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THIS Is .го сЕRтIгY тнлт P{/s. вRUск рIIлR],Iл I'RIUлI:Е LIMITED, Рr.о,г No.

188/1 1-о 6, 189/1, 79o/z то 4,, АтнtулwдD, DABHIIL, Dд]{АN- з96iL|о, Itqрtд ts

HoLDING !,дLtD DRUG MANUгAсTIJRING LIcENсES IN Fслвм Ncl 25l & Fопм hа 28

вЕлRING I-IсENCE No DD/7gЗ & DD/794 Dлтгlр ,|-8llr4|2,a\7 RESpEcTlvELY,

ISSUtD t]y ,гltls ADMINISTRл,I,IoN UNDER тнЕ pRovtsloNs о]г Dп.uсs & CosllrTtcs

Аст, i94{] дND ItUl-ES THEREIJNDER. Uгчовп тнЕ SAID LICEI\ICES ,гнЕ гIRм tS

рЕRмIтгI-D т,О мАNUглстURЕ A.ND SELL THEIR pRODUCTS co\rERED UNDEfil тнЕ

iслтгсt_lttlчs ог лNTICIrNCER - Ltqulo lнJвстlоtчs, LyopHtl-tzBm Iг,tlгстtоNS AND окдr-

Sot-tt_l DоsдсЕ,

Тнt t.lli,M ндS ЕМI)LrЭYЕD Сомргтвt{т Ргкsопs lN млNUг.А,стU]itING AND QIUALITY

сONTROL DEPлRTMENT,s. Тнг гIп:м IS гoLLowING Gо,оо РIlхамстапwс рRАсilсЕs

лs PER W1RLD Нtдlтп оRGллVIZАтIоN REcoMMENDqTIoNs IN ,ttIE мАNUгАс,гURING

дND l-ESlING ог т[Iг SдID сд,1ЕGоRIЕS ог дп1tсдчсгlr - LtQuto lt,1;BcTtot,ts,

Lyoptttt-tzrD IN,ECTIo}iS лND OR,IL Sol-tD DоSдсЕ,

I'ttB гtдпtзtдс1URlNG рLдNТ IS siUBJEcT то RЕGULдR INSpEclIoN BY тнг C6MpE,IENT

AuTtlonlTy uNDEIr ,гtlг Аст.
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сERTIFICATE оF PIt{RIttAсEUTIсA L PR(}DUсTSt
Tbis certificrlll сопfоrmý lo lhс:rоrmst recotttrttcпrled Ьу the \yогl<t нсдllh овепizrtiоп

Yrlid Up tol 04/0lД022

; Indiз

: Дs рtrАппехurt_2
! Lопusliлс Слрsчlс USP.l0 mg

: Соmроsifiоп:
Eech сарsч|: сопtliпsi
Lоmшstiпс USP ...........,..._,_,,.........,...,,,,4{lлlн
Excipieпts---.... .,......,,.........._ч.s.
Соlог: Дррrочсd color use<t iп мрsчlе *hcl]g

Fоr compJetc qUaliliilivc cornposilian iпiчdiпg схсiрlелts, s€с attached] АппёIUrl - l
l 2 Is йis ргоduсt licЁnsed 1о ь placed оп tbc mдJi(еt Гот usg iп the ехрогtiпg соuпГу?J : Y€9
l ] ls lhis рrоdшсl actual[y оп the market iп йе ехропiлg соuпrу ? : Yt8

If фе ansr,ler to l 2 js уеs, сопliпче \.yifi seclioп 2 д алd оrпit sесtiоп 2 В
IГфе алs*ег to l 2 is no, oTnit scction 2 Д алd сопtjпuе sct:tion 2 Вб

No оГСеrtifiсаlе: DDл93/lхЕД020-1-2l I-1

Ехропiпg (СеdiГуj пg) Сочпt]ry

Iпрогliпg (Rеqцсýtiпg) СOчпlry

l Nапе апd dos€e filml of Рюdчсt
l I Active iпgсdiепl(s)l апd amount(s) рг unil dosC

2 А l Nчrпььr ofproducl lireпсе? arrd datc olissue
'r_ А 2 Ploduct Liccnce holtlar (Name & Address)

2 А З Slstus ofproduct licence holder 8

2 А з l Fоr categoTiн Ь arrd ,э the лаJтlе 0лd sddr,эss оf thс mалчгасfurсr ргоdчсiпg йс
dosage t-оrrп is9

2 А 4 Is а summау basis iclr approval appепdcri?}0

2 д 5 Is thЁ stlached, oflictldly арргочеrt pTodu,эt iпfоrтлаtaол corrlpletc апd сопsопалt
*,ilh йе liccn."? l) -

2 А б Аррliсалt fоr сепifiсаlе, ifdiffertnt &опr liсслое holder (лаmе алd аddге;s)l2
2 В I Applicм( fоr ссаiЛсаtе (Nаmе & Address)

2В2 ýlanB оf аррliсалl

2 в 2 l FoI са{еtогjЁý (Ь) апd (с) фс паmс алd acldress ol'фе mалu.Гасtчrеr produciпg the
dosage tЬгm is:9

2 в ] W}ry is rпалlсеtiпg ачlhоrizзtiоп lасkiлg?

2В4 RemцklJ

: DDI79J D{(cd 05ЮtЁ0l9
; Вгшсk Рhеrrьд t\,t_ Ltd,

ýuп,су No. ItEi/l to б, I,19/l, lИtД to {,
.{tiyrwld, DsЬhсl. Drmап - 396210

l:H

зl

э2

]з

4

Docs |]вi сеrtifoiпg аuthоГitу аrтал.gе fот petiodic inspctioП of йе пrmlufaoturilrg рlалl iп rvhich the dosagefогm il produced? б/еУпо,/поt аррtiс€Ыеj ''
If Not oI Not аррligзЬ|g pl(rceed lo qt,esli()o 4
Peгiodiclty оfrочliпе inspection (уезrs) : Yеаrlч
нщ йс mалчйсtrrrс of this ýрс оf dоsдgс fоrm Ьееп inspeci:ed ? ; }'ез
Do фе facilities алd ореrаtiоп сопfirm lo (jMP as rеюгпmепdсd Ьу Wolld Hea.Jth : Yеs
Отgапizзtiоп ?]J

Docs t}re iпfоrmаiоп submiftedt'y lhe applicanl saisý йе сеrliryiпg authoriý оп l yеs
all aspcts оГйе лпцrчfасrurе of the pЙtl,:t ?|6

JгNо, ехрlвiп : Not АррliсдЫс

Аddлеss оГссгtifu iпg а rrthority
Drug LicenBing АuthtlгiФ,
Аdmiпiзtгдtiоп оf Dдшrп & Diu, Drugs Сопtгоl Dept.,
Рrirпягу Hcrlth Сепtег, Dеmап (LlЦ - З96 22n.
Теlсрhопе No. : {Ю91 * 0260 - 22}0{?0
Рrr No. : (Ю91 -й60-2Щ)570

Nrше оfАчlhоrizеd Рекод; Dr t/ Н I)A.ý
oRlJGS LlcE i;SlNG 

^UTH0RlTySigпдtuге э{hт,* тпЁп rтГffi
ýtдmр дпd Dalc Df,UGS coN:lR-oL оер*Й,rgнт

.*дf ftiтJl,hгл
1 Б l ll1.1 ?l} .UToF D{w\н 8 o|U, BAr[Ar.
l \' J U l'l Дчt J'-Е{irЁйТтq Ё rlT.,п
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Ехрlапаtогч поtеs:

l. This ceгlillcalcs which is iп the fолпаt rccommonded Ьу W]tO, establishes 1hD ststцs оГ the рhагmilсеDliсs] ploducl arrd tlf lhе

applicrrnl fог the ceflificate iп the ехr,оrliпg country [t is fоr а siпдlе product 0n[), since mапчlirсtuгiпg ilталgеmепts аЛd ,rpr}roYrjd

iпfоrmаtiоп Гоr diflЪгепl dosagc Гогm алd djffегепt ýtrongths сал чаIу

2. Usc, rчhепсr,ег posliible, iлtелrаtjопа] Nопрюргiеtагу Names (INNs) ог поtiопаl попрrорriеLзry names

3. T}tc fотmulа (completo соmрOýitiоп) of thc dosBge fопп should Ье giчеп оп thc ccгtificate оr Ьё appsnded

4 Details оf quantilarive conlposition шэ рrсIЪгrеd , but th еiг provislon is subjec t [о Lho ag rееmепt of the g roduct llcence hОldеГ-

_5 When арр!iсаЫе, аррепd dctails оГапу геslгiсtiоп applied to the sale, distгibuLion ог admlnistfirtion ot the product that is specrtied
iп йс рюduсt licence

6, Sесtiоп 2А and 2В аrе mutualIy exchrsivo,

7 lndjcate, whеп appl,rcablc, lfthe licence is provisiona. оr lhе Frоdчсt hа_s поt усt Ьесrr approved

Е. SреоiГу rvhether thtэ рсrsоп геýрOпsiЬIе fог рlпсiпg the product оп ths market:

а) Мапufасtuгеs the dosagc fсгm,
Ь) Packagos and / оr labels а Cosage fоrm mалufасtчrоd Ьу ел irldcpondent compally, оr
с) Is iпчоlчtэd in попс оf the above,

9. Thc lпfогmаtiОп сал Ье pюvidcd опIу rvith ll]e сOпsс:пt оf the ргоduсt ]iсспсе holder ог, in lhф cBse ol'non-registered рrоdцсts, the

*pptirшt пм"lý{tmrrl$*,л пf lhе ***tirrrl lrttllцrKi*Ttlдt llвс р*пу tппr:*пt*d lre.* trcrt шgгtсd HJ iПýIl|:illsl <lГtiris rl}гilfflмliýn

ll зhгпtý$ Lrs вЁud ttlgllr:t'rrпrTttiЦll,tlrýtшril-[flýýBЁJblc r.{ 1яыr!uсtiоп iS рм ФГthе pr<rduct lrcence. IГl}rс ргоdtlсliDп site is changed.

the liccnce muýt Ье updatcd ог it is по lопрг valld .

l0 Ъis гсlъгs t0 thg dqcuments, рrсрагеd Ьу sоrпе паhопаJ rcgulatory authorities, йа1 suпtлlаri;lеs the tесhпiсаl Ьшis оп rvhich t}rc

product hл Ьесп ltr;onsod,

l l This refers to pro,duct rпiоrmаtiоп аррго,,,сd try l.he соlпрсtспt паtiопаl геgulаtогу аuthоriГу, sttch as а Summa|l Ргоduс1

CIrarac tcгistrcs { SP С;.

l2 In this сiгсчmsипсе, регmissiол fоr issuing the certificatc rs геquirеd fгоm the prоduct-iiccnc;e hоldtlг. Thrs PerrniSsiOn haS lO Ье

prolided to the аuthогitу Ьу йс applicant,

l З, l}lc**e iлilicкc tlr* rтg*i:п lfiпз the u1l1rllcrяlr hrrb prrвirlgJ Г*г illll ffýu,}ýtlflб rцlirшilirttt.

the сDuлtry оf схроЁ.
Ь) The ргоdчсt hls_s Ьееп геfоrmulаl|еd rvith а vigrv 1о imрrочiлд its stability чпdеr trорtсаl condilion:;;
с) The рrоduсt hLas Ьееп rсГогmч]аtеd to exclurje excipients поt врргочеd fоr use in phaлraccutii:al product iп the tlоuпtгу,оf

imроrt;
d) Тhс рrоdшс1 bas Ьееп rеfогmчIаl|оd 1о fteet а difГегспt mшtirпum dosage limit for ап active, iпgrеdiспt
е) Апу оthсг rcii:ion, plcaýe ýpecilr,

t4, NоtаррliсаЬlеmеалslhаfthспrапчfасtuгеistаlilпgрlэсOiпасоuпlryоthýrthшйаtlssчiпgt.hергоtlчсtсеrtifiсаtеалdiпsресtiол
is conducted uпdсг thс aegis оГlhе c()untry of mщцfасtrrrе

I5 ТЪе теquiлеmепt fог Gооrl рласtlсе iгr thc пlшrчlЪсtчrе апd quallý сопrоl of dгчgs г9Гепеd to iп the c(:TtifiOate аrе those included tn

the thiцч sccond тс;рогt оГ Lhe Ехрсгr Commirtee оп Spccrfications fоr Рhагmасеu,Iiсаl Ргсраrirtiоп, \'ДIО Techoicai Rсроrt Series
No_ 823,1992 Аплrэх l Rссоmmепdаtiоп spcciiically аррtiсаЫе tо brological products have Ьееп formulated Ьу thc WIIO Ехрегt
Соmmiпее оп BiologicBl Staлdardizrtion (Ц'I{О Тесhпiсаl Repofl SeTies No. 822,|992 Алпсх l ).

lб This sectjorr is,to Ьrэ completed whеп tlre product- licence holder оr аррliсалt сопlЬrms to sиtчs (Ь) алd ( с) as doscгibed iл lhc поtе

8 abovc lt is оГ раr|,iсчlаг imрогtапсс lтhеп fоrс:lgп сопlrасlоБ алс iпvolved iп the mtлufасПlгс оГ the ргоduСt Iп Lhese

сiIсцrлStалсЕs the applicщrt should supplY tho cenifving authoгiýl with iпfоrmаllоп to identily the сопtrасtiпg paTlies геsропsrЫс

fоr cach Stege 0i mалufасrцгс of йо finished dosagc fогm, апd t]tc cxtent алd паluгс о1] апу сопtгоls exercise оvВr Ga(h oJ'these

panic'S

i
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ANNEхURE-II

I'Jo. of Certilicate l DD/793/l 1 В/2020*1-21 1-I Valid чр lоl. 0410|/?022

Nдmе of thc Product: Lоmustiпе Capsu|e I_ISP 40 mg

List of соuпtriеs / Iпstitution to t,hich the аЬоче prc,duct will Ье Ехрогtеd / Locally supJllied.

l2t, Моюосrэ

6
7 АrчЬа
t Aшstralia

140" Nоffisч
98 Коrед

99, Коrеа RерчЬhс оГ

,ý7
*p"g

89

к
к

рý
97

l Kuwait
к

лýВ.Цаlg--
I09. t_il,t}эtlt A.rab

l0] Kosova

i ll8

i8d " Тhаitалd

l85. Tobago

Нutrrл *{ ]*lTý{

|. -,. t*:r:iЦl*t!ttз,ýдd
ý!,щцс9
* 9]_ . Uli tt$,"Б j 

пдС,.0_Ф,

20I Uzbkistao

203 Vвпеzuе[а

-ан,]
205, West Indics
2(}6. WoTld

Yсmеп

79- Нолdurаs

Addгeýs оf сегtirylпg ачйогitу:

Dirесtоr Medical апd Heallh Sегуiсts,
Drugs Liccnsing АчlЬогitу,
Adminislrдtion о[Drmrп дпd Diu.
DA]\i,{N - 396 220,

Тсlерhопе NuшЬtr: (02б0) 22JO.t70
Frx NчmЬег: {0260) 22J0570

66 Gцвlсmаlд

68 Gеrmал Ьrпосrаtiс l**JlЯ
R 1с. Li

!l SеrЬiа длd

lI9 MaIt

l20 Mslta

SigпltulЁi

ýtamp 0nd dfftc:

l23 МачгiLiчs

mа]iа

.hr'
Nапе о[ the ruthрйzrd регsопl Ftrt V. К. ;F&ý

DRttЁ* LtаЁ{ц ý**G лUт}|оRJтY
*c{t тrЁт гiftБтtl

ofi UGs co}iт RoL OEEARTME t{T
g{hd fi{rч ltътц

чт оF DАд!ц е DU, DA}|AH

т!,*п тп ga ttч, тrп

1 5 jUN 2020

ý_РзгgкНеД_ i 16_ ЕqцдзщЦЦiчiпеа

27 Вчгkiпа Fшо

l42 Pakislan

Page l of l



CER1.1 FIс]ATE оF рIiлRм,IсЕUтIсА L PRoDUсTS!
Thiý ceгtilicate сопfоrmý io the l'оrш*t rесопmспJеd bl, Бе WоrlО }lealth Оцапizя rion

No. оf Certitjcate: lJDl793l24N2020_1-2l l-t
Exporting (Сеrtrýiпg) Соuпtrу

Imропiпg (Requestirrg) Country

l. Nшпе and dosage fc,lm of BorJuct

l. l Active ingTetlicnl(s)r and шпочпt(s) рr lnit dose]

Fдх No. : 0091.- 0260 - 2230ý70

\/alid l.)p tol 0{/0tД022

l lndia

: ;\s рег Алпехчrе-2

; lllelpbalrn Tablet ВР 2 шg

: Coпtpositionl
Еsсh film ýoated tablet contains:
ý{elphalan l}P..,...,.......... .....,....,..2 rngExcipients.....,.. ....,..................... q.ý,

}-оr complete qualitative c<rmpositioп inclu<ling excipients. see alиched|. Аппсхtrrе _ |
1,2 ls this product licenscd to Ье placed on 0te market 1Ьrusс in thc ехрогtiпg с.очпtrу?J
l.з ls this product acfua]ly оп 1he markst irr the exponing country ?

lf'the апswеr(о I.2 is yes, сопliпчс with scction 2 А апd оrпit Section 2 В
If the anslvcr to l .2 is по, omit sectjon 2 .А, aJrd cotltinuo ýe<rion 2 Вб

2.А, l NчпЬеr of prodtrct liсспсе7 алd datc of ir;sше' л.2 Product l-icence holtier (Nапе & Addгes:i)

2.Д,3 Status ofprпluct licence hоldеr t

2.А.3, l Fоr categories Ь апd с the паmе шd addr<;ss of tЛе mапufttсiurсr pTotJtlcing the
dosage fогm is9

2,А.4 Is а sчmmаry basis tbr approva.I appendec|?io

2,д.ý Is th* atиchcd, ol}ioially approved ргоdurt intbmtalion соrпрlеlе апd consonant
with йе licence?||

2,А,6 Applicant fоr cenificalte, if diffcrcnt Гrопr licence holder (паmе шrd address)12

2-B.l ApplicMt fоr certificatc (Nаmе & Addresl;)

2.В.2 StatusoГapplicart

2,B.2-1 Fоr categories (Ь) япd (с) the паrпе алd address оГЙе mапulЪсtuгеrрrоduсiпg the
dosage Гоrm is:9

?,в.3 Why is markering auФorization lacking?

2,в.4 RcпlмkI]

Does the iпfоrmаtiоП s,ubmiпed 
_by 

the арр] iсалt satisry thс сr:rtiф.iпg аuthогitу оп
all aspecls ofthe mапчfасfurе ofthe produr:t ?Iб

If No, cxplain

Addrcss of certifuing authority
Drttg Licensing Authoriф,
Administration оf Drrпап & Dlu, Drugs lcomtrot DePt,
Рrimаry Hcrlth Сепtсr, Dаmяп (tГГ1* 396 22g.
'l'еlерhопе п*о. : fii91 - 0260 _ 223{Н70

: Yсs

: Yеs

l

DD/793 Drtcrl l]SлtSr0l 9

Вruсk Рhдrmr ltyt, Ltd,
Survey lr-o. 188/.t to 6, 't]i9/I. i9012 to,|.
Atiyarvдd, DяЬhеl, Damln _ 3962t0

*

Yеs

].I
21

3.3

Does lhe сеrtitiiлg aulhoritv апап.gе fоr р,э1|661" inspection of the mалufасturiлg pIant :iп whjch the dosagefогm is ргоduсеd? (yesi/no/not app|icфlei lJ

If Not оr Not applicable proкed to qucsticn 4

Periodicity ofrorttine inspeclion (уеаrs) i Yеirlу
Has йе mаrrчfасtчге olthis type of dosage fomr Ьсеп inspect;cd ? ; Yeý
Do the facilities. апd operation сопfirrп to (;мр as гесопtmепdеd Ьу world Hcalth ; yеs
Оrgапizаliоп i)tJ

4. : }'еs

l Not Applicrble

0l

Nдmе

Sigпаtчrе
ýtanrp апd Date

JUL
Page I of 3



{.i

Ехрlапаtоrу notes:

This ccгtificates rvhich is in the Гоrtпаt tecommondcd Ьу WHO. establishes the status of the pharmlrceutical product апd of the
applicant fоr the ce,rtificate in the ехроrtiпg country. ]tt iý lоr а single product опlу since mалчfirсtчrirlg аrrапgсIпспts апd аррrоvеd
iпfогmаtiоп for difllсrепt dosage fопт and different ýtl,engthý сап \|аry.

Use, whепечеr pos:;ible, inlemaliona Nonproprictary Names (INNs) оr паtiопа] попргсrрriеtаry паmеs.

Thc Гогmчlа (complete composition) ofthe dosage fоrпr should Ье given tln lhe certificate оr Ье appendcd.

Details оГqчалlitаtiче composition аге ргсiЪrrеd, but their provision is subject to the аgrсеmепt оГthе 1,roduct licence hrrlder.

Whеп applicable, aLppend details оf апу restriction applied to the sale, distribution oI adminisffiltion o{'the рrОduСt that is specified
iп the product licence.

Scction 2А апd 2}J аrе mutually cxcll:sivc,

lndicate, when applicable, ifthe licerce is ргочisiопа), ог thc рrоduсt haý not yet Ьсеп approved.

Specify rvhetheг lhe рсrýоп rcsponsiLrle Гоr placing th,э product оп the mafket:

l.

2.

3.

4.

5.

6.

,l.

