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| DRUGS AND COSMETICS ACT & RULES |

'S N
OBJECTIVES CE-0)
Objectives, Definitions, - - IR, GRHYTTY,
@ Legal definitions of r i @ siferfaay 3R fAaHT
schedules to the Act & ey & sidifa srqgfaal
L and Rules. ) /! = T L Pl BT GRETTT | 3
5 N 4 “ F .
/ - \ &
» _ MPORT OF DRUGS / | \ N\ ST T ST
- Classes of drugs and ,' DRUGS & | . 3T zﬁqqm
cosmetics prohibited [ ' [ , garafl 3R TeEl
- from imporF'z : COSMETICS 1R & Tt
" | LES | !
Import under license | ACT & RU | ASAY I1 A &
or permit. ' ' 3idTid AT |
& P | b % ®,
- < | { & &
o MANUFACTURE OF DRUGS : h : O zZgraf} &1 fA|for
=] e Prohibition of manufacture and sale | | = x : :
I of certain drugs. | \ r | I @E;ﬁ i ﬁqg R ﬁaﬁg Qﬁl
2 . | | e cdl By 5“3@9
e Conditions for grant of license and / ; h
BEB B ndgitions of license for : : BEE 0] iy 6 o
manufacture of drugs. \ / o TRteor, Gt 3R faveryur & ferw fAmfor
o Manufacture of drugs for test, 7 { Brrfor
examination and analysis. » TR W l . .
e Manufactureofnewdrug. | \(© ) [Jrm==—mmm—eme=== o A ARAY R HAfHT Ady |
e Loan license and repacking license.
% ), . J
[ @ SAFE DRUGS, STRONGER HEALTH — RIGHT DRUG, RIGHT USE @ ]
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| DRUGS AND COSMETICS ACT & RULES |

& N
> STUDY OF SCHEDULES Al BT ey
, - i“;%oé fcgedg"e Y| e caiRe, G H,
V) — ’ ’ ’ V) —
H1, K, P, M, N, ;:GJK'P"\I"'N'WX
L and X. J L e )
' B & : R
-\ SALE OF DRUGS 1 a3t ol fasht
| » Wholesale, Retail sale ,’ o A fashl, e fasht
‘ and Restricted license. 3k ufadfeq AL |
. Records to be kept o BN A @ 9 9
in a pharmacy 3feRg |
e e o e
in India. ferg I
- b, N J
990 MATINEET e
CQ‘) * Drugs Technical Advisory Board CQB ) % g daRed -
» Central Drugs Laboratory bacefag eid)
* Drugs Consultative Committee s 5 8
Government anal ’ aﬁﬁ? )
. ysts il
» Licensing authorities i :
« Controlling authorities . 193D BUREQN
L * Drug Inspectors ) L g1 Q@W 3
e B
9, SAFE DRUGS, STRONGER HEALTH — RIGHT DRUG, RIGHT USE 9
_ J
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& IMPORT OF DRUGS &

ENGLISH | 2 L & )

8 R - )
The Drugs and Cosmetics Act 3ftefer 3R e andt siferfaam
—— | and the Rules framed under it AT 59 3idvid §91¢ Y
- allow the import of drugs and YR ® iR iR yared
cosmetics into India. '
) | Sl & s Bt st & &
R r
Generally, drugs and cosmetics IEId: arsal 3R waTe 9t
can be imported only under a P AT Bdd I A4 P dagd
valid licence, except those far o1 e &, fRar 37 axgail
items whose import is & forTep! amara 9y w9 @ vz 1
specifically prohibited. J .
~ | — :
Certain drugs and cosmetics gIciiich, HB gargdl 3R FHTe
can be imported without a it &1 3T fa=1 Rive & far
permit, provided they are of Sl Hepdl €, S & /IS T[T
L standard quality. J | B
1 O The manufacturer or importer must submiD rﬁrqﬁ'a'[ T ATATdH HI AT Yoh
C g a declaration to the Customs Collector Tughd! Bl SYom TRqd BT Bt
— / stating that the products comply with all STANDARD CUSTOMS compuance with | & b 3aare sifeifiem &t ot smama
import-related provisions of the Act. ) QUALITY | COLLECTOR ACT PROVISIONS m P ICCICIE: ] AT ¥

