

@ DUTY OF DRUG INSPECTOR | 3ifRy fiteras @1 e

Under the direction of the Controlling Authority
fror mifereret & facer o

Inspect every licensed drug-sale premises in

the jurisdiction AT LEAST TWICE A YEAR.
319 PR &7 7 3w fasht 3 wed®

TSI T IR &1 9 § H-3-F0 &) TR fAdteror B¢

PURPOSE | 3891

To ensure that all licence conditions
are properly followed.

a8 iy & & argda & ot
21dl 1 3fd uter 8 w1 g

\
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" DRUG INSPECTOR'S DUT!

ES | siwfe Frfles S e

7

.

@

1. COLLECTION OF DRUG SAMPLES | 2. INVESTIGATION OF WRITTEN COMPLAINTS \

1. 3Nfer T &1 SuE 2. forfeaa fararal &t sira
Th ; : : :
e Inspector is authorized to collect 3

drug samples for analysis.

e fasawor gg siwfeii &

* Dealers | fashrail &

O™'0’

=) ° Persons transporting drugs | mﬁ- \ '

1 o4 3 B it 2 ‘i-
.]jM!mi |

Samples may be taken from: e

T forg o W £

IRagT B4 dret Afendl @
* Persons delivering drugs | 3ftsfer |
U§9M aral Afdndl 9
* Persons preparing to deliver drugs to buyers |

GiaR] ! 3uferl ugam @ dardt A are afdndl 9

Investigate written complaints and
conduct necessary inspections
and inquiries.

Y

COMPLAINT [P

foifere RreTacl 4t sifer ¥ e — g
aaeas frden 3R qoae | JBEE- "
Lo-g
(= ¢
T o=

@. PURPOSE | 387 7 ¥~
To identify the sale of drugs in violation of Comf L'Sfé” /‘ i '*v.,““ 1 / % "‘K
the Drugs and Cosmetics Act and Rules. _= ), ; /@2 5
aftefer o yremer ameht st o il ¢ 4
3itafey famht bt v e | E ,

COLLECT SAMPLES FOR ANALYSIS |

freeaor o T

Y

INVESTIGATE VIOLATIONS |
JeoTel bl S

.
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Q) <INsPECTION / Fflerar) - I

Duties of Drug Inspector /w
\
14

s V) aefar: g e P A

p
The inspector, along with
authorized assistants, may
enter and search at reasonable
times any place, vehicle, vessel,
or person where an offence
under the Act is suspected to
have been committed. pe
L @ PLACE Lo=lo) VEHICLE =7 VESSEL 8 PERSON ]
2 B
If illegal drugs are found, the e & !{-
. . \‘ /
inspector may direct the person -Bﬁ. _ h .
in possession not to dispose of ;' == jo, 1651
them for up to 20 days,ormay =~ . . ‘\ =
seize the stock if the defect [ Do NoT DIsposE | NOT DISPOSE
L cannot be rectified. O

R S S N o = 8

T ST b had
(3rfefaag & 3fafq)

ﬁ’\_—@

fterem, 3rfeid Herasl & 1Y, /ﬁ

3fad aug W fasdt ot -,
T, STgTst a1 aAfeb H Uder

& GobdT & 3R deneflt of Gebar &,
STal JffEas & 3fdvid 3R
fpU ST T 3meferT B

Q wm

N\

% i

g 3rdey qaredr TS Sl &, ar
A& Pesl § WaA d1el AfRE Bl
378 20 f&AY g% a= frue™

T B BT (489 TobaT 8, AT
QY R T 8 A P fRafir

DO NOT
DISPOSE

UP TO 20 DAYS

WIh Y STed B b g

~

9

SEIZE
“THE STOCK

Ensuring Compliance, Protecting Public Health
DI B T, ST TR Pl GRET

A

Inspector Today, Safe Tomorrow

000
3rst fdtgror, JRf&rd et C[ﬂ’ﬂ
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~ INSPECTION OF DRUG & COSMETIC MANUFACTURING PREMISES
3nyufer va gArere fawtior afFaR) o1 fadiaron

