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, I r,сtЬг to yotlr lеltеl ехргеssirrg lVlylan L,аЬогаtогiеs l,t<]'s iпlсlrсst lcl рагlit.iраtе iп the ''Рrосесltlгс
гоr ass0ssing the acccptabilily, in ргirlсiрlе, olphaгrnacerrtical ргосJuсts tьr рuгсlrаsс Ьу {,Jniierl Nаliопs
agencics", as adopted iп ]l00l Ьу the'i'ltiгty-sevet,t{h Wогltl l,ie*tth Oгg3nizrition (Wt{O) lixpcit
Cotnrnittce crTr Specifications fог P.halnlLacettlic;tl Preparations, апri pr,i:lirh,:cl in thc WL.iO "tjcchnical
RepcrП ýегiэs No. 908, and atncnded sttlrsec;ilcпtly iп the Forty-tl{i}i гrэрогl, as рлЫishес| in the Wl"iO']'echnical liерогt Sсг[еs No, 96l iп ?0 l 1.

"['hапk уоu fоr subnrittiлg thc clata and iшfi,rnlatiolt leqtrcsted slld ilJI усrtrг volulttaty parlicipation
irrthisсltrаlilуаSýеSsmеlltрго,эсtluгс, ТhегечiсiчоГуOuг"о,llро,,у'rрr,trtltлс1 tjossierotl:

r TI]304 - (lусlоsеriле Capsrtles, hпrсl ?50шg

has Ьееп corltpletetl апсl l'оIlсгаiпg iпзрt:сliоп o{-the tЪсilitiеs rrscd l'ог lhe lllialrttfltt:l,rtle ппсl ttsting оf this
ргоdr:сt, it has [rееп fоuпсl to ,ncet the пOrtтts апtt slatrclartls reccttttrтlcndccl ily W!{{) апrt is"rcceptalric, iп
ргiпсiрlс, fог 1lrосttrеlпеПt Ь)1 lJN age:nc:ics,

]*his concIusitln is Llачеd сп iпfllгiппliоп irvпiIable t() Wl l0 ат lhe cul].ent lirnc, i,c. thc
iпti:гmаtiоп iп the sLtbtliittcc| clossier and on thq:;tatпs of cul,:,ent gotrcl пrапtr{itсlr,rгiпg r,]iпir:аI rrlrcJ
lаllоrаtогу ргасtiссs at the Гаt;iliriеs usc<l lbг thB пlаllttfасtirгс ancl iesting ol'thc protlict. Plcasc tltr{c,
ltot,vcver, that this dccisicrn ш;rу сhапgс basctl lrгr пer,v irt{Ьrпrаliоп that lia,y becr,,nr,: avaii.,l}le t., .lS.'I'}r{.rcforrl, in acccrrdatlcs ryith апd subject tcr tile Cuitling Ргiпсiрlсs of Ргфutrlil.rсаtiсrlt, thcl ргосtrrсt wil1
поw lre irrcludecl iп tlre list о{ :rrredicirial pгotlttctsn as_лrarluta,:tшie,J at 1he sýссifitэd rnanr.rl?rr:irrгing sites,
rvhiclr аrе ctrnsideгctl to Ье ас:r:ер1*lэlс, irt рг.iпсi1,1е, Гtlг ргtlсurепlепt Ьу UN orgatriaatirrns. 'Гlris iist is
р u bl i sh eci Ьу WH О а t _lýt:r;.yLo;fu(дre clr ц ! .

