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DrRuGs € CosMETICS ACT

® The Drugs 2 (psmetis Ad 1940 and s rules 194s are {oundotioncl)
fsomewoske (0 India thal regplale the  manufacture  wle
and  dichibuhon of drugp. € smehte fo ensure ther Sk
eficacy. and qlllll“lf.
® The at uveifies that the drug 2 .cosmelics 2howd be
manufacdured |,  distiibufec] and”  suld only, bgﬁ Guolified]

Persons hau'm% o llenge for thia purpose

OBJECTIVES

® Tt enswec thot dm%& old and used are of %ocﬂ quality
$see fsom  ontominotion .
o Tt protect @naumers fsom hamfy € (neflechve  medlicines 4
Cospehics -
® Requiote the sale of prescriphon drugs fo auoid misue o3 abus<.
o Cnaure that duge € amehcs v grodured under  hygenic conditons..
o (ol fice cloims “made obout effey Ov Safely of dugs .

__KEYy FeaTuREs OF Tws Acr

. Raaldah'm of Druﬂs & (osmelics,

o Ucenm'n%

o Quolily  @nhol

o (lowifichon of Dmcd& N vanows Schedlules -
® (pemehts ReqNoh'dh

o Penalhiex
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SOME  DEFINITIONS

® The Dﬂi?& 2 Qametis Act, 1940 Pmuides Several legal  definons
bo ensuie Claﬁfy in the raa»lalion of dm?& F s .

® Here are some key definitions as per the ad -

OruG

® F incdudes oll medidnes for intemal os extemal use of Human
beings 05 animalk and all substances Intended to be Used
fos 05 In the diaghods , frentment | mih‘taﬂ.Hon 05 prevention
of any. disense 05 disosder in humon beingg or animalg |
fndudin% preparations. applied on human  body for e pupose
oF  Tepeliin Incedts like mrasa(tﬁl'oes,

® T+ ako inﬁlldeg subctanes Itended o affat the shudwe
or funcion oF body , fadudin disinfedonts , Swgica) - descing?,
medical devies @ substances {0y deshuchon of  nseds .

CosMEeTIC

Pmtgp aide. intended 1o be Mubbed . poured , Spoinkled] o7
spiayed on 0% infodued info op othenwice apptied 1o

human body ov any port fos cleungin%}, : beauﬁﬁ,;‘n% of Pmmahn%
oftrachvenese 06 al’@l‘ng1 the  appeiance I‘nc\uoll‘n% hair dyes .
dldn creame. , lotiong & perfimes .
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MisBRANDED DRUGiS

® Any drg. is called Misbsanded drugs f It s so coloured .
ated " powdered 0% polished that dmmm'g oncealed 0%

I is made to appers of better or q therapeutic.
value .

® IF it is not labelled in the presaive] mannes .

® Tf ik label 0w contaires 0% anqhhin%, aaompanying, the o{ruca\
beasa any  stotement ,deg'ltan which Mmakea any eler folse
clam fi5 the drug..

AouLTERATED DRUGS

* Any dm?r is alled odullerated IF -

® T it Gnsisks , 11 Whole o5 10 patt | of any fliy , pubsid
0y decnmpos.ed substane, . {

o T* it ho been prepared , packed or Stosed under {n<an

® ondifions. wherepy it may Nave been fendered injunovg, 1o
health .

® ¥ iic @ntoiner s @mposed of any  poisonous, or hamfu
substance - which render the nfents injuniows fo helth .

o T it ber ov ontoiners for pusposes of @outng, only
a louw oher than one which 1 meﬁbed

¢ TF It ntaine any hamful or foxic Substance  which may
tender [t Injwious. o heolin.

o T it antaing any substanee that  reduce ke quality ox S.lrengjh_
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SPurious  DRuGr

* A dru% S @nsiclerecd  2Punous,

® if the duag, 1c sold or diskibuted under the name of
another dmuq, -

* The dng. s folsely, poesented as belng, monufactwed by,
a compony, other than actuol manufackyrer

e TP it i2 edr'nawayﬂn}makecif look like
GNother  fepulabe  product .

® The dug, elther Eioes not @ntain the lhgbedlauts it caims
o5 hos ~ Deen substiuted with diffefent substances .

¢ The dng. Is monufodwed 05 packed in 0 way thot
ould deelve ongumers, Info inkrngh fis .Q gﬂxdne ,
appmued produo'rg.

PATENT OR PROPRIETARY MEDICINE

A drg. that i moaketed under 0 beand rame 05 frde name
Oiher than ifs -(é%en'c name , with a Owmula that 12 not
disclosed 1o Publn‘c s cdled patent Medicine.