C D Under the instructions of the Controlling Authority @
Y forisror wiftresr & Al & siafa
@ INSPECTION OF MANUFACTURING PREMISES | VERIFICATION & COMPLIANCE \
1. femfor trﬁ'a'a G| fﬁﬁ&m 2. g9 qa agum
~i B S - N -+ e e o —— e . W -
«] \ ‘ J b Inspect all manufacturing - - , | Verify and assess:
: premises at least HeUe Ud Heie oY

| éﬁ/ | £ ) TIMES | TWICE A YEAR.
il A VEAR e
° ' i-urmsnmcsmm a9 # 9-8-59 q IR

i SRt 3 77357 A ar frréteror ¥ |
QAR

( ( SPECIAL ATTENTION: SCHEDULE C & C1 DRUGS K
| ﬁ'aw mﬁ 31311?1’! cud C1 raferai

e Location | ¥IH
|
e Construction | famfor

! e Administration | WerA @

‘ e Technical qualifications of staff | @
L HHTIRT Bl TP IrIaT

o Storage conditions = e Standardization

e Manufacturmg plant | e Production processes | ® Testing methods

é fmfo @3 ITE yfsamy ey faferal W= & fRaifaat procedures _"y

.  PURPOSE | 30T | e e o i o
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Q, —*(INSPECTION DUTIES / Fdemr wdar )

a k-

The inspector is required S

to collect samples of zﬂw @I ;aafgﬁ e

manufactured drugs i = Q HTEST'NGH

| , - Ll LAB

and send them for [ T | 3% T fa

testing or analysis. 2 & foTy Ao 31masa gl | |§
e -/
- .

The inspector must Ras B i F aiaig o Readez

examine all records | @ o et aiferE ik o] wadrz o

and registers maintained foredi B g pet afigy o werfmr s

under the Rules to confirm difes 3T IUET B YR o] et st ol
L proper compliance. Bl ST B | o] wie R /
( After every inspection, =0 U e F e, =0

the inspector must submit mgpscnou | fters @ s wfder ﬁﬁzﬁw

a detailed inspection report RN/ REPORT o

to the controlling authority, ; e e fj | ! fawqd fAtamm R “é, mammg |

clearly stating the extent ,/ Somles Clected [ i A B Ay, o i o h ' I]

to which the provisions of & Compliance Status [ g W HY § gdrar o] fs wemfa 7 MEEEEEIE H

the Act and Rules are being \ SUBMITTU = et 3R et & waemt =f———
L followed. % | PR < febertT Ut bt 1 %1 81 | )

=)

INSPECT — VERIFY — REPORT — ENSURE COMPLIANCE

fAteror - gamuE - Ruid - eure gAfad &

o
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&

| " IMPORT 0I-' DRUGS AND | !

MEDICAL DEVICES

F‘& Good. regqla.tory
v — || practices In import
v — || include
¥ > documentation,
@ licensing, renewal,
and e-governance.

4’

T S N\
o~ —— O :,i, ?
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( DOCUMENTATION FOR IMPORT OF DRUGS
3ﬂt|fﬁzh & R 8q mﬁsﬂaﬂw

(IMPORT INTO INDIA | et # 3 ) @ FORM 9 | wif 9

APPLICATION | 3T|aa=f

The importer or authorized
Indian agent must submit:

Authorizes the Indian agent
to act on behalf of the
foreign manufacturer.

AT A1 3AfSFd R YR Gote B fadsft fmfar i
Toic Pl UKJd BT BIT: IR A B B o Apa TRl
& FORM 8 OR FORM 8A S| REGISTRATION CERTIFICATE
b e, S ' | WIH 8 37aT i 8A | UsfieeoT yHTOTgS
\ o (+7 y,
-
[ ALONG WITH FORM 9 | R FORM 41 | wif 41
‘q)‘rlf 9 $ arda Mant:atgry beffore import for
N - registration of:
- =~ 3 o g Ueftewr 29 A
- \\ ((:II-‘IJEA(!-II(EIY) l I ' “5 4 o “@ fn;iignﬁnufacturing siteglgﬁak’ﬁﬁﬂfmm
\ N/ : 3 q Egﬁsche bl . product | 3TE J
v—.| O T — required to prove: ] ja{q : o™ & BEFORE IMPORT | I ﬁ‘lé
@ TE TN B 2 fawga qwamdst smaeds g } e —— FORM 41 1S MANDATORY | %1 41 yﬁzmi%

[ . QUALITY | o | (€)) SAFETY | en ‘ REGULATORY COMPLIANCE | ﬁmamgqmj
QUALITY + SAFETY « COMPLIANCE

L
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&

,/—

=(J

DOCUMENTATION FOR
IMPORT OF DRUGS

N

e

Supporting documents include a Free Sale
Certificate from the country of origin,
Good Manufacturing Practice (GMP) certificate,

and Certificate of Pharmaceutical Product (COPP).