8,

а) Manuthetures the dosage f<lrm;

Ь) Packages and / ог labels а closagc fоrm nranufactured Ьу ап iпdерепdепt company, or

с) Is iпчоlуrэd iп попс ofthg abovc,

g. Thc iп,iогlпаtiОп call Ьс providcd опlу with the сопsепt ofthe product licenco holder оr, iп the ca-se o1'non-registered prodttcts. the

applicarlt, поп_соmрlеtiоп of thе section indicates that йе party сопсеrпеd has not agTeed to inclus,ion tlf this iпfоrmаtiоП.
It shoulcl Ье notedthat iпtЪrmаtiОп сrэпсеrпiпg the sitэ o1'production is раП оfthе prrrduct liсепсе. lft}re production site is; changed,

thc licencs must Ьс updated оr it iý по lолgеr valid.

l0. This rеfсrs to the ttocuments. рrерагеd bv somc nationa.l гegulatory authorjtics, that suпrmаti;lеs thc technical basis с,п which t]le

рrоduсt has Ьееп licensed.

l1. This rеfеrs to prcrriuct iпfоrmаtiоп approved Ьу thc соmреlепt national rogularory authority, srtclr as а Summаr;l Рrоduс1

Characteristics (SPC).

In this circurnstanc]c, permiýSion 1Ьг issuin,g the сегt]fiсаtе is required frorn the productJiccnc:c holdt:r. This рсrmissiоп has 1о Ье

provided to the autlrority Ьу the applicant.

l 3. Please indicate thc гсаsол that the ар;эliсапt has provided Гоr поt requesting registration.

а) The ргоrluсt has Ьееп developotl exclusively Гоr thc treatment оГthе conditions particularly trорiсаI diseascs - поt епdсmiс iл

thc сочпlгу оfехроrt;
Ь) The product has Ьееп reformulated rvith а view to improviлg its stability under tropical conditions;
с) The рrоduсt }ras Ьееп reformulated lrr exclucle cxcipicnts not approved for itse in pharnlaceutil;a'l product in thc r:ountry о{'

imрогt,;

d) The рrоduсt has Ьеоп rеfогпrulаtеd to mcct а difl]сгепt mахiпruпr dosage limit Гог ап active iпgrсdiепt,
е) Апу оthег rешоп, please specif1,.

Not ароliсаЫе mеапs that the mапчfЬсtuге is taking ;эlасс iп а соцпtry othcr than that issuing ihc pro(luct certiljcate and inspection
is conducted чпdсr the aegiý ofthe country ofmanufa.cture,

Thc гщuirсmспt fоr Good pпrctice irr the пrапuГасlur,э апd qualit1, control of dгчgs rсfеггеd to in 1he ff,rtificate are 1hose included in

the thirty second rероп oithc Expcrt Committcc оп Spcc,ifications l'cJr Phaгmaceulical Preparation, V/HO 'I'echnical Rерогt Sсгiсs
No.823,1992 Дппех l, Recommendation specificall,y applicable to biological рrоduсtý hаче trccn formulated Ьу the WI-IO Вхреrt
Committee оп Biological Standafdizatiolr (W1,1O'Гechnical Report Series No. 822.1992 Аппех l ).

This section is to Ьrэ comploted rvhen the ргоduсt- liсrэпсе holder оr applicant conforms to stafus (Ь) алd ( с) as descr,ibcd iп the поtе

8 abol,e. tt is of pfiicular imроr{апсе lчhеп tЬrе,igп contractoý arc ,involved iп the mаmчfасПtrе of the рrоdчсt. In lhese

circumstances the applicart ýhould ýчррlу the cerliflling аuthогiт,у with iniormation to identify Йе ccntracting parties гesponsible
fоr cach stagc оfпапufасtчrе оГth(: finished dosagc fоrпl, arrd the cxtent апd паturе ofany conftols exercise оvсr сас:h oГthcse

рагtiеs.

{,,

I6.
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No. of Сегtifiсаtе i I,D/79JI2{A/2020_1.2tt_I

Nanrc of the Рrоduсt; Меlрhаlап Tablet l}P 2 mg

Yalid uр lo: 0,110l/2022

\ -,,:\r, -"-,чо? w,/

Person: Dr. }'.К. Dl,S
DRUG.S Llc Е lчslt,G AUTltORITY

оМ titT*.ЁT;lFi!ýI{t
DRUýý 0fi I\,l,г]?с)l. г|Е рА8тмЕн1

эji,тr, l; i,\*зц't}gктl
UT оЁ ý;\1t{,,\ý & DlU ОА}{АN

ýц ý}Yt сч,li qц ;{t{, Еýtl

ANNEXURE-II

List оf соuпtriеs / ,Institution to rvbich tbe аЬоуе product will Ье Ехроrtеd / Locally supplied.

Address of Certifying l\uthority:
Drчg Liсепsiпg Authority,
Administrяtion of Dlman & Diu, Drugs Сопirоl Dept.,
Рrimrrу Недlth Сэпtсr, Dаmап (UT) * 396 220.
Telephone No. : 009].-{26Ь2230470
Fах No. l 0091-02бЬ2230570

Nrmе of ,4,uthorized

Sigпаtшrе

ýtamp & Date

0 1 JUL 20?0

l, A{'rrhanistm 44. 85 l ran i28. Моrоссо
2. AItrania 45. Cyprus 86. Iraq l29. Mozamb
3, Аlsеriа 46- Czech Rel,ubIic 87. Irelыld lз0 73. Sri Lanka
4. АпроIа 47. Cz-echoslovakia 8. lsrаеl 3l. Namibi 74 Sudall
5. Аrgспtiпа 48. Dепtосrаtiсl Republic

оfСопgо
89. Itаlч ]2. Nepa| П5^s*lm'Г

6, Аmепiа 90, lvory Coast 33, Nctherlands AntiIles 76 Swяziland
7. АruЬа 49. Dепmаrk 9l. Jшпаiса в4. Netherlonф 

-

7?. Sweden
8- Arrstralia 50, D.iitouti 92, Jарал пзffiil 78. Swinerlanl1
9. Austria 5l. Domiшica 93. Jordan 3б. Niсаrаgча 79- Svri
l Azerbaiian 52, Dоmiпiсал, RершЬliс Makhstan l37. Niser 80, Tadzhikisurn

Вфаmаs 53. Есuаdоr 95. Кепуа l38. Nigеriп 81.1,
Еlаhrаiп 54. Egypt 96. Кiпgdоm ol'Tonga lЗ9. Nоrth Коrеа l s2, 1ъ ikist

3. Ba-Itic 55. El Sаlчаdоr 97. КiгiЬаti l40. Nоruач l8з- т
i 4, Вапяlаdеsh 56. Equatorial Ouincar 98, Korea l4l. оmал l84. Thailald
l 5. BMbados 57. ETitrea 99, Коrеа Rcpublic of l42. Pakistпl l85. 't'obago

]6. I]elarus 58. Estonia ll)0. Kosoya l43, Раlач l 8б, Togo
I7. Bclsium 59. Ethiopiq l()l , Kuwait l44. ['апаmа l87 Топ
l8. Be]ize б0. Ettlorle.an ()оmmuлitу l 02. Кlтсу2ýtап -И5, Рарча NgМiuiпеа l 88. Trirridad
l9. Вепiп 61. Ftji 0]. Laos 146 р I Rq ,т,

20. Вhчип 62. FinIand 04. Latv l47. Ре l90. т
2l. Bolivia 63, Frапсе 05- Lebmon l48. Рfarб&qý J9l. Тurkmспistап
22. Bosnia 64. оаЬол (Б, Lesotho i*y ý$ :Е ,Бр--
23. Botswana б5, Cambia 07. Liberia ffi- .!*

апо . i}T r гt._- ' rJрапdа
24. Brazii 66. Guatemala 08. Libya }+t]

]rчпеj б7. Gеоrgiа l()9, Libyan АтаЬ
Jamahiriya

&rбЕы_1тýW-т лl9' Ljnl

-л' ý()(пт*п l]6. Brrlqaria 68. Gеrmап Dеmосгаliс
Republic2

l53. funublic oFlt8fffn
27, Burliina F'aso 0, Liechtenstein l 54, Repuirl ic ф.dr}iпес l96.1Jлi

I::-r-",-*
ttrd АrаЬ Lmirаtсs

28. Вчruпdi 69. Gсгmапу Fr:deral
Republic of2

l. l,ioohtonslr ъТffiЖГ}i,ri* l97 l ]n :d kinttdoln
29, Bvelorussia 2, Lithuалiа

- ---
l ýý, ýрбдlifr:i]:''; Л;i;' ф8. Uг fed ,Statt:s

З0, Cambodia 70. Gегmirrrч 3. LuхеmЬоuг 5 7. I{ft ý ia]:.:i f,l 
.i 1]"1 *1:] я 99. Ul

3l. Саmсrооп 7 I. Ghала 4, Масаш
-_+дý-*--фJS8Дivfu\da "..i\ }0]

З2. Салаdа 72, Gгеесе 5. Madagascar idl"r'йsьтй]lfi \ zьеkistал
3З.Сепtrаl Аfriсап

Republic _
73. Сrепаdа 6. Malawi

" шýý
vалuаtш

20З, Venezut]a
34. Chad ? 5_ Grrinea liquattrrial 8. Maldive 204. Viсtпапr
35. ChiIe 76. Guчапа ]9, MaIi 62. Scvchelles 205. West Indies
36. China 77. I"Iaiti 20. Malta 63. Sicrra Leonc ?06. World
з7, Cook l.ýla.ndý 78- I,1оllалd l2l. Marshall ]slarrds 64. Siпgароrе 20?, Y
38, Colombia 79. Honduras 22. Mauritшia 65, Slovakia 208. Yusoslavia
39. CoIumbia 80. Нопд Копе l23, Mauritius 66. SlovBnia 2ф,Zaire
40. Сопsо 8.1, }lчпsаrч l24. }vlexico 7. Solomon Islands 2l0, Zambja
4l. CostaRica 82. lceland l25. Moldovl l68. Somalia 2l l . ZimЬдЬц,е
42. Соuпсrl оfЕurоре 83, India 126, Мопасо 169^ýй;il.a"d-.-
43. croatia 84. Indonesia I27. Montlolia 170, Soulh Africa

l)age I оl l

l72 ýпаiп

74. Guiпеа



No. of Ccrtifi cate: DD/793ll5llД020-1-2l 1-I

Ехроrtiпg (CeПifuing) Сочпtг1,

Imроrtiпg (Roquesting) Сочпtу
l, Nаmе алd dosage form ofProduct
l .l Activc ingredient(s)' and amount(s) рr unit dosc]

1,2 Is this product licenscd to Ье placcd оп thr: market for use in the ехроrtiпg country?'
t.3 Is this product actuallr оп th€ market iп ttre ехрогtiлg county ?

Ifthe алswеr to 1.2 is yes, сопtiпче rviй section.2 А апd omit soction 2 В
lfthe alrswer to 1.2 is по, omit section 2 l. and сопtiпuе ýection 2 Вб

2,д, l NчmЬеr of рrоdчсt licence? апd date of isl;ue :

з,л.2 Product Liccnce holde,r (Nаmе & Address]tг

2,А.З Status of pгoduct licence holder s

2,А,з,l Fоr catcgories Ь апd с tie паmе and address of thr: mалufасtu,rеr producing йе
dosage fогm is9

2,д.4 Is а summary basis fог аррrочаl Фpended?l0
2.А.5 Is the attached, ofrcially аррrочеd product infomration complete апd сопsопалt

with the ]icence?ll

2.^.6 Applicant fоr сеrtifiсаtе, ifdiffcrent from licence hоldеr (папе and addrcss)l2
2.B.l Applicmrt for ceгtificate ýame & Address)

2.В.2 Slatus оf applicant

2,B,2,1 Fог саtеgогiеs ф) апсt (с) йе паmе and address of the mшrufасturеr producing йоdosage fогm is:9

2.В.З Why is marketing aцthorizalion lacking?

2.В.4 Remark l]

3.1

з.2

3.3

4.

|]ERTIFICA]T ()F рtIлRIlrАсЕUтlслL PRoDUCfSl
This сеrtiIiсдtе rlопfоrms to the f(|rmlt rесоmшепdеd Бу Бе rYorla Herith Оцgапizаtiоп

Vrlid Up toз 04/0|12022

: Indir

: As регАппехuге_2

: Thalidomide Crpsulc USP l(Ю mg

: Соmрозitiоп:

Erch hard gelatin capsule сопtriпs:
Thдlidoпride t}ýP..,........... ..100mgЕrriрiепts........ .......,...........,q.s.
tlоlог: Approved соlоr used iп capsule slrelIs.

Fоr completo qualitative composition includiлg oxcipients, see attached.. Аппехчrе - I

: Yes

: Yеs

DDЛ93 Drted |4tlOD0Ij

ВrчсkРhsrmr Pvt Ltd.
Sчrчеу No. l88/I to б, l8!)/1, 190/2 to 4,
Atiyrwrd, Drbhei, Dаmап - 396210

а

Not аррliсяЬlе

No

Not provided

з

с "Т,Ч-Yiryi:чаuthоrilу 
аrгsл.gе foTpеliodic inspection оf the mапчfасtчriпg plant inIоrm ls producýd? (уts/ло/поt аррliсяЫе)'. frдшhIl

IГNоt от Not аррliсаЫе proceed to question 4

Регiоdiсiý of ючtiпе inspction (years)

Has the mапufасfuге of fiis б?с of dosage fоrm Ьееп inspecte(J ?
Do thе facilities. and орrаliоп сопfirm to Glv{P as rесоmmепdrэd Ьу World FtealthОrgалizаtiоп ?ls

: Yеrrlу
: Yes

: Yеs

Does the iпfоrmаtiоп submifted Ьу tbc applir;ant satisф tbe ceпtirying аuthогitу оп : yк
all aspccts of the mапчfасtчrе of Йе рЙчсt ?lб

IfNо, explain : Not AppIicablc

Address of сеrtifoiпg authority
Drшg Licensing Authoriý,
Аdmiпistrаtiол оГDrпrrп & Diu, Dngs clDntrol Dept.
Рrimаrу tIеяItЬ Сспtеr* Dlmlп (UT; - 391; 2rО.
Те|ерhопс No. : m}gl * {260 * 

'ilod7o 
х ,/-

Рпх No. : Ф9I - 0И0-2230570 -V
Nrmс of z\uthoйzed регзтi{lftьЕ*фfi srrc ДuТ'ОПw
Sigпвtчге
Stemp end Dite

,. Jlc{tiili{*п]rftTýr{l
mUGs coN;rRoL i)ЕрАRтнЕrЕ

.{tT{tfriTtT fсqFI
Uт оF DлrrАN & c)lu, Dлм}a

I Г JUX 2020- rqlrтrвrтчlфс,qчl
Pagc; 1 of3



Ехрlапаtоrу notes:

l. This certificates rvhich is in thý tbrmlat rесоmmепdеd. Ьу wHo, establishes thc status of the pharmaceutical product and, of the

applicant for the ccrtificatc iп thc схр!пiпg r:ountry. It is iог а single pгoduct only since mшufасtuгiпg tпапgеrпепts and ap,proved

iпfогmаliоп fоr dii'l'огопt dosage Гогm trnd dilferent strengths сап valy.

2. Use, whепечеr роssilЫе, intemational l.Iопрrорriсtаrу l\{ames (INNs) ог national попрrортiеtаry nlmes.

з. The fогmulа (complc:tc composition) оГthе dosage fоrrП should ЬС Еliчсп оП the сеrtifiсаtе or Ьо alppende,.l.

4. Details ofquantitatil,e composition arc рrеfегrеd, but ttreir provisiorr is subject to the agleement огthе рпэduсt licence hоldеr.

5, Whеп applicablc, append details ofany Iest,iction applied to the sale, distribution оr administration ofthc pfoduct that is slэесifiеd

in the product liсепс,э.

6. Scction 2А and 2В аrе mutually cxclutiive.

7. Indicate, when аррlir:аЫе, ifthe licenco is provisional, оr the produr:t has not yet Ьсеп аррrоvеd-

8. Specifu whethcr the person rеsропsiЬlrэ for placing the product оп tlre mafket:

а) Manufactures the dosago fоrm;
ь) packages and / or labels а dc,sagc Iьгm manufactuTod Ьу ал independcnt соmрапу, оr

с) Is involvecl in попе ofthe abovc.

9. The information с€ш Ье provided опlу with the consentt of the product licencc holder оr, in the case of lron-registered prodLrcts, the

applicant, non-completion ofthc sccti<ln indicates that the рапу сопсегпсd has not аgгееd to incltrsion o1'this information.

It shouid Ье noted that iпfогmаtiоп colrcerning the site ofproduction is раrt ofthc product licence. Ifthc: production site is r:hапgеd,

the licencc must Ье rrpdated оr it is no 1опgеr valid.

10. This rеfогs to tho dclcuments, preparcd Ьу slomo national Tegulatoly authorities, that summmizt:s the trэсhпiсаl basis оп r*hich the

рrоdчсt has Ьсеп lict;nscd.

l1. This refeTs to рrоd{uсt iпfоrmаtiоп appToved Ьу ttte соmрсtьпt national regulatory authority, sur:h as а summary product

Chaгactcristics (SPC ).

12. In this circumstance, регmissiоп for issuiпд; the certilicate is required fгоm the productJicencel holdel,. This permission has to Ье

provided to the ачthrэritу Ьу the applicant.

13. Please indicate the rrэаsоп that the applicant has providcd for not requcsting гegistTation.

а) Thc ргоdчсt has Ьееп clevcloped cxclu:;ivcl.v for the,rеаtmепt оf the ccrnclitions particularl,y tropic,al disemes - not endemic in

thc соuпtry of сlхроrt:
ь) Тъс ргоrlчсt has Ёеsп rеiьrmчlаtt:d rvitlr а vicw to improvirrg iý ýtability under tropical con,Jitions;

.i Тhе product hпs Ьеsп rеfФrrлulаtеd to excludc (txcipieпtý nc,t apprQved l'оr use in pharmaceuticlll product in the country оr

import;
d) Tlre product has Ьееп reformulatrld to ппееt а diffi:rent maximum dosage limit for ап active ingredi эпt.

е) Апу other rcason, please speciry.

l4. Not applicable memts that the mапчГасtчrе is trliing place in а couLntry оthеr thап 1hat issuing 1tre ргоdl.tсt certificato апd ilrspection

is conducted uпdеr the aegis of t}ro cor,lntry of mmtufacture.

l5. Thc rcquirem*nt fоr crrod рrаеtitе in rhe m*лufrrсtчý and quatity сопtгоl of drugs rеfеrrеd to iл, thе cgtificate аrе those included iл

the thirtY second rс;>оrt of rbc LixpBП Соmrпiвее оп lipeci{ications for РhагmаСечtiсаl Рrераrаtiоп. WHO Technicai Rср,эrt Series

No. S23,1992 дяпе.к l. Rеurmпrепdаtiоп spccificall1,applicable ю biological products hаvе Ыэсп fonnulated Ьу the WHO Ехроп

CommiTtee о,1 gigtбrgical Standaгdization (WHO 1'eclrnical RероП, Sегiеs No. 822"1992 АППеХ l ).

l6л This section is to Ье completed whеп the prrrducb licence holder оr applicant сопfогms to sиtus (ь) алrt ( с) as described in the note

8 above. It is of particular irrrprkrnce rчhсп foroign ýопýасtl)гs аrе involved in the mшrufасfurе of the product. In these

circumstanceý the applicant shoultt supply the сеrtiфЙg authoritv with information to identiý, the cclntTacting parties responsible

fоr cach stage of mапufасtutе ofthý i;iihЁd coмgc rоrrц апd ihe cxtent and паtuIе of апу r:ontrol:l ехеrсisе оvеr еасh ofthese

раrtiоs.

*** *

Page 2 of3
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IINNEXURE- II

No. of Сеrtifiсаtе : DD/793/I4B/2020-1-211-I

Name of the Product: Thalidomide Са;эsulе USP 50 mg

List of сочпtriеs / lnstitution to which l:he atlove рrоduсt will Ье Exported / Locally supplied.

Iy'alid uр to:04l0lD022

(

ý\

Addrcsý of cortirying auйority:

Diгесtог Mcdical апd Health Sегчiсеs,
Drugs Licensing Дчthоritу,
Аdmiпistrrtiоп of Dаmrп апd Diu.
DлмАN - 396 220.

