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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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MANUFACTURE OF DRUGS

— MEANING AND SCOPE —
N

e ( WHAT IS “MANUFACTURE”? )
The term “manufacture”, in relation
to any drug or cosmetic, includes
any process or part of a process
involved in making, altering,
ornamenting, finishing, packing,
labeling, breaking up, or otherwise

treating or adapting a drug or
cosmetic for sale or distribution.

»( INCLUDES )«

MAKING 5 ALTERING ORNAMENTING f FlNISHING PACKING

0 &Ko @ = E:} =

LABELING BREAKING UP OTHERWISE ADAPTING FOR SALE OR
TREATING DISTRIBUTION

Situfery <1 fafamtor

— 31 3R yfRfer —

" QUALITY |
SAFETY
| EFFICACY |

[ R @ )

Mﬁﬁvﬂmﬁm%ﬁmﬁ
“fafrator” g A fAfda &1, s,

drg a1 gibe B, T g7 fopdt
Nufer a1 yareE o fassa A1 faazor
& forg Iu=RRa a1 Iugad 9 &
ot oft uferar a1 ITe faeht
JGEYT BT A fHar ST gl

)

»(amﬁ?—r%\«

ﬂ (X)_ DOES NOT INCLUDE )

el

G s T

or packing of drugs carried out in the normal
course of retail business.

However, it does not include compounding, dispensing,

gIeiif, T8 WA Gaxl AGE & SR @ oI areit ¥
i & e (o), faawor a1 b @t anfive T8 e 21

(uPmais (%)
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" TYPES OF MANUFACTURING LICENCES sitfer 3k e ARfEA Haga )
i+ UNDER DRUGS AND COSMETICS ACT —— . .

DRUGS OTHER THAN THOSE
SPECIFIED IN SCHEDULE C, C,, AND X

DRUGS SPECIFIED IN SCHEDULE C;,
BUT NOT IN SCHEDULE X . l
é DRUGS SPECIFIED IN SCHEDULE ‘
C AND C, ' ] ‘
DRUGS SPECIFIED IN SCHEDULE X ] .
E_ DRUGS SPECIFIED IN SCHEDULE ' J
BEa/ c,C,AND X 3

BUT NOT IN SCHEDULE C AND C,

DRUGS MANUFACTURED FOR
EXAMINATION, TEST, OR ANALYSIS

LOAN LICENCES
J 0

REPACKING LICENCES

<4+— ENSURES QUALITY,
SAFETY &
) REGULATORY COMPLIANCE
BLOOD PRODUCTS LICENCES i

000>
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PROHIBITION OF MANUFACTURE & SALE OF CERTAIN DRUGS |

Substandard, misbranded, [ Fr:hm tSI;etdaée notified ?y] A, yWe Ay,
adulterated, or spurious drugs. ] =\> S St sovemes feradt ar aet! garsar |

<= ﬁw—mw,maaﬂgaa
gl Aheil PrAfCHT |

Substandard, misbranded,
or spurious cosmetics.

J/

BIHAT BT AMATR |
& @ A 8F areh) 9% / arEed)
garsdi | )

Patent/Proprietary medicines )
without formula disclosure

y
on the label. )
3 p
Drugs claiming to cure/ AT J Hi AARAT B
prevent Schedule J => <= sc"w 8p B ABA BT g1aT A
diseases. ] areil gargal | )
N B
Cosmetics containing 3RgRfa a1 gfeRS
unsafe or harmful => i e e B
Ingredients. . PUBLIC HEALTH ﬁ &
Drugs or cosmetics violating ENSURE SAFE 99 Us pidfeay ifafaan
S : = MEDICINES & : :
== the Drugs & Cosmetics Act 2 a1 e &1 Ieeiya B arelt
or Rules. J COSMETICS gareal a1 prafeay | J
Imported or manufactured ) ATed $ ordf T argeET
oeros bancions of iegs f>[ gsontanal Tanikacrysal ok il ol
istribute, or offer for sale. fAfifa qarsal/erafca|

provisions.
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=, [IMPORTANT NOTES | 5

( ENGLISH )

PERSONAL USE

Keeping medicines for
personal or family
treatment is

not an offence. )

-~
GOVERNMENT EXEMPTION

The Central Government
may permit the manufacture
or sale of certain
non-standard quality drugs
under special circumstances.