KEY TAKEAWAY: Import of drugs and cosmetics in India is regulated to ensure quality, safety, ~/—
and compliance with the provisions of the Drugs and Cosmetics Act. %
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[ CLASSES OF DRUGS AND COSMETICS
PROHIBITED FROM IMPORT

[

From the date notified by the Central Government
in the Official Gazette, no person is allowed to

import the following drugs or cosmetics into India.

J

Drugs or cosmetics
not of standard quality

~

Misbranded, spurious,
or adulterated drugs

Misbranded or
spurious cosmetics

Drugs or cosmetics that
require a licence but are
imported without a valid licence

PROTECT ED HEALTH
SAFE NATION

Patent or proprietary medicines
unless the true formula and
quantities of active ingredients
are clearly displayed on the
label or container.

J

Slabdh

3T AR gRT 9T § ArgeT @ R Y, |
faedY oft afdm = F=ferRaa gare ar vy
B IRA § AT B B AFART & BRI

>
7 N
@ W TEET
#‘ &l 819 arelt gaTd a1 wETEa )
> B
IS daqdl, FeIrad a1
fAemadt zart )
4
UHS odd aT
3
q Tard a7 vEreE s forg 1

AU AAYIS §, alfpb g
famr du s @ omard b mr &

¥ a1 @ A (Sed) shfy S, |
We d% fb 9% A9 a1 SR W Gfebg
qedl Bt arafads A (BrHer) SR 7ET
W $Y ¥ yERia 7 &t T & |

() QUALITY CONTROL « LEGAL COMPLIANCE « PUBLIC SAFETY ()
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. CLASSES OF DRUGS AND COSMETICS ,
—+* PROHIBITED FROM IMPORT.—

- Drugs claiming to . T T, foeTTeT a1 gt
cure or prevent diseases Py e P |
A through misleading statements, ar i
designs, or devices beyond 3l @ T A T a1 B
what is prescribed | areft gamg

Cosmetics containing
unsafe or harmful

ingredients for use under
recommended conditions

e 61 R A 'ﬂ
TN & el srgRfara an !
eif RS 319ad drelt PirAfeary -&

[ foreit & ot J A heg /oo
i B B B 1 a7 B |§§|

oy Drugs claiming to cure
Aot diseases listed in
¥—J/ Schedule J of the Rules

Drugs prohibited in their | \ =N

country of origin, except

| areft garg
hen i rted f
‘évxaeI:ilr:?l"c)ign,e tes‘t)irng, or I M Po RT

P et 391 & W A, @
e 59 b udtar, udtamor ar ®
. PR o
_ PROHIBITED |

Drugs not labeled or fFuiRa fFawt & AR
packed as per olge a1 U 81 a9t 8
prescribed rules aqne

(1) FOR THE SAFETY OF PUBLIC HEALTH AND TO PREVENT MISUSE (! )

—

-
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The following categories of drugs can be — I M Po RT 0 F D RU GS — ﬁﬂiﬁl@am’}fﬁlﬁfﬁ Sar3ii ®l YRd # bad
i rted into Indi l d li IE:)
oot oraned oy the Leonane - | UNDER LICENCE OR PERMIT | T e (L0 g e o
Authority (LA): @ ES Hhdl &:

Drugs listed in

[ st € e C, o gt

Schedule C and C,, . ]
excluding those in gard, SrIeeEt X H eitas
Schedule X. L Sanaii &l Bl

s

Drugs listed in
Schedule X.

 teror, wlleror a1 fedeo
&P Tl 3mara &t 71 ganan Hi
L BIcl 7T

Small quantities of
drugs imported for
examination, testing,
or analysis.