Теlерhопе Number: (0260) 2230470
Frх NчmЬеr: (0260) 2230570

Iýrmе of the дulhоlizеd оегsоп: Dr. V. к, DдS, mtлs LEEH!ýr.G

Sigпаtчrе:

Strmp апd drte:

{iт{tп{тlчтffБfi
mt Gз соNfпоL оЕрАктшЕ

сМftЬтft,пт
UT оF одtlдN Е DlU, DднrOa

rs ytт lпl чq {tc, тtlч

l, А1 44, СчЬа 85, lrап l Моrоссо l ?l. Scruth Когев

2. АIЬапiа 4ý- Cyprus 86. lr*q l29. Mozambi l?2. ýреiп _
3. Аlр,сгiа 46. Czcch Repuhlic IЁlапtl t}0.
4. Апgоls 4а CrJchoslovalБ| 88. tsrael l_]l, Namibia 174. ýudап _
5, Аrяспtiм 4Е. Dсmосгвriс Republio

оfСопео
Е9. llaly l [75. Sчriпшпе

6. Аrmспiа 90. lчогу Coast l 3з- Netherlaлds Arltilles l76. SlrBziland_
7, Аruhа 49, Dспrпшlt 9l. Jtпоiса lЗ4. Netherlanф l77, Srvcden

8. д,ustralia 50: Diibouti 92. Jачап l35" Nprry fuаlаф l78, Swiисrlппd

9, Ачstriа ýl,,Dоmiпiса 93. Iоldап l36. Niсаrqguя l79. Sугiа

l0. Azerbtiian ý2. &imiпiс*п Reoublitl {. Каzяkhstдr l3?. Nige1 l80. Таdzhikiяап

l l. Bahamas J3. Ecuador 95. КепYа l]8. Nigегiа ._ _ l8l Таirчgл

I2. Ваhrаiп 54, ErY-pt 9б. Kincdom оfТопяа }9. Norй Котеа l82. Tajikiýtsn _
lf . Baltic 55, El Snlvador 97. Kiribati l40. Nоrwlу l83, 'Гапz,апig

4. adcsh 56, Equarorial G Jiпса 98. Коrеа l4l. Оmал 
-__

lM. Thailand

l5, Barhados ý7, Еritrtr 99. Коrеа Republic of l42, Plkiýtsn l5.'Гt}Ьаgо

16. Веlагus ý& Еstоцi* l 00, Kosov8 l4]. Ра|ач l 16, Togo

l7. Веlяiчm 59. Elhiopia 0l. Кчwаit lЦ, Рапапrа l Tonca

lE. Bclizt 60. Евrореап Соmmчпiry 02. KrTsyzstaп l45. Ршрча Netp Gu,inea llt8. Trinidrtd

19. Вспiп бI Fiii 03, Laos l40. Раrаsuач l89. Tuniýia

]0, Bhutan 62. Fiпlшd t}.l. Latviв l47, Peru l90. Тчrkеу

1I. Bolivia бJ. Frапсs 0J. Lebanon t{8. Рчспо Rico ,4| *Д]*Jur],imenistarr

12, Воsпiа 64. Gabon 06. Lезоthо l49. Рhiliррiпеs.;r E}tЬь_-
23. Вовwsла 65. Gambir 07. Lihcria ts0. polиd /*rъ\ý} Фв{ м'\
24, Вrаzil 66. Guatemsla 0t. l,ibya 1ýl Ропuи

ýн
.L {J Ё

25. Вruпеi 67. OmrgiB l0ý. Libymr Аяth
Jamahiriya

52, оd
tjij"ý},T,fР"Ж',,*,26- Вulчвriа 68. Gегmдп Dспrосrаliсl

Rcpublic:
53" R }I lЯmlП ,-]

27. Вurkiпд Fасо l0. Licchtensteirr lý4.n lblic dOýuinee т96.UпitеdЦrilЬ Ijl i rвlсý

28- Burundi 69. Gtrmапу Геdеrаl
Ropublic оР

1 I. l,iochlonstoin l55, Rt ltttrc of М aldivвs r 'lý7, tjпited xinedc

29, Byclrrrussia l l2л Lithuqлia l56. Rl rfis 8, United Statis

]0. Cambodi* 70.0огmяпу l lЗ. I.цхсmЬоuгЁl l 57. Ru ;ifi

3 l, Сатпеrооп 7l, Ghшtа ld,. Macatt 5В. Rtt da i}\ ;)'ц,оJ Бsa} ,
З2. Сялаdа 72, GrЕý0 lý,, Madagnscar 59,SачdЦтФй.rА; 20l,ДфеJii}Упir[
ззсsпtrаl Atiiýan

RsрцЫiс
73. Grrпаdд l l6,, Malawi lф. Sспq$Ц-,l' ;l вФ?.

Gчiпся 1'7'. Маlдуsiа lбt.sефrаяп\*f Дl Ё]а

34. Chod 7ý, ýuinca Еqчдtогirtl lfll. Maldivcs |?Ф4..]JЁtfiеIп _
J] (,nlIe ?6. Gччяла lql. м lб2, 7Б, West lndies

36. Сhiла ?7. !,|aiti 2(l, Malta lбJ. Siеrrп Leone 20ti, Wcrrltl ..

]7. Cook lslмds 78. Holland 2l. Marshall lst;lпds l64, ýir 207. Yеmsп

J8, Colombia ?т. Ho..l"*-- l2i:л Мguriилiа l65. Slovakia 208, Y.ugoslavitri

39. Crrlumtrja 80. Нопя Копя 2J,. Мшritiцs l 66. Slovenia 209, iЪirе
.l0. Сопцо El. ншпRаry 24t. Mexico l67 lslалds 2I0. Zambia

4l . со5ш Rica 82л lcelBnd l2jiл Moldova i68, Somalia 2l l. Zimbabwc

42. Council 0f Ечrарý 83. lndia l20, Мсяасо l69. Sоmа]ilапd

4]. Сrоslв 84. l2]', MoneoliE l70, ýouth Аlгiса
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CER]'l }-l сА"ГI] l)F t't Jл R}IАСЕ(.]"Гl (];\ L PRODtiCTS'
'|'hiý ccrtiticatc соп[Oгпrý t0 the foгmаt rtсоmпtлdеd Ь1, the \\'оrld tlealth Orgапiziлtiоп

No trf Certifi cate; t)D/794ltl2Cl2020- l -2 l l _ l

Expclfl iпg ( Cerlilving) СоLrпtrу

lntporting ( Requcsting) (|6ццlry

l , Nalne апd dosagc Гопп of Рrоdшсt

Valid tl;p to: 0.1/0l/2022

: lпdia

: ;\s рсr:tппехшrс-lI

: }lESN,I, IN,rl Cl'lON,l()0j\{G/{ML

: Coпporiition;
Each п l contains:
i\lesnB USP..,,.. .,........,.........100mg
\Yаtсг iоr Iпjесtiоп IJSP...,..........,.....,,.,......,q.s.

1.1 Activc ingredlent(s)jland antourrt(s) реr r:nit doseJ

FOr cofiplete qualitative composition inclutling cxciplents, sce atlachctl], rtппехurе - l
1.2 Iý lhis рrоduсt liccnsed to Ьс placed оп ille nlarlie1 Гоr usе irl lhe exportinq countn,rs

],] ls tlris product ac(LlalIy оп the nrarket in lhe c-xporring crrun.try?

lf the onslver tO l ,2 is ycs, oontiIrue with sectioгr 2 А and оrпit sccrion 2 Ei

If[he ansrver to [.2 is по, 0п]it seclion 2 д апd r:ontinue sc<tion 2 Вб

: Yc.ý

: Yеý

2.A.j Statrrs ofpгoduct liсепсs holder 8

2.д.],l Гоr categorieS Ь arld,; the nalrrs altd аtldr,эss cll'the пlапul'асturеr рrосiuсiпg the
dosage Гоrm is9

2.А,1

2.А,.+

2,л,5

2.r\.6

2,B.l

2 I].2

],t],2- l

2 в,3

2. в.4

NumЬсr о1' рrоduсt l i cetrce? ancl date of i ;suе

Product Liccncc hоlсlсг (Namo & Address)

ls а sultrnlaly Llasis lbr approvaI appended?l')

ls the attached. otlicinlly approvcd protlu:t inlirrmatitrn conrplete and сопsопапl
rvith thc licerrce?lI

DD/79,1 Dated 09/l0/20l9

Вruсk I)h:rгlпд l'r,t. l,ttl,
Surчсу No. I8{l/.l to 6, t;t9/l, l90/2 to 4,

:ttiyrrwld, DлЬhсl, Dаmап - 3962l0

:я
: Not

Nо
Not

а pplica blc

Provided

Аррliсапt fоr cenifjcate, iI'diflёrепt fio;n licence holder (папrе

лррliсапt {ьr ccпjficate (Nаmе & Atltjrcts) 
аПd acldГclis)l] 

;r;6ýЧ Y,iApplicarlt lЬr ccrtificlrte {Nallle & Atltirc:s) , y'r.ý_itl i Тrfо, 
gФ_.\

::]:il::Н'u,,о 1.7 ,l,. nallte and atltlrcss ,lгtltе п:апttгасtrtгеr рrоdL cing tIlc /ýl:Г 
'$.У " 

-r{!

Does the сеfiiГуiпg ar,rйority аrrапgе tЬr periodic inspection о1
fоrm is produccrl? (yeyno/not applicable) ,. 'thc 

ПlаПufitСturiП* n'"'}(&:Й,fii;ý

tу}й

tlоsазс li,пп i.:" l' '^'i lb*n п
Whу Is rnlrrketiпg ltulhuri;ааlitltt lacking] l *"^ -1,_,

lfNot оr Not applicabile рrосссd to questictt 4

Periodicity оГгоtttiпе inspection (years) : \.еаrlч
i-Ias ths mалufасtuте oГthis t)pý оt'dosag; f'оrm Ьссп itlspet;te<i 2 : l'cs
Do the facilitics апd tlpcratitln сопfirп] tO CMl) rts rесопtлtе-rdеd Ьу Wогld t'qa]t].I : }'сý
OTganizatitln '?l5

l)oes the inf'orrlratiolt subnljtted Ьу tlrc applicant satisly lhe r:crtiti.itlg i'tuthoritl.tln
all aspet:ts ofthe DlallutactuIe ofthe prodLrct ?16

1f No, е>lрlаiп

Address оf ccrti t),ing authority
Dгug Liccnsiпg Authori8.,
дdпriпistгаtiоп of f)аmап & Diu, Urugs Сопtгоl Depl,,
Рrimаг1, Hcalth Сепlеr, Dапrап (U1') - J96 220.
'Геlерhсrпе No. : 009l - О260 -. 2230110

; l'cs

: Ntit ,\pp|icable

л,/.2с/
'l{a лtt- оf \ rlthuгizсЦUёý,r-\Ь Ёi*rýshuт}tоfi rry
5lgпаturе
r;i].nln,r rl,,t" яt'пf: т*ёа яftпrЁ

ORUGý col{TRot D€ mRт},Е кт
зitтfrfuпitfilт

Uт оF одluАн Е DlU одraлн
fi-йп dqoтч] aq, qt

2 5 i\{AR 202l

F':rx No. l 009l _ 0]60 * ?230570
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Ехрlапаtогу notes:

l, 'I'his Ocllillcates lдhiсh is iп the lЬгmаt rgсоmпtепdеd Ьу WHO, cstablishcs the status of'th,; рhагпlасеutiсаl procluci апсl oi"rhc
applican1 lЬr the r:ertiflcate in the е;tрогtiпg countly. It is fur а singlc prodrrct only sincc mапuГаihrrirg alTangements ant:, apprtlvcr,1
iпГоrпtаtiоП tЬr dil'Icгent closage lЬгrП arld clilIerent litrепgths сап чаrу.

2,

_).

4.

5.

6.

7,

8.

Usc. rуhепеvсr possible, internationaI Nоlrрrорriеtаrу Nalngs (INNs) оr natiotlal пOпргOрIiеtаr), пilпсt,.

'I'he fогmulа (соrпрlеtе conlposition) оГthо dosage Гоrпr shoulcl tre given tln the cetlificate оr Ьо appencled.

Details of quantitative conlpclsition аrе рrr:iъrrссl. but their prclvision is strbject to 1he agreetnent ofthe procltrct liccncc trtrl,Jgr,

Whеп applicable, append tletails oi'anY rеstriсliоП applie<l to Tlle sale. tjistгibution or administration сl'thе procluct that il; spcciliecl
iп the рrоduсt liсепсе.

Sectitlп 2А апсl 2I] аrе mutually exclusive.

Indicate, lvhcrr applicablc, ifthe ]iсепсе is provisional, ог the prollucl has поt yet bcen аррrоче<1.

spcciIy ivhethcг tlte рсгsоп resptlnsiblo 1ьг placing the prodr-rct оп thc пlаrkеt:

а) МаllulЪсtuгеs the dosage lbrnrl
tt) Packages and l оr labels а dosage lЬrm malrulaclurotl Ь,у ап indepencient с()lllрапу. ()г
с) Is invoIved itl попс of the аЬоус,

Тhе jпГоrlrrаtiоtl сiтп Ье pl,ovicled ог lу lvith the сопsеп1 of tlre product licerlcc hоlс]сг of, in 1hc case оГ non-registered prclcltrcts. 1he
applicant, non-conlplction trl'1hе scction irrdicates that the рапу сопсегпеtl has пtlt аgгеесl to int;lLtsion olthis jnfъrlnatitln.
lt slror_rld Ье noted that infbrrrtatiott c:otlccгrlitlg the site oiproduclion is рагt of the рrоduсt liccrrce. lf 1hе рrоduсtiоrl sitc il; ch;rngcd.
1hc licclrce lllust b,J updated оr it is ll(] ]опсlеr valicl.

'Гhis rеfеrs to the docunlentS. ргераrеd bl, some naTional rtgulаюIу authorities, 1hat suгпrttагiz,еS the technical lrasis tllr rvhich Lhc
produc,t has lэееп licenscd.

ll. This rеlъгs t<t pr,oduct infkrrmatitltl approvcd lry thc compctent natiorlal rеgulrltоry authority. sшсh as it sulпITtrtry [)гodLrct
ChafactcriSticS ( Sl'C).

providod to the аuthоritу Ьу the аррliсалt.

lЗ. Pleale indicate the rеаsoп that the applic;rnt has prrlvldetl t<lг поt l,eqttestillg registration,

а) l'he ргоduсt lras Ьееп devcloped excIrrsivel1' fог the treatmeIlt о1'the conditions particuIaIly tTopical cliseases - not cndcmic ill
tltc сошпtrу о1' ехроrt;

Ь) The рrоduсt hалs Ьееп геtЬппulаtеd lvjth а vierv to impr.oving, ils stabiIiti, uпdеr tropical conclition:;:
с) The product lras Ьееп rеfъrпlu]аtеd to excltrde excipicnts rlot iцрr()чеd Ьr usе iп рhаrпrассutiэаl ргоduсt in thc r:оuпtг,l,оf

irпроrt;
d) 'i'hc product has ЬссП геfЬrrпulа,tсd to nlect а diflЪrепt maxitllrLtrr closage lilrrit ltlг atl active ingrcclient,
е) Апу trtlrсг геаsоп, please spccif1,.

l,}. Not appIicable mea]s tlra1 the mапulасtuге is takins рlасе in а ссuпlrу оlhеr than that issuing the procluct cefiillcate ап<l irlspectiorl
is cclnciLrctccl trnt'ler the aogis olthc с()uпtrу оГmапulасtuгс.

15.'IhеrеquirешепtfurGооdргасtiссittthепtапulhсturеапdquаlitусопtrоl of'clrussrct'crrerltoinlhecclrtiflcaleaгetltoscilclr.rdecl iп
the thirly Second rcроrt o1'thc ExptTt СrэtтLtпittое оп Spccilications fЬг Pllaгnracelltical Рrераrilliоп. V/HO"I'cchlrical ItероП Sсriсs
;.Uо. 82.],l992 дппех l. Rссоmпlепr:аtiоп spcci{icalIy applicahle to biological products have Ьееп tblnrulatec] lry thc WllO llxpclt
Committee оп Biolosical Stanclaгclizirtiorl (WIIO'Iechnical Rерогt Scrics No, 822. l992 z\nnex l ).

8 above. lt is оf раrtiсulff illlропапсе rvtren Гоrсigп сопtrасtоrs аrе ilrvtllvetl in tlrc mапulъсttlге ог tlre prodtrct, Iп thesc
circumstances the iipplicant should sluplrl,v the certiflying аulhоrit"ч rvilh intbrrTratir)n to identify the с.rпtгасtiпg рагtiеs r,эsponsible
1ъr cach stagc оl manttfactttre of thc: f'inishetl dosage fоrш, and thc extcnt and паturе ог ап1, controls excrcise очеr c:ach оl theso
рагtiеs

l

Page 2 ol'2
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АNNвхlURtr-II

No. of Certlficate : DD/794 /82c/21r20-|,2|l-| \/alid up to: 04/01/2022

Nдmе of the Product: IиЕSNА INJECTION 400]!rGl4ML

List of countries / Institution to which the sЬо!,е product will Ье Ехроrtеd / Locally supplied.

Address of Cetlifying Authority;
Drug l-icensing Ачthоriý,
Administration of Dаmап & Diч, Drugs Сопtrоl DepL,
Ргimаrу IIcalth Сопtеr, Dаmап (UT) - 396 220.

Теlерhопе No. l 009l--026b2230470
F ах No, : 0091426b2230570 лС,

N$m е of Ачthо,Ь.Жtlg,ilёЁlsli*l;&rrrоаrгr

ffiа*йgуdЫ
DRIJGý соN nlol DЕ:FqRтuЕнт

#tцrfr iiriTvT fiгrп
UT оf DдrлN t atJ Dдltдr

ur rlптrсlidr, uq

2 5 FtAtl 2021

SignBture
Stяпlр & Date

l, Аfshапlsип 44 85, lrал l

Аlhяfli^ 45, с 86. Irao 129. Мо? l 72, Spain

], AlPeria 87. Ireland апmаr ka

4, дпgоIа 47 c7echoýlovakiя,l 88, Isroel 13l. Namibia l?4, Sudan

5, Агgепtiпа 4Е. Dеmосга,tiс Rep,ubIic
оГСопgо

89, Italy |32 l75, S

6. Агmепiа 90, Iчогi coast lзз. Nethe 76. Swiziland

7, АruЬа 49, Dепmаr< 9L Jamaica 134, Netherlмds l / / Swecen

8, Australia 50 Diibouti 92. Japan l New ZeaIand

9, Austria 5l, Domink:a 93. Jоrdап l36, Nic l 79. упа
l0. А2 52, Dominklan Rer,ublic 94 Kйkhstan 1 l 80, Tadzhikistan

l l. Bahamas 53, Ecuador 95. кепуа l38 l8l, TairYan _
54. Ef.vDt об Кifrо,,{лm пf Топяа l North l 82, Tai ikistan

] Baltic El Salvador 97, Kiгibat ] 40.

4, Bmeladesh 56. Еqчаtоr:а] GL 98. Когеа l4 ]84. 'Iha

5, Barbados ) /, brltrea 99. Коrеа Rep,rblic оГ l42. Pakistan l 85, Tobago

6, Веlагчs 58, ЕStопiа 00, Коsоча ]4з Palau l 86. Togo

7 Belcjum 59. Ethiopia 0l . Kuwsit l44 Рапаtпа l87 т
8. BeIize 60, Ечгореап Сопrmчпit_ч 02, Кчгяуzstап l45 Рарча Nerv Ciuinea l88 т ad

l9 lп 61 Piji 03, Laos 146. Рзгаguау _ l 89. l'unisia

20 62. Finland 04. Latvia 47. Peru l90 'Гltг

Bol i 63- Frапсе 05. LеЬапоп 48, Рuегtо Rico l 9l , ]'urkmс,пistап

Bosnia 64, Gabon 06- Lesotho l49. Phi]ippjnes _ 192 UAE
BotSwana 65, Gambia 07, Liberia 50. Polald,__ _..Jr

24, BraziI 66. Guatemala 08 LiЬуз Portueal .7 t9i,
25 67, Gеоrsiа ]09, Libyan АгаЬ

Jamahiriya
52, QBtaI J{ c\ýll Y3faýKij,,*26. Bulsaria 68, Gегmеп Dеmосгаliс

Reptrblir:?

RепuLб ol
27. Burkina FsSо l l0, LiechlenStein 54. Rеойl iяlhdiцirrЭс\ 19 6.ЦDriEd -бзЕt,_rr 

l е s

28. Вчгuпdi 69. Gептапу Federal
Reoublir: оР

l l 1, LiOchtonjitoin 5 5, Re ЙЬlttФТ }tgФ1усл;Ц *ёrrдцдкrфý
.Р8, Ltп;tе6ýзtеs !

гчsslв l2. Lithuania ]56, RЙаiЕ ý;', ]ц

j0 Cambodia 70, с ] 13. LuхеmЬоuгg lt ,l99, lJntsllay

7 i. Ghапа 4. Масач 58 а.|ч _ j2Ф.чýА- ,
32. Canada 72, Clteece 15, Madagasr:ar 59. Sl dйrаЬiа 20l- Uzbek istan

33,Сепtrа] АГriсап 73, Grenada l6. ]r,Ialawi 60. So еgаl
h,Ж.Ж-z74, Guinea 17, Malaysia I61 Sеrtrfа and -}л '-'

д!rДýgе.l}?.
|62,

З4, Chad 75, Guiпеа .Еqчаtогiа] l 8, N,Ia]dives 204, Ygtilit
35, Chile 76. Guyana 19, Ma]i ,'Wcat,]M
j6. China 77. Haiti l20. MaItB 163, Sieпa l-c t ind\
37, Cook Islands 78, Hol|and l2]. Магshаll IsIan,

З8. CoIombia 79- Нопduгаs l22. Маuгitап а ] 65, Sloyakia yusoslavia

]9 Columbia 80, Нопg К,эпg l2з, N,lsuntius ] 66, Slovenia

40 Сопsо 8 l, Нuпgац, l24, N{cxico l67 Sоlопrоп [s]ands 2 1 0, Zamb

4l Costa Rica 82 lceland l25, Moldova 168. Soma]ia _ 2ll zimbabtve

42. Соuпсil оfЕuгоре 83 lndia l26, Ir,[onaco l69. Somaliland

43, crostla 84, Indones,а l27, Mongolja 170 Sou



сЕRт,IFIсд,IЕ oF PHARIII]\сEUTIсдL PRODUсTý'
This ссrtifiсаtе сопfогms to the lЬrпяt rесоmmепdеd Ьу the World Health Organizalion

No. of Certifi cate: DDП94/l4C/2020-1-2l1-I

Ехропiпg (Сеrtifo ing) Country

Imрогtiпg (Requcsting) Соuпп1

l. Name апd dosage fоrm ofProduct

Vrlid 1.1p to: 04/0l/2022

: Indiя

: As реr,{ппехчrе_2

: Yiпсrisliпе sчlрhяtе Iпjесtiоп USP lmg/l ml

: Compsition:
Еrсh ml сопtдiпý:

Уiпсгislliпе sulphste USP ......,...........lmg
\Yеtеr lbr Injection USP .........., ..........q.ý.

