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Detaieo Stuvoy OF ScHEDULES

Here , we have ® study in delail about
® Schedule
® Schedule
® Schedule
® Schedule
¢ Schedule
® Schedule
® Shedule
® Schedule
® Schedule
® Schedule
® Schedule F
® DMR COR)

e M L C - TVE X T

@ _Screnuie Gt
® In this, most druq& are homonal  peeparaiong.
o Medicies listed 03 Shedwle G Cary 0 cowhon on the label.
 he aufion stoles * T ic dangewus b foke this  preparahon  exeph
under medicol  Buperuision
o Examples * Mercoplopuin , Thiotepa , Paimidone Insulin , Metfamin .
Buawfn , ‘(hlowambucil efc.
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@ ScHeouLe H

o This sthedule ontinr.  poesciion clruge .

® The dmg. label must elikpoy the dexic “Rx” on the leRt p
coorer Of the label € Wawning, : To be sold by felail on
the Pmﬁph‘m of a R Media!  Pachtiones only -

® Druge under  Schedule H IF @me under Noroke Drugg € Paychotropic
Subsfonees  Adt - 19&S are labelled with Rymbol " NRx" R
Sthedule H diug. waming,.

® Bxampie: Acyouls , Coabidopa , Didofenac, Toehinoin ek

® Scueoute M

® Sthedule M delz with “Giood Manufackuzing, Phachces’

*T i defird 00 poot of qually assurnee which i aimed o
engure thot the pwduct e ndstently manufadured o the
_ﬁuolilq appeopsicle fo therr intended wse

*Tt deals wih rquiment of premises, plani and  equipment
Peeded 1o <eltg up manufochaing, unit.

Port 1 : Reqmmm{s for Premiss € Malenals
o |oahone £ Surround:‘nﬂg
. Buildin(ﬂ_ 2  Premises
o (ucler Sl
® Digposoble of Woste
® Stoses
4 wchn%, Spae
® Senle  Pooduds
® (ontainer's  Clean
® Madinery }r%
® Row- Motenals
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* Equipment

® Botch Manufaduaing\ Recwcl
Sanitahon

Huguéne of Woskerg

Medical  Sewvices

Digksibuhion  Reqnd

® Rand of Moket -Gmplaiiis.
* Quaty Gontro!

® e o °

Part 2 Requirment Ros Plant € Equipments

O Aren :
(N Basic Tngtallahion Req-ufres- minimum  of 30 S mt . (Fos table}

manufhduma' . uph 60 mt-)
(1)) ani\law Area - 10 s mt E

@

® (olloidal Mill

® Mixing. & Smaﬂ& Tanks

® Shinless Stee! (ontalner |
® Dlapefan) Mixer

e Triple Roller Mher

® Air (onditioney

. Disimeta:mhbn Test  Apparatus
. Poh‘shinca‘ fan

a % Test  Apparadug
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@ SoepuLe N

T+ desibes the minimum focittes  and - equipments fos  efficient
wunning, of O pharmacy-
T includes

® A ‘Phamacy’ logo in foont
® Adequate simgt € Woskspace
* Pmpeﬁ lighking. 4 entiction
® Reftigeration fbr temp- Senshive meliaatons,
® Speofic Stwage  condition?
* Poopen logelling. of lnigg
L Safety € Secuaty
° Ucenafnaa
(© ScHepuLe P |
T desewibes the Ife pesiod of dm?g in monthy
® Exampc ° Ampicillin P 36 Monthw
®  Adramycin 38 Monihs
® Ampicillin Sodium = 3€ Months
® (Dligin Sulphate * 60 Monthy

e Schedule Py @ Deswobe fock siz of dmﬂg
Exomple <  Aspisin Toplete © 19 tabg
*Glycery) Tenitrate : (@paules - S @p
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© Scueoute T

The ghedule dele with GMP fov  Ayusvedic , Siadha 2 Unani Medicines,.
Tt indudes -