MANUFACTURE

It indudes any pooess 07 part OF podces for Maldng , oikesin
ﬁhi;hing\, PGCH”%' labetlin% i) repaching\ a drug\ 05 Cosvehe
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ScHeoutes To The Act
Schedule f0 the act 1940 Indudes -

(@ _First Schedule * T incudes the name of bocke under Apsuedic
Siddha ,-Unani € Tibb ggglemg.

@ Sewnd Schedule @ This Incudes standard fo be  @mpiled
drugg impoted & manofadured  Bs sale.
Stocked 0w dikmoution |

The Followin% appenohbeg are alzo Included .

© _Apgendix T : pain o be submited olong. wh e ppicor
fow pemission fo Market G Neaw dru%-

@ _Appendix I. © Romat for  submission of  clinico) frolg

® Apendix TL : Reguinents for animal dinical fnicly € ma:keh'n%
i a new dm%\.

@ Appendix TL :  Number of animolz foz lon% ferm foxaly shml;\

® Appendix IL : futient concent foom fow padicipahion in - Phose T
i chnical  triale -

©® Appendix ITL . fowr (roup of fxed dose @mbinchong R their
i dotu reqm'fmemsg
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ScHEOULES To THE RuLES
Followfn% are Sthedules o the mules -

O_Shedde A @ T spefies list foome and applications, fons
Neenses | pemmits € @rificates reloted fo the
Sole  monufacture , Import < ’recrﬁn% of dma&
and  Osmehca .

@ _Shedule B : Tt specifes [ @ntaine the fees payable  fo
@in(a, or analy,a‘s of dlu(ag £ (amehes, |

@ _Sthedule C : Tt nloine list of biologicol € speciol  Products
Whose impost Sole. . dishibulion and  Manwfadyre
are  qovemed by Lpexlfic fpmvfs.l‘on,

@ _Shedule (1 ¢ Tt containg list OF other gpedial R bidlogeal
procucts. - whose (mpovt | sole | -diskibuhon <
manufachea)  ore goverened by spific
Poouision Cother Fhon pusentrol )

© Schedule D : Tt ontaing fist of dw%g exempted * fiom
Pﬁom‘sa‘on of tmpost of dru%g.

© _Sdedue E1 © T+ ondm a list of poisonowd  Qubstances
undles Ayuﬁuedu‘c L Unani Rysem of
Medicines, thol fequire oreful  regulahon

@ Schedule F co b Spaifies space | equipment and sypplieg,
fequied $5 a blood bank -
o Minimum fequimentc ¥ Qmat of lienze
fo podue  blowd @mponenk fom humn bieed,
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Schedule F4 : fart T Proiciong applicoble. to the produdion of
badenal 2 uiral vaccines .
Pot T> Provisions applicable fo fu Hh  producion
of Semum Emm living. animals -
Pot I Prouciont  applicobie %0 the  manufacture
ond standardisahion of dfa%}mSh'c agens -

Sthedule F2 : Standords 405 Sw'%fcnl dressingg-

Sthedule Fs : Standards fos sterilised umbilical fapes .

Standad FF * Standorde fov opthalmic  poepasations,

Shedue G : TF oncst of list of Olrug& that Musk be taken
under Meditol  Rupetvicion . lobels for fhese dliugr
ghould comy the waming.” Quhon’

Schedole H : Tt containg list of pPoescoiphion diugs thot are

Yo be dd .only on the  peescriphion of a raﬂf&'rerecl
medical Pmd%nev .

Schedule B4 © T8 oded to Shedule H, with shid -monitoain

for efan anhbiohce ( ani TB dge ek.

Schedule A . T+ spedfis lict of diseoses and  ondiions, 455

which no dug. |s alowed © dalm a e
05 freatment (exg- AIDS , ner, Dinbeles ek.)

Schedule k . Pooude exemphiong fo Entain drug«s oo -Manuhduaf%
fom spedic Pmuis.ions of the ad .
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Schedule M: T Specifies GIMP (Good Manufocusing. Pracices )

for Pharmaceuhalz |, fndudr'n% infrastudhvre | perconnel
quality @) e

Schedue M4 : GMP fos Homepahic Meditines |

Schedule M2 @ GMP oy  (Damehics

Scthedule M3 @ GMP for Medicol Deviceg

Schedule N @ Tb listc the minimum equipment faquired fos

eficent mnnin% .of P‘hmmucy.

Schedule 0 © Standorde 0o disnfectant fuidg .

Schedule P : Life Pesiod OF Dmgg

Sthedule P4 - Pack Szes of Drugf,

Shhedule @ . List of Permited @lourg £ pl‘%men&g in drugs
and cosmehcs.