FREE SALE
CERTIFICATE

CERTIFICATE

® ©®

e

In addition, complete technical documents
such as product composition, specifications,
labeling, pack insert, stability data,

and safety and efficacy reports

must be submitted.

......

CERTIFICATE

& Q

Ufeed (GMP) Tfdftebe, 3R
gffthdse A ]
igae (COPP) onfiet &1

g4k 3ifafRerd, IcTE T3aT,

- fRRar ser, 3R gren g
yrasfterar Ruida S gof
dptas) SEATAST STHT &3 81d & |

The importer must also hold a valid
wholesale drug license (Form 20B/21B).

SlG)

After evaluation of the documents, CDSCO
issues the Import License in Form 10 or
Form 10A, which authorizes the import
of the drug into India.

WHOLESALE DRUG LICENSE
(FORM 20B/21B)

3MTATAD & I de BleTied ST
AedT (Form 20B/21B) 8HFT

I H ¢l

IMPORT LICENSE
FORM 10 / FORM 10A

SXITdSH & Hedid & d1g, CDSCO
B 10 I1 BIF 10A H AT A9
SR} BT &, S YR H gdT 37-Td
A & foTg 3ifeigpd Hear 8|

04
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DOCUMENTATION FOR IMPORT OF MEDICAL DEVICES
—— fafepear Iyl & 3T 3 g

@ RISK CLASSIFICATION | Sitfm aTﬁﬂ)'\'UT 1((2) IMPORT LICENCE PROCESS | 3 wrsdfe wfiwam
cLASS A 1 CLAISSB CLAISSC 1 CLA?SD " FORMMD-4 | [ APPROVAL|wisfa | [  FORM MD-15
LOW RISK LOW-MODERATE RISK | | MODERATE-HIGHRISK | | HIGH RISK _:B P_B m—
@ ——
: ;9 ) ot Licence v
i KEY DOCUMENTS | uga mﬁa |

: farferean 3uaur fam, 2017 & siwia fafrafda .5§ | * PLANT MASTER FILE
v - / .................... mzezsanss
[DlmmfEEes]] ffor e o ufba

| TS ﬁaﬁmﬁ

=2~ TECHNICAL + MANUFACTURING INFORMATION ——— 4. J1 |
=0} - a@-dt + fafmtor sHer — d
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(" IMPORT OF DRUGS AND

\."' | PZ

D i

MEDICAL DEVICES

Documents such as Free Sale Certificate,

Good Manufacturing Practice (GMP) certificate,
and Certificate of Pharmaceutical Product (COPP)

from the country of origin are required to
establish compliance with international

quality standards.

FREESLE o e 321 & Wl 7 wfcfibae,
i | 8 A=ythafiT e (GMP) aféftdbe,
| & | Q 3 wfEfme 3w

| = o e (COPP) S SIS 3R Ia

T[UTRT AT & 3UTeT Bl ¥ATfUd

® || @

XY N

The importer must also submit labeling details,
instructions for use, risk classification,
post-market surveillance plan, and proof
of valid wholesale license. These documents
ensure that imported devices meet Indian
regulatory and safety requirements.

- AN ° /
v 2
{ =
e =3 '
) <L =
\ s ]
. - = ’
\ s . .
\ ) /
A -\ { ’
. Sofs .
N /
\ ! /
. ’
N /
R ~ ’ ’
~ .
\‘ "
-~ //
~\‘ P
° o‘o °

sy = mccmmnoss . ] Wﬁﬁaﬁnﬁ“ﬂ,m$

3 _:_ ,‘ﬁ’_] rlﬁﬁvﬁésr,a‘r@ﬂaﬂﬁaﬂm,was
:@:_J Q =() < FRe e o Ay g

LABELING  INSTRUCTIONS RISK POST-MARKET PROOF OF VALID Eﬂ ‘ﬁm Pl m%l
DETAIS  FORUSE  CLASSIFICATION SURVEILLANGE WHOLESALE I GITdof 'ﬁﬁﬁﬁ BHYd & fp manfdd
PLAN LICENSE 3B ﬂ ﬁ 3ﬂ'\7 ﬁ'\’&ﬂ
LIBT3 BT T B B
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IMPORT LICENCES