Drugs imported by a
Government hospital
for treatment of

patients. Dy 48 " 2 S
Drugs imported for \\ - i Goitepa fefdcan
personal use with a valid UfreerR grT f&u g 3y

prescription from a
L ferg smara &t 71 gand|

Registered Medical
Practitioner.
)
g7 . <« ® @ » qg{“!’ TRIP Ia
obtaining required [LlCENCE (0] PERM'T] I 3 &b TS|
\

New drugs, after
permistion. J

Q ( IMPORT OF THESE DRUGS IS STRICTLY ALLOWED ONLY UNDER LICENCE OR PERMIT FROM THE LICENSING AUTHORITY) Q
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=| IMPORT LICENCE APPLICATION AND VALIDITY

The application for an
import licence must

be submitted to the
appropriate authority in
the prescribed form.

“ i

SUBMIT APPLICATION

The import licence
remains valid up to
31st December of the
year following the year
of issue, unless it is

suspended or cancelled
earlier.

5o

IMPORT

e

N

If the Drugs Controller
of India cancels the
import licence, the
affected party has the
right to appeal in the

™

CANCELLED BY
DRUGS CONTROLLER

RIGHT TO APPEAL

| srar @, @) ywifad g& &

p
3T @TEHY o forg 3mded
fad yoa & Hafera mitrert
Iy foan ST 1Ry |

o
s

AT ATSAY SR fhU 777 a9
& 3Tl a¥ @t 31 feHaR a&
=Y 34T 8, 99 d% &b 34
qd # fAeifaa a1 3§ 7 o faa
\ml

(ot s & aftefr Pris
SR T @1g9d g fohar

3= AT H e B

High Court. y OF INDIA IN HIGH COURT L?ﬂ PR B |
ENSURES LEGAL @ REGULATED & 38‘5 PROTECTS PUBLIC PROMOTES PROVIDES RIGHT
IMPORT }S<A  CONTROLLED HEALTH =| COMPLIANCE TO JUSTICE
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——+ SPECIAL LICENSING +—

cemmemper T : PROVISIONS 7 ———

licence is required
for drugs manufactured

by each manufacturer.
J

If a manufacturer has
multiple factories in
different locations,

a separate licence is
required for each
premises. y

One application may
cover more than one
drug or class of drugs
manufactured by the
same manufacturer.

Any change in the
constitution of the
licensed firm must be
reported to the
Licensing Authority.

=

COMPLIANCE ENSURES LEGAL IMPORT
AND QUALITY ASSURANCE

J

Waﬁaiﬁvm
ammas@ﬂmmél

N

p
gfe forddt fAmfar &

fatvr Tl R g Bl €,

Y uds TRIR & forg arem

AU AW ¢

U gl fomfar grr fAfifa
U% I 31fe a1 a1 garaii
& a1 & foTy U & 3rmagH
A & Ghar g

A4 UTd BH & Gfae™
(TX) ¥ ot off aRada
Bl STFHRI AT WTfeaeT

. Pl ST HHaTd B |
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CONDITIONS OF IMPORT LICENCE ¢

\/_
o
\/

ﬁr { IMPORTANT CONDITIONS TO BE FOLLOWED ) ifr

-
w_ﬁ Follow Form 9 undertakmgs
= at all times.
W y,
4 A
8 Allow inspectors to inspect
. Q premises and collect samples.
N ik -
't Provide samples & test 1
BF@ reports whenever required
L by the Licensing Authority. )
~ .
Do not sell a batch until
LA approval is received.
A -
P
Recall non-standard drugs 1
@ from the market if directed
L by the LA. y
1 e Maintain complete sales
R= records of all imported drugs [==-~
X for inspection. r
> - : oot R
Comply with additional LA
requirements after 4 months’ |77 7"
: prior notice. b

r—l—mﬂ—
IMPORT
LICENCE

«9@

k3§l€fr6ﬁ$r31§§rrrulm={ab‘lﬂ

qu9ﬁ1%qnqmﬂ

(g Prert @ ot
fFrdteror &R ok T o €
S

(TR widieor gRT

| Tteror Rard Suerey &g |

AMTIHAT B W T 3R

(" TR T & R
ké%ftni%a‘%%‘ggmﬂ'er=rab'1f|

U g9 a fadt off 99 @

uﬁawﬁﬁmmfﬁaﬂwﬁ%wé
fép a1 aFe & IgeT T €,
@S9 B TR a9 o |

@

>

(it st qarel @ s
&1 guf aifiere W& ik @

mono

1]

_ Frteror &g Sueier W |

AR wifdrevor @ ifale
JNIRIHAT3N BT YT B, T

| g—
km@mlm111?5'$rgj?i=?Iﬁ%1i%ur*1artfl;

J
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VALIDITY AND CANCELLATION

—— PP .