: Yес

: Yes

1.1 Activc ingredienl(s)l алd amount(s) реr чпit dose'

гоr complete qualitrrtive composition inrluding excipienБ, see attacheda. Аппехчrс - I

1.2 Is this product licensed to Ьс placed оп tJro mаr]<еt fоr use iп tbc exporting couný?J
1.З ls this рrоdчсt actually on the maTket in.lho exporting country ?

lfthe апSwеr to 1.2 is yes, сопtiпче with section 2 А апd omit soction 2 I]

If the апSwег to 1.2 jis no, omit section 2 А and сопtiпче se,:tion 2 Вб

2.л,I

l,A.2

NчпlЫ of product licence7 алd date of iýsue

Product Liсспсе holrler (Name & Addrcss)

Status ofproduct Iiсrэпсс hоldсr 8

Fоr categories 
_b апd с the паmе алd addTess oflfie mапufас:turеr producing the

dosage fоrm is9

ls а sчmmаrу basis iог approval appended?ro

Is йе attached. oftIcially approved ргоduсt iпfо;гmаtiоп солпрlеtе апd солsопапt
with the licence?|l

Аррliсалt for certificate, ifdifferent fiоrл licencc holder (nrrme апd addгess)l2

Аррliсалt fоr certificate ýаmе & AddrcI;s)

DD/794 Dated lбю8/20li9

Вrчсk Рhrrmr ]Pvt Ltd.
Surчеу No. 188/1 to 6, l89/1, 190Д to 4,

AtiyBwrd, Dabhel, Dапап _ 39б210

&

: Not еррliсrЬlе

lNO
: Not

Nоt

NA

NA

Nл

: Yearly

i Ycs

: Yes

i Yeý

: Not ApplicabIe

2_А.3

2.А.з.1

2.д.4

2.А.5

2 л.6

2,в.1

2.В.2 Stafus of applicant

2.В.2_| Fоr catcgories (Р) ал,J (с) фе паmе алd aldгess of the nrantrfacturer producing tbe
dosage fоrm is:9

2.В.З Why is marketing authorization lacking?

2.В.4 Rеmаrklз

]

3.1

l1

3.3

4

Does йе ceгtifuing arthoriý аrrалgе fог periodic inspectiorr oftbe marru{acturing plant
fоrm is produced? (уr:Упо/поt applicable) la

IfNot оr Not applicable рrосе€d to question 4

Periodiciý of routine inspection (years)

Has the mапufасtчrе ofйis typc ofdosage fоrm Ьееп inýpected ?

Do thc facilities_aлd operation сопfirm to GMP irs recommcnded Ьу Worlcl Hcalth
Organization ?I5

Dо€s the information submitted Ьу the арlэIiсалt satisft thc iJertirying aut}lority оп
all aspcts оf thc mапчfасtчrе of the ргоduсt ?|6

IfNo, explain

Address of сспфiпg authority
Drug Licensing Дчthоriý,
Administration of Dаmап & Diu, Drugs Сопfirоl Dep(.,
Рrimвrу Неrlth СGпtеr, Dаmеп (UT) - 396 220.
Теlерhопе No. : Ш91 - 02Ф * 2230470
FrхNо. l Ш9t _0260-2230570

Signature
Stлmр rnd Date

)/
Nrmе of Authorized Pe!fr[ýtýrSýшc; дUтноRlw

в{hг{t ETt*E ý{rrбЁ
mUGs cct\i{ RoL DЕрАRтчЕNт

..ttrsft fti?T-lolfф{pf
UT ог DАлцн Е l)tu, Drrt#{

тqr*п цqчq frr;q{t-ц JLlt[ 2020
I'age 1 of3
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Explanatory notes:

1. This certificates which is iп the fоrmаt recommended Ьу WHt), estab'lishes the stafus of ttLe phannaceutical product and оf the

applicant fоr the certificate iп the exporti:ng country. It is for а singlc pToduct only since mantlfacfurir]g апапgеmепts anll арргоvеd
iпfоrmаtiоп for different dosage folm andt different ýtгепgths сал чаry.

2. Use, whепечег possible, iлtеmаtiоrLаl Nоrпргорriеtшу Names (IIrINs) оr паtiопаl попрrорriеtату паmеs.

3. The fогmulа (contplctc composition) of tlrc dosage l'orm should lэе givcn оп йе certificate оr te apperrded.

4. Details of quantitative composition аrе рrеfепеd, but their provil;ion is subject to thе agrocmoTlt of thc product licence ho [dеr,

5. Whon applicable, appond deиils oI'any rcstriction applied to thlэ sale, distribution оr adminis|ration эf the product that i,s specif'icd
in the product licrlnce.

6, Section 2А and 2В аrс mutually exr;lusive.

7. Indicate, when applicable, ifthe liс,эпсе it; provisional, оr the prclduct has not yet Ьееп approvc:d.

8. Speciff whethcr the pcrson responsible fсrr placing the product on the markct:

а) Manufactures thе dosage fоrm;
Ь) Расkаgrэs алd / ог labels al dosalte fогm mzmчfасtuгеd Ьу ап indcpendent соmрmу, оr
с) Is involved iп попе ofthe аЬоче.

9. The iпfогmаtiоп сшr Ье providcd опlу with thc consent oftie product licence holder оr, in the case эfпоп-rеgistеrеd ploducts, the

applicant, non_co;mpletion ofthe section indicates ttrat the раrtу сопсегпсd has not agreed to irrclusioTr ofthis iпfогmаtiоrL.
It should Ье notcd that iлfотmаtiоп сопссrпiпg thc site оГргоduсtiоп is part ofthe product liи:ncc. Ifthe production site is сhалgеф
the licence must tle updatcd оr it is по lопgеr valid.

l0. This геfеrs to 1he documcnts, prepaTed Ьу some naiional regulatory authorities, that summa,izos thэ technical basis on which the
ploduct has Ьееп licensed.

l1. This rеfеrs to ргоdчсt iпfоrmаtiс,п approved Ьу the competent national regulatory authoгity, sчсh as а Summаrу Product
Сhагасtеristiсs (SPC).

l2. In this circumstalce, permiýsion fclr issuing the ceftificate is rc:quired ftom the product-licence holler. This permission has to Ье

providcd to the arrthoriý Ьу thc app,licant.

l3. Pleascindicatetheгeasonthattheapplicanthaspro,zidedfornotrcqucstingregistration.

а) 'Гhе product has Ьееп developed exclusively fi)г the treatment ofthe conditions раrtiсuli}rlу tropical discascs - not endemic iп
the country clf ехроп;

Ь) 'Гhе product has Ьееп геfогmчlаtеd vyith а vieu 1о impToving its stability чпdеr tгорiсаl оэпditiоlls;
с) 'Гhс product has Ьееп reformulatcd to cxcludrэ excipients поt approved fоr use in phamaceul,ical product iл thc country of

imроrt;
d) '[Ъе pToduct has Ьееп rеfоrmu]аtеd tic meet а d;,ffегепt maximum dosage limit fог ап actirie ingredient.
е) Апу оthеr rеаsоп, please specify.

Not applicable mrэапs that the manufacful"e is tаkiпдi place in а c]ounhy other than that issuing tho pгrlduct ccrtificate апd inspection
is conducted uпdс:г the aegis of the lэочпtlу of mаrrчfасfurе.

Тhе геqчirеmепt 1Ьг Good ргасtiсе in the mапчfаспlге апd quality control of drugs rеfепеd to in the r:ertiflcate are those included in
the thirty sccond rсроrt of the Expr:rt Co,mmittcc оп Spccifications for Рhагmасеutiсаl Preparation, WHO Technical R,эроrt Sегiеs
No. 823,1992 Аппех l. RccommerLdation specifically applicablc to biological products hачс Ьссп f,эrmulаtеd Ьу the Ц/НО Ехреrt
Committee оп Biological Stmdardization (WHCI Tcchnical Repcrt Sсгiеs No. 822,|992 Аrшех l ).

This section is to Ье complcr.C *b.,n the product- licence holder оr applicant сопfоппs to status (Ь) алd ( с) as describect iп the поtе
8 above. It is о.Г рагtiсulаr importance when fогеigп сопtгасtоrs ме involved in the пrапчfасtше of the produr:t. In thcse
circulnstanccs the applicant should supply the сегtifoiпg authodty with information to identifo 1he contracting parties responsible
for оасh stage of manifacfure of thc finished dosqge fоrm, апс[ the extent and паfurс of ап;l contrrlls exercise over ettch of these
partieS.

l4.

l6.
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NNEXURE-II

No. of Certificate : DDi79 4ll40/202a-|-2l|-I 'Иalid up tol 0410l/2022

Nаmе of the Рrоdчсt: Viпсristiпе sul;рhяtе Injection USP 1mg/ 1ml

List of countries / Insl;itution to whiсh the above product will Ье Exported / Locally supplied.

Address of Certifying ,Authority:
Dru g Licensin g Ачthоriý,
Administrяtion of Dапrап & Diu, Drugs Control Dept.,
Рrimаry Eealth Center, Dаmап (UT) - 39б 220.
ТеlерЬопе No. : 0090-026b2230470
Fax No. ; 009l{2бЬ2230570

Name of Authorized Реrsоп: Dr. \/.К Dz\S

Signallure
Stamp & Date

mucs LЕЕнSIнGдUтноRгr
{tr{t TTtits yT&TTO

mUGs C|)NTR()L DEPARTMEхT
э{lr{lftiтuтьтFт

Uт oF DднлN 8 D|U, пдr*цt

1 5 JUN ' 0?0 'l'tйrýU't'f,T' тт!

Afshanislan 44. Cuba а). lran t l
. A]bania 45. Clorus 8t5. Irаq 29, Mozambir l72.

3. Дssriа 46. Czech Reoшblic 8'7. lrеIапd З0. Мyапmш 73- Sгi Lanka
4. Алsоlа 47, Czechoslovakia 8li. Israel 3l. Namibia 74. Sчdал
5. Атяепtiпа 48. Democratic Repuhlic

gfCongo
89. Italv 32. Nepa| 75. Sчгiпаmе

6, Аrmепiа 90. Iчогч Coast 33. Netherlaлds,\ntilles 76. Swaziland
7. Aruba 49. Denmark 9 [, Jamaica l34. Netherlandý 77. Sweden
8. Australia 50. Djibouti y.Z. Jарап l35. New Zealand I 78. Switzerlan(l
9- Аustгiа 51. Dominica 9]]. Jordm 3б. Niсаrара 79. Syria

0. АzеrЬаiiал 52- Domlnicm Republic 94. KazakhStan 37. Nigеr 80. Tadйikistan
l. Bahamas 53. Есuаdоr 5. Кепуа ]9, Nicgria 8l. Taiwan

Ваhrаiп 54. Egypt 9ti, Kinedom oI'Tonga З9. Nогth Коrеа 82. Tajikistart
Baltio 55. El Sаlчаdог 9'7. Kiribati 40. Nоrwач 83. Tmzania

4. tsangladosh ýý.ЕsцgцДqч]ц94 98. Коrеа 4l. оmал 84. Тhаilалd

l5. Barbados 57. Егitrеа 9|). Коrеа Republic of 42. Pakistan 85. Tobago

6. Belarus 58, Estonia (Ю. Kosova t43. Раlаu 86. Togo

Bclgium 59, Ethiopia ()l. Kuwait l44. Рапаmа 87. Топgа
8. Bclire 60. Ечтореап (]оmmчцЩ ()2. KlTsvzstml l45. Papua New (iuinea 88. Trinidad
9. Вспiп бl, Fiii ()3. Laos l4б. Paraguay 89. Tunisia

20. Bhutan 62. Finlaлd (и. Latvia l47. Реrч 90. Тцrkеч
2l. Boliv а 63. Fгапсе ()5. LеЬапоп l48. Рuетtо Rico 9l. Turkmenistm
22. Еlоsпlа 64, Gabon ()6. Lesotho l49. Philippines _ 92. UAE
2З. Botswana б5. Gambia ()7. LiЬеriа 50. Poland --яl J 93. Usaлda
24.Btazi| 66. Guatemala ()8. Libva 5l. РоrЦ#I . tl lй\Ukrаjпе

5, Brunei 67. Gеоrsiа l()9, LiЬуап АrаЬ
Jаmаhiгiча

52. qiIq&\,Ъl ржпm;26. Вчlдаriа 68. Gеrmал Democratic
Republic2

мffi;Фiffillг
27. Вчrkiпа F'aso 0, Liechtenstein mтаfr_Б Щ.]ffiББ;Б E"й.t.,
28. Burundi 69. Gеrmапу Frэdеrаl

Rcpublic о{9

l. Liосhtопstэiп Б. RффýС-оf ПzlфffrВ Б-ffiйк"хIdоm
29. Byelorussia 2- Lithuania ь йtБи *Т:r

l98:{jnited ltatrэs
З0. Cambodia 70. Gеrmапу 3. LчхеmЬочгg m"rф" ]ТЧ l99. Uп
3l. Саmеrооп 7l. Ghапа 4. Масач i8. Rwarrda 200. USA
32. Canada 72. сrессо 5. Маdаgаsсаг i9._SаlffiБй:]^l

'б':uБаТа"З3.Сепtrаl Аfriсшr
RерчЬliс

73. Grenada 6. Malawi lф Sепрý{ц jагйй
74. Guinea 7. Malaysia ryffi*,; ,jý;йБг

34. Chad 75. Gчiпеа Еqч atorial 8. Maldives ш:ffi"r-
35, Chilc 7б. Gчуапа 9, Mali l62. Sei ьУ*- jrynmТýI ?ЦJffiest lndies
36. Сhiпа 77. Haiti :|0. Malta l63, ýierrtl,Blro- б. World*-
37. Cook Is|arrds 78. Ноllалd Marshall klалds [64, Siпgарюrе 207. Yеmоп
38, Colombia 79. Honduras ]]2. Маuriипiа l65. Slovakia 208. Yusostavia
39. CoIumbia 80. НопgКопg 1l3. Маuritiчs l66. Slovenia 209,Zaie
40. Congo 8l, Нчпgаrу ]:4, Mexlco l67. Solomon Islands 2l0, ZапlЬjа
41. соsи Rica 82. Icclarrd jl5. Moldova 2l l. Zimbabwe
42. Council оfЕurоре EJ, lndla j|6. Мопасо l69. SomaIilarrd
4J. Uroatla 84. lndonesia 2l7. Monsolia l 70. South Аfгiса
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СЕRтlFIс..rтЕ (}F РнАRмА,сЕUтIслL рRоDUсГýI
This сеrtiliсдtа l:опfоrlпs to tht tоrпsl r.сопmtпdеd Ьу tllt Wotld Heaith Оц;rпiаliоп

No. of Сеrtifiиtе: DDЛ9Jil2Il202b1-2lI-I
Ехрогtiлg (Ccrtifoiлg) Сочпгу

Imроlтiпg (RequesI iлф Соuпtлу

l Nвлlе алd dosage Гоrтп ofProduct
l l Activc iпgrсdiспt(s)2 алd алочлt(s) рг unit dose)

/-?,А. t NumЬеr оl' ргоduсt Iiсепсе7 апd date о[ iss uеI\ ..А,2 Рrоduсt Licence hоldеr (Narne & Addвs',

2 А ] Stahrs of producl Iicence hotder !

2 А з l Fоr categories Ь алd с hе паJпе алd addr*s ofф. пlапчfасtuлсr produciпg the
dosage Гогm is9

2 А4 ls а ýummаrу basis Гоr аррrочаl rypndedi|0
2,А 5 Is фе аltясhсd, ofticia]ly appToved ргоdчсt iпГоmrаtiоп complete алd сопюпалl

wilh l]re licence? ll

2 А б Аррliсалl Гоr caljfigal,a if diffcTent iiопt ljcencc lrojder (лапе шrd address)l:
2 в l Арр|tсапt fог сtгtifiсаlr: ФJаrпе & Addгess)

2В 7 Stашs оf аррliсалt

2I\2 l Гог сзtеgогiеs (Ь) алd (с) lhe паrпе arrd address оfгhо mшчfасtчrеr producing 0rc
dosBgc fоrm is:'

2.В 3 Why is mшkе|iпg аuйсrпzаliол lackiлg?

2В4 Rеmаrklз

зl
32

зэ

4.

Vдlid tip lо:04/0lД022

: Iшdia

: Д9 ptr Аппекult_J

: РrосаrЬвиjпс Нуdгосhlоridс Сrрsшlе tJýlP 50 m1;

: Соmрозiliоп;

frth crpsulr tспlдiшs:
РrосаrЬмiпе hуdrосhtогidt UýP equivя lепl toРrосдrЬпziпс ..,....._,...,,,.,...50пв
[хсiрiспý..., ,. ,. ...........q.9,
Соlог: Approved color ustd iп сарзчlе s}retls.

Fо, coпrplele quaJitatjve соmроsitiол lпсludiпg excipients, ýЁЁ аttдсhеd. АппехUlс - t
1-2 Is Ъis prcrduct |iccoscd 1о Ье placed оп [h() rnsrliet ior цsс in йс схроrtiпg ючпtry?r : Yсз
l З Iý |hi$ producl actuall;y оп Ьс mалkсt in lhe ехроrtrпg сочппу ? ! Yсr

lГйе длsв,еr to J,2 is 1в, conlinuс with sкriоп :Z А алd omit s€сllоп 2 В
]f йе sпswеr lo l 2 is по. omit seclion 2 д, шd сопtiпче scction 2 Bd

DDЛ93 Dstcd l9ltllДOl9

Bruck Рhдrmr h,t Lld.
Sчгr,су No. It6/t ]о 6, tЕ!ИI, tlOД 19 4,
Atiyrwtd, DлЬhеl, Dаml t - J962r0

а

Nol rpplicrbla

|oes 
Ъс сепiфiлg_аuйоdrу аrrалg€ fот priodic irrspectioл ol| the mалчгасlчтiпg plыrt iп rлhiсh йе dosagctоrm is ploducad? ýеs/ло,/поt аррliсвЫсj lJ

IfNol оrNоl applicable proc4€d to qч€st!оп 4

Periodioiý, of ючliпе iпsрссliоп ýears)
НФ йс rпшчfасtчле оГ Йis ýре of dosago fЬrrп Ьсеп lnspЁclerJ ?
Do rhе facilllies. дпd орrаtiоп сопfirп lo сIйР as ltсдmmепdеd Ьу Wогld }IealФ
Огgапizаtjоп ?|J

Docs lhЁ iпlоrmаtiоп submitted Ьу t}rc applirюnl sailsry Йе сеr:ifуiлg алhоritу оп : }'еs
a]l fýресБ of йе mалчfасtчrе оГ the prodllct ?lб

IfNq explain : NotAppliclblc

Аddгеýs of сепlryiпg ачtЬогirу
Dгug Liсспsiпg Дuthgпiф,
Adminiýlatioп of Dдшrrп & Diч, Drugs Сопtrоl Dcpt,,
РЁmпrу }lrtlth Сtпlеr,, Drплп (UT)- 391;22П.
ТсlсрЬопэ No, : ф91 _ 02ф - 22}И70
Fдх No. : Ф9I * 02ф -22J05?0

: Yсrrlу

:YЁ
: \'ts

Nдпс of дuthоrizсd

Signlturc
Stlпр rnd Drte

'I 5 JU+I +$аЬu.оfffi{тЕЪfiЗ^,-*
Eq й ЕFт qа,*il :?r, Page [ оfЗ

лUтюRтY
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Ехрlапаtоrу поtеs:

l. Тhis certii'icntcs whrch is iп thc Готmаt гесоmrпепdе-d hу \r4IC, eýtablishes lhе sиfus оf thс, рhагпrасеrrtiсаI ргоdчсt snd оf йе
aPPlicant fОr thе сегtifiсаtе jп the ехрогtiпg coulltry. It is fог а singlc product only since mалulhсruгiпg аrrапgеmепls апrl зрргочеtl
iпfогпrаtiоп for dilТсrспt dosagc fоrrr arrd different 51гепglhs call valy

1. LJse, rvhспеvсr por;siblq iпtеmаtiопаl NопрrорпеlаD/ Names (Г.t\П{s) or national попрmргiеlагу namos,

З. Ъе fОmlulа (сошрlеIе compositioл) оГ the dosagc fс,гm should Ьэ givcn оп the certificate ог Ье appen(lcd,

4, Detai |s оf quanlita tive composition аrе рrеfеrгеd, but thеir provisjon is subject to 1hс agIeement 0f the )roduct liсспсе hol сtеr,

5, WhеП Bpplicable, аррепd detrrils of tmу reýtrjction applied lo йе salc, distribution ог administIstion оГйе product thal is specilied
iп the product licence,

6. Seclion 2А алd 2В аге mutuaJ|y exclusive

7 , Indicate, rvhел applicablФ, if the licence is ргочisiопаl, ог th€ ргоiuФ has по1 yct Ьееп арргочй

8, Specify whоthег 1hе реrsоп rсsponsiblc for placing Фе рrоduсt ол the mалkеt:

а) Молчiаоtчrоs the dosage fогm;
Ь) Packages апd/ оr labels а dosage Гоrm пrаrlufасluгсd Ьl,ал independcnt соmрап),, ог
с} Is iпчоlуеd iп попс оfthс aLbovc_

9 'Гhе iпlЬrmаtlОп can Ьо provldcd опlу lvlllr the consоnl of thе prtduct liсепсе holder ог, in thе case о:lпоп-геgistеrвd ргоduсts, the
вррliсалЦ поп-соmр}еtiоп оf the sесliоп inlicates that йе рагtу сопсвmсd hеS по( аgrееd to iлсjusiоп ,эf this iпfоrmшiоп
It should Ье noted that information сrшсспLiпg the site of рюdчоtilоп is ршt оf the product licencc. lГ tlre ргоduсtiол sile is сhапgсd,
the liселсе must Ье, uфated or it is no lопgег valid,

l0, This гсfегs to 1hс dооumепL1 рrераrеd Ьу somc nalional rсgu[аt,Oп, auilrorities, thal summmi;lcs 1he technical basis с,п rvhich the
ргоduсt has been licenкd

l.l" fiis rеГеrs to pmduct iлtЬгmаtiоп аррпэvвd hу l,he соmреtепt пшiопаl rogutatory aulhcrity, slrch а_ч а Sчmлlшlz Ploduct
Сhаласtегiыiсs (SPC)"

12. In this circurпstз.l'lc|e, pemlission for issuing 1hе cefl:ificate is геqчirеd ftom the ргоduсьliсепсс holdr:r. This регmissiоп hir_s to Ье
provided 1о the аuthогitу Ьу the аррliсалt_

l 3, Please iпdicato 1he rеаsоп that thc aplrlicaлt hos provirled fог not гоqчеstiпg геgiягаtiоп.