SOURCE DISCLOSURE

Sellers/distributors

(other than manufacturers

or distributors) must

provide the name, address,
and source details of the
supplier to the Drug Inspector

when required.

[ SAFE MEDICINES ¢ LEGAL COMPLIANCE « PUBLIC TRUST]
Y4

) —

(&= )
.
AfFEITd IUANT
<aTd &fFerd a1 utlRafie
3JUAR & felu T@AT
YRS Tl g
WHN B
Pg TeR faoy aRfEfaal
# B8 R-qH® qredt
gan3if & fAmtor a1 farsht &t
Al € T B
IId BT G
faspanan/faarest (Fmtar ar faave
I BISH?) Bl ATATHAT g1 TR
3iefer Ffterss @1 smyfeierat @
™, gar 3R O faaror veE
AT BT |
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@ WHEN A DRUG/COSMETIC IS NOT CONSIDERED
MISBRANDED, ADULTERATED, OR SUBSTANDARD

(" ENGLISH ) fg=at )
rug or cosmetic is not considere
I Ad ti t considered = f@lﬁtﬁ ¥ ot a1 a1 yare= el &
| misbranded, adulterated, or substandard if: YT ciqergeh, fAetract ar fw= ora aren
\ &1 HET SITY:
HARMLESS NECESSARY N
SUBSTANCES % ETﬁﬂ'%T‘T
are added only for ) @ AT T
manufacturing purposes— — had fATor gfghar & ferv ey
not to increase TG %’_ 7 & amn /ST CIACH
bulk/weight or to , :
conceal defects. 4 g1 3y QWﬁ &3 Y|
R
UNAVOIDABLE BTWﬁETZf
FOREIGN MATTER ﬁa&ﬁ q?Jef
mixes during manufacture, — ﬁ'H'T'UT, CRINE: aRagd & GRH
preparation, or transport, it Ipa &, 99rd b faghar/
provided the seller/distributor ﬁ?ﬂﬂi m
does not knowingly sell or @l Sl @l
distribute the product after 819 & d1E 98 STHYH 39
becoming aware of the —_— faalRa
it e i, o INTENT MATTERS — SAFETY FIRST 3cTE 1 7 o Al B
S ) No Misbranding, No Adulteration, No Substandard S J
: 8 : ; 8 :
@ L SELLER/DISTRIBUTOR MUST
NOT TO INCREASE i NOTTO CONCEAL i DURING MANUFACTURE, NOT KNOWINGLY SELL OR i SAFE, UNINTENTIONAL

BULK/WEIGHT 5 DEFECTS ' PREPARATION OR TRANSPORT = DISTRIBUTE AFTER AWARENESS ! & COMPLIANT
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POWER OF CENTRAL GOVERNMENT
TO PROHIBIT MANUFACTURE AND SALE

P TBR $i fFwfor 3R fash
gfdeferd & & oaf<h

©

4 . . N
E The Central Government may gfg srHfed # 81 aY g WHR
L ~ prohibit the manufacture, sale, :> . Tt off gar a1 e & fAm,
Innah| o distribution of any drug or ‘_F'jﬂﬂﬂ farsht am faeror W ufdeer aem
cosmetic in public interest if: L Tdl 2, afe: )
- N " o , )
\ its use is likely to N \ 39 IGGNT 9§ 7]
Vs & pose a risk to E:> % <:3 v/ a1 9913 & feig S1fes
2 | humans or animals. ) / \ \Q{_ | B9 B 91T 8l )
(= the drug d t 1 " ( |
, e drug does no : Brfratta
r— have the therapeutic =:> | <3  — 39 <1 H P fsar
? value claimed or \ ? Tad &1 a1 St g
1K ted ‘ — T 8 98 9 A gl
N purported. I \ - }
[ it contains ingredients 1 [ = IO 0 ot b 1
Ych HHEAT
in such quantities = — Zé; SR W At
ré) fcha'g I.ack.therapeutic :> Pmﬁ <: AR '&Pf:{ ™ g
N P J [MANUFACTURE - SALE - DISTRIBUTlON] \ J
o “ - \
LD & E i © 6 [
| l l @ @ : ) — & / I | @ @ ; ) — sm
oRoTECTs | PREVENTSHARM | ENSURESREAL i  ENSURES SAFE, NESh.AY S amqgaﬁ s et | A,
i TOHUMANS | THERAPEUTIC | EFFECTIVE & JUSTIFIED PUBLIC INTEREST ahtfRrerquf Jeare
GUB"'C HEALTH ™ AND ANIMALS VALUE PRODUCTS IS OUR PRIORITY fwr AERATEE @ PRR A R e