0

An import licence is
valid for a period of
three years.

The licence remains
valid unless it is
suspended or
cancelled earlier.

If the manufacturer
or licensee fails to
comply with any
licence conditions,

the Licensing Authority
may suspend or cancel
the licence,

either completely or

for specific substances.

J

" OF IMPORT LICENCE ~—*

.

COMPLETELY

FOR SPECIFIC
SUBSTANCES

<< —

[ AT ATSUd
o= g @t srafer
¥as1‘%{?a‘vez'a’rclfah

i ATAY d9 deb Y Edl 8

/

19 aa fob 39 fAefaa
PIEEE CRCDIRIGIT

gfe fAmtar ar agdd
fopdt off dTed T ITal
&1 UTeAd B § fabe
| I8,

41 e e
ASYY &I fHeifeaa ar
\'\'gawqaa—cn%,

Vs

g1 g AE I AT b
fafere uqref & forg|

.
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| —

Application to LA 1

An application must be
submitted to the
Licensing Authority (LA)
to import or manufacture
FDC drugs.

w
l' .
Evaluation by LA

The LA evaluates the FDC
for safety and effectiveness
for use in India.

7
J' E
If LA is Satisfied

If the LA is satisfied that
the FDC is safe and
effective for use in India.

¥

N

%

Permission Granted
Permission is granted in

Form 45 or Form 46,

subject to prescribed
conditions. -

@ [ SAFE & EFFECTIVE

[ FDC DRUGS |

Combination of
Two or More Drugs

.. IMPORT OF FIXED DOSE gOMBINATION (FDC) DRUGS ol

UeA.U. &I 3AAeA

3 a7 AP qarehi & fhas
8IS Hiffgae= (FDC) &
AT a1 f[AEir &9 & fau
TeA.U. &I 3Ae AT B |

~N

7

Ud.Q. gRT el
UA.Q. g8 Hedih Ham b
FDC 9Rd # 39gnT & foig

el

=

—

BiH 46 H Y @) ST |

REGULATED IMPORT FORM 45 OR FORM 46 | SUBJECT TO CONDITIONS] lif‘/ \

v
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R — IMPORT OF —

CHEDULE C, C; AND X DRU%

An import licence is \

mandatory for all biological . ¢ ;ﬁﬁ—‘r Cﬂ 1 5 A qﬁlg
and special products ) (3@!{5“ .X : .) g
listed in Schedules C and C, S ‘ — sifae ud ﬁm 3] 3ﬁ_\r
(excluding Schedule X) T N e X # GEleg aaTsﬁ &
and for drugs listed in T N AT & forg 3mara arsdy
Schedule X. ) Rr ‘ \_ 3fard g1
In addition to general ) ‘ T 9 ¥ ifaf,
import conditions, — e g &
the LA must be satisfied [g o o> LA 1 I Hige feg \
that the importer has 3T & Y e gansi
proper storage facilities ' NEY (M gt NE @I TUTa §91Y 3EA & forg
to maintain the quality of BFIJOLOGIC#L L = Pa: Ui 3 WsRor gfaemd gl
imported drugs. . mﬁg&?g‘@ = > X
The Lilcensing .ﬁuthority ) | faﬁﬁﬁﬂ TfIHRY ATaE &
may also consider AU Pt UPfd, G,
the importer’s business "—/' '\_" a7 TR &Y 37t fa
nature, occupation, &
bl B
or trade. ) \_
Any change in the AZHY UTd BH & Hfau
— constitution of the X7 (T¥ee) H fasedt off aRadq —
& licensed firm must be IMPORT WITH COMPLIANCE #t STEE LA 31 R &)
— informed to the LA. QUALITY & SAFETY ASSURED farf R