а) Пtе product has Ьсеп developc<l ýxalusjveJy fоr the lTenlmerrt оf lhе coпdilions paniculm]y tropical diseases - поt спdеmiо iп
l,h9 сочпtlY of ехроп;

Ь) Пrс product h;its Ьсеп refoпnulat,cd lyilй а yiew to irпрrочiпg its stabjliry under tropical сопditiоп:;
С) The Product has Ьееп reformutlrted ttэ ехсlцdе ексiрiепв лоt арргочсd fоr use iп pharnlaceuti(:a] ргоdчсr in the <:очпlry of

imроrt;
d) Ttre ргсldчсt hlr.s Ьееп rеfогmчlаtеd to meet а ditTerent mахiпlum doмge timit fоr ал aclivc ingredient,
е) Апу оthеr геаslоп, please speoiф.

Not applicable mсалs that the mдпufllсiuге is taliing р[асе in а coulrlry ottrcr tharr йаt issuing the рrосluсt сегtiГtсаtс апd rnspection
is conducted uпdег the aegis oftho ссuпlry оfmапuГа,сturе.

ТЪе геquirеmелt Гог Good pгaclice iп the пrапчfасfuгr: and qчаliф сопtrоl of drugs rеfеrгеd to irr the ceflificate аrе thoýe included iп
thо thiф sеСОпd гс,рогt of thc Ехрсrt Соmmltlес оп Spcifications fоr Pharmaceutical Ргсрап,tiоп, Ч/НО Тесhпiсаl Rep,o1 5.r1.,
No, 82],t992 Алпех l. Rесоmmsлdаi[оп specificall,y applicable ю biological рrоdчсБ have beeTr folmulatsd bl,the W}lO Ехрсп
Commitlee оп Biolrэgical ýtandmdizjition ('S/НО lГссhлiсаl RepoTt Serics No. Е22j992 Алпек 1 ),

This seclion is to Ьс complclcd whеп the pToduct- licr:пce hоIdег оr аррliсзл1 сдпГоrms to ýиш:i (Ь) flпd ( с) as deEcribed iп lllч поtе
8 above lt is of раЛiсulаr imроruшсе ччhеп fогеigп сопгасlогs агс iпчоlчеd iп thе mапuГасttLге of thc product lп these
сircumstалсеs the аррliсалt should supply the сепifuiпg аulhогitу wrth iпtЬгmаtiоп (о identifr lh€ с,)пtгасtiпg parlies rtlponsible
fоr eac}r Slago оГrtапчГасtчrе оf йе finistrcd dosagc t'олп, and lLhe extent алd паfuгс оf алу ,conlToll exercise очеr each of thcse
paJtiEý,

J

l5,

l6.

Page 1 оГ3
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цl)illilait*ýý:ý9lý.,ý",i.ti"ýffi, Sýýffi. ffisýý, fili,s,$l},fii

дl\{NЕхаRЕ- II

No. of Certificate ; DD/793ll7Bl2020'|-21lJ yalid up to: o4/Oll702.2

Nаmе tlf the Рrоduсt: I}rосаrЬаziпе Н,чdгоuhlоridе Capsulc UýP 50 mg
List о[ сочпtriеs / Iпstitutjon to which the аЬоуе рrоdчсt will Ь,с Exported / Locally supplied.

85. lrал

Е7 Irеlюd

9l JmTaica

|28 Morocco

jl3l Namibia l74 Sчdал
l?5 Suriname

|34, Nеthетlап,ds
t }35 NeIy Zeдland

l43 Palou )86 Togo

ýý,,"Р""iжчз, l88 Tliпidad

'l47 Рсru
l9l TDrknrenislлl

I50 Poland

l 52. Qаtrr _l 19_ý UпiопоfSочiсr
. !llВ_сэчЫiс оГВr:пiп Sчiа]ЦЦс.рl1Ыiо9.1 ..."

t54 АrаЬ I]milаtеs

l70. Soutlt Afiica

Signeturc:

Strmp дпd dдte:

92 Jаgsл
Jordan

94 Kazдkhs(аll

lS BaTbados

"z.J,Цчедз
22 Bosnja
2З Воtswвлд

i 25 Вrчпсi

El Sвlчаdоr

58. Estonir

19_
з0

Jlýр"i,п*д-
75. Gчiпеа Equa

]ý.l]:"у"тз,
77 Haiti

79. Нопdчrщ

83. India

fll,.Iр"d"sд,]ýlз_

Add ress оГ ссгti Г1 ing autholiý:

Diгссtоr Mcdjtsl tnd Нtдllh Strvices,
Drugs Liocosing Дчlhогitу,
Аdmiпistrд|iоп of Dапдп rпd Diu.
Dл]!lАN - 396 220.

Тсltрhопе NчmЬсr: (0260) 22J0470
Fдr NuпЬеr: (В260) 2Б0570

Nrmc о[lhе aulhorized о.,ý&l*ь ЖlЖо дuтноRlту
*Нlgт{,frgт*тгЯ

lжtJGý с оNтп oL D! l }н ll,{,ýl1,1

сtчjf*-iт t"чп
UT оя одtlА}J а DlU, DА}лЁ

гт Ёп ggq цr {п, тчq

1 5 JUN 2020

I'agc l оГ l

fi Ё,.Щ.lýýВ. ]}.iriis)l]iýiiii:i l

48 Democratic IlерuЫiо

99 Котеа Repub]ic оГ

iHi Koýova

69 Gегmапу Fetleral l_ЛReoubliooF t lt

Соuпсil о:.{ Eurooe,",,.,__

l67 So|orrroл Is

!Н Тhаilалd

l t5 Tobago



СЕ Ii.T' I F lCAT tl оF PI tARN{AC}-t]'Гl(],tL PROD l_]Cl'Sl'|'his certificate сOпrЬrшý t0 tht rormаt rесопlпlfпdсd Ьу 1he \Yоr|d }{ellth ()гgлпizаtiоп

No ot' f'enifl cate: l)Di79.]/29.V2020_ l -2 I 1 _1

Ilxporting (Ccrtiý,ing) Соuпtry

Iпtроrtiпg (Requcsting) C0llnl,ry

l Nаmе апd dosage t'сlrm оf'Рrоdчсt

1,1

Valid Llp lo: 0.{/0l/2(|22

; lndia

: Дý рсr..\ппехtlге_ll

: SORAI'ýNIa ТлВL}]'|' 200}IG

: (lompoiition:

}-ttch l'ilш coat(:d tablct conttinS;
SоrаfспiЬ Toýylate
Eq. to SiогаfепiЬ ....,.200пrg
Excitlicпts........ ...,.,.. q,s,
Colors: Тit:tпiшrп DiorirJe & }-еrгiс Oride lieti.

DD/79J Dated 2 l /03/2020

Вгuсk РItаrпrа ['r,t. l,tcl.

Suгче1, No. I88il ttl 6. l 89/l, I 90/] to {,

Atiya}vad, Dabhtl. Dапlап - J962l0

ltpplica bIc

Active iпgredicnt(s)2 апсl amotrnlls) реr ttnit cicscj

Fоr contpletc qLialitative cornposition inr;luding, excipicllts. see attachedr, ,\ппехurе - l
ls this рrоduсt iiсепr;еd to Ье p|aced оп lhe malkel lbr ttse lп the ехрсlrtiпg countý,?i

Is this prtlduct actually оп tlre nlarket in the ех[,оrtiпg сош.tгV '/

lf'thcans\\,erto1,2;isycs.col1tinuervithscctiorr2r\altrlonlitýectioп2I]

lГthе atrsrver to l,] rs по- tltltit scc(ion 2 А апсl corrtintrc scction 2 t]l'

NuпrЬеr of prodLrct liccnce7 trпd dale оf issttc

ProdLrcl [,iсспсе hоlrJеr (Nапlс & Addrcr;s)

: Yсs

; \'cs

_,A.l

)-.^,2

?.z\,]

2..,\, j. i

].z\,,1

Stams оl'ргtlduсt licr:nce hоldеr 8

l-ог catcgorieS Ь and с thc пал,]е and аdrlrеss оf the mалrtl'аl:1ttгсr ргоdLlсiпgthс
dosagc fс,rпt is9

ls а sltпrпrац, basis liэr арl)гоуаl appcndcrl?l"

IS thc аttасhеdл of'ficially approvcd prodt ct iпl'опхаt,оп colnpIete .iпd collsollilпt
rvith the licclrccl II

2 д,6 Дррliсзпt tiir ccrtitlc:ate, ifdiflсгепt fit)nl licencc hоltlсг {nlnlc апd acldrcss)lr

2,i]. l AppIican1 tbr ссгti{rс,аtе (Nапlе & Address)

2.1_]_2 Status tlf аррliсапt

2.11.2 l Ftlr catcgorics (Ь) and (cl the tlallle апd addrcss оfthе пlаl1lllhсturст ргосllсiпg lhc
dosage Гоrm is:'

2,I],] Wlrv is паrkеtiпg authоrizatioп 1acking?

2,1,],"l Rclllarki]

Dcles thc сеrtiГуiпg autll()ritv аrrапле Гоr periodic
tilrпl is pгtrdrrced? ()rэs/пrэ/псlt appliclablcl lr

If Nc,t оr Not applicable proceed 1о qLrestion:l

Pcriodicity ol' routillc iпsllection (уеагs)

inspectiotl ol'the lltanu|'acturing рlапt itr rilriсh lItc dosagc

ЦРЬ?йt,1_,,],i!;:Ъ^
{i di;].'.оЁfiГ ъ
\,\ 'i ;};о, ф
ь \-J

ydrtt} О.!,.,й

* \,J
\,\ ]:,-rll: {':' \
N.\ '}, -aц,тr/Oаmlп 1,,$'

t'"ý; --,g,Ьххk;;,ffiц*
Ies

l

2 llas lhc ntalrLtt'acturc clftlris l_\,pe ol'dosallc lilглl lrcgrl illsl)cclcd :)

l)o the liciliticS ап<l rllrcration cclttjrm icl CNlI) as rссtltпm()п(Iсd by
Оrgапizаliоп'_}|j

DoeS Ihe inlilrntaticln srrbntitted Ьу the applicalrt Satisý the certiR.ing atl1]1oIlty о]]
all aspccls оl'thg папulасtuге оГtltс product'?lб

l1'No, explain

; \'tаrlу

: \'es

\YoгldIlea]tlr : Ycs

: \'es

; Not:\pplicable

Дddгеsr; оl'сеrti tl,ing аtrlhоriгу
Dгug Liccпsilrg,.\rttJroгity,
;\dmiпistг;rtiоп of Dашап & I)iu, I)rugs (ilпtrоI Dc;ll..
l)riпlаrу llcaIth Сспtеr. Dапlап (U'I') ,, J9б 2:}0.
'I'elephorrc No. : 009 l _- 0260 - 2230.170

"/, ,/ 2
\ а ttt с u Г, \ tr l lt ot,i zcr_l DкuоSt}OЕ{ilЙ Ur***

.зМеп{*к qтlж
жUGý aOI{TROL D[:ЕдRтrýý]

r{t,!{1 fhiтq frKe,
UT of од.цдн & DllJ tlдМl.

5 },1AR 2021

Sigtla lп гс

Stanlp ltпd l)ate

Глх 1.'o :t}Oi)1_0260*2230570

Patc l rlt']



Еrрlапаtоrу notes:

i, This ceгtificates rvhich is in thc Гоглrаt rесоmmепtlсd Ьу wНo, cstablishcs thе status оf 1ht: pharrrtaccutical рrосluс1 irnr] o1'thc
applica]lt tЬr the c:eгtiflcate iп thc crlportirle сOuпtry. It is 1ог а singlc рrосluсt 0l]ly Sincý rnanulaituring агrапgсmспts tind аррг()vс(l
iпгtrrпrаtiоп Гоr diггеrспt dosirge l'оrrп апd сliI'lъгеп[ strcngйs сал чаrу.

2.

.].

,r.

5.

6.

1.

8,

IJse. rvhелеi,еr possiblc. intcгnzrtional Nопрrорriсtаri,Nаmеs (TNNs) ()r lliltional попрrорriсtагч nat.rres.

-l'he iilrmulа (cornplete compositiorl1 rrГthr: closaoe {ilrrn shoulci Ье given 0п the certit'icate оr [rc: аррсп,lсd.

Delails of'quaIltita,tive cornposition аrе рrеlЫrеd, brr1 thcir provision is sLrbject to thе irgrýcmellt оГthс prclcluct licencc l:о1,1ег

Whcn аррliсаIэlе, appcnd details оГапу гсstгiсliOп allpliecJ to the sale. clistгilrution оr atlministration оГthе рrtlduсt that isl spccitlet{
iп 1he ргоtluсt lice;ncc.

Section 2А апd 2I::} аге l1]utuallv ехс usile.

[ndicatc. п,hеп applicab|c. iГthС licclrcc is provisiona1, ог thс protlucl hаs not,yct [rcen approvetJ.

Specily r,чhеthег the реrsоп rcsponsi]lle lоr placirrg tle ргоrluсt trr, thc: пlагkсt:

а) ]\'lапu{'асlturеs thc dosage Гсrlп;
ь) Pacliagel; апd / оr labels а rJtrsage filrm nlanulactLtred hl,an iпtiерепdепt соп]рап),, or
с) Is involved in nonc оГlhе ahove.

applicant, notr-cotlpletioll of thе seclion indicates tha,t thc раrtу сllпссrпеd hils not аgrеесl to incltisicln ,lf this inii;гmariolr.
lt shouIt] Ьс поlесl that inl'oгnlatiorl concerrting the sile оI'ргосlt]сliоп is рагt oithe ргосiuсt liсепсе. l1'tlre рrоduсtiсrп site il; cltangccl.
thg liccrrce rnust Ьс updalecl tll it is пэ lсlпgег vali11.

product has been licenssd.

ll. This rОГеrs to РГОduСt inlbгrnatiOtr'approved hr, '.he сопlрсtспr nationa] rсsulаtоr}, aLlthority, stlch as а Sttntnlar,, I)гtlr,]uсl
Cllirгactcгistics 1SPC),

provid:d to tlrc authority Ьу the applicant.

Plcasc indicaLe thc rоаsоп that Ihe irр1llicanl llirs ргочidесl i'оr nt>t rеquеstiпд геtistrаtiоп.

а) 'Гrе 
рrоduсl has Ьееп dcvelopod oxcIusively iоr the treatmcllt of'the conclitions раrtiсuIпrlу tгclpical tliseascs - llot elidý]Inic iIr

the соuпtr), of ехрогtl
ь) 'I'he 

рrоduсt has Ьссп rегогmulаtсd rvith а r,ier,v to inrproтing its stabiliry, trndcr tropical clrTldilions:
С) 'l'he 

РrОduСt ltas ЬСеП re{brrnulated trl exclude excipierrts not аррг0\,сd f'ог use in phanrtacer_ltit:al procJtrct irr thc tltltrпlгr,tlГ
illlpot-t;

d) 'Гhе 
ргоdLrсt hls Ьееп rсГогпlulа:еd to пlcct а diГ.,'сrспL шахiпttlm dosage liлlit Гоr atl active iпgгсtliепt.

е) z\пч tlthег real;tln, please speci Гу ,

l5

lб

Nol applicabie п]салs that thc: tпапuГлсturе is tаkiпg 1rlacc iп а сOrIпlry сrlhеr than tha1 issuing the procuct ccгtjficatc ancl inspeclitlll
is conducted uпtlег thc aegis of'the cc|tl]]tly оl'tlrаttu[асluге.

the thjrtl'sccond rсlроt1 of thc Ехрсг, Comrnittee оп Specitications Гог Pharntacctltical Prcptrration, Ц1}lО'Гесhпiсаl l,lерrогt Sегiеs
No. 82],l992 Аппсх l, [lссопrпrепdаtiоп qlecilicaIl,v applicabie Kl biological products have been filrrnulatetj Ьу rhc WIl() liхрсгt
Соmmlttее оп [3iоl,эgiсаl Standardizl.tiorl ('*lН() -Гr,сrпiсаl 

lteport Sегiсs No. 822,1992 Дппех l )-

-I-his 
sесtiоп is to Ьс c:tlrnpleted u,hсп thc product- ]ict:nce hоlrlсr ог applicant сi}пl'огвS L0 sti.llll:; (Ь) alrJ ( с) as rlсsсгiЬеtJ itl |]tc пcttt:

[i aborc. It is ol, paгticular impcrrt,lncc ,,чlrсп Гоrсi*gп contrilc1Ols лгс jnvoIvetl lп the r,тlапtrГасtлге ot'the protlrlc1, lп tllcsc

р]гtiеS,

Plrge 2 ot']



{

ANNBXURE-II

No. of Certificate : DD/793д9д?020.1_2I1_I Valid up to;04i'0l/2022

NaTne of the Рrоdчсt: SORAFEI,{I]B TA]BLET 200MG

List of countries / ],nýtitution to which tlte яЬоче рroduсt willl Ье Exported / Locally supplied.

Address of Ceгtifying Ачthоritу;
Drчg Licensing Atrthoгiý,
Дdmiпistrstiоп of Dаmдп & Diu, Dгчgs Сопtrоl DcpL,
Ргimяry Hcallh Сепtег, Dвmяп (U1') -'396 220.

Теlерhопе No" l 0091-02бЬ2В0470
Гах No. : 009l{26b2230570

l,A 44. Cuba 5. lrап Моrоссо 1 к
2. Aibania 45- Cvnrus 86, Iraq 129 |12 lп

], AI 46. Czech IlерuЫiэ 87, Ireland 30. Муалlпаr l 73, Sгi

4. дпgolа 47. Czechol;lovakil 88, lsrаеI зI ',larnibia
48, Democrlltic RеlэчЬliс

оfСопgэ
89, Ila]v l75, Suriпаmе

6 90. Ivory Соаrц l\ntilles l76 Swazilaлc,

1 49. Denmark 9l . Jamaica з4, NetheIlands |71

Austral 50, Diibouti 92 35, New Zealarrd
9, Austria 5l. Dominiэa lrdап 36. Nicaragua I79. S

52. Domini:an RерчЫiс 9.{. Kazakhstan 37. Niger _ l80. TadzhikiSиn
l l Baharnas 53, Ecuado 95, Кепуа 38. Nigsriа l 8l . Taiwan

54, Eý,pt 96. Кiпяdопl rrГТопsа l39. Nогttr Korea l 82, Taiikistan

Ballic 55. El Salvador 97, KiIibati 40, Nог$,ач l 8з. Tanzania

4, Bang!adesh 56, Equatorial Guinea 98. Коrеа 41. оmап Тhаjlапd

5. Barbados 57. Elitrea 99. Коrеа Reputrlic of 42. Paklstan l 85, Tobago

6, Веlзrцs 58, Estonia l 00. Kosova 43, Ра]ац l86 Togo

Bel 59. Elhiopia 0l, Kuwait 44. I)апаmа 7,т
8, Belize 60, ЕurоDсап Соmmчпitч 2, Kvrwzstan 45 lЪ!!q ЦЦ]у_l;lчiпеа l 88, Trinldad
9, Benin бl, F l0з Laos 46 I)araguay _ 1 la

20, Bhutan 62, Itrinlaлd 0.1 47 Реrч l 90, Tur

' 
I Rпliviя 63. Frапсе l 05, LеЬапоп 48. Рuепо Riсо Il

22. Bosnia 64. GаЬоп 06. Lesotho 49. PhiIippines _ l 92, UAE
2з, lJOtSwana 65, Gambia 07, LibeIia 50, }'oland l93 U lt

24. Brazil 66, Guatemala 08. Libya 5 l, Ропчяа] -€ Jkrаiпе

25, Вгчпsi о/ t]ФIpl8 l09, Libyan АтаЬ
Jamahiri]la

52 Qatar /.rIГ-;! $Рr#жi-ilfi
las26, ВtIlgоriа 68, Gегmап Demor:ratic

Republic2
sз.кзрДsЁtrtt}п-

27. Вшlkiпа Faso l0. Liechtenr;teirr у, RИьДNЪj]цfrtбl ш
i9z

.^l m lrаtсý

28, tsLtlundi 69, Gеrmапу }'cde ral

Republic оЁ
L iochtonýtoin 55. BJnu{lr-otil4{l dives п1

29 2, Lithuania 56 ltiд 4,i t 
qB, UлitеrГStаrе

]0 Cambodia 70. Gеrmапу J, Luxembclurg (ussia ý а l99, !гчрItау _
з l. саmсrооп 7 l, Ghапа 4. M0cau 5l (wandd' .l1 ч200, USA *
32, Сапаdд 72. Grеесе Ма l59lS*Ji АrаЬjа 201. Uzbekistan
j 3,СепLrа] АГтiсаl

RepubI ic
73 Grenada l l6, МаIац,i ]60 ienegal ll;;:Ti I?cE. van+}.llu

7"1, Guinca 1 l 7. Ir4alavsia
''' ýiiil*Ч*,1ц,ii,0

r йfВГVэ{Ё2uсlз
]4. Chad 75, Gчjпеа Еqчаtогiаi l ] 8. N4aIdives 20,{...Чiсlтtмв

35 L l]ll /о_ l9, lr4aii 62 SeJ\hd/sr ,20з:Wб
з6, Ch 77, HBit 20. }r,IaIи оз_SiеrrБiёtlпел 2Q6, Wоr

cook Islands 78 l. lvlaBha]l Islands 64. SiпgароЕ\ Wуi
38, Colombia 79. Нопdurш 2, Мачrjипiа l65, Slovakia -ъ"ч*

ачi а|

З9. CoIumbia 80, Нопs К J. Mauntiul; l 66, Slovenj 2а9, Zalre
40 8l, Htt 24. lvlexico lo1 SoIomon Islands 210

4],CostaRica 82, Iceland i l68, Sornalia 2]l.Zimbabwcl
42, Council оf 83. India 26, N,[опасо l69, Somali]and
4] Croatia 1 l 70, Soulh Airica

\,l
,{*-

N а пr е о f А u th о rized l'едlgi$гriiЬ&Ё дч T}lOf;'T'

Sigпвtчrе:
Stanxp & Date:

slпfil тп{frт c,ffrddl
CIRtЁ.ý с() N T}tO r- DЕГjАRТr€ НТ

9обl *Ii.rq fttrгт
U't оF Dl\b'tAH,l йU DАяАх

пgt1 rrrT,ý*l,rdq

2 5 }llAR 2021

Page l оГ I

outh

f Вяhяiп

]
l

опро Zrmbia
]2_ý lr,toldova

84. lndonosia



сЕR,I]FIсдтЕ оF PtiAR]r!лcEl,JTl слL PRODUсTý1
Thiý сегtiпсsll сопlогmý to thc lbrmrt rесOmmёпdtd Ьу thc l#оrld НсаIlh olвrnizд:ion

No оГСегtifiсаtе: DDЛ93/| 5A,l202l"t-1-2ll-l

Ехцlгtiпg (Сел iфiпg) ý9цлПу

lmропiл g /Reques ting) Сочпlrу

l Nдлne апd dosage fоrm ol'Product

l I Aclivc ingгediыrt(s)r шrd аrпоuлL(s) рсг uпit dc,sC

VдIid Up lo:0{l0lk022

: lndia

: Аз рЁr,{ппехчrс-2

: Сhlоrs!пЬчсil Tablet ВР 2 mg

: compotilion;
Each Iilrп coaled trыеl сопtriпs:
СhlоrдmЬutil вр .....,.,,.......,...-...,.,,.,-...-,1-g
Ехсiрiспas,.,.,,,, ,..,..,.,.......,.,....... q.f.