Yo
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MANUFACTURE OF DRUGS e, @ ; afrafer &t fomfor

(Schedule C, C, & X) €3 (STt C, C, 3R X)

1 -ér-l APPLICATION - FORM 27 { ré-l ATASH - BIH 27 1

Fg';M Application for manufacturing Fg_';M 39t C 3R C, &

_:1/ Schedule C & C, drugs _:1/ Jnutery & fmior & fog
L (excluding Schedule X). J L A (T X B Biga) | )
( - (" 4 .

torml. APPLICATION - FORM 27B Torm ). 3TAGEH - BiH 278

27B Application for manufacturing 278 FTgH C, C, AR X &t

b —"]  ScheduleC, C, & X drugs. J . — " aiufte & i % fw smae) J
(— . [ : ; 1

FORM LICENCE - FORM 28 FORM AEad - B 28

- Licence for manufacturing 8 I C 3R C, F
L _ Schedule C & C, drugs. y | =R ol & o & fog el
- . -

ForM|  LICENCE - FORM 28B ADDITION OF DRUGS | ol eirgdi & oTE4Y - BiH 28B

!— Licence for manufacturing T° EXISTING LICENCE m:ﬁﬁiﬁféﬁ 4 IR C, G, AR X A

—Na  ScheduleC,C,&Xd %50 PER DRUG 350 sitafer & ffor & fog esda
N e das - (MAXIMUM %500) (stferpam 3500) &= Be l J

n % o
D@ @@ @
MANUFACTURE REGULATION COMPLIANCE LICENSING QUALITY
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MANUFACTURE OF DRUGS 3ufer &t fAmfor
X '

(OTHER THAN SCHEDULE C, C, & X) (313!1?& C, C, 3R X & atfaRea)
°- <l
N ' “ .
(22— APPLICATION - FORM 24 N g - W 24
Application for manufacture 3G C, C, IR X &
of drugs other than faRaa siwfert & fFmfor
y Schedule C, C; & X 4 & forg amaeq )
o> o &
APPLICATION - FORM 24F A - GBI 24F
Application for manufacture g X @ hufert &
of Schedule X drugs fimtor ¥ fore smeA
7 A >
LICENCE FORMS i AR B 1
FORM| Drugs other than FORM | /gt C, C, 3R X &
25 | ScheduleC, C, & X 25 | orfaRRaa sirafer
Fggll:w Schedule X drugs F(ZJSREA AT X @t Sfwfer

\.

KH

\/
v
unun ~/

MANUFACTURE  APPLICATION LICENCE COMPLIANCE

{ 2 b (g \( N R
ol =) \a LICENCE | [= ) INSPECTION || UPTOT0ITEMSPER | [ ADDITIONAL FEE
=R R = |5 S ony || 2300 PER EXTRA ITEM 3
=
L

=)
?6,OOOJ \ 31,500 Ji§ @ ) BEYOND 10
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(¢

CONDITIONS FOR GRANT OF |
MANUFACTURING LICENCE )<®

MANUFACTURING

v,
AA

Before grant or renewal of a manufacturing licence:

Manufacturing must be under the active supervision of
at least one full-time qualified Technical Staff.

v,

fator AedY weM & A1 IS TSI T U
oo 1t &9 | &9 1@ iefas
& afer waeror (Frrrt) & g aifvard 21

Y qehAeh! BIh

AN

B.Pharm / Pharmaceutical Chemistry
Graduate + 18 months’ experience

&

(reduced by 6 months with approved university training)

~

N.wrt / I WA A EIdS
+ 18 HIg &I
(e favafaenera uftieror & wro 6 A1E i ge)