— MANDATORY (" =-[l PROPER STORAGE ), __ E BUSINESS NATURE )__ '%I CHANGE MUSTBE )
LICENCE REQUIRED CONSIDERED <] REPORTED TO LA
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o

IMPORT OF DRUGS FOR

__ EXAMINATION, TEST OR ANALYSIS

:—%\

Import only under
Form 11 licence.

o0

Use drugs only

for examination,
testing, or analysis

at the approved place.

A

Allow inspectors to
inspect premises and
collect samples.

Maintain import records

(quantity, date, manufacturer)
and submit to the
Licensing Authority (LA). )

X

~ ( SMALL QUANTITIES * FOR TESTING OR ANALYSIS ONLY ) ~

ANALYSIS

SAMPLE

FOR TESTING
ONLY

A

&

FORM 11

—R

L —

3T PacT B 11
AEUY & 3idid ™ |

J
\

—

Al

ATt T IYANT Hadd
ey, e g1 fAgego & forg
TSR iR grT wigd

T X N |

7

mﬁﬁﬁmﬁﬁqﬁmm\

frdteror e 3R A UaA
F B AT S |

\
(&
1!1
\.O :z
yl 4 |
3

‘Y

gt e &1 Raie @
(wra, 3mara faf?, Ffar &1 am)
aﬁ'{g@tm@ﬁwa{mﬁ‘é’r (LA)
DI T B

.
\

A ’
. T I TR B foredt off )
Comply yvuth acditionall o F ... .....call.. N mm 1 T &R,
MOLH LA FeqUiEments after IMPORT FOR SCIENTIFIC PURPOSES ONLY MO1NTH fors forg &0 @ &0 1 78 &
1 month’s prior notice. y REGULATED » CONTROLLED » MONITORED A qd Aifew faar mar &
"
LA APPROVED PLACE FOR EXAMINATION, v—] COMPLETE RECORDS INSPECTION [S=] 1MONTHPRIOR
ONLY TEST OR ANALYSIS | &TRANSPARENCY A~ & SAMPLING 3(2) NOTICE REQUIRED

P
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&

* 209
( DRUGS THAT ARE OTHERWISE 1
PROHIBITED MAY STILL BE IMPORTED
IN SMALL QUANTITIES FOR PERSONAL
USE, SUBJECT TO THE FOLLOWING
| CONDITIONS:

T
fars)
=Y

J

The drugs must be
part of a passenger’s
bonafide baggage
and intended only
for the passenger’s
personal use.

R,

The drugs must be
declared to the
Customs Collector,
if directed.

The quantity of

any single drug
must not exceed
100 average doses.

ﬁ_(' wjf—(@ N]f__(:)
830

7

@

|

[

|
‘\

IMPORT OF
DRUGS FOR

®
I
[
|
y

Qoo FOLLOW RULES, TRAVEL SAFE)' °e ®

PERSONAL USE

PERSONAL
\ USE ONLY

SMALL QUANTITY FOR

PERSONAL USE ONLY

DRUGS MAY BE PROHIBITED,
BUT PERSONAL USE IS PERMITTED
WITH CONDITIONS

K

be

\

(Q?ﬁamﬁﬁhmmazmmmﬁ$
& fo1u 8IS 71 § 3mara foar S gabdn
\%,ﬁmﬁrﬁaamﬁasanﬁqz )
N e aw () |
T M & fe8m gt
3 T1fgu 3R Haet It &
- EEISIEY J
4
o I Gl Gt
7 I gaTg HH T Yob
LTIl FHode? ol GIfd Bt
| customs | it
- )
)R i
100 100 31 TR1es &
'o’gzisé; mqﬁﬁﬁl
®