Fог complete qua]lttrtivc юmposition iп,;lц(iлr. gхсiрillлý, ses aflachedn Апп8хчrс - I

l1, Is йis product licen!;ed to Ьё placed оп the mаrkеt fоr usе iп йс ечроrliпg сдчпtq/ls
l з Is this product actually on йе лlаrkеl iп thе ехрrоЛiпg соuпtrу ?

IГ {hе алswеr to l 2 is yes, сФпliпuе witlt scctiotr 2 А алd omit 5ссtiол 2 I}

IГrhe апswеr to l 2 is ло, omit sссtiоп 2 А алd солtiпuе se,эlion 2 Вб

2 
^ 

l Numbcl ofproduct liселсе? дпd dsle оГissuс
), А2 Product Licence holder (Nаrпе & Addrcrls)

2.А.З Status of pтoducl liос:псо hotder r

2 А з l Fоr categories Ь длd с фе паmе алd address оГthе mшчfа(rчIеr prodricing lhё
dosagc fогm is9

2 А 4 ls д sчmfiаrу Ьлis [от approval appended?'o

2 А 5 Is lhe altached, official|y approved producl iпгоrпrаliоп complete алd сопsопалt
rvjй the licence?ll

Applical| fог сеrlifiсаtе. lfdrflerent fiоrл, jjсепсе holdeT (папrе апd address)lr

Appliclпt fог сеrtifiсаlе (Nатпе & AddreI;s)

ýtafus чfаррhсалт

Forcategories (Ь) алd (ci the палrе алd addrcss of |he пrалчfасtчrеr prodrrcing lhe
dosage fomr is:9

2,В ] Why is mаrkеtiпg authoгiлtion |acking?

2в4 Rеrпаrk|l

: Yеs

: Yеg

2Аб
2Bl
2в2
2в21

DDr93 Dltad 15/05/20l9

Вrчсk Phrrmr ]РYt. Lld,
Surчtу No. l8E/l to 6, l89,/l, l90д to {,
Atiyawad, Drbh tl, Drп rn - 396210

t

Nol яppIicвb|e

]

]l
з2
зз

4

Poes the сепiryiп8 arrthoгity шrапg9 Гоr ]x.io{ric inspectior 0f the milUl]lcluring рIш1 in
Гогrп is ргоduсtd? (уtЫпо/поt applicabIe} )'

lf Not ог Not appticable рюсееd to question 4

which fiе dosagt:

Ytагlу

Ycs

1'es

Yв

PcTiodiciý of roul jпе iпsрэсtiоп ýears)
I{as йе mапuГасturе <rf this typc of dоsаgе fогm Ьееп inspet:ted ?

Do the lacilitib_aпd crperation сопfiгm ю Gмр iLý recommended Ьу worllj Неаlй
Оrgалizаtiоп ?|!

Doeý thо iпfоrmаliоп submiftcd Ьу thc ар,ll1сап ýalisry the {эdiryiпg autЛority оп
all аsресrs of фе mдпlLrlЬоfuге оГthе producl ?lб

If No, cxplain

AddTess of cerlifoiпg rruйоritу
Drшg [,iсепsiпg Authority,
Аdmiпislrдtiоп of D*rпЕп & Diu, Drugt; Сопlгоl Dept,
Рпmаry Hellfh Сtпtсr, Dапrп (LIý - 396 220.
Tclcphoue No. :0091 - 02б0 - 2230470
Frx No. l (Ю9li - 02б0 - 2Ж)570

] Ytз

: Not Дрр|iсдЬlс

Nrmс 0f Authorizcd Person: Dl V К DAS

DRLcs Llc Ен $l HG AtгHoRlT,Slg.rljrе ffiЕгifuтfidlýirhF rlld nt{t

l 5 ji[lj'"iЁЪшо*'*uЖ;#,flЖ**
UT оF DАмАлl ,1 txu, Dднлп
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Ехрlапвtоrу поtеs:

l, Thjs certificates \t,hich is iп the t'огmаt гссопmспdеd Ьу WHO, es|ab}jshes the slatuý оГ the рhагmасеutiсаl рrоdчсt and оГ the

applrcant 1Ъr lbo ccrtifical,e lп the cx])oTting сOuпlry, It is for а sir:glc рrоdчсг олIу si,nce mалuГ;rсhrr[п1; aпшlgemenls arrd approvcd
rпlЬгmаtiоп for diftЪгепt dosage lЪml алd diffегепt stгепglhs сап \"аry.

2. USe, rчhепечеr possible, iпlеmаl jопа| Nопрrоргiеиrгу Namos (IN}{s) оr national попрrоргiеtагу папrеs,

3. Тhв Гогmшlа (сошрIеtе соmрDý!tiоп) оГthе dosage Гогm should Ье given оп the ccrtjficate ог Ье аррепссd.

4. Details ofquaпtilativc composltion аrе рге]'епеd, but thеirрrочisiоп is subjcct to lhe аgIеетпепt oflhe 1lrоduсt licence hоld,еr

5. Whеп applicable, :lррелd dctails of zлу rеsltгiсtiоп alrplied to Ье Mle, distrihution оr sdminislrвlion ol the ргоduсt that is specified
in the product lioerrce

6 Scction 2А апd 2В аrе пчtчаllу exclusivе

7 Indicatc, rvhcn applicablc, ifthe licerrce is provisional, оr the ргоduсt has поt yet Ьееп approred.

Е_ Specifl, whеl,hог 1Ьо регsоп гоsропsittlе for рlасiлg the ргоduсt on the пlilkеt:

а) МдrчГасtчrсs thс dosagc fогп;
Ь) Packagesl алd / оr labels а tlosagc fогпl шапчlЪсlчrеd Ь},ап iпdерспdепt соmралу. оr
с) ls i;rvolyed in попе of the above,

9. Тhе iпГоrmаtiоп сfrп Ь0 providcd опJу witlr the сопstlпt оf the ргкIrrсt liccnce holder ол, iп the case оliпоп-гсgistегеd рrоduсВ. lhе
аррliсалt, non-corn,plelion оГ lhe seclion inllicatcs that ttrc раф, сOпсеmеd hа*s поt аgгссd 1о Incluslon rrf this iпfогmаtiоп
ItshouldbcnotcdШatinformatroпci)ncern.iпgthesiteofpгoduct],onispaflofthepг(}dцctllcence Ift}repToductionsileis; сhапgсd.
the licence must Ье updated ог il js nrr lопg,эг valid.

l0 Thrs гсfеп to thе <locuments, рrераrеd Ьl,sоmе natiotral геgulаtсry auth(rrilies, thаt sutrltnarizюs the tесhпiсаl basis c,n which tho
product lras Ьееп licensed_

l l This геfев lo producl iпfогmаtiоп пррпrчёd tt1, l:he соmреtепt паtiопаl геgulаtоry аuthоriqч, sttch as а Summaqt Рrоduсl
Сhагасtегistiсs (SPC)

l2. Iп this сirýчmstалOе, реrmissiоп fог issuiлg the certit-icats is гcquiTed frоm the product.licellc€ ho]dllr This per.missioп hаs to Ьс

provided to the autlboriф Ьу thе applicant.

I 3. P]ease indicale the геаsоп lhа1 the ар])liсап[ ha-s provided l'or not rеquеsliпg гсgistrаtiоп,

а) 1-1re product lras Ьеел developed exL-lusivcly Гоr tho tтедtmеlrt of lhе eoпditions раrtrсчlаrlу tTr:lpical diseases - not endemic iп
thc сочпtг_ч of ехроr1;

Ь) Тhе ргоduсt hш Ьеел rеfоппulаiеd rTilh а vicry 1о improving its stabiliф чпdег tropical сOлditiолli;
с) Thc ргоdчсt tras Ьееп гсГtrrmчlпtеd trr exclude excipiený not approved Гоr use iп рhаппirссчltr;аl ргоdчсt in lire <:ounrry оf

iпlроrt;
d) 1'he ргоdчсt has Ьееп геfогmчlаlсd lo meet а diiЬrent rпахifilum dosage |imit ftlг ал active iпgгеdiепt.
с) Апу оlhеr rещioп, ple&ýe sресiф,.

l4. Not applicable пlеапs that the manufacture is tаkiпg рlасs iл а country othег 1hал йаt issuiTrg thc ргоllчсt ceTlificate mtd inspectlorr
is conducted чпdеr the aegis of йе counlýl of mапчГасtчrе.

l5. ТhеrеqчjгелепtfолGооdргасtiсе[л,thспrапчlЪсtчгэапdquаliц,сопtrоlоfdгчgsrс:fепеdtоilгlhес(:гtifiсаtсаrсthоsеiпсludеdiп
thе lhirty second гФроfi of the Ехрсr! Corrmiltce ол Specificatio:пs fоr Рhалmасеulilrаl РгерагЁltiоп, !/НО Тесhпiсаl Rерогt Sегiе.:

No. 823,1992 Аппвх l, Recommendatjotr.spccifically applicable to biological pгodrrcts have hееп tЪrmцlаrеd Ьу *rc WIiO Ехрсгt
Соmmitlее оп Biological Stалdаrdiаrtiол (W}IO Technical Repolt Sсriеs No. 8211992 Алпсх l )-

lб This sеclion is to Ьiэ comp}eted r:rhсп thc product- [iс:псе hоldеr rэr appircant сOпfOппs to ýtаlчý (Ь) апd ( с) as dcscгibed iп the поts

8 аЬоче, It ls of ршliсчlsr imрогtапсе whсп fогсtр сопlгасlогý ме involved iп the mалuГасtllге of lhе ргоdчсt, iп t}rese

circumstallces lhс applicant should supply the сепiF7iпg аuthогilry ,,vith iпfогmаtiопL lo idcntlfy thc сопйасtiпg раrliеs геsропsiЬIс

t'ог each stage оf пlапчfасluге of thc, frnishcd doMgrэ Гоrm, дпd the extent and паtlLre of апу сопtгоls exercisc очсr cach оf thesD

pcftieS
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дNNЕхI(RЕ- II

No. of Certificate : DD/793л5дl20r:0-1.2|I1-t Yalid uр to:04/0l/2022

Nаmе of the Produch СhlогаmЬчсil Tablret ВР 2 пlg

Lisl оГ countries / Instltution tо wh jch the above рrоdчсt rvill Ье Ехрогtесt i Locally sшpplied.

Addrcss оf сеЛiфiоg authorily:

Djrесlоr llttdical sпd Неrllh ýen,iccs,
DrчЕý Liсепýiлg АчthФritу,
Adгjiniýtrяlion of Dапrqп дпd Diu.
DAьиN - 39б 220,

Теlерhопе NrrпlЬеrl (0И0) 22J0470
Fлr NшmЬег: (0260) 22]0570

NBnre of |hе вшlhоrizеd к."l5}#пýrbBflý,rнc дl

SignBlurc:

Stamp вLпd drte:

1 5 JUN 202t]

з{ттфЁтt+fl уfiIfiф
Dя UGS cor,j lR()L DE Ё+{тlЁ

фтfrftйчfqцп
UT оF DAHAH & гJlU, D

Fч яtп Tctl чц цtr. !пq

lл 44 l7l sourh korea2 АlЬалiа 45 Сyрrчs 8ý,шq 129 lvl(J ДIgеriа 4б Czech Reпublic Е7 lrelan, l4 Апg,оlа 47 Сzесhоslо,чдk ВЕ Islael Ii dml
4Е Donocraticl RерчЫiс

of Соп sо э l7б Sя,а:i7 дJUDа ,.1,f.,,trлm_тХ 9l Jшпаrсд { 1{*]lether|andE
J.g*D.дф]{l 92 ,|аlяп l35. },lew Zеаlалd l78

;*4lrqE$.*,* 5l Dоrпiпiсц 9,] J,lldBn
l0 Azcrbaiiш згйffi;Ёйý;iiffi* 9,{ Каzдkhпал
l I Ba}rarnдs 53 Ecuar l5 кспуа l 8l . Talwanl2 Вйrаiп 54 Ee}Tt 96 Кlпgdоm оf'Топsа кl3 Baltic 55 EI Sа!чаdоr 9'7 КiгiЬвli
lrl Вдпе|аdе5h 56 Еошаlоriаl Guiпслr 8 Korca t{
l5 Barbados 57. ЕriЕев 99 Korea RерчЬhс of l42 F'дkistал l85, Tobago
lб Веlцлs ý8_ Estonir l00 Коsоча 14] P'alau __r_- ffi*l7 Веlsiчm 59 Ethjooia l0l Кuwдit

i##trffi*H-lil8 ВоIiи ýQ Europeм (]ornmuntty 02к
19 Benin бl tji|i l0З Laos iаfiЁýЁffiffi,
20 62 Fiпlалd l(И Latvia ;fitr:ýrр*; qý0, ъ;

l(|5 LеЬалоп .fllirлr"fi*а, .1,&Ё;!' l91zTsiBm,
9Lь-ед *_ j I(tб Lesotho ltрfuщ l92 -lлАЕ

;; Ёа;г"- -,- -* 
1,'-"-.jY-

J,\ Вгчпеl i'Jb 
Ёir**ii'" 

- --"*Т
--.-J

27 Вuгkirtа Fаsо l

б5 Gamtaa
*6дýuаФцсlа*
67 Gеоrеiд
бЕ сегmаr Dетосгаtiс

RерuЫiс2

, l07 Libeпa
,".лLq*LrpJa""_ ""lC9 LiЪуал AIab

_ JamahiriЕ
l l0 Licchtenstein

imffi#i l93 Ue.чSl
l9{ L|kтш'пе
lЦi.,Ьшrr ,,Е;uуяа
П _'il,ц',лlцitt E"rrt*rt ;

28 Burundi 69 Осrmшrу Fc:dcTBl

RсрuЫiс оf'
l Il. Lioc

29 Blelorшssia l l2 Lirhuaпia l56. Rой*lU} ллiiпI at{iSз0 Саmhtхiiа 70 3
_з l Саmсrооп 1l 'l |4, Масач

щ.gJJlц 

-l__a-lF.n 
чtцЕuЕY

lýl Rwяпrlд } rrt.t т lt л
32 Салаdа l 15. MadBeaýи, 59. Saudl ДrаЬiа 1 20l Uz_beki.strn

ýрдч}lк 74_ Guinea
ll_ýэtлýз-Едuаt qrra l _
76. Gччапа
?? Hairi

ý l6" Malarvi

_l_|l ]ll!.d_qas]a_*

l 60_ Senegsl ]

lбl SеrЬiавлd i}чtопtепеgrrr i

162, S,evchelles .i

202 Vалчаtч
203, Vелеzuе[а
204 Viеьш
205, Wesl Inl{ies

З5. Chile
_Зб Cbina

-"!Jg,Md_Elyg:*
"1-11,kt_eli
!20 lr{aJtr liý1 Sitтa Т

37 Сшt lslaTrds 78 Но |2l, MaTshall Is]mrds
,._iiii{ ]:rrýirl|;;Б., }..,rl!Ф,.,,,

l &4 S inpaнlre
l6ý slпчяkiя

207. Yеmеп
Е, CoJornbia 79 |2? Мачгiилiа

]9 Columbia 80 ý2] Mauritius l бt5 s lnvania
40 Сопgо 8l t2l Mexico l67. Sr:llomon lslmlds 2l0 7апrЬiэ4l Cos(a Rlca 82 Iceland 125 Моldочд l бЕ srэmalia 2ll Zimbablvc

t26. Monaco I
IlJ Lloall0 l jl ]пdgпýýlа .", l?|iдsпдp!ig* l70
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|сЕRтIFIслтЕ ()F рнлRlýLцсЕUгIслL PRoDlUcTýl
This сеrlifiсдat солfоrms to thr rorrnlt rtсоmrшепdсd Ьу the }VorItl lleBllh 0rgqпizдt оп

No оГСепifiсаtс; DDЛ9{/4.1С'2020-t-2l1_1

Exprting (Сепi fo iлg) СоUпtц/

lmроrtiпg (Requesting) Counly
l Name srrd dmagc tЪm оf Ploducl

l l Active iпзrеdiепt(s)'| алd amounl(s) рr ttn( dolie)

Vrlid Up lo:04Д12022

: Indir

: Дý рtr У\ппеrчге_1

: Су,lrпЬiпс lпjкliоп ВР l000mУl0 ml

: CoTrrposilion:
Erch ml tопlдiп8;

СуlаrrЬiпа ВР ,...,.....,..... ..l{Юmg

Fоr complcte qua[itative composilion including excipients, see ottacbedJ .{ппtrurt _ I

l 2 Is this producl liccnscd to Ье plactd оп tJLe marligl fог цsе ilr Шrc ехрrtiпg спuпtгу')J : Ytз
l з ls rhis ргоdчсt actlall} оп lhе пarliet in thс схр,эrtiпд сочпl,ry ? : Yts

]flhe ansrltт to l 2 is yes, соп(iлче r+,iй section.2 А дпd o(rril sectjon 2 В

If 1hе алslver to t 2 is по, Фmil seclion 2 ,д алd tюпllпче section 2 У

2А I NчпrЬегоfргоdчсlljсепсс' anddsleofilisuc

? л2 Рrоdчс1 Licence holdlerQ.IaTrre & лddлсss)

2 А З Status of producl ticence holder t

2 А 3 l Гоr cэtcgories Ь алd с йе паmе алd дddтэs ofthc пrапtlГасfurеr рlоdчсiлg lhe
dosage lогrп (s9

2 А 4 Is а sчпrmаq, basis fcrr approval аррспdе|r?io

2.А,5 Is rhe atliched, officiBJly approved pKdu ot infolmalion соп|рlеtе аnd сопsопалt
with йе liccnce?lI

2,д б дррliсалt Гоr се(iГrсаtе, iГdll[етепt fiom tiсепоэ hоldеr (паrпе апd addrets)l?

2 I],I Applicant Гот сеrtifiслtе (Nалlс & Аddгgs,s)

2Вi Slаfusс,fаррliсалl

2 В 2 l Fог calegories (Ь) влd (ci the паmе алd address r:Гthе тпапчfасtчrеrрrоdrrсiпg йс
dosagc Гоrm is: 9

2 В з Why is mаrkеtiлg ачthогizаliоп |acking?

2В4 Reлrark|]

DD/?94 Dstcd 0lilOtД0l9

Вruсk Рhагrпr I\l. Lfd
ýuпl;у ]l9, l88/l| to 6, lll9/l, lЮД to .l,

Ali}'awld, Datrhtl, Dеm rп - 3962l0

l

ýф
ý,l}t

l

Notl,

NA'
Nл

Nд

YK

*п{Фптf*агffпfiС'
DFt L,GS co}г|Rol пЕ рлRтнЕlfт

*пlЬlftчrт
tJTФ Dдrлл & DlU, Dл}лн

Tt 
'ill 

!т,t ч,l +r. rtl!

зl
32

з]

}oes Ше сfiiфiпg tuЦоlirу sIгапgе fоr periodir: inspeclion оГOrе mллufаспrriпg plant iп whic]r tiе dosage
fопп is рюdчоеd? fues/no/not Фplicфle)lr
lfNot or Not applica.trle procccd to qче$ti9п 4

Periodioiry* of гочtiпе inspeclion (yеtrs) : \Ъвrlч
Has йе палuЬсtчrс оf йis rурс o[dosag. fогm Ьееп inspe(led ? : Ycs
ь thс Iacilitjcs шd ореrаliоп оопfiгm to Gмр еs rесолlпrслdсd Ьу wог|rl Heatlh : yes
Отgалizаtiоп ?IJ

Docs thct jпгогmаtiоп submitr€d Ьу t}rc аррliсалt salisry (hе t:eпiýing эuйогitу on : ycs
all шресý of lhе mалulасtчге of !hе plodrlcl ?lб

lГNо, ехрlаiп : Nol дррliсоЫе

Address of ссгtiýiпg ачйоritу
Dгug Licensing АчthоriФ,
Аdmiпistдtiоп oI Dаmап & Dio, Drugs Соп(l.о1 Depl..
Рrimrry Hcrlth Сеп[сr, Dtmап (UT) - J9б 220.
Tclcplront No. : fi)9l - 0260 - 22fi470
Frх п*о. : 009l * 02бо - 2230ý70

ýt*rк rrf *нthыriж.t oъti&t}fuý*r&ш дuтl+з*rп

Signrtmre
Strmp lпd Dnte

1 5 JUN 2020
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Ехрlапаtоrу поlеs:

l. This certjficates 'which is in lhe fопlrа| гесоmшепdеd Ьу WHO, cstabhshes ths ýtаtцs оГ thв рhалпассuliсаl рrodшсr arld of tho
aрPllcaлt for thc ссПifiсаtс iп thc ехргtiпg сочпlry. It is tоr а single ргоduсt олlу sincc папчГасtuгilrg a;Tangemcnls апd approved
iпfоrmаtiоп Гоr diflеrепt dosage lЬгm and differenl l;lrепвlhs сап чаг),

2, USe, rчhелечег pcrssiblo, iпtегпаtiопа[ Nолрrоргiеtаrу Narnes (IlrtNs) оr паtlопаl поrрrорrlеtаг/ паmсl;

З, 'Пtе I'ormula (corTrplele composition) оГthе doмge IЬгm should lre given оп йс certjt']cate ол Ье apper,ded.