C T li B.Sc. (Chemistry / Microbiology) ot o, (v faee / ﬁ&qﬁﬁa )
& + 3 years’ experience )  + 3 ¥ & 3T
( O MBBS / Medical Graduate 1 A —— uH. & .d.ug. / ffecar e ]
B | +3years experience ) ﬁ QUALIFIED TECHNICAL STAFF + 3 94 &1 o )
( % Chemical Engineering Graduate 1 y ‘ W RS st (*ﬁm st wes |
\m + 3 years’ experience ) ENSURES § + 3 99 &I 3IHa )
i Equivalent foreign qualification QUALITY, SAFETY & § HET IBR GRT SgHIfea ]
- approved by the Central Government STANDARD MANUFACTURING A % Tueel fageh drga )]
QUALITY ASSURANCE R\ SCIENTIFIC SUPERVISION afl | GMP COMPLIANCE SAFE MEDICINES PUBLIC HEALTH PROTECTION
TOTaT ATHATHA CENECACER looo|/  GMP U e siraferf S AT Y gean
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fwior A3EE e wXA @ Aud

[ 1]

[|||Hu

Z
ot

—] CONDITIONS FOR GRANTOF |, '

0
(9 MANUFACTURING LICENCE %g\ g
* & &

7N

SN

T A

M

SN

p
VETERINARY DRUGS (Sch. C & C,): ffesaar aa’rq aagiﬁ
0000 Qualified Veterinary / Science / q&l vy Rrfde ( s Cﬁm
C@ Medicine / Pharmacy graduate C@ / / /
L + 3 years’ experience. WW + 3 9 &1 Al y
(.. | FACTORY: E =)
d Must comply with ) ﬁ 3= M / M-l &1
L Schedule M / M-II. g UTeid AT ATaTIP & |
( FACILITIES: 1 gferemd:
& Adequate space, d qTe T, IUHI0T
L equipment & staff. y ‘ [ 3R J
i QC LABORATORY: 3 forioroT SRR R
Independent testing laboratory 155 LC | & Ty WaA
L with qualified head. J dteroT T |
( (=Y, | SEPARATE LICENCE: B (=N, | o ersde:
_:ﬁ Separate application :——/ Tde URER & forg
4 for each premises. p e & 3T TG HTaID
([ 25\ | STORAGE: b 1 (2, | ERw:
FTE: Proper storage 2 2 . FF 3R YR g
L d | arrangements required. _ g iy L I | amavas g 4
( @0y | STABILITY DATA: j i '0;01 HeRar er: 1
o Required for unstable drugs; 4 T - 3R garen & ferw smavass;
h @ expiry date based on data. ?i gurfea fafer a1 w smenfRa |
1 PATENT / PROPRIETARY DRUGS: ) Yee / @i gan:

Submit proof of therapeutic ingredients |  QUALITY ~ COMPLIANCE ~ SAFETY ~ STORAGE RESPONSIBILITY @ fefercdita sragat &t gHToT _
and justified claims. ) el SFUE e WSRO  ITEII 3R grai @1 3 sitfue uega #R |
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VALIDITY OF
MANUFACTURING LICENCE

FORM

28 / 28B

A licence issued in
Form 28 or 28B
is valid for a period of

5 YEARS

from the date of issue.

If the renewal application
is submitted after expiry
but within 6 MONTHS,

o along with additignal fegs,
the licence remains valid
L until a decision is made.
-

If the renewal application
is not submitted within

6 MONTHS, the licence
is considered EXPIRED,

ISSUE DATE

VALID FOR

MANUFACTURING
LICENCE
FORM 28 / 28B

EXPIRY DATE

©

©

B

End of 5 Years

28 / 28B

BIH 28 1 28B H SR
arsdy o &t fafer @
5 a% b 3rafer & oo

AT gidT 2

F

afe Fdiiesor smaeT
g & a1 Afra

6 Hel & iy,
sfalRva & g T fobar
ATedY A Edl g

©)