® Premises € Plant  Requisments

® Quality ol

o Eq.w‘pmerﬂ £ Madhineny

® Pewsonnel

® Shmqge 2 Packa%l'n%

® Dowmentohon 4 Reawwd

@ Scueoure U

Sthedule U specifics the  fequiments  felated o werondle, 2 docsments
thot muwt be maintained by  manufacturer of  phamace uhiced
oducts .
elements Of shedule U Includes -
e Batch ManuFadlm‘n%. Rexond s
e Raw Matenal Recorde
e Quality (@nirol Record&
o Sandard Operchng.  Frocedured
* Stahity 'Tesh‘n% ewnd’
o Pagnnel £ Bjru,d]omeﬂP
® Dishsbulion  Reands
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SCHEOULE V

® This schedule deals wih standordz for folent < Pm;zﬁdrm, Medicine

® T bowally ouhies the stardards for ultamin 2 minerl
peeparalion? .

* Tt Indude.

= Standardizaln  of Dosn(}(

= Qualily  Requiments

= |abelli Reguizments

- Therapeﬁfc {Eg:l Standord .

©) _ScueouLe X

® Schedule X Of Drge € (Gsmeits Ad 1940 , spadifies the druge
that ore classifed "as  habit -fosming. o5 Potenhally  addichue
and therefose. | fequite  Shid {egmah'on in manuﬁudum‘n%, dle
and digtsibution o prevent Miuse € abuse.

® Schedule X druqx R poimazily narcohice,  and :qudvolmpic Qipctances,
whih an have Sesiows sk |f missed
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@ Scueoue Y

® Shedule Y dedz with quUJa}Dm; fequizments, for cinica) #rida
of pew dwuggs in India.

® Tt oufines Standard ond  peocedures fos @nductihg. cihical ials
To engure  safely , eficey € ethical freatment of Mol paaticipants.,

® Sthedule Y incdudes :

- APP\fCﬂhbn fox  Clinicadl Trials

= Phages 0F Clinid Triola

= Bhicd GQudelinez € Infosmed (onzent

= Good Qinical Pradices

- Oula Rpoung, ¢ Rewsd keep,

= Sofety Reposhin

- Trpost & Manufactwe 05 Cliniol - Tl

@ Scueoure F- Pagr XU B

® Shedule F- Pt XuI-B of Pruge 2 (bsmelts Ad prvides
fequidhny  tondards, 2 - lequiments - pecally for blood bonks
and blood pwduds I Tndia -

o Tt oulies the neesary quidelines for esakighing. and
szmhh% blood banks , a8 well 03 o Cdlcdm'ngN i shﬁn%,
erghh% and d&.’rﬁibuh'n% blwd 2 its mponent fo enewe

2 qualty .

@ mudes?ru h’

= Lenging, € Regis{mh'on

- Tnfostudwe € Equipment

= ferconrel  Requisment

= (ollecion € Tedin

= Solage € Shefl Ui
= Quaity @ntol € lﬂbelh'n?\ Req,dwmm*-
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(D Drues € Maeic Remenies COBJECTIONAL Apuermsement )

The Drugg 2 Magic Remedies C Objechional  Advertiement) Act |
1984 12 an Indan law acimed al Gonhnlhn% mvslaadm
odvetsement Of duge 4 "Magre Remedlies”’ +hat dmma o
have mlfaaﬂou&. v exggoted henlmg\ effect |
key es

* Prohibiion OF fuige Adveshsin

® Lt of Diege 2 @ndihons

® Ban on ° Magic Remedlies '

® Penalies fos  Uwolahon
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* Sole is the poocess of passage o drurag fsom  monufactures,
o conzumers .

® The sole liene In India 12 Ocquited bH wholegalers 2 felailers,
Wwho are enﬂqgl‘n% In digtsibulion of druge in India

® Thee ore 3 differett fype of druta, iense In India os Pllows

@ Wholesale drug. License

@ Retail Dmﬂ‘ Lienge

® Restrided Drug_ Licenge

(® Wwotesale OF Druais

Te whdesale Drug. license in Tndia s fsued by C(DSCO d Hhase
wholesalers  who are dofn% business in  pharmaceutiolg

INHOLESALE
' v
Fom Shops From Mot Uenicles
l : I
| o o b
Licenge for scheduke  License for dm?zl. Lenge foy  Litense for dru(y,
Ce @ dru%g olher than (¢ (1 Ca G Drugs " Other than (=G