‘Schedule R: Standardz fos ©ntrocephives Ruch o8 condoms

and Other Mechanicl  contrerephves

Schedde Ri: Stondards 07 medical deviced

Schedule S : Standardz for  (osmehc
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Schedule T @ GMP for  oyuovedic , siddhy & unan’ Medicine

Schedule U *  Spaiifiec the Tecowde o be malntoined bqu
manufachmers for aruge

Sthedule U1 : Specifies the weostz %o be maintained by
manufachrers s -oamehts .

Schedule V @ Standardz Ry fotent 03 Poprelary medicines,.

Schedwle W st of drU(}e. D be morkeled under -faenm‘c
names onl\f.

Sthedule X lite norcotic and - paycholopic substane. Hhak are
shachy re%ula}eci £ fequire a gpedol  liense
fo monufacure , cickibuke 05 Sell.

Scthedule Y - Req»la!a: the dinicod trolz of new druc?g .
mqmvinc&, 0 deoled infoomalion on  profocok
ethics , ~ respongibitines .
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[ Treorr OF Droess]

® The import  of dru%g (efers to the paocess of bam
b 0 @untry fom  absoad oy +hc pwpase. Of d%
Sole 0w use -
® The impost of druge in India 2 Controlled reawa}ed
by Dﬂl 2 (Osmehce Hd 1 1940 .
. Tﬁc ac# e%ula}es the impost  of drug»s fo enswre thot On'ﬂ“
effechve  and hu quamH, poducds  enfers v Inclioan,

Markef :

KEy Points Asour TMport O Deugs
® Impost Liencin
® Standardz Of uulih{
® Ponibited Dru
® (abelling. 2 Pockagin
° Inzfecho% £ T&hﬂ% ¢

_Cupsses OF Drugs € (osMEmcs PROMIBITED From TMeoRT

e Any dng, 05 Cosmelic  which 48 not of Rtandard quality .
e Any adutteited , Zpuioug O Mistanded dm%, expired dm8
o Dm% thot are  bamed @nhol Qovemment
o Any potent 07 psiprietury  Medcine | which not digplayed fru Omela,
e Ay dig, which daime o cwe or pzsam} any dieoge  specficd]
in  Schedule J.
o Any wsmelic or dmgn Con’ramln% any Ingredient , which 18 ungofe [ hamfl,
o 0“'5}& not lobelled in the presaibed  Manner

® Druge Wihout impoot licenze, for which licemse i3 required | necessary
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Tmport UNDER LicENSE OR PepMiT

° Drugg Specified th Schedule C € (4 exdudfng those  Specifiec
In shedule %

® [)u% Sperified in  Schedule X

® Smal quanties of d-m% Imposted o examinadion | kst analygis

° Dmgg for Pe&ln&! use Pmbed t;q 0 Reg¥ered Mealica]
Poachones

* Any new dru%

Jmport Of Dmgs Specified in_Schedule C& (4

Tie key @ndfons for Imprsing, cngs under heckle (2
G are 08 follows:

* liensce must have apprpsiate  Shrage ndihons for the
|'mpors’r of duge Under Schedut C2 (4

o lience mugt Mainkain the Tewsds fow mpost of dhugs,.

o Liencee Mugt llow an [spedor fo Ingpec premices and  checlc
the wewsds -

o Liensee sholl aupply sampe of drige fos  examinahon [ fest
07 anayss.

® Tm drugs Mud comply Wi labelling, 4 packagin
reqmmh %gs spedﬂ‘ed yin the ack,% F )

® [icengee  Muat ©mply with  the undaialdn% %L\Jen in foom 9.

_Jmport QP Dmﬂg Specified Tn Schedule X

o linsee must have adequate Storage ﬁicr‘h‘fy, fos Storage .

® Apphcant Must be  [uputable in the Oaupalion, fods 0x buynsg |
e Liensin authowity - Moy refige fo tamn} e liense. ff

- %euﬁj gnted  lienge  wos @ncelled 0¥ spended

= The applicant falled to comply  with any - pousion of dek
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Drugs Imported For Examinalion , Test or  Analyzis

¢ Dm%us under e can be l‘mpoﬁ@d On‘Hﬁ underu-a Nenge 1n
Fom 11.

® liensee mugt e imposted dg. only for the purpoce fore
Wwhich *’f)ey are impovted - o

® Liensee pat (omply with the condifions ag  specifec] .