\

gfe aditevor smae
6 g & ftax sar T8
fopa SiTan g, at airead
AT HET ST 2|

.
\

UP TO 6 MONTHS
GRACE PERIOD

AFTER 6 MONTHS
LICENCE EXPIRED

Licence valid until
decision is made

Licence is
considered expired
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o— ©
 CONDITIONS OF LICENCE  |"uccc GIECLG T R )
— o o 2]
R A ” p
—_— — l
@ The licensee must Q Q QO Cﬂ] O Q O %h
oloo . g
maintain sufficient CDD ojpc SATSEE! P qarail & CQD
staff, premises, and | SUFFICIENT STAFF  ADEQUATE PREMISES 3fera Fmfor gd sgroT 3 ufter
equipment for proper & | o felg ot @, @ = —
manufacturing and = (o [ == l R 3R SYHT = [ E[[_Il
storage of drugs. - L =Ir"g 1T I& | =1 =}
PROPER EQUIPMENT ~ PROPER STORAGE 3fra IgeoT 3Ra WsRoT
(_ FOR PROPER MANUFACTURING & STORAGE OF DRUGS et % 3feg Fmior vd sieryr & B
(7 -
Any licensee involved f&‘% : S ot et o /&‘2\
@ in handling pathogenic U {_r \ @ a1 ooy e gewehal U @
Or' Spore-be-aring PATHOGENIC / SEPARATE Eff H“ﬂ?ﬁ ﬁ e a‘, RATTSTeb /
microorganisms must | SPORE-BEARING | ypopnropiEs I8 AT TANTSITET, d’%;nﬂ T FEARTATEAT]
provide separate MICROORGANISMS ol wlx
labqratones, — - ~N T B B,
equipment, and Poie) ST 3T fRedt
utensils, which must | U @ - @ @ pho— s IR B s | @
not be used for any SEPARATE EQUIPMENT  NOT TO BE USED Q\ (ﬁ ' ‘ 3-7/ far ST AT IUEHOT fardt a7 329y
other purpose. & UTENSILS FORPG:; é)STEHER o ik g % ey g 45
— . . QUALITY ~ SAFETY COMPLIANCE MANUFACTURING — ———r -
\__ENSURES SAFETY, QUALITY & NO CROSS-CONTAMINATION /) | PRACTICE |\ ReT, T[Tarel 3R shig-chefAAeE &l gRfFa &l )
PROPER MANUFACTURING __ ADEQUATE STAFF, SEPARATE FACILITIES ___ ‘ NOUSEFOR @ SAFE & COMPLIANT
& STORAGE PREMISES & EQUIPMENT FOR MICROORGANISMS Q OTHER PURPOSE ' ‘ MANUFACTURING
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o T frafor smedia &Y o d [
) — v —
v—] MANUFACTURING LICENCE =
& ~ ~
gg ‘ Maintain records g U & IER
L as per Schedule U. ) Repls s917 9| J
I Test every batch - UAS 39 Y S b
i H in approved / in-house Hipd / 39-8139 TANRITET
e laboratory. y G2l J
i Preserve records: 1 Raig g;fEﬁ d: 1
EE@ 2 years after expiry / THIfed & 2 ay 91g /
¢ 5 years from manufacture. 3 fFmfor &t faffer & 5 ad a&| y
i Allow Inspector to inspect \ - " 1
§  YNep P Fiters @) aReER, Rers & s
premises, records & : i s
L Q collect samples. y JRAGIFACTIR NG T QoA PR Bl gAf < ’
. B Inform LA of changes w (GMP) HHERAY ar afRER #§ faa off 1
WL C in staff or premises. J gRad= & g==T LA &1 | j
e =
é = Provide batch samples / I HBAT 8 TR 8 &b T / )
L = protocols when required. y Uieidhicl 3Udel BT | )
" B -
— Do not sell batch until = gfe fAdfera fasar e ar LA &6t
=S if di Tamw = R
. LA approval, if directed. ) v . ipia do o9 B S99 T8 | J
m Recall substandard haWad /)Q 39-HT-eh (Substandard) S @1
¥\&j batches immediately. ) L5 dd arayg #M¢ (Recall) | )
4 = ~ w PN ~ o /\ ~
BB | A8 | ED b o p|EE p| BE b ® »| &
MAINTAIN TEST EVERY PRESERVE INSPECTION INFORM PROVIDE SAMPLES / NO SALE UNTIL RECALL
RECORDS BATCH RECORDS & SAMPLING CHANGES PROTOCOLS LA APPROVAL SUBSTANDARD
y P g % s’ & J (_ BATCHES
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ES

CONDITIONS OF

MANUFACTURING LICENCE

=l

\

Ensure proper storage
& product quality.