4. Details of quanlllвtiye composilion аrе ргrэГепеd, but lhеir provi:;ion is sub.icct 1о rhtl аgrееmепt оГlhе product lrcence ho]der

5, Whсп арр[rсаЫе, appcrrd dclails of апу restгiction applicd to фt: sale, distribulioп сlг administration tlf lhe ргоdчсt that is specifiecJ
iп the product lacence

6. Sеоllоп 2А rrnd 2.]] агс mutually ex(lusive

1. IndiCate, rvhert аррliсаЫс, lf tho Iicc:nce is provisional, оr the producl bas поt yet Ьеt:п approved,

8. Specify rvhether lhе револ lesponý-ible for placing the ргоduсt оп thе InaIket:

а) Irtlanufacfures tho doмgc ]lЪгml
Ь) Package:s апd / ог labels а dosage form mапulhсtчгсd Ьу arr independenL с(}mрапу, ог
с) Is invol,yed iп поле of the аЬоче

9. The iпfоrmаtiоп см Ьý рючidеd опIу with the cont;ent оf lhe ргоduсt [iсепсс holdr:r оr, iп thrэ сще ()f поп-rсgislеrеd ploducls, the
аррllсапЦ пол-соlпрlеllоп oflhesec;lion irrdicates lhat thoparty сопсеmеd hasnotaцeed to iпсlusiоп o[ihis iпГогmаtiоп.
It shou|d Ье noted that iпfогпаtiоп {)опсеIп jng the site оГ production is part of thc ргоdчсt li(rnce, lГ Lhe рrоduсtrоп sjte ls сhалgе{
the liселсе must Ье updated ог it js llo lопg.еr valid.

l0, This rеfеrs to the dосumепts, рrерагеd b;,,sotrre tralioпal rеgulа,tоry authOгities, й:l1 suпrmаrizяs tht; tсоhпiсаI basis оп rтhiclr thc
рrоduсt has Ьссп llcenscd.

1l Тhjs геfсгs to prodrrcl iпtЪгпrаtiоlr appro\/cd Ьу thе соmреtепt national rеgчl:лtогу ачthогitу, l;uclr as а Sr:пtтпа;а, Procluct
Сhатаоtегi stics (ý)РС)

12, Iп thts сirсчmstшсЁ, рсгп]issiоп fоr iSsuing йе cerlificate is леquiгеd fгопr the pTtfiuct-licence hоlсlег. This рOгmissiоп has to Ье
provided 1о the authoriý Ьу the арр licart,

1_1. Plcasc indicatc thtl гсаsоп rhat thе applicarlt ha_s ргоr,idеd for not rоqшеstiпg теgistгаtiоп.

а) Тhе рrоduсt hа_s Ьееп developc:d exclusivcly fcrr tho tгеаtmrэпl of tho condilioлs particulaгlylrollical diseases. поt rлdсlпiс iп
the соUпtr.ч оГ ехрtlrt;

Ь) 'I'he 
ргоduсt lras Ьесп rсГогmulаlеd lylth а l,iew to improving ;tS ýlabiliry uпdеr rrорlсаl ccrntJitirrг,s;

с) The product has Ьсол rсfогmчlаtеd to exe]ude excipients поt appTovcd fог use iп рhагmасеutlсаl ргоdчсt in tbe соrtпtrу cif
imptrrt;

d) '[Ъе 
ргоduсt lras Ьссп rеГогmчlаlеd tc, meФt а di[Гегепt mа-хimum dosagc limrt fог ап aclivo ingTe,Jient.

с) Ап},оthеr rеаsол, pleasg spoci{y.

Not applicable mеапs that the mапцfасturrз is taking place in а соцпtгу оthег than lhat issuing йе pгcduct cсrli'icatс алd inspection
is colrducted uпdег the aegis ofthe сочпt4/ оfmалrчjЪсtчrе

ТЪе геqчirеmепt fior Good ргасtiсе in the mшufасrчге алd quality confiol of druдs rеfеггеd to iп the сеЁifiсвtе аrе йose includerj iп
the 1hirtу sccond тероr! of rhc Ехреr1 Соrпmittсе orL Speciticatitlлs fоr Рhагmасеut|саl PrepaJation,'фHO Тесhпiсаl Report Sегiеs
N0.82},l992 Аппех l, Rесоmmеп,lаtiоп spcrfically аррliсаЬlrэ to biological рrоduсъ have Ьсеп fсrгmчlаtеd Ьу thc WHO Ехрсгt
Соmлrittсс on Biologrcal Starrdardization (WHO Te,ohnical Rероп Sегiеs No_ 822,1992 Длпех 1 ).

Tltis section is to Ье completed whctr thc рrгоdчсl- Iir;спсt holdor ar аррliсалt confolms to sвtuý (Ь) апd ( с) ш doscrrbed iп thc лоrе
8 above h is of раПiсulаr imроrtалсе whсп foroign conпal;lols ше involved in thе mапчfасlчrе of lhe рrоdчсt lп 1hcsc
сiгсumstапссs thc аррlrсалrt should suppl;; thc сепi,Гуiпg authoгiry,rlit}r iпГогmаliоп t0 idсntiý, thе r;опfгасtiпg parties геsропsiЬ[е
lЬл each Stage 0f mапuГасtuге of the finis;hcd dоsадlе fогпl, алd thý фхtепt алd паturс of апу conbcls exercise очег сасh of thcsc
partie.s.

l4

l5,

lб

Page 1 оГ3
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No. of Сепifiсаtе : DDл94l44CД0:lъ1-2:l1-I

Nапе of the Produc(l СуtаrаЬiпе Iniectio,n ВР 10tl0mg/l0 ml

List Оt сОuпtriеs / lnstitrltion to which thе дЬочс pr:odtrct wilI Ье Exported / Lrrcally supplied.

Vаlid up ta:04l01l20Z2

2. АlЬшtiа

l*lgкfl. l7] Sri Lattka
4Ап l74 Sudan
5А

l76 Swazilaпd
l77 S,*cdcn

AuslIЁlia

l2 Bahrain
lЗ Baltic l8З Тап2апiа
.t.1 [84 Тhдrtалd

]5 Barbados l85 Tobago

Togo

i

j

l

Srlvicl

Il"Е:тч"ьJ***-
дrаь Епriтаtеs

iлi,ted Stales

_2.Pl.V"e.,;tg1l1el"q,. ... _,

-?t14.-Ytý.шап*- -----*.
.2qi5..,}\1eý! ]Qd ie !
206 WoTld
207 Yеrлеп

l67 jiolomon Islands
82 Iceland ZimMbwe

1,26 Мопасо l69, !iоmаtilалd
i ]70 liouth AJiica

Addrcss of certi$.iog auйority:

Dire(tor lrlгdiсдl дпd IIcalth Sсгчiсеs,
Dгugs Liсспsiпg Ачthогitу,
rldmiпistrдtiоп of Dаmап rпd Diu.
DдмАN _ з96 220.

Теlерhопе NчrпЬеr: (0260} 223О470
Fдх NчmЬсr; (0260) 2ВБ70

Nдmt о[ lhc дчthi)rizеd [trюп: Dr, V, К DA S

Signaturcl

ýlяпр rnd drte:

жUGs LlcEt{S,[.JG дUтttоfiJтY
{тйнr$iтуrffЕ.fi

oRUGs cc,N 1зО t DЕR\RтtlЕ Н
.Jtтс*л ftсrrл ftчт

UT oF DдriA|i i} DlU Dлrлн
Tll тiт тпrt ,р frr, zпч

] 5 JLlN 20,10

57. Егilrеа ] 99 Коr.о Reprlblic of
58. Ечlопir . lф Kosova l l1_1 )r.luu

t42 ]]ajtistan

6_6. фа!9!ц4j __ "

68 Gоrпrал D:mоспtiс
Reoubllcl

69 Оеrmалу t|еdеrаl

l9з'U**€
[94. Ukrainr:
l'Jfi})nrcrn

}," l;l(lý'!

_[ _!ý9 ]}аUdi4rа_Ьдq _j В60 lýелеsаt
7 l\telaYsla_ ] lбl :jёTbia шd
8 Maldlves ; lиопlепеsло

l 19 b{ati l 162 ijeYche]les
t+ lц(ш{{!{l i!мл\йrsi

ius Ё 166 l]lочепiа i 2ф Zai.e

Page l оГl



CERT'JFIC.{TE оF PIЬR}IJiCEUTICдL PRODUCTýj
Тhiý cerlilics(a сопlоrrпý to thc fbtmrt rеоmrmспdеd Ьу thc lYorl,d Htrtth Оцлпizаliоп

No оГСегtifiсаtс: DDЛ94Д7Oх020.1-2I 1-I

Ехрrtiпg (СеЛiфiпg) СочпПу

iгпроп i пg (Requeýting) Сочпtrу

l Nаmе aпd dosage fс,пп оf Рrоdшсt

l,I Active iлgrеdiсп|(s)I алd аmоuпl(s) pr rlntt dosc]

Vдlid UP to: н/OIл022

: lndir

; А$ рсr /lпп€хшгt-2

; DохоrцЬiсiп Hydrochloridt IпiЁсtiоп USP l0лrg/5 mt

l Соmролiliоп:
Each m]t солИiпs;
Doxorubicin hydrochlcridc ]USP ...,...,...,...._. _...,.-,,,,,,2rn g
Sodium Сhlогidс USP .,.,.,...... ,...........9 ,g
}Yrtег fог lпjес|iол USP,,,..,......,.. ....,...q.ý

l Ytз

: Yсs

DDЛ9{ Drltd 16Д8/101.9

Вruсk Рhrгmш Pvt t,td.

ýurvey No. lt8/l lo 6, 1 E9/l. 19фД to 4,

Afiylrrurd, Drbhtl, Drrпrп - 396210

For complete qualitartive солlрsitiоп iпt:luding excipicný, see attаcbedJ_ Атпеtчrс - I
l2 Is this ploduct ]iссп:rcd lo Ье ptaced оп tlrc market Ьг use iп йе ехргliпlз, oountry?j

l ,3 ls tltis рrоduсt acma]tly on lhе пlэrkФ iл i.lre ехрогtiпg сочпtrу ?

If thc аJrsutr to I _2 is yes, сопliлче wiй sectioп 2 А олd оmir scctjon 2 !l
Jf the алswcr to 1 2 is по, опrit seclion 2 д апd сопliпче Ser;tion 2 Вб

2_А l Number ofprotluct liсепсе] злd dalo ofiýsue

2 А 2 Ргоdчсt Liсспсс hоltlег (Nапlс & Addrcss)

2 Ь.3 Slatus of pmducl liсепсе holder'

2 А 3 l Fоr сllеgогiеý Ь апd с Ье паmс апd аddrэss of lhе mапшfасturеr рюdчсiгrg йе
dosage Гоrm is9

2.А-4 Is а summагу basis for approval appenderl?t0

2 А 5 Iý йс Екясhсd, oIIicioJI1, approved product iпГоlтпаliоп юпlрlеtе алrl сOп.опmt
with йс licgnce? l'

2. А б Applicant for ccrtificate, if dilЁrelrt frоm liсепсе hоldеr (паrпс алd addTes)l]

2 В I Applicдltt fоr с.гlifiýаtе (Nвrпе & Addrcsrs)

2В2 StaПs оГаррliсаrl

ZB2 I Fот SJtcgories (Щ and (с) йс папс алd &ld]ess эf lbe mалчfасtчrеr prodLrcing Ье
dоsчig,fогm is.9

2,В З Why is Tnarketing auйofization lacking?

2.L 4 Remark |J

:а

,ý

зl
з.2

зз

4

Does t}rc сеrtifuiпg аrrthогirУ аГГаПgе fоr pBriodi; iпsресtiоП оf йе mалчlitсtчппg рlвл1
fогrп is pmdLrccd? ýс#поlпоt applicable)|.

IfNot огNоt applicallle рrоссЁd to TrcstiOn 4

Регiоdiсiý of routine iпsрсtiоп (уеars) ;

нш йе mалчгасtчrе rrf йis фре of dоsвg,э fom Ьсеп iпsрt;tеd ? l
Do the fдсilitiеs_апd орrаtiоп сопfiгrп lo GмР :s гесопtmеrпdеrl Ьу t#оrlrj Healt}r :
Оlgапizяtiоп ?tJ

Docs the iлfогmа.tiоП subnrit|cd Ьу t}re appllcant salisry the сеrliГуiпg authority ол
а|l aspcB 0r the папurOсшIе оf Фе product ?lб

lf No, ехрIаiп

AddTess of certifolng Buthority
Drug Llсtлзiпg Aцthority,
Аdmiпislrдtiоп оf D*mеп & Dirr, Drшgr ConhTl Dep!
Рriпrry Health Сео{tr, Drmдп (LП) -,lИ 220.
Ttltphone No. l fi}9l - 0260 * 223О470
Frr No, : {X}9]l - 026{t - 2ЖБ70

: Ycs

: Not АррliсаЬIt

Nrmt of Ацthоrizлd Реrsоtп: Dr V К DAý

DRUGS LEEN S|NC, AUTHORITY
dtqФтг{frтffiт

,, л, . 
жlES coN fпoL t)ЕD\RтмЕкт

дU/U ýtчql ft,Ь гdqп
U'г оF DАfлN е с,ru. мнАн, _.-

rrq у}т gqq q{ atq. Tпl

iп ъчhiсlh tле docagc

Ycrrly

Ycs

Yёý

Yes

ýigпrlurс
Strшр rnd Drtс

1 5 JIJN
I'аgе l оfJ

lч,

l}i'ýiЁ
ф"+]' ,""|{i.;,. 'л.Ъ

h,llt lrtiдмвььБ# jT

rW



Ехрlяппtогу лоtеs:

l, Тhis certiJicatеs rvhich is iп the fo,rmat гесФшmспdеd Ьу wH0, eslablishes lho slatuý огthе phamraccutical product irnd огlhс
аррlrсвлt Гоr thе c,ertificale iп thееllрогtiпigсочпlгу. It is Гог а singlepгoduct опlу siпсепrапufасtчгiпg аггалgеЙепЬ алd approveri
iпгогmаtiол fог diffегепt dosage fопт arrd different strспвhs can uary,

2 Use, rvhепеvФ po,ssibte, jпtегпаtiолаl Nопрrоргiеlагr Nаrпсs (INNs) оr national лоtrргоргiсlаrу поmеs

3. Tho fоrmчlа (complete соmроsitiол') of thi: d65ngg ftlrпr sbould Ьс given on фе сегtiГrсаtе ог Ьс appen,led

4 Details oгquaпtiиtive composition rrге рлеfепеd, bul thеir provision is subject to the agreetrrent оf ttro ploducI licence hоlrlег

5 Whсп вррliсаЫе, appcnd details оf алу геstriсtiоп appliedto йе salв, distrlbution ог admiлistration olthe рtоduсt thar isl spccified
in lhe product licoTce

6. Seotion 2А апd 2В але rnutuall},exc.lusive.

7 Indicale, lvhеп apprlicable, ifthe licelrce is рлочisiопаl, ог the pro<tuct has поt 1,et Ьееп арргочеd,

Е, Spccily rчhеlhег the рогýоп rеýролsiЬlе f'оr рlасiлg the ргоdчсt опL 1fte mдтkеt:

а) fuIалчfасtчrеs the doмge fi)rm,
ь) package:i апd / ог |abols а rlosage fогm mшrutасturеd Ьзl ап iпdерепdспt соmрапу. оrс) ls involved iп попе oithe above.

9, The iпfогmаtiоп ctm Ьс providcd опlу tvitll tbe сопýелt ofthe ргоdчсt lrcence ttoJder 0r, in lhe сssе 0::noл-registered ргt,dчсLý, 1he
аррliсалt, пOп-сопlрlеtioп of the secl,ion indicates that the рму crrncemed has поt ад;гсеd to iпсlцsiоп ,lf t}ris iпгогmаtiоп,
It should Ьо notcd lhat iпfоrmвtiоп сопсепtiлg the site оfргоtJuсtlоп is рsП of the ргоduсt liccnce If tlre рrоdчсtiоп site irl сhалgеd,
the liccTce must Ьс, uфаtеd оr it is п,э lопgеr valid_

l0. Thls геfев to йе <lосumелts, prcpшed Ьу some national гсgulstory aulhoгities, йаL sцmпrаrlzеs the rесhпiсаl basis оп whir,:h йg
ргоduсt has Ьееп licensed.

lI. This геfеп to ргсrduсt iпfогmаtiоп аррrФуеd Ьу йе соmреtепt lralior}al гсgчlаLоrу ачthогiц stlch a_s а sumгпаг,,рrоduсt
Сhаrщtегistlсs (SPC)

12 In thjs сrгсuпlstалсс, регmissiоп for.issuing the certificatc is rеqшiгеd tiom the prollucl,Iicence holdtlr, Ъis регmissiоп has to Ье
provided to the аuthогiý,Ьу the applicant,

1] РJсще indicцte the геаýоп that the applicanl- has provi,Jed for nol пequesting гсgistrаli,эп

а) 11re pгoduct has Ьееп developecl excltrsivcly fог the treatmýnt of the conditions рагtiсutшlу tropical disсцsсs - not епdеmiс iп
1hс corrnty оГсхроrt;

ь) The рrоduсt h:ц Ьееп rеfогmulаlсd willr а vior+, t,э imрrочiлg ils ýtabiliry uпdсг tгорiсаI condiLions;с) Thc ргоduсt has Ьссп rеfоrmulаtеd to exclude ,ехсiрiепь поt аррrочБd fоr чs,s iп рhагmассчtiсаJ рrоduсl iп the c.ountry of
import;

d) The product h:B Ьееп геfогmulаtеd 1о ]neet а difl'елелt mахiп,um dosagc linrit 1Ьr ал actil,e irrgredicnt.
с) Алу other rýаsол, please specily.

Not аррliсаЫс mears that 1ho msпufilсlurс is ta}ing prlace iп а соrцпtry оlhеr йал that issuing йс ргоduсt сtэгtifiсаtе апd inspection
is conducted чпdсr the aegis of lhe соuпtry_оf mапчfа,оtчrе,

The requtrement'fol oood practicЁ irl the rпаrrчfасtчге шld quýlity соп,lгоl of drugs rсfсrrеd to iл йе се (ificatc це lhose includecl iп
the thiф sЪсопd rероrt of thе Ехрсгt Соmrпiftее оп iJpecificatioгrs fог РhаrmасЪчtiсаl Ргерагаtiоп, WНО Тесhпiсаl Rерогt Sегiеs
No- 823,1992 Дщп'ех l. Rесоmmслdrltiоп s,pecificall;,applrcaЫe to biological ргоrluсý hачс Ьеоп fогпulаtсd Ьу rhe rYi{O Expert
Соmmiпее Ьл Biological StandaJdizat,on (\МНо Tcc}rnical Rероrr Serjcs No. Biz, t sяZ Длпех 1 ).

Thls section jý to Ье comp|eted whсп the pr,Oduct- licence hоldеr оr applicant сопfоглrs to ýtatus ф) шr<J ( с) as dеsсгiьеd iп thc лоtс
8. above It is of раrtiоu)ал impoпirnce lvhen fbreip сOпtгасtOБ are involved jrl thc mапчfасtuге of thc product Iп fiese
сirсurпýtsлсеs the applicaпt should supply the ceTtifying аulhогiгу wirh iпlЬrmаtiоп l0 identily ttre ccrnfрcling pдies rt:sporrsiЫe
fоr each stagc оf mшrчfаоturе of the fiлiýhеd dosagc fогm, апd the ехtепt алd пагuгс of алу controlý ехегсisс очOг едсh о[ these
parties,

l4,

l6"

'J)agc 
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дNл,ЕхаIlЕ- il

No. of Сегtifiсаtе : DD/791l37ct2020,.|-2tl-| Valid

Nапrе of thе Ргоdчсt: Doxorubicin Hl,drochloride Jrrjection [iSP l0ng/5 ml

List oIcounlries / Institution to wbich the аЬоче ргоduсt rvill Ье Ехроrtеd / Loeally supplicd.

up to: 04/0l /2022

Аddгеss of cellrfytпg аuthогrtу:

Direlor п{edicrl sпd Health Services,
Drugs Lictnsing AulhФrib,
АdDiпlýtгдtiоп of Dаmдп 0nd DiB.
DA]\lAN - зж 220.