3T ATs9 Yy

LICENCE FORMS | @349 Y9
N 7

DRUGS | 3itsferat . MEDICAL DEVICES | ferfdean sy
FORM 10 OR FORM 10A FORM MD-15 _
HiH 10 1 HBIF 10A BIH MD-15 s @ 1
N ——— AUTHORIZED AGENT | 3ifipa goic «—— .
é b P o N
FOREIGN INDIAN ,
" MANUFACTURER s AUTHORIZED | -t | = =l > e
N I NO DIRECT APPLICATION | atin WHéZLE — = ) Frrmees e
\ J Uy A B i A Y e redd - J
-+ AGENT RESPONSIBILITIES | usie & forderfi -
e
Sl REGULATORY : POST-IMPORT
r__ , COMPLIANCE n DOCUMENTARION g ( OBLIGATIONS
i / el 3MTATA-ULATd gl

( g IMPORT WITHOUT A VALID LICENCE IS A PUNISHABLE OFFENCE N"v J
=7 9 AT3AY P foAT AT S=a 3rawTe @

—« Under the Drugs and Cosmetics Act | airafer vd ware anEht arferf e & sfdfd
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V‘T Forms for Import of Drugs & Medical Devices/ C {%\

& - R
Form for Drug Import Form for Medical Device Import
@ e (b“’ (ST 31T 8q 99) ( (Afsepet fEars¥ 3maTd &d 9d=)

'i_} 2lxpplication for i%n%port lice;lse Form 8 / 8A MD-14

ﬂ

Authorization of agent

(e < mrirest) Form 9 —

Registration Certificate

(dsfiesoT gHT0T UF) Form 41 i

Import License issued

(3T TR ST Form 10 / 10A MD-15

Personal use import

(cafdTTa 3UANT &q 311ATd) Form 12A =

Small quantity / test / analysis
(BYE AT / e / fgdeor 2q) Form 11 -

Wholesale license
(eNep fashl arsdw) MD-42
Manufacturing license

(if applicable) — MD-5 / MD-9
L (0T @189 - afg &rL 8)) A A

R, B3 3olbol 51 ¢
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| Renewal | Ao
Import licences are s\ @ 4.
valid perpetually; ,
annual renewal is not
required.

-
A retention fee must
@ be paid every 5 years.
\
4 N

Non-payment makes

@ the licence invalid;
fresh permission is

required.
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mp

! Changes in Import Details Require
CDSCO Approval

L

ATTd faaRor § 9<elTd &g \
CDSCOa’ﬁg?famﬁmmj

@

Prior CDSCO approval is required /V\D )/_(‘{)O _bl

. - ofe =4
for changes in manufacturing site,
MANUFACTURING COMPOSITION LABELLING

composition, labelling, packaging SITE

or authorized agent.

PACKAGING AUTHORIZED WT m Hf\ﬂq)_d Qﬁz ﬁ
AENT | et gg CDSCO bt

For medical devices, design, :/ | /\

risk class or regulatory-status

| &- fafbea 3geseon # feeire,
—@ Sfaw it a1 fames fRfy

. DESIGN RISK CLASS REGULATORY STATUS
changesalsorequire | . . e W W
amendment/approval. _I;' TN/ 3IFAIGH AID ¢ |
AMENDMENT / APPROVAL
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i

N | E-Governance | $-IraAd

-~
"
Drug and device imports are J— @ ......... \ 3irafer vq fafdscar 3upeon
processed online through the L — . &1 AJTd CDSCO SUGAM m
CDSCO SUGAM Portal. 5 ). OIEe gRT iietrs foar Sirar 8| :
— — o sucam ||\ :
Services include application

submission, document upload,
fee payment, query response
and licence download.

s PORTAL Eﬂﬁmﬂ,mm@,
@”?’][&, @?ﬁw,mﬂﬁimaﬁ?
o] || A ST Y e &1

UPLOAD PAYMENT

Applicants can track - J 311dSeb 31Tded $i fQfd
applications in real time. - \ @ / ‘ e c1ew H <@ ad &

.................................... . -
|t reduces paperwork and

processing time while improving _— | /\/q ,/&_7 Tg TSl I 3R HHY He
transparency, uniformity and E@ il U I:I | e @ TRGHRIAT, Tl T 3T @
compliance monitoring. [FRTHT ST 81 )
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and trade compliance.
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N

N

r

flexible, but documentation and
compliance remain mandatory.