I Comply with the Act,
Rules & licence
Y < — conditions.
E_
— ::ﬂ Maintain
s — inspection book.
I Keep reference samples:
- ﬁ 3 months after expiry
L ) = 3 years (if no expiry)
>
v— R Submit quarterly
- sales statement.
& —)
Br——
‘@ ' Store Schedule X
L@ drugs securely.

N

©

&

Follow Good Manufacturing
Practices (Schedule M).

PROPER STORAGE
& QUALITY

COMPLY WITH ACT,
RULES & LICENCE

INSPECTION
BOOK

MANUFACTURING
LICENCE

M qQuauTy

[ SAFETY

[ COMPLIANCE
[ RESPONSIBILITY

REFERENCE SAMPLES
(3 MONTHS / 3 YEARS)

3 WsRoT 3R
Icre ToTeTr giafaa i |

Vs

siferfFam, A iR
TS Bl 2AAT BT
Tl b |

I\

Faror gfeeresT

BT IWEIRGT B |

=
\

e 997 gfaa =
(2 gafas® 91 3 A18 d&
(Uﬁaﬂﬁﬁfﬁﬂ‘é’fma’éw/

A famare & .
fa=sa faazor (Sales Statement)

U B | k.
AT X B garsfi &l h
gigra ®9 I HsiRd & | 4
g Afdedw R

AgHaaiaT
(3= M) BT UTeid e |

QUARTERLY
SALES STATEMENT

>

STORE SCHEDULE X
DRUGS SECURELY

FOLLOW GMP
(SCHEDULE M)
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=
R

MANUFACTURE FOR

Same labelling required
if supplied to another
manufacturer.

—

EXAMINATION, TEST & ANALYSIS & )

/ e, gdteror v favawor
& fere fAmfor

FORM 29
LICENCE TO MANUFACTURE
SMALL QUANTITIES

FOR EXAMINATION,
TEST OR ANALYSIS

/
Form 29 - Licence to
FgRgM manufacture small quantities
for examination, test or analysis.
\_ >
~
e Applies to drugs other than
j:-l Schedule C, C, & X and
o -—& Schedule C & C, drugs
L without a manufacturing licence.
r Unsafe drugs:
NOC from Central
Licensing Authority
L required.
[
© Application must be
N signed/countersigned by
8&% the Head of Institution/
Director.
g
~
=3 | validity:
- @ 1 year.
-
~ FOR EXAMINATION,

TEST OR ANALYSIS

ABC PHARMA LAB
HYDERABAD, INDIA

Paracetemol
Ref. No.: PA-001

Manufacturer's
name & address

Scientific name /
Reference number

. HIH 29 — gle, gdeqor 1
29 7 fazarsor & e wiet A= §
fAator B &1 ATsaT | )
| g garsil IR N 8T & S 1
":-I rsge C, C, 3R X & aifaRed
-& & gerr 9iege C 3R C, a1 Q
STt b Ty forior et e 21
g 3rgRfard gany: 1
& FHEr ATSATRET uiferesor @
NOC 3a3a<s & | |
-, 3NAEH TEATH 6 THE / )
C | e gRT swTeiiRa /
222 IO 841 91f8u | )
~0—0 3 R
— | duan:
A 199
r
gfe foedt 3= fAmfar 1
<— T SRS B SR 2 A
ﬁwwéww%n/
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CONDITIONS OF

— & FORM 29 LICENCE

\

(
Iy Use only for
*Q examination, test
6 o
s r analysis.
L or analysis
ﬁ
A Allow Inspector
2 Q to inspect
remises.
N - P
(

Maintain records
of manufacture

L & supply.
-
|‘§ — Keep
—J— inspection book.
| =
/

Comply with
updated Rules
after due notice.