@_Wholesale Fsom Shops

Wholegle  foom shopt. fefers o Sle of dmge. In  bulk ofuarﬂih'es
fom 0 fied plce , it fequies fwo fypes of licenses.

e Whoesdle of Scheduwe (< G Drugﬂ,

o Wiokale 0F .olru(y;. other than C< G
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Wholesale 0f Schedule (€ Gt Om
I rquies following, nditiong :

® The licensee must have adequate gtea not les than 10 sq. mt.
equipped Wi  cdequiate foalihes, foo shrage of clrugs in owler
o poaesve their  poteny -

¢ The licereee Must have detalled feomls of all purchoses , Sales
ond digtsiouhon , ghowing. - quankhies, clotes, Supplies € buyers, .

® The ewsds hould be poeesved fom dok of e b a
pesiod of af leoat 3 -ews.

® liense ghould be ditplayed in poemiss 20 thal it 15 open
o e Publl‘c.

¢ The Nenee may ned pemodic fenewal , with updaks on any
Manges In - operbons.

® TF lenee dasives -bosel any Other Cokegasics -of druge .
he Zhoud zek pesmissions  foom h'cenm'nt} Oulhaaty .

Wholesale Of Drugs Other Than These Specified In Ce (4
7 ]

o The liene mugt fotlow ol the Generl - @ndlitons fos  whole
of Gand ( druge.

e The diug ghould not be sold o any person who does pol
poswse 0 Neenze for velil sole o7 diskibubon of ol
However , thiz cnditon 12 not applicbe to gle OF Olrugs
fo hospitals . medical , @uaihcnall or Vesaurch  (nghfuhong, |
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®_Wholesale From Molos_Uehicles

® At e t hme, hene gre ke td fox dmu
d:'sl*.:ﬁlpuh‘o,‘:wwsE foom ol -vehieles | ¥ o t

® Spamte lienge O needed o whalenle oF druge undes hedus
C2 (1 & Oher thon those pedfied |n (2 4

® The condihons fos thae licenzes -are  2ame @ condihong foom
wholesale 0 drugx foom  2hopa

® Dng. ghould be Ye boughl- fsom @ liensed monufichyser 6
whc%'esalcr € (isibuled to individualz hauin(}, valid  licenzes fors
wehl sale oF duge .

® The liese hould be dlizployed On the uehicle -

®*Th aw any chan is made In the Ownerghip of the Uehicle
ov (onghtulon of  the fom  that oy gmn&ed lierse
the  litense Outhosly  ghould  be infosmed  within o ek .
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® _RevAlL_Saie OF Druas
* Rehailing, Of dfu%& Is clone throu (ghOP& or by vendozs -
In Jrh:':&%\druga are direclly  seliy %:' On&UMEDS, | 'f
® Retail Sale of dlug«& done  fom two waye.
@ Relil sale Pom  Shops
® Relail Sale Pom Vendoss, .

(@_Retail Sole From Shops

Following. are the s for the (el ole foom Ahopr,
Fociliies” 08 per Shedule N

® Durchase only  Hom lieneed  wholelers

* Sponk lienges fos shedule C, G2 X drugg

® Sole under Qualified Supervision

® Rewmds

® Tnepechon

Retail Sale of Drqu @n be done foom ﬁllowl‘n% (?;hoP% :

(0_Chemist € Omqqigt Eglablishments
(hemizt £ Druggist £2fublishments . ﬁmdinnin% under the Rupesuision
of * Registered Pharmocigt” but do nat  compound dm%@..

(@)_Pharmacies
Phamacies , fundiong under Apesasion of a Qegtskm Phomao}’
but do re- en ond  engaged In @mpouwding, of clfug .

(3) Dmg Stotes

Drug Sowes Co not  hawe a legsieed pimnacm L2 gl
dru%g apaified 08 hovsehold  Demeclies,
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© Retil Sale Fsom Vendors

* Somehimes druge are sold by vendosz who do not have Q
fixed plae buginess  but have been ted o liense
by Ll'fmﬂﬂ& Authootty  fo  condudt  business i pastidlar areq -

¢ fov Uendove lienze 12 issued only for dru(}a, other than
those  cpedfied In Schedules 2 .