ﬁuﬁzﬁrwaﬁ,gv@mwﬁ>....
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. | ._ IMPORT OF DRUGS IN _. - .
@ veiamaaion | sy EXCEPTIONAL CASES (¢ | Unormssee @

import of a larger HTST I
Ny - Depataln WITHOUT BONAFIDE BAGGAGE T .
% e — @ — o J
r i N
(). If the drug is not part of h afg gar art & 9y WA =
[ | - : (STPISS direT) o few (T |
bonafide baggage, it may TS Nad LA
| still be imported by . . . :
* . = ‘\_\_\‘—-\v—- =% FOl'm 12'A ﬁ m
d__lIJ applying to the LA in , | ‘ B : e ST R o wadT 2, u—b
L Form 12-A, provided that: 3 : Ll IMPORT : g9 f3F:
N ‘p \ PERMIT y <’
the drug is for - oRWAZA _» a1 T (FFTHIES
bonafide personal use, 3 : ¥ M:PL\CM\ON —— ‘ = : 2T 3TN & forg %’
the quantity is - \ Y &
reasonable and | 3\ | qrEn 3fd g ar g et
supported by a <’ | \p Rifsea eTerardt
prescription from a . £
Registered Medical g1 fau g oef & &
Practitioner, ) >
a permit is granted 1 Form 12-B & wfie
in Form 12-B. ) SIRY fosan Sirar B

\ \
T CONDITIONS SATISFIED —
%/' APPLY TO LA @ (PERSONAL USE + REASONABLE = PERMIT GRANTED —
—#) ) INFORM12-A QUANTITY + PRESCRIPTION) IN FORM 12-B -

@ Q—»)) EXCEPTIONAL FLEXIBILITY WITH SAFETY, PRESCRIPTION & PERMIT LKL

@
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. e

DISPOSAL OF DRUGS

IMPORTED FOR PERSONAL USE

¢ ®

a If a drug is legally 4 afe ®Is gar sfafaas h
imported for personal a1 fAgH) &1 Ieetad
use without violating fopu famr @afasa IuanT
the Act or Rules, LY / & fory fafdaa smara &t
the person is allowed TE 8, a1 afes & 39
to dispose of the &1 &1 BT 9 9 faeH
L drug legally. ) L A DI AR B | J
a @
O The importer has the NTTAE B 2q] B O )
= right to dispose of <—o —> e
o | the drugin a lawful HILH 1B | e ‘
N W o "
~ D r g
GRsttk s Impo o s o
porter s P
from disposing of b Pl é é
the drug if he later 5 g, dr arferfiam 34 gar &l
" decides not to use it. . QQ ¥filchfF{ HH A TG Apargl —— )
= E
P ; F - N\
v —_— Pelsgfssaalf?gztjtzﬁ / TRANSFER / SELL TO LICENSED DONATE TO \ CLGE Eﬁl:j_:n, 'ﬂ_ﬂ&]ﬁ r‘,&_.
v — cogmr;liance with GIVE TO OTHERS PHARMACIST / CHARITABLE g siferffay 3k fAaHT A —
. Vv —_— the Ast-and Rialas. ) (LAWFULLY) PHARMACY INSTITUTIONS L % ITHY m a-n%ql & )

(&

LEGAL IMPORT —» PERSONAL RIGHT — LEGAL DISPOSAL

Use Lawfully, Dispose Lawfully

)
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A new drug is one whose
composition is not generally
recognized as safe for use,
or which has not been used
to a significant extent or
for a sufficient period in
the country after
investigation.

No new drug can be
PERMISSION

imported without
written permission
of the Licensing
Authority (LA).

o N

For obtaining permission,
all documents and
evidence related to
quality, purity, and
strength must be
submitted to the LA.