® The diuge imposted must be examined , test or onal
m the spedfic plae authooied b hkmln& Quihaity

® Mwt allow an Ingpecos o In the premices € Check
’\hc BeOoUR .

o lenee Myt kep W of ampls mposte undes Nieme
alon%_ wih theis  Quanbhes , dofe of impostalion € name of
Moanufocdyres

Tmpost  0F Dm(}v. for Pewonal Use

e r|':r1p(,m"f e dlutax fow Petsonal  Uge e%lbwl'n% faw'ddrhﬂ
must be followed -

® The drg, 2houd be G part of posgener's luggoge. ethel
® Do mtbefovpersonglqugeonﬁ)y. o8

® The qumy of drug, mutt not exeed hundred aveiage dloss |
o for mowe thon doo doss , apply on fowm po 19-A 128
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Tmpost 0f New Druge

® Wrifen  pemnission of  lienging, auhahy .

® An appicahon fow an impodt liense fov 2ol quantihes
of o new dug, i e 199-E for the puposc OF  reotment
of  poffent .

® The dmg ghowld  hawe Pumh; , quality , gltengty 2 caquf :

OFFENCES € PENALTES

PeNaLTIES
OFFeNCES Firct Subseguent
Convichon Convichon

® Impost of adulterted or | Tmprisonment uplo [ Tmprisonment upko
Spunous drur ) @smelics | Zyers € fre | S yeort R fine
Of any Cosmehts conl'm'm'n%q upko I 5000 upko T 10,000
hamf - ingreclient

o Tmpost of dge 0% Imprisonment upto| Impaiconment upho
@smehes Other thon those | 6 monthe € fine | 1yer R fine
leffered whose  impoot uplo ¥ S00 uple T 1000
IS poohibited .

® Tmpogk Of any dugs [ [ Impoisonment tpho | Tmprisonment upl
©smelics In @Mravenhon | 3 yewr € fne [ S yary £ fine
of any nohficablon jscuid upto 5,000 upo 10,000
under sechon 10A
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[MANu FACTURE OF DRuGS

¢ The manufodure of dru algo known 0%  Pharmaceshicel mamfadunr?.
involves the peocess OF d g{nﬂwesrzm  fosmujah
and pﬁoduun phamac dudg Auch m meglicahon
Vawines and dlercuq Kuppement on -a lorge  Auwle

® The manufhcture of druga n Thdia 's faulaked under

£ (osmeéics At 1940 (which esfoblishes Hh framewsosk

for  encunng. thot dugs proclucecl  within Quntry meet
Quallty , Sotety £ €fﬁ'cacg zhndwd&

Pronieimon OF MANUFACTURE € SALE OF CertaN DRUGS

o Any drgq wheh 12 not of Standard .

. Any Misbsanded , dultefafed 03 Spuvous dr

 Any poent 05 poprietary Medidne whose foomula s ot
Jisdoced on lobel 05  Conkiner .

o Any dmca, that cloimg fo e , prevent disease specifie in
schedule ;

® An cnsmehc @ntaining. Ony Ingoedient whh moke It unsa
O’Jv hamfll for use . ¢ ngmi

o Anv dru% o Cosmehc  (hich 12 O%am?} of t acdt 2 ey
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Conormions FOR GIRANT OF Licensg

® The m:mufbdu'mﬂ mutt be nduded undes acive direchon
and pemconal - supesiision  Of cdlﬁed technical  fyff .

® The llcens& é E}YEU Poemises showd @mply it condlihona,
and fegudmen pmbeci wnder  Schelue M respechively .

® The appliant Mg puovide adequote 2pace , plant € equuipment
oS per Sthedule M .

® The applicant must provide separofe testing, unit o quality conto)
sechorsp%r fect %Ps*andardmhan of dgt: -2 quum;:ndk

® The applicant 2hould moke adequak aﬁ&nag@&s o s’roraq{c
oF dmc}s manufacured -

o {0y pﬂen’r € pooprietory  Medichez , the appliant mest  convey
the documentc and dofa relafed fo claimy, cody shﬂh%
therapeutic Aw,hﬂcuhon& ehs 0y per the Mg .

Tupes OF Licenses FOR MANUFACURE OF DRUGS

Following lienses are  provided for manufochure of drge under
Dru%g 2 (avelis A

® Dru%s gpeqﬂcd in Schedule C® (4

® Duge  speified in Sthedule X

® Drugs Other thon those spedfied in schedule C, G R X .

* PDrgs fos the  purpose of examinohon ,t<t O% onai(;fsrs

® loan license

“ chachn% licenge.
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Licenee For Manufodure OF Dm?; Specifetl in C, G

® liensee ghould Comply with  schedule M

Liensee hould have  adequok facilhy For *esh'ng_\, Separak
foom  manufactusin

Showd  have  Odequake dnra3< focii

Rewds mahtaied B af leost 2 yaws foom dok of By .
Shoud proude sample fo authonity

Maintain e ingpecion book .