(3 _RESTRICTED LiceNsE

® A Reiced liense s Salcofdrqu efers o a lt(aal
authomizahon  that  allows, 1nchividuakk Oy entities fp Sl ertain
@nholled drugﬁ. 0y phamacevhcols, , but with Spedific  limitahong
€ @nditiona  Zet by atosy  Quihooihes .

® Rabided liene 12 isued for druge ohes fthon thox Speefied
in Schedue C, & € X R those spaified in Scheduc C< G
but not In Schedule X .

o [llowing. are Teyuised condifiong -

= The liengee ghould have premies well - equipped  with dmrgr
Zhiage faclihes .

- The liense 2fould be digplayed i font of premivs .

- The diug. shoud be  bougt only fom a liened dades o
manufactuses -

- Druta. ghowd be gd In theis aviehol ontaines .
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Ciasses OF DruGs Wuose SALe Is ProwgiTeD

Misboondad | Spunus , Adulterated € Non- Standord  Quality dtu%@,-
Potent ov  Proprietany dm% with (ndizclosed  fosmuloe

Druge -Cloimed fo cure any discde Specified In - Schedule J.
Drugs manufadwed oo imposted in violahon of pwouision  of

At 2 Ruls.

® Expised Dru |
Duge o be distibuted 08 o foe 2ample fo dhe membes:

of  Medical pm?e&sfon £ begmin

Not to be Sold’

OrreNCES € PeNALTIES

OFFENCES

e Sole, shckng. 05 exhibibon Of
druqa which may wge deoth
or senous hwt ag per gechon
320 of TPC.

® Sole, Stoddng., exhibihons
fs cale of ‘spunous drugs

® Any oduleiated but not
G’Jﬂ{m‘mh(& toxic o harmfld
Qhctancea  Injuious 1o health.

o (ollue o keep wear OF
disdlose equised  infowmakion

4 the wosk * Physicans  Sampic.

PenALTIES

Tmprisonment fom S yer fo Ik
£ fine 7 oooo

l'mpm'snnmem for 3-S yea @

fine not less than Sicoo € (mpaonment

fos 610 yeurs € fine upho {0000

on Seand @midion.

Tmpwisonment -3 yaur € Ane Spoo

Tmpukonment 24 yeus € finc

uply 10,000 o second  conichon |
Trnpriconmend fr 1 Year

£ fine upto T 1000 .
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LABELLING € PACKING OF DRUGS |

. Labelh'nﬂ £ Padcag\'ng of dwr}a are  cuicol - proteses in the
harmaceuhal |'ndu2m,,

ey enswe that melicchons are safe |, efichve and  acesslbl<
o -pahienls 2 healihare  proviclerss

® ﬁollowfn% e labelling, Fequiments

(reneral  Labellin q Reqlu'menf

o Dms Name : The peoper name of -dmﬂ~ Zhall be printed .
® Net Qnfent © Weight , Udume In melic Syslem oF units .
® (pntent of Adive I'namdfeni— !

Oral fiquidg - (ontent per single dose

Ll'ofuiol Pwm’(ero.l}s ~ (onfent pes m!

Solid  Porenteral  © (ontent per m

Toble! . Gapaules € Pins - Content per fob, @pae ,pill .

® Name € Add of Manufadurer

o Manufadunhﬂ\ Lienge. Number

® Balch No

e Dae of Manufachﬂn%

® Date of Expiry

® fiee aamples fo Medial Profleson © Menfion “Not fo be Soid*

e Alorolic Prepovationg = T Alwhol 7 > 3%, then it must be  displayed.
® Tnfwmotion of  Handling., tse , Ditribubion, Stormge k.

e Maxdmum Relail Price

* Tothoke Cooining, Aucwide Augice nlent in ppm .
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SPECIAL |LABELLUNG REQUIRMENTS