ТtJtрhопе NumЬеr: (02Ы}) 22]0470
}'ах NumЬсr: (0260) 22]05?0

х Ёilr! il]r .] K i * t hl)riit{ чнý**ýъЁЁf1 ý. fu дu тчовm

Sign:rlu ге:

Stаrпр arnd datc:

g{Kr Бтtйа Ysб.rt
cfi UGS co}.lfRoL о€ PARTM€ HI

fRdT f{t,n{ ftlтп
Uт оF Dлtлн s DlU, олfit.i

Rч у*п п,с, qu tЪ, тп

i 5 JUN ?0?0

|)аqс 1 оГ l

l Аlдhапistап .{.l СuЬа 85 lгап ý28 Mrirocco l? l soulh kolea
2 А]Ьапiа 4_5 с 8б lrа0 i29 lvlrrzam l12 Sparn

Аlвегiа 46 Сzссh l rcland l l 7З Srt Lanka
4 Апсо]а 47 CzcchoslovakiaI lsrrcl lз l I74 Sudm
5 Аrееп(iпа 4Е Dеmосrаtiс tiерuЫlс

о i Сопgо
i talv Ne t75 Suriпmrе
lvory Coa_st ý76. Sц,аzilmd

"7*l.Чu-hg***
49 ГХппtшk Jшпаiса l l7-1

Е,4ustгаllа 50 Diiboцti Jарал 5 Ncrv Zеа|а_пd l78. Srvruerlaпd

n. g]чlJIJg__:, :,-;-::-
i] l0 АzеrЬаiiал

,ll._Ддшiшqq
52 Dэminlcаlt I!сацЬ!jс

93 Jотdап

94 каJаkhstал
lQ,"мкI9дg*--
37. Nrger

ý79 Sуriд__.".*,,..
ý80 ТаdzhikЬlал

l 5З Есuаdог 95 Кспуа а i8l Таlwап
Ва,ttгаlп 54 Еg},рц _?_ý. Ki цgd*q!ц,аЦГо п ga Korea ,,t.82 Тцiiklslал
I}altic 55 El Salvadol 97 Klr:ba(i 0 l8з Тшlzалiа

4 Bmsladesh 56 Eorrarorial Сuiлеа 98 Korea 4l отпал IM Тhаilдлd

5 Bмbados 57. Еritгсн 99 К()rса Repubtic оГ 2 Pakiýtarr 1Е5 Tobago

6. Веlаrus 58. Еsrопir :l0() KoSoYa J Раlаu l86 l'ogo

7 Веlеluгп -ý9 Ethiojria ,l0l к 44 Рапаrпа *l-ЦZ_]gдз-__
Bcllze б0 Еurареm С(|mпruпiФ iOji Куrячzсtш 'врuа NецJri!!ТЕF_ TiEJ'rinidBd

9 Вел бl F l 0:i 1týЕ lffit0 Впuвп 62 Frпlалd l0цl Latvra 4i РеrцУ,!ýJ'
Bolivja 63 Гrапсе ll0!i LеЬапоп Б}зт-тг |_цгJ--m

f2 Воsпrа 64 Саhоп l0(i Lcsotho l,iht}llttet-i' _ l;, -t9?,*mý2J
2З Воtswапа i 65 Cambia l0;' ].ibcria 50. сlалd ь} \J) l9З trЕддtdа

leI
..LIiлл]

i?-E*ii*:-"' ]|^"-*"'ý=oo с;;Б;;i; l(ltl Libya _ý J, irtrrgal l94 tJkfiiпе
25 Bnrnci 1 67 Gсоl |С9 Libyan дгаh

Janrahtrtva
52l
: _-1

,Ь, l95 Unron фfj<
socialist Rc2б Bulgaria __j ОВ Gсrmзлl ))епlоr.rаliс

27 Вчrkiпа Fпsо i Republic]
(ФubJ_c_Q|ВýдЕ-

!0 Liech(eпstein 54 t:nub]ic-de Gujnee с . L9j UrчЪс AraгlI пl i rates

2$ Вuruпdr i 6? Gегmапу Fеtlеrа|
2ф t]*lo,rrs" l Repu'nlli of

l. ]-iochtonsloin ýýйЁЁtщЦiЯ'Ш Бt,".| ý
:| LilhUaltia sb пlýfrfi 1t. -*_l "tgB uп]ФаЛ
J| LчхсmЬоuг11 ,57 RussЪ л, ].9g"!ЦцФr

l . Саlлеrооп ,]l Macar.l sB кйт]ч{l-тп'lпl [ъЪ(i:]к,\
зl ,| ji MadaBascaT 59 Saurli Аrаhд uzbekistan

JЗ Сслtrаl Аfriсал 1 6 Malawi 60 Senegal 202 Vалuаtч

]l Malavsia l61 Scrbia ;r,ad

Ь4ппtепеgrо

20З VепеzчсIа

J4. Chgd ,7
l i l в Maldivcs 2И ViеЧLч]_l__

205 Wcst tndim
206 Wоrld

з5 QtjH
Сhiпа]б

7*q*Еufдg--_-
77 Ha|!l

,l 19 Mali
I rl bfrlтr

62, Scyýhcllcs _
бЗ Srgпа Lcont:

J7 Cook IsIMds I2l tl{шshall Island-c 64 Siцgаротg 207 Yеmеп
JE Coloпrbla

"_1,2jl_}4ццIЦ
12]i Maurjri

65 SlcvakiB 208 Yusoslavra'
39 Со[uпrЬiа 80 Нопц Колg 66 Slэчслjа 209 Zaie
,10 Сопsо El 2lr l67 Sс,lоmоп lslRnds 2l0 ZаmЬiа
4l Costa Rica l2:; 68 S<lma}ia 2l l ZlпrЬаЫче

,,tэ_-*|.,gчýil.g!:
4-1 CToatra

8З India
В4 lпdоr

12(i МоцЦ,.q*_

I2l|Monpolia
lti9 Sс,пlаlrlапd *
l70 ,ýоuй Africit



сЕR,гIFIсдтЕ оF PIIARпr,4.cEtпlcдL Iцоl}Uст.чl
This сегtifiсапв conftrrms lo the fо.rjsl rtсоmmепdсd Ьу thc }Yогld Неrlth Оцапizrtiоп

No of Сепifiсаtс; DDП9{ДOСЁ020-t-211-I

Expofi ing (СсП iýin g) Country

Impon ing (Rsquesling) Counlry

! Nаmе апd dossge IЬгm оfРгоdцсt

t I Дсtlrе ingredicnt{s)2 and атпоuпt(s) реr unit dose]

Yalid Up to: 04ЮltИ22

: Irdia

: Аз рсг Аппеrчгt-2

: ЕргчЬiiсiП Нуdrосhlогidе fiэr Iлjес|iоП I0mg,/r,irl

: Соmроsitiоп:
Еsсh vir] сопlriпý:
ЕрirчЬiсiП hуdrосhlогidе ."...............,.,....lOmg
Lдсlоý{ mопоhУdпlt................,..",.,.,.,..,50 mg

Fоr complctc qua]ItaliYe юmроsitiоп includtng excipiený, ýсс atиched' дппtхчrс - I

l 2 ls this product [iсепsеd lo Ье placed оп Ье maykcl [оr use lп thе expoПilrg юuпrу?'
I ] Is this product acrually оп the maTket iп йе ехротliпg соuпl4, ?

lfйе алsrчеr lg l 2 is yes, сопtiоuе wittl ýection 2 А апd omit sec(ion 2 В
lf tbc mrsrver to l 2 is по, omit ýectaon 2 А дrrd юпtiлче s{clion 2 Вб

: Yеs

: }ъý

2 А I NчrпЬr оf producl Iiсепсе7 шd dale оf issuc
]. Д 2 PIoducl Licence hоIdеr Q.Iале & Дddгgý)

DD/794 Dвted lуl2пOl.9
вru гlt lJhrrml PyL Lkl.
Sчпlсу No. l88/I to 6, ;|89ll, lяO lo 4,
i\liyrwrd, Drllhel, Drпlяп _ ]96210

2 А ] Status ofproduct [ic,cnce hоldег 8

2,А.з, l Iror catcgorics 
_Ь and с йе папlе алd add.qss of йе mалчfа,:tчтег ;lToduciing lhe

dosage fоrrл is9

2 Д 4 Is asummarybasis {Ьr аррrочаl a9pended?|0

2 А 5 Is ttle attached, olПcially approvcrJ prodrtct iпfогпrыiоп еоmрl€tе апd сопюпапl
rvilý the Iiсепсе?'I

2 А б AppJicBnt fоr ссrtifiсаtе, iГdiftЪrепt frопt licen<e holder (п;lлlе mld address)'r
2 В ] Аррiiсалt,lЫ сегtiГtсаtе (Nаrле & Дddгек)

2 В2 Stafi.ls r:Гаррliсапt

2 в 2 l Fог categories (Ь) алril (с) the паmе алd addrcss 01'lhe mмutасturеr рlоduсiпg the
dcяage fоrm is;9

1д

i Nol ЕррliспЬlt

2вJ
2в-4

Wh1, Ь лlа_rkеtiпg ач tlhоrizяtiоп lack ing?

Renatl: 1l

pces the certiý.ing аuйоrirу аrrапgе fоr 1rcriиlic
fоrпr is produccd? (уts/по,/поt appllcablcj 'r
IfNotorNot applicable ргосееd to quеsliоп 4

Регiоdiсitу оГmчtiпе iTuspel iоп (years)зl
32

з]

4

inspectiorroГtlle rпалufuоlчriпg рlалt iп which йе dosage

Has йе mалrrГасrulс оГйis ýре оГdоsаgв fогтп Ьсеп inspccted ?
Do lbc facililies_aлd operation сопfiгm to GMp ils госоmmепdеd Ьу woTld Health
Оrgалiшtiоп'l]5

; Yеаrllу

: Yез

l Yеs

Does the iпfоrпаtiол submitte<tty lhe applicanl ýatiýry the ceniryjng Ецlьогjtу оп : }'ез
al[ а5рвсtý oftlro папufасluге ofrhе prodircl ?tб

If No, ехрlаiп : Not .4 pplicrble

Addless оlосrtiфiпg ачthогiý
Drug Licensing Ачlhогiý,
дdminiýtra|ion of Drmдп & Diu, Drugs Сопtrоt Dept.,
Рrimаr1, lltalth Сепtег, Dаmап (UT) - il96 220,
Тсlсрhопе No. : (Ю9l - 02б0 - 22J{H?0
Frх Nq. :0{91 -0260-22я)570

Nдmс of лuthoriztd Persolr: Dr. V К DAS

Si gпrru ге
Strпrр ппd Drte

ffi tJGs L|сЕNýн,э дU тноRгу
alh,{l?пtfrffi

DfluGs сс N'f RoL DЕРАRIнЕнт
з{тqф PsbT f+ýп

uT оF DАмАN & DiU, DAшAlt
чQ liп BTrI rr,"l 

-Еа.-э:в
1 5 JLjN 20?0
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Ехрlапаtогу поtеs:

l, This certificales ц,hiclr is iп lhе fогrrlаt гесопrгпспd,еd Ьу wНo, establishes the stiltus оl rhе рhвппасеutiса] рrоduсt апd оf thc
applicant for the cr:rtiIicate iп йе сх.рогtiпg country' lt is Гоr а sirrgle procJrrct опlу siпсе mалuГасгuгiп11 аrrшlgеmепts апd approved
iпГогmаtjоп f'ol dif[crent dosBge Гоml апd diffегепt slгепgths сап \,аry,

2, Usc, rvheneveT possiblo, iпlеmаtiопаl Nопрrорriеtагу,Nаmеs (IM-Js) оr пвtiопаl попрrорriеtаrу паmсs.

з. The fогmulа (completc compositioл) оf the dosage fоrm should Ыэ given оп thc сегhliсаtе оr Ьв аррепсlеd,

4, Details оf quап tital,ivё соrпроsitiоп агс ргеlъпеd, Ьчt thеir provision is subject to thc аgгееmеп t of the ;lгоdчс[ liccrrce hоlсlег

5. Whел applicable, iррелd dclails of алу restrictioп ap,plrcd to the s.r[e, di,ýtributiOn оr adnrinistration ol'lhe ргоduсt thаt is spccilied
rn the producl liccnLce

6. Scction 2Д and 2В аrс mчtчаltу e.xclusive.

1. lndir:atc, lvhсп applicablc, ifthe ltссп,се is;rгovistonal, оr lhe product has not yct beelr approvetl,

8. Specify lvhcйcr the рспоп rcsponsib,le Гог рlасrпg thr: рrоdшсt 0п thе mшket:

а) МалuГасmrеs thе dosage fс,ггп;
Ь) PaCkageS алd / оr labels а iosage fоrm пtалцfасrчrсd bl,arr lпdерепdеп| соjтралу, сг
с) Is involvr:d iп попс оГ the аЬоче

9. The iлtЬгmаtiоп сап Ье provided опlу ч.ittr thc сопSепt оГthс prc,duct licence hottler оr, iп 1hc caso оl'поп-rеgistеrеd pюducts, thе
аРРliСаП| пОп-соmрlсliоп оГ lhе sесtlоп indicates thаl the рагtу сопселrеd hеs поt sgIecd to lпсlusiоп tlfthis infomlation
It shоц[d Ье лоtеd that iпfопrrаtiоп сttпссmiпg thc slte оfрrоdчсtiоп ;5 ралt oГthe ргоduсr licсnce, )ftte productioп sltc is Сhапgеd,
йе liccncc must Ьо updatcd or lt is п(t lопgоr vatid.

l0. Thjs rеfеГs to lhe documcnls, рrераr,:d Ьу sonlc DatiiDl,tal геgulаtOry аuthоritiеs, that suпrmагizеs the rесhпiсаl basls оп,л,hiсh the
produc1 has been lioensed.

l l. Тhls rеfеrs to рrОduСt iпГопttаtiоп аррrtlчеd Ьу thе compelelrt паttопаl regulatory аuthогitу, sr"ch as а Summa4, Ргсduсt
Сhаrасrегisliсs (SPl])_

l? In фis сirсumstалсе, регmissiоп fог issuing 1he сегtifiсаtе is Teqmired Гrrrm lhе pro(luct-Ilccnce holdcr This регmissitrп has to Ье
pTovided 1о the ачttLоriгу Ьу the appljr;anl

l 3. Pleasc indicatc the псаsоп 1hat 1hc f,рг,liсопt has provicled fог по1 n:questing геgishаtiоп

а) Тhе рrоduгl hа_s Ьееп developcd eiclusively гOr thЁ trestmenl of the солdltiопs рапiсulаrlу tropi,:al diseases - поt endemiý iл
thе сочпlгу оГ Ёхроrtl

Ь) Тhе produП htr-s Ьесп rеfоrmчtшеd rvitlr а view to improving its sиЬilirу чпdеr hrэpical сФпditiопs;
о) Тhе pToduct hа-s Ьееп геfоrmulа.lеd 1о exclude rэхсiрiепts пrrt tррrочеd fог ust; iп plrarrпaocutical product in йе country of'

imроr|;
d) Тhо product hаs Ьсоп rсГогmчlаl эd |о meet а diffегепt mшiimum dosagc lrmit tЪг ап active iпgrеdiепt
е) Апy оthег reasol], pleaýe sресiф,

Not appliceble mОалs thst the mалчfа,сtuге is Иkiпg place iп а country оthеr 1hшt that issuing lhe рrоdчс1 corlillcate алd inspection
is condtrcted uпdеI lhe aegis ofthe соппtry rrfгпапчfаr:tчгс.

The rеquiГеmеtlt for Good ргасtiсо !п rhc пlапulЪсtчrе алd quality сопtгоl оГdгugs rе;Гспеd to iп lhе се,тifiЁаtе аге those irrcluderj in
tie thirtY sссопd rс;рогt olthc Expert Commitlee olt iiресiГlсаtiогrs fог РhагmасечtiсаJ Рrоратаtiоп, WНО Тссhпiсаl Rерогt ýeries
NO. 823,1992 АППеХ 1 Rесогпmепdаtiоп specificall1,applicaЫe to biotogicзl рrоduсБ have Ьсsп lbпnulatod Ьу йе W}i.O Ехрегt
СОrппtirtсс оп Biological Stзгrdагdizа;iоп (WHO TectrлicBl Rергt Ssriеs No. 822,t9|)2 Алпех l ).

This section is to Ье coпlplcted whсп Lhe product- licence holder оr аррliсалt confomts to ýtatuý (ь) алrl ( с) as dеsсгrьеd iп the поtе
8 above. It is оГ pmticular iтпрогtа,лсе rvben loreign сопtгасtrоrý шё involved in the mапчfасfuге of the product. ]n thcsc
Сirсurпstапссs the applicant shou|d srrpply che сеrtitуiпg аuthогitr w[th iпtЪгmаtlоп io identift йе ссiпtгасtiпg рагtiеs лс,sропsiЬlе
ttrr each stagс of rпапufЪсlurе оГ the Гrпishеd dosago fогп, апd thc cxtent and лаrul:е оf апу conkOJs cxcrcise очег eaclr оГ thcя
parties,

l4

l5
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ANNEXURE.II

No. of Сtгtifiсаtе : DD/79+дtlсrff20_I-1|l1-I Valid чр to: 04/0l/2022

Nаmе of the Product: ЕрrчЬiсiп НуdгосЬlоridе for Injection 10mg/vial

Llst о[ сочпlгiеs / Institution to whictr the above рпоduсt will Ье Exported / Locally supptied.

l. L8JrБ[8п 44 Iтап l7l Sotllh Коrеа 1

?,АlЬяпiа 45 Сwгus 86 ITaq l29 L12
3 Аlдеriа 46 Сzесh RерuЫiс 81l Irеlалd lЗ0 }r{чапmаr 17] Sгi Lапkа
4 Алsоlа 47 Czecbcвlolakia' 81} lslael ]3l ЬIалriЬit 174 Sudal
5 Аrяепtiпд 4t Democratic RерчЫiс 89 Italv l]2 ЬIсDsl l?5 Sчтiпаm,з

6_ Аmепiа __ -sI"Qрд* 90 Ivory содst l 33 bletherlмds Aлtilleý
7 Aruba 49 Dепmаrk 9]t Jшaica lз4 }Ietherlaлds l77 Swedeл

l78 SwiвеrlалdЕ Australia 50 DjiЬоul_i 9j| JqDал 135 ЬIеwZэаIапd
9 Austria Jl bminica 9]l. Joldm l36 blicaraяua
l0 52 Dоmiпiсал Reoublic 9<l КаzаJthstал l3? ЬЦg9I l80 Tadzhikistш
Il 5] Ecuador 9ji Кспча l38 }tligeгia l8l Таiwап
l2 Вфrдiп 54 ЕýDt 9(i, Кiпеdоm of Топеs l39 lrloKh Коrеа l т
l3 Baltic 5_5 El Salvarlol, 9]l КiriЬаti l40 T.IorwaY 83 Талzллitt
4 ВалglаdсsЬ 56 EquatoriBl iýцiпса 9[l Котса { l 0пrал 84 Тhдalапi

5 Barbados 57 Егit са Я) КоIсs RсрuЫiс of ,I2 Fsjiistaл 85 Tobago

6 Belarus 58 Estonia |0D_ Коsоча 43 Ра[аu 86 Togo

7 Bcleium 59 Ethiopia l0l Kurvai! 44, г|апалlfl 87 Тоftя,д
В Вё]izе 60 Еurорсал (]оmmuпitч l02 KrTcybМr фJ'арча New Gчiпеа 88 Тппrdаd

19 Вспiп бl 0З Laoý :lý. !|аrаgц4у 89 Tunisia
20 Вhutап н, Latvia l47, F'еп} !99_1ццсу*.-
2l Bolivia б3 Frапсе t05. LеЬмоп i4s. ii;aпo вЭ{
22. Bosnla 64. оаЬоп l(Б Lesot}ro I49, P,hiJiйщ\Т*ilr ]l{

}iЧd;е-Ц*1l'*P.,р*ц,*к.ilпк--."*
2;l Brazil

65 GапЬjа l07 Libelia ж{ffi66 Guatemala l08 Libva
в*r" t()9 Liьуал fuаh

Jаmаhiriча
$i.Дhfiff *'"* -1,1*ls rБТъъif,,JБ*

,fuц!цilLр"r,li.,'26 Вч]еалjа 68 Gеrmап Dcпloc;alic
Re oubl icl

l53ftrtегiЫ8,if Beniit
27 BurkinaFaso ý l0. LiеоЫспstсiп 5{}lспuЫЁ de Gцiп* i tgb uniteo дl* Еmirаtеs
28 Вuпrпdi 69 Gегrпапу Frfiегаl

Repub]io ote

!'l l Liochtonstoin S,reфjs,sdДld.Хtýаi; l9?_ LIлitedT,iT&doln
29 Brelonrssia ! ]l2. Lilbuania 5fi -l98, Uдited Slq
З0, СалtЬоdiа .z_Р,-ý.-t-кзду*- =,-_,7l Ghалs _

'72 Grecce

!:l3. LчхеmЬоurе 57]}Брrfri*",*г.т]й
*Э*L-q"сд:ý,гýп".,,,.
32 Смдdа

t:l4.. Мас_qч _
t il5 Мвdаgшсш

58 200, LiL\ .Jtr

Lrý;#'.lfib_-:*
rffiЖ;";н33 Сепrlraj Аfгiсал 73 оrепаdа I ilý удlзр1 60 sБffiт л-

74 tбt SlегьiдrЬ.' UЛllt
}rOпtепеFЬJ'ChBd 75 Сuiпеа Eqllaloгial t il8_ Maldivcs

]5 Chile 76_ Gul,ana l!|9 Matt 62 lieyohetlеs 205. Wcst lndies
36 China 77 Halti i|0- Malta 63 Sliегrа Lеопе \Y
37 CcKrk Is]and.s 78 Ноltапd 1 Ма.rshа]l Islmlds ф-, ýtцgаgоtq
38 СоlопЬis 79 Нолdurш !|2 Мачгitалjа б5 silovakia 208

( 80 Нопg Копя ilj*\4ан"Фlн-"-,
i|4. Moiico

I 66 Silovenia
J9,..9qдgq _q]-tlc,lsaý l67 S,оlоmоп Is]ands 2l0, Zmtbia
lL--E$я"Kj"R***
42- Couпcil of Eumne

t2 Iceland
83 India

]|5 Моldоча
il6, Мопrсо

l68 tiопаliа
l69 S;omaliland

-.2_|_l.,_(;.mb.abtlc

4З Сrоаtiв Е4 lndonesia lr|,,7 I70 ,ýiouth АГгiсп

Дddrеss ol' Сегlifуiп g Дчthоritу:
Drug Licensing Aulhoriý,
Дdmiпistrдtiоп of Darnan & Diu, Dгчgs Сопlгоl Dept",

Рrimагу Недlth Сепfеr, Dаmап (UT) _ 396 220.

Теlерhопе No, : 009l-{26G-22Э047О
Fах No. : 00914260-2230570

Nдmt of Ачlhоrizеd

Signalure
Stamp & Drte

м/
Реrsоп: Dг, Y,К. D.4,ý

lж lreý LEE Hsll|ю AUTHo,RlTl
а{tqdl mfйт ýflЕт.R1

ЕПUGý CONTROL DEPARTMEMr
dtтФftiпfапl

Uт оF DАмАN lt olu. сцнА|Y
чч y*rT тчт lгs fгс, хп

1 5 JUN 202|D
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