J

IDENTIFY
NEW DRUG

s 5
7 ga1 98 ¢ et TR
39N & el TH=T $9 &
Tféra =1l 7 famd &,
g1 {5 49 # i & 491G
Hecdquf g a1 g
3rafe de IUANT TEl g ¢ |
N =
7 N
o r—'ﬁ
'NVE)SRT(I)GAL\E?NAL I HY 73 gd1 AT PERMISSION
D uTfeiel (LA) @ feifad
3Hfd o fem smard :@
&I I ST el | -
- ’
' -
37gAfd U & & g,
, &l 3R mﬁ:}; ——
q gaftd ot geaas
SAFETY « QUALITY « EFFICACY gTerRT LA P STHT B
MUST BE PROVEN =l
\ Y4
o—— - |MPORT PROCESS FOR NEW DRUGS &—
LAY SUBMITTO =R LAREVIEWS WRITTEN NEW DRUG
[CT] cevsmc | | =) asmevoni || () Pesmssion = % JPORTE
il IMPORTED

IMPORT OF
NEW DRUGS

PREPARE & SUBMIT
= DOCUMENTS/  |=p
EVIDENCE

)
i
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—( ENGLISH ) N

No drug can be imported
unless it is properly
packed and labelled as
per prescribed rules.

—
4

Every consignment must

be accompanied by an

invoice or statement
showing:

Name and address of
the manufacturer

Names and quantities
of drugs

_JJ

@ PROCEDURE FOR IMPORT OF DRUGS L@

—

Y

&1 i gar 3mara T Ht ST Tt
Sie dep fop 39 RuiRa fAae &
IR 31 A U 3R oigar 4
fopar AT B

)
A
TS WY &b 1 U 1A AT
faavor der g anfie foras
fAraferfEa sTHeRt 8l

¥,

0
A @@ Zarail & A 3R "=

J

J

( For drugs that do not require fSr=1 gar3n & ferw asdy IavIs w
- % a licence, a declaration signed T8 &, 37 fore omfar (smaras
— by the manufacturer (on behalf : yiferfyey et
@ ﬂ of the importer) stating @ ﬂ g? 3R ) % q:'ﬁ-‘f e
compliance with the Act and H4Tet =IO g¥dl
! the Customs Collectter. 2 L STHT BT BT | J
COMPLIANT = INVOICE / i MANUFACTURER DRUGS NAME - L DECLARATION FOR o SUBMIT TO SAFE IMPORT
PACKING & =3 STATEMENT & DETAILS & & QUANTITY — NON-LICENCED g CUSTOMS ;
LABELLING — £/ REQUIRED MANDATORY —(C’ MANDATORY = brucs (=) COLLECTOR SAFE HEALTH
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PLACES THROUGH WHICH
DRUGS MAY BE IMPORTED

d W 59 Aream )
413N BT MATd

INTO INDIA - NRd A fomar 51 gwar 8 =
Drugs can be imported into India - SaT3l &7 T hdel (HferRad
only through the following g Hferpa waer fagaif & Aregw | &
authorized entry points: (€ :AKISTAN URd ¥ fBar ST gabdr 8:
Ferozpur Cantonment :
— BY RAIL N & mftsar Raway - ¥ gRT
e Ferozpur Cantonment & Amritsar | >tations o RIS e 3R aeR
= Railway Stations - for drugs — 1d T - Ulfehea= & ranfad
imported from Pakistan '
3 , BANGLADESH = garaif & ﬁm
e Ranaghat, Bongaon & Mohiassan ¢ - ol = e IMTETE, dTd 3R AfgTET
Railway Stations - for drugs Ranaghat, Bongaon & eeeeces="% | EC SRR | dreoeeoeeeees oy i‘b YA R - G §
imported from Bangladesh Mohiassan Railway als ganaif & forw
e Raxaul - for drugs imported Shations o Yot - faisr, AgTer @ g
by road or rail from Birganj, Nepal 1 ¥ gR1 3afad garsil & forg
> > 3 J
# |NEPAL _ . \
- BY SEA ™\ Raxaul - for drugs E—.\R j ‘:. > = 'Hﬂﬁ [-{L4 .
Chennai, Kolkata, Mumbai, importedbyroador N & : I3, HIADI, ﬂa'ff DI,
Cochin, Nhava Sheva & Kandla ral from Gwgank ¥ ¢ Arar ST 3R Hisell - HHE GRI
for drugs imported by sea. ) T qarsii & fergr - y
BY SEA (Port) 4% BY AIR (Airport)
- BY AIR K @ : : O : : 7\ aTﬁ §T\'T N
n ’ ) e Chennai  * Cochin e Chennai * Delhi :
Chennai, Kolkata, Mumbai, Delhi, =TS, PIeTepId], ﬂa'g feett,
* Kolkata  * Nhava Sheva * Kolkata = Ahmedabad
Ahmedabad & Hyderabad o Ao NS SilEeEna TG 3R FERTATE — a1
g for drugs imported by air. 3 {rnha ARcia RN o &R 3mmanfad gansi & ferg y
@ AUTHORIZED ‘ = SAFE & ‘ ‘\\ QUALITY | @ ENSURING | IMPORT WITH
ENTRY POINTS p— REGULATED " PRODUCTS PUBLIC COMPLIANCE &
ONLY — & IMPORT FOR HEALTH SAFETY TRANSPARENCY
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L