® Schedule @ * Date of manufocure € expiy
® Tmpovt licenge number
® Schedule F * Preswsibed Name
® Schedule (1 ® (aukon - T s dangerus o take thia
prepaaion - except under Medical Supervision
® Schedule H ® Rx' Tobe sod by retail on prescsiphion
of o RMP 0Only
® NRX: "
® Schedule X * XRx @ To be sald by relail on preccwiphon
of RMP only.
® Sdedule D * Do of Monufadure
® Dok of Expivy
® Schedule & * Proper Name
® Tmport License No
® Bafch No
* Sthedule W o Pooer Nome (no tmde name)
® fep-for Bxt- Use | © fos  External Uce only
® Phoarmoccpial Prep- | © labelling, of ‘TP, ‘BP" ,"USP’ ef.
® folent <« fopictary | ® Quanfifes of Achve Ingsecliontc
Medicine ® Nome £ Addece of  Manwfadure
® Medicines for Animalt| ® "Not fr Human Use, R Animal
Treadment Only *
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Specimen Labels

SCHEDULE H DRuG

Rx Enythromycin Estolate Tobels IP 500 M&

Bach uncooted foblet Contain -
Erythiomycin  Eclolote TP

Equialent o Ergthromycin ... 500 m
Dosaryf As difected by the Phggics'an

Store in a cool, dark € diy place

WagnmG © To be sold by refail on peeiphion of' a
REQI'SiEIed Mediol Prodihoner Only .

Mfg Lic. No 2/10 MRP- Not b exceed T ........
Bakeh No- 2019 Inclugive -oF ol taxesS

MR- Doke

Exp- Dake

Manufodured by @ XYZ Phamoubial . Tndia
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For

100 Tobleds of Phenobarbitone ( Schedule X Dmgs)

100X S0 m
Toplets  Of  Phenobasbitone.

Schedule X dmta,,
Ncum'n%,.' To be sold by refilera on  prescwiption of
a fegistered medicd) pracitioner only

J

ToUN 2 JON 1 -
Cremists
3S, Pk Steet , (lata
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List OF PermitteD (oL0URS
No dru% Lnall contain  @low Other than that  gpecified below -

@ Nohml (olows : Annato , Carotene , Chiosophyll , Cachineal

Crsumin, Red Oxide of +won , Uellow oxide of
ison , Titanium clioxicle |, Black oxide oF fson

® Arifcial  @lows * (aromel, Riboflawin

© (o Tor @lours: Qunizzwine Gren SS, Alawn, Cyanine Grreen F,
fost Green FCF , Tortawzine , RED CEiyhmogine)
Eine US 03 Fosin & , Toney Red ¢y Suden 1L,
I'ndi'a.o (amine, Bullant Blw FCF, Orant}at o,
Resowcin  Bwown, Napthol Blw- Black.

OFFENCES € PenALNES

® folge or Miskeodling, lobeling, - Tmpriconment upto 1 year |- fine upto ¥ Sioco

o follure To Gmply with ' fhe uph § 2000
Labelh'ma. Requivments

o Sule with wawsed o - Impaoment uph 2 yews / fihe upto
Incomplete labelhh%., T 10000

® Non- Gmpiane W Tipsisment uph- 2yetr | e upto
Pacbh(ﬂn fop%uloﬁong T 4000 T 2000 .
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AoMINISTRATION OF THE ACT € Rules

There are mainly 3 types oF dminighohive  agencies
® Advisony
o P\nolgh‘cn]
® Exeuhive

® ﬂduism!
® Drugz Technicl Advisosy Boawrd (DTAB)
® Dﬂl% (ongultohve  Committee  C0cC)

@_Analytical

o (entral Drugs Labosalosy

¢ Stafe Drug. (nlrol Lobogahwy
® Glovernment  Analyet

@ Bxeative

e lienging. Aulthoolies
@ COnh‘olh'n%, Authowtie
® Drug. Tnepeckd
&

Qo Qllecors .
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D] DRUG TecunicAL AovisorRy BoarD

® The Drg, Technid Advisosy Boord CDTAB) B 0 key recjulalomy beardly
N Severd| @untsies , maily Tnda , where it plays o sinifcant
wole in aduisfn% the eouernmenf on ahu% equlations € policks
~® DTAB hay Fo!\Owl'n% members, :

@ Ex- Officioc Memberz (8)

() Direchos - Generd of Health Servies, who 13 ako the  Choimon
@ qu& (ontoller of  India

® Directvs, Entr Dru-% Laborsuhm/  kolkalto

@ Diredor, Cntod Reserch  Inghitule , kasauli

(® Direcos, Tndian Uelednawy Research Inatttule , Tzetnagar

© President . Phamacy  Qouncil -of Indlia.