Maintaln referene Rample foom  ench balch .

fosm of applimﬁon no 9% Afiled.

Lienge for Monufacture OF Dw Specified in _Schedule X

* for Obtuthing, G lense  (eqarckng Manufoching, of dmge  speificd
i shedule X , foom Qu-¢ 13 filled .

o Awuwnts of ol frongadions reramdfn% rmnufadumh% ouldl be
maintained,  senally..

o Have to sent fnvoice of &nle fo licensing, outnoaity every I months .

® She dru?{s in direct ms."ﬂ of Teaponsbu  person

* Preportion must be labelled with XR

. Dr‘u% ghould not be supptied In Ramplc.,
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Monufachre OF Orige Other Than Those Specfed in C/ G2 X
foom of Applimion - 94-A . .
Mugt Maimain an Inspechon  book .
Showd have Qdeuake Shmg area
lience is volid fos 0 penod OF 5 yers on € fom the
dote on whih {h s isued .
® lense sholl deemed f have expired If the applicahon
fv ke ferawol fs not mode whin € monthe of T expin.

Manufocure OF Drge For Examinabion | Test / Hnalgm‘s

o liene 2hoold Oblain in fosm 99 .

® Dug. 2hould be used ﬂdududy for the puapose for
Uulm‘%; are monufacdured -

o liensee Ollow Inzpedos fo inspect the  premises 2 SaHsﬂ/
himeeif - fhat only exomination, fest of anﬂlxzis e be!n%1
onducted . |

® lz Liensee Should maintain  (hspection book

o Licenee mutt @mply whh all the tles Menhond 10 Oc-.

® lLiense femoine valid s -0 pesidl of 1 Yeu Hme

NOTES : IMPERFECTPHARMACY.IN



Loan License

o A loan lierse means @ lieke which o lienging. authos
lcue to @ appliant  Who ot have hig ouwn amangement s
Fmr monufocire  bub want o manufadyres drugﬂ, at” fhe
premises of manuPachmn& facilihes  owned bg, another
lieengee .
® Dugz Other than dhose spedfied In schedule X @n be manufechina
Under the of loan licenze.
o Apph'coh‘on lienze. 1c made 'n Foom 2u-A £ the licensze
lc .isued In foom 9s-A
* Befwe quunt of lienge , the LA &l get Hhc poem
lnspeded One or Mooe Ingpecose.
| check I all the Povhon& of plant € ghall
olw inquise qualificohion  of tednicol - ghuff - employees..

R@Mn%uwm
® Repacdng, feferg fo the pucese of ﬁnna&‘zﬁmmi a dru’g“
s omqunal  bulk Pacloa%lh% ml‘o smaller different
containerz. , Withoud altam GJIYIPOSihGh
e This llenge engures Jrhc& d dru%x Malnkained theis
ality. , sade 2 effi
]O-fru % lled undes fb:nuf ou-R
” Repaddnqn of olrufr ghowld be (onducted wnder h%;énrc corditiony
Wndes pessonal - Qupenusion of a wel qualifed pesson.
o Showd dlow inspect thi premises € foke samplc of repucked dinugK
o Ramydz mur be Mointoing fr S years fom dah of
manufachrs
e Shall ﬂnlntr;x(a;\ e Peference 2ample, fom each bakch of Tepockec]
dm%&
o Uenge valid for a peved of 6 yeos .
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_Pendlties Related To Manufuchire

OFFENCES

® Manufaclyre of any, 20urniouy
dru%g

® Monufhcure OF Adulkeraled

A

o Monufocure OF Druge in
Conhtipention  of e prousions

PENALTIEC

1-3 yews imprisonment , 51000 fing
2-6 \ears imprisonment , 1000 Ry
on gubsequenl- onuichon,

i Yeor fmpm'snnmenh 2000 fnc
2 year [mpriconment ; 2000 finc
on -subaequerﬂ comickion

Impaisonment uplo 3 month
500 fine.
Tmprisonment  upho € months |
~ Hooo fine On Rubsequent-
Lonuihom
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THANKYOU

FOR CHOOSING IMPERFECT PHARMACY AS YOUR STUDY PARTNER

JOIN US ON:

IMPERFECT PHARMACY

IMPERFECT PHARMACY

IMPERFECT PHARMACY

@ @IMPERFECTPHARMACY
2 IMPERFECT PHARMACY

IMPERFECT PHARMACY

@ www.imperfectpharmacy.in