v

* o w

FORM 29

LICENCE FOR MANUFACTURE
FOR EXAMINATION,
TEST OR ANALYSIS

[ﬁ BIH 29 ATSAH Bl od

T

ENSURES QUALITY
& ACCURACY

i

P —

) —

|

SAFE - LEGAL . RESPONSIBLE

ENSURES
TRANSPARENCY

@Q

ENSURES PUBLIC

C@ SAFETY

D%;)

HacT UI&T,
udteror a1 fagawor
& foig IggRT B |

I %

Fdtarer 1 gl
&1 fAdteror s

&t IgAfd S |

P4

fAwtor 3k sngfd
BT Rapis 910 T |

FAY

fAtaror &
A |

PN

Iferd YT & 91
3reraq FaHi &1
i b |

LEGAL

COMPLIANCE

ETHICAL &
RESPONSIBLE USE
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N—

ﬁ

MANUFACTURE OF
NEW DRUGS

(
=,

(_DEFINITON )

A new drug is defined as a drug
whose composition is not yet
generally recognized as safe

by experts for use under the
conditions mentioned on its label.

e

o
i 3
7 { INCLUDES
1} It also includes drugs that
7 have been recognized as safe
@ only after investigations,
NS but which have not been used
, widely or for a sufficient length
. of time under those conditions.
P ( KEY POINTS ) N
e Safety not yet generally recognized
e |nvestigational recognition of safety
G e Not widely used
* Not used for sufficient length of time
L e Under the conditions mentioned on label

O

DISCOVERY

RESEARCH &  |NVESTIGATIONS

LIMITED USE /
NOT WIDELY
SED

SAFETY
ASSESSMENT

131 Bl
=|—sci‘im’fur

[ oy )

TS qal 98 3d1 & et {1
fadio=il gR1 39 dee WX Ay
Tu aRfEfa ® 3uan & forg
3t o TETIa: QRIS & w9
(e v 8 gs 2 |

- ( wfwd )
O J gad ot onfie € o2

Sig-Ugdidl & 918 JRfed & ¥4

H A=Iar At 8, afd 391

3 uRfafqal & sa9e 9 4 a7

| v 3aftl de IuanT Tl g3 ¢ |

o 3Pf OF AHIIT: JRI&T &N
A0 | o S-S & G GRIE bt AT
~> |27 o AYH ®Y F IUANT A&l g3
e TR S7afel e ITANT el gam
SUFFICIENT | @ e &R &1 778 uRfeeifcal & sidria

TIME N

BA

Purpose: To ensure safety and effectiveness before the drug is used widely and for a sufficient length of time.

383d: Td1 P AP HY F IR YITeT Hafe) deb IuANT & I Ugel IHeh! Y& 3R gHaeiierdr A o |

&
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&

s

MANUFACTURE OF
NEW DRUGS _

4 \ 3
__Bl Prior approval from — AT wrferesor (LA)
— the Licensing Authority — 9 qd Wil a-r
_@ (LA) is mandatory. —@ e 2 |
e - #
" . . . I | ( 1
'Ej Submit quality, purity, NEW DRUG Sesa & ToTerdT, g, AfH
v - strength & clinical @ INNOVATION | RIS j—g 3R faida e
- : | [ SAFETY Mty ‘

L trial data. AFE L BT ST UK b | _
(", , 2 .
—_— Provide proof of ——| | 73 a1/ B & ferg

— approval for the —y Titepfd BT YHTOT Ud
—Q new drug / formulation. —@ B |
_ L ~
8 g f A — )
oe | Clinical trials must 000 STl 1
r@ comply with PRIORAPPROVAL  QUALITY, PURITY,  PROOF OF APPROVAL  CLINICAL TRIALS r@ JI5gel Y & ATER Bl
] Schedie Y. R T T oAy
7% gard groTR & 3 & Ugel 3T e,
[@ ENSURES SAFETY, EFFICACY & QUALITY BEFORE NEW DRUGS REACH THE MARKET ‘ S S TorerT 'ﬁﬁfaﬁ e
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[ »  @PharmacylIndiaLive ]

Frequently asked questions

HFET S SiTer drel 92l

N

[ Download Pharmacy India Mobile App from Play Store ]
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[ »  @PharmacylIndiaLive ] PHARMACY