>J
Exports support India’s economy / % fFafd yra &t sreferavern v
and global healthcare. DDI:l @ afyes W@ a1 ¥ IR Sal & |
India is a major global supplier - \ 'O WRd SIAR® garsii &1 yE
of generic medicines. 2200 dfYys 3gfdal |
=%
Regulated under the Drugs and . - :
Cosmetics Act, 1940, Rules, 1945 v= a;'i'”i.“ il 3#“& é“ 'ﬁq'" ga R
and Medical Devices Rules, 2017. =\ |
CDSCO, DGFT and Customs ' /’@? CDSCO, DGFT uq i 3[ewh
@ ‘ Authorities oversee regulatory R J (S wferepeo YT bl ‘ @

Export rules may be comparatively ,ﬁ_ﬁﬁ: frafa A qerrers w0 @
)

U4 3ruTer 3ifard § |
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g J © .
Wholesale License @ S Alep feishl eTrged ‘ @'
(Form 20B / 21B) — M= (i 20B / 21B) 53
N p— = - el
Importer-Exporter Code l - (IEC)
(IEC) issued by DGFT IEC ——— Q)CGJ ~ DGFT gRT IR
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Certificate of - & B fEdhd 3G -
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Certificate of Analysis (CoA)

Batch Manufacturing Record (BMR) &
Batch Packing Record (BPR)

Invoice, Packing List, and Shipping Bill

Labeling as per importing country’s
requirement

Stability Data (if required)

@6 e eele

Country-specific regulatory approval
(if applicable).

e e@®

"
l fao@woT y|TOT U (CoA) gﬂ
=
o9 fAmfor Repis (BMR) Twd _z:
o9 b Repie (BPR) =) |
gaisd, Ufd feee ud foift fae ®

3T 3T et ATaSehal 3R el @

J

f@rar se1 (3¢ 3maeas &) lﬁ]}ﬂ'
Sor-Rifdre frame wheh @
(afE &)
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€
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= Medical Devices forq 3maeas AW
For export of medical devices, documentation ferfdea 3uahrunt & fAafd #, cxaTdeiieRoT udRoT i
depends on the device class and regulatory FA T RATAP 2T BI [HAME IFMaHAIs W
requirements of the importing country. Rk & 21
Common documents include: _m_ HTHF!JH AT e 3maTs Bid B
m Manufacturing License / Loan License D . fmtor eEY/ @ osdd =
(MD forms) g‘R V1 —~)  (MD wiH) —g‘?;_/
= SRR J = 3
[l 02] 150 13485 Certificate 1sp_/ - IS0 13485 1O T . _130_/
- 7 e =S
U 03| Device Master File (DMF) - _|/ = —/]\ F/l F A@Eﬂw HRER B (DMF) iy
[| 04)  Plant Master File (PMF) ) k wiie AR IS (PMF) |
FIOS Free Sale Certificate (FSC) 5L k| 05 | %I ¥d iéftedse (FSC) z@\_/
'S . s =
Certificate of Analysis / 0 fagetsor yHTOT U7 / ;
\ ~ Quality Conformance » JOTedT A adr ;_/
f 07 CE Certificate (for EU or other 1 CE w101 93 (EU a1 3= Fanfaa @ 1
. regulated markets) - L) IR & fag) J
08| Invoice, Packing List, Shipping Bill l 08| smaiss, dfd fore, farftm faa E?@
( Import approval from destination Q 1 & Tqed 491 9§ 3T 1
Lﬁ country (if required) == g _, L @ (afe 3raeas &) é? )
— : ——
Labeling and IFU as per - i T ol ( JARTERI AP & ATIAR AdfeiT
{@ international standards. EEJ ) t@ 3R IFU
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SisiSiss
g Bt
i g 3 )
e Unlike import, no separate export % o 3N & fawid, afe fFafas &
license is required if the exporter 5 o » Ugel § &l aY 707 g1 e g g,
already holds a valid manufacturing ’ ) aY arer A Frafa el Y amagaedr
or wholesale license. However, Lﬁégﬁgg sh T8 At e, Fatadi @ DGFT