@) Pxxident , Medical OQuncl of India

® Ditectos, (Entra -Dru% Research Trshiuke, Lucknow

® Nomindted Members (S)
® Two Pperon nomincded by centrol qout- amongad pexan  who ot
incharg; of olmug~ @ntol In Irhia.
o 1 peson fom ~pharmaceunical (mdugtsy fominoded by cente]
vemment .
® i?ft)uo (aouemmeni anoh*%} Nominated bt/ Ceniry %nuefnmenl
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© Eledted Members

® A feacher in phamacy 05 phmma(euh‘aﬂ dlemfgm]; or PWW
eleded Dy exautive commitee OF PCT .

® A lencher in malicine 07 theropeutics eleded by exeulive Commikee

oF FCI.
® | Phamoclogid eleded by govesning  body of Indin  @uncil

of mediml Besearch .
¢ 1 peron eledted b([ oundl of Central Medical asgciohon

® | peon f be eleded by @udl of Indin  phamacedfial
cgociakion .

Funcnons OF DTAB
e The DMB qduec the (enial £ Stak  Gioverments on  technical

mollere of  admimgirahon  of adt.
T rakes Modifichons £ ammendments in the Act by @mﬁngj

Other  Board? .
® T fevews dota on diuge sy € efficoey | Epectally neasnig

adverse  effd- .
o Tt eablihes £  Uenfes o(uallkf dandardy fos -dm?; , Cosmehs

ond mediel devied fo enawre they et sakly < effcacy

benchmonks .
® T (ecommends fequiohtny  Tebikd fo manudure, Shosags

digtbuhon € <l -of dru%s,

NOTES : IMPERFECTPHARMACY.IN



€)

Drua (ONsuitATvE CoMMITYEE

* This ogeney  ompices of two vepvesentahives nomincled by

Central ~ Govesnment <€ -one  nominee of each of the et
State  Govesnments .

® Thia body has power fo regu]ak ik own proceclure

Funclions

® Tt aduises the (entral Govesnment , the Stake  Glovesnments <

the Dmc}& Technical  Advisasy Board on any othes  matis Jrendu'n%
fo geure unIFoﬁmHV 1hrou9hm} India m the adminigtahon of
thir  Act.

® Tt @n fequlok Il own  pocedure.
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(3 | CenrrAL Druas LABorATORY

® Me ool Drgs lobosolosy 12 esoblisned fn - (et uncles e
antdl of a diredos appinkd by @ntral - (ovesnment-.

Tt i the premer nahonal labowlmf for dru?. lesting. 10
vanows Gountoves  India , where |t opraks undes the Minictsy
of Heolih € {hm‘rly Welfare .

®T & estoblihed ay (ontro) fegulobony Quhonify for dirug,
c}uuh'h, ‘@nho| .

Tt plage a coudal e o festing. £ eifjing. e quality
Dfety "2 efficay of-drucﬂx, vacine € dfmamsh‘:g i

Counl'mf.

Funclions
°Tt anolyses v teds  the dm% 0 -camehic], amples nt by
uhmg  ollectog 07 Qurts .
* Tt @uvles out the anolyhal Q. of Imposkd gamples -
o Tt @lleds , chwes € Oishibuks niemol  Randards -
* Tt poepars wefesene Standardy € also maintaing them .
ot mahtaung micobial ituwes -
o T} Ferﬁymg any Othes -dulies emruskcl by @ntiol  Giovesnment:
oTt ada ax an oppelloke authosity I matior 0 clipudes .
o Tt pmuides #m'n[n.%, of -drucj, analys's -
e Tt odukes the nhal dru%Lmnhrnl adminitrahon  {n - Tespect

of qualfhéﬁ £ ’fbxu’dh/-
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@) [ GovernmMENT DRUG ANAwWST
* A Govesnment Dug. Amalyet 15 o &pecialied e Uilhin the
fequlotony Framenork  for druc} quality  @ntrol | Hypically - employed
by gouesnmenk health o5 vegulalvy  agencies.
® Their main Teepongibility 1z to enure the Sakety , efficaay 2
qually of drge , Cosmehics and medicl devices whhin 0
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