INDIA

1. Explain the objectives and important provisions of the

Drugs and Cosmetics Act & Rules.
Drugs and Cosmetics Act U9 Rules & I-Eﬂ'ﬂl’f 4T 9HY

YIaYTAT ST a1t Hiforv]

[ Download Pharmacy India Mobile App from Play Store ] ‘Jﬁo@
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[ > @PharmacylIndiaLive ]

2. Discuss the different Schedules under the Drugs and

Cosmetics Rules. Explain the significance of Schedule C,

C,, H, H1 and X.
Drugs and Cosmetics Rules T faffieeT ﬁmﬁ?ﬂ T qoTeT

T AT T F Schedule C, C,, H, HI T4T X & Aged
HAHASATSU

[ Download Pharmacy India Mobile App from Play Store ] ‘Jﬁo@
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3. Describe the licensing system for the sale of drugs and
explain the records that must be maintained in a
pharmacy.

J9ferat dr fashl 8 ASEA YOTTell T quiel hIfSrT qu
eEd F @ I gt AHA@ (Records) N ITEAT
ST

[ Download Pharmacy India Mobile App from Play Store ] "ﬁ@
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[ > @PharmacylIndiaLive ]

4. Explain the administration of the Drugs and Cosmetics
Act. Write the functions of the Drugs Technical Advisory

Board (DTAB) and Drug Inspectors.
Drugs and Cosmetics Act & YATHT T YTEAT HITST]

Drugs Technical Advisory Board (DTAB) ddT Drug
Inspector & $1 faf@T]

D

[ Download Pharmacy India Mobile App from Play Store ] ""%
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() LIVE

5. Write a detailed note on drugs prohibited for
manufacture and sale in India under the Drugs and

Cosmetics Act.

Drugs and Cosmetics Act & IHcald R # AT vg [
g yfaefad situfaat o fRega feeaoft faf@e

[ Download Pharmacy India Mobile App from Play Store ] "ﬁ@
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PHARMACY

INDIA

D.PHARMA 2ND YEAR

y =
A ADMISSIO
» 250+ Live Classes D

D  Recorded Lectures i
»  Model Paper E-Notes Pdf

D Test Series

» Chapterwise Syllabus Complete
»  Language (Hindi + English)

) 2 Weekly Doubt Sessions

COURSE HIGHLIGHTS: ()

GCLASSES STARTS FROM
01 RUG, 2026
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PHARMACY
WG

(@) PHARmAC NI

@

Download
PHARMACY INDIA
App from play store

D.Pharma 2™ year

Bilingual Book (f&vrdt q&iah)

" PHARMACOLOGY [P communiry PHARMACY PP BIOCHEMISTRY

& MANAGEMENT & CUINICAL PATHOLOGY
Hrare Wt s gaee

ER20-22T7

Diploma ilm Diploma ilm

I'llarmal:v Pharmacy )
MW o = fRormdt yeas
E Y

- ety W e
v B
rﬂng ish & Hindi) ' Al ¢ ! i b (English & Hindi)
4 FR )

P LOSPITAL & CLNICAL (Pt ” PHARMACY LAW
PHARMACY i & ETHICS

ER20.25T

ER20-26T

Diploma in g _ llnhmllm
Pharmacy Ph
il g™ el ot g

(English & Hindl) * o M &

(English & Hindi)

uvn-m.

CASHON — AVAILABLE ON

T BYETYSd  amazon Flibkart g @

() LIVE
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[ ‘> @ PharmacvIndial ive ] BHARMACY
L @ 3 y INDIA
(©) LIVE
<A

INDIA,
)

R INDLA
(.

- p
SETITOM

Download

PHARMACY INDIA
App from play store

DOWNLOAD PHARMACY INDIA

[ Download Pharmacy India Mobile App from Play Store ]
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DAILY UPDATES

WHATSAPP & TELEGRAM SE JUDNE KE
LIYE QR CODE KO SCAN KAREIN

!EIL'EH.EI Get the Latest

T

Slnwll Pharma Updates |8
ek P

@E}EE Get the Latest
ksl Pharma Updates

b

1 5
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|||||
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