exporters must obtain an IEC

(Importer-Exporter Code) from  |EC (3mardep-faide Bls) Hret et

DGFT, which is mandatory for all g &, S el it fcfafera o forg
export activities. CIECIES
e Some countries require additional H o P8 Ul H AR 3FTAGH Sl 3aeaehdl
approvals, such as WHO-GMP, T . 2t & 3 WHO-GMP, USFDA, ar
X oo . t (RN
sk v onaio, |\ i e, s
stringency of the importing nation. e PoRkd W R o 21 )
. J .
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Licenses eTRUT Jrerfer | SR
N\ (-
® Manufacturing and wholesale p—— ® fufa® fefe 3T febg S et —
licenses used for export are — /\ fAmior g A emedd -y
issued on a perpetual basis, = I\ — m— \ Tt ('@ﬂm) STTER ngr& =
subject to payment of . LICENSE || I—I—IH zqﬁm g, fores Eﬁf 3:‘“1 .
retention fees every five years. o —— Ml Faaen SO e (Retention Fee)
Certificates such as COPP, I\YE?'Q v — s L '@ gp‘i’P'aF'qsiﬂ;ﬁH%@W%l . g
FSC, and ISO have specific vV — || ¥— e 3&(11 ey e A 2 3fR|
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renewed periodically. A 4 AR Bl | .

( RENEW PERIODICALLY |

@ Failure to maintain valid
certificates can result in
rejection of consignments or

A [ |

111 r||)7

suspension of export activities. [—
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E-Governance in Export of Drugs

anufer vd fRifdcar 3uwon &

fafd o $-7e9

e,

Elo

_]La.D.

°

The Government of India has implemented YR WHR A Fafa ufesansi o Td 91 & feig
strong e-governance systems to simplify / TSl d $-Ta-g Yunerdl o] @i 8 | 9d fefeiea
export procedures. Key digital platforms include: A tﬁatﬂrf fA=fefad g:
' R i
3\ | ® DGFT Portal - <) 3 | @ DGFT e -
@B’ for IEC, export authorization, \i TR |EC, frafa wiferasur 3k
. DGFT |  and policy compliance ) _ DGFT | ifq srgurer & feig 3
s N ° e N
<e>] | ® CDSCO Portal (SUGAM) - %] | @ CDSCO diéat (SUGAM) -
o @ for regulatory certificates ' : i@ e ymogE 3R
_ cDSCO |  and approvals ) = | CDSCO |  3rgHIeHl & foig )
7 = _— M ( )
S | | ® ICEGATE Portal - (N § | | ® ICEGATE ulcet -
for online customs clearance : 7] — = 3TerTg HHT Yo FopRt 3k
(_ ICEGATE ]  and shipping bill filing ) : | ICEGATE | faiftr faet wrgfei o ferg )
r > - - N
'ﬁ ® GST Portal - @ =4 {} ) —[ﬁ ® GST Uidet -
GST for tax compliance GST Ty SFIHTFI?! R
—‘ and export refunds » L —. frafa Rus & fog )
Faster ‘ — . Paperless Real-time ‘ =% o Rarer-ergn
ansparency ‘ Approvals |- @ Processing @ Tracking Q TRafRIT ) a S @ q’mﬁm ¢febr
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Frequently asked questions
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1. Write a note on e-governance of drug manufacturing.

gar fAaiur # -taH 9 wR ve fewuf ferfau)
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2. Explain GRP in Community Pharmacy.
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3. Discuss about the GRP in Drug Manufacturing.

gar faior ¥ s Waedt ifaess (GRP) WR =i Siforg|
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4. Explain Good Regulatory Practices (GRP). Discuss its
definition, objectives, scope, and importance in drug

regulation.
e Ufdeaw &1 ARST DI IGLED]
fgﬁww,'ﬁ)mmam%?ww
|
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() LIVE

5. Describe manufacturing licenses for drugs and cosmetics
with relevant application and license forms.

qa13il Ud SIRfead & AU dArgd¥] BT quiH HIforg aut
YT 3fTde Td dASE Y BIH BT &I DIfog |
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