OFFENCES RELATING TO

IMPORT OF DRUGS AND PENALTIES

a3 & 3ATd | Haferd

3RTE 3R &5

N
OFFENCE FIRST CONVICTION SUBSERLENT
) ( o CONVICTION
(3rorrey T&el (9: 9<i)
Import of Imprisonment Imprisonment
adulterated or up to 3 years up to 5 years
spurious drugs/ and fine up to or fine up to
cosmetics or 5,000 10,000 or
cosmetics both
0 containing
harmful
ingredients % N
Import of Imprisonment Imprisonment
prohibited up to 6 months up to 1 year
drugs or or fine up to or fine up to
cosmetics ¥500 or both ¥1,000 or both
(JGEIRGE
above) <?}E (i\gg
Import of Imprisonment
drugs/cosmetics up to 3 years
10A | in violation of or fine up to
@ notification ¥5,000 or both
— issued under
Section 10A ( Ed Esg
N
PROTECTING STRICT ACTION Q ENSURING SAFE
PUBLIC HEALTH ON OFFENCES ==  IMPORT OF DRUGS

A e e e

;/ SAFE IMPORT
| SAFE HEALTH

| g

COMPLIANCE
IS MANDATORY

o]
5
} RIY EESIEE) T ol
remadt 3 g¥ d& 5 g¢ d
3 i HRIET qT H FHRE AT
S %5,000 % 10,000 TF
TSRS SHTT SHIET At
5% e arat 34
6)mm=ﬁaﬂ
o f (e
ﬁﬁam&h 6 HIg d& " 199 9
e e FHRE AT FHRIETT a1
" ¥500 dF ¥1,000 d&F
BISH
o é@‘é
YRT 10A & 3 g a
siafa Sy H FHREE T
10A | siferga=n & ¥5,000 &%
Ieetad R SR a1
Zarafl/wareEt g
HT AT é\@ )
'm ) e | R oo | (@) o
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Frequently asked questions
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1. What are the offences and penalties relating to
import of dru

amaﬁ%anumérsq:% AT 3R &S T B2
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[ »  @PharmacyIndiaLive ] PHARMACY

2. Describe the classes of drugs and cosmetics prohibited
from import under the Drugs and Cosmetics Act.

39 US HITATEHFH e & IHTa AT & faw yfaafaa
EaT}lT Uq YHTEET (Cosmetics) T AT0raY 1 goier Hifaw)
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3. Explain the procedure and conditions for
import of drugs under licence or permit.

ASA 3rYar WA & Iaatd anit & 3rarg &
gfehdT U erat &1 guia fifav)
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4. Discuss the import of new drugs and explain the

permission requirements of the Licensing Authority (LA).
aT$ &dar3it (New Drugs) & TdTd T :
(LA) 8 3TATA IICd FTet T ATGRIRATIIN T 90T AT
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5. Explain the rules regarding import of drugs for
personal use and disposal of such drugs.

cgfFdard YT (Personal Use) %?I' ATt & AT Il
3d% Y fA9ersT (Disposal) & gata AgaAt FT1 qoia

FISTT|
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