P'Iease ltote tlrnt iлcll;,irrtr iл 1hc list саппоt Ье cottstl,Lt*(i ;rs Wllt) trl:prol,al ог clttlr]гsc:tllc:n1, itnd
r"Joes not llecessiu'ilY tтtc;tn thlrl tlre tisteri prodttcls rvill acrtrally Ьс pгocur.eti irоп] ths suррliсгs ,п*niilirect.'I'i:e list, artd the \&I-10 rrarrrc, iэt,rtЬIOtl,l atrcilor аtlгопуt1,1 п,}л]у 1l0t, ГLttthегrt.tогi:, tlc ttsed b1,'th,; ilpplicartts,
tпапuJjrсtrtlзrs, Su})рliсгý оr iiny olltcr рагtir:s fttt сс,lпttttгuiitl ol. lxL}l].lo1ic)nal purposes.
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rW}! О Рr*q rra Iifi crttiom Геа trr - lllеtl ic i ncs,{sвc,r;slrrclrt
F|}l' |)rеqшлli{iслtiоп * Lctt*г tlf l'req rrar lilication
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l'he applicants antl t:lte lllantlfhcl!trelý ot'pгeqrraii{iert pl,<lr|rtcts аlе ге(ltliIс(i 1о critnttltttlicate tr.lWl"I() cletails of ltrry changc:; iп tnantl{hctu." ог.о,-,lrЬl that пrау hayc atr itTt1-'att otl rhc sаlсlу, cfiicilcyапdlог qufility clf the prncluct.

_ Ргiог to i|nplel}lenlation of artY chan8OS iп апу рагt:i of the аррrочt:tl сiоssiuг апd/ог iп 1lte
lnarrttfactt_tгф of the protlr,rct, 1,оu shottltl:

, consrtlt the "W}lo gнi,Jеliпеs ott vaгjatit1_1u to а ргеquаlifiесl ргсrсluсt'', as aclopteiJ iп 20 l2
Ьу tlrc WH() IJxpert ()эrпrпittее оп Speciticatiolis fог Phaгrtlacetltical Prepar;iticlns, апt!
pttb|ishediri Аппех]оfthсWl{О'lЪсlrпiса1 RсрогtSсгiеsNоglll iп201з,апtl, sttlrlrlit the гсsресtivе iпft>гrltаtiоП abotlt the: inte,;derl vaгiatiotls апd thе геqrlil.еd
ad<litional 

9ur: Ьу elnail lo рrесluпtаssеsslrrепt(фlчhо.iпt, апtJ iп liагсl сору, сlеаrlу
rrrarked as ittdicated, tcr the followirlgaciclr.ess;

соNгlDýhггlАI-
Аliепtiоп; I]h, Matthiilý Slahl
WFl О l}r.eq u al i fi caticlrr 

.I.еапt *. Mccl i с in gs
Рrосluсt Rcf Nunlber: 1-вз04

UNIСЕГ ýшррlу Division
Осеапчеi l0-12
? I 50 Nогdhri чrl Colrellhagen
Dспrпаrk

[ritrally, I sЬошltl like to drаw у()ur atteлtion tсl 1l]e rасt that 1llc liý(,йill Ье rcvicwetl attcl rrpdateci
aI tеgtrlаГ iпtегvаls, Conseqttently, Wl,1O Will, ar rcgtllaг intervals, al,}?tlg€ fог the pt.crtitrcts апd
ltlапttГасltlriпg silcs illc]udsd lirt the list lo bcl ге-суаlilаtеti, lГ, as al,csutt-of this rcassessпteni, i1 is iоuпdlhal а ргосluсt апd/сr specifictl tпапul'itсtttriпg site по lопgеr colnp}ies *iп.l rt.,* \YН0 гесtlлrпrепсlеtl
ýlal1(lardý,stlehpгodtrctsancl tnanufactr.rillgsiteswiil Ьеlепtоч*i1 f,.o,lltlrcIist.'l^he{aiItrrctlfan
applicant ог а lпапuгасlul,ег to palticipate in ihc rýаssеýsmепt рrсlсеdurc {as sel orit ill Ilre агогепlепiiопеd
Gt,tiding Pгinciplcs) wilI also leaci to rеr:почаl ftош tlre list,

wllо wсlсоп]Ёs your cotnparty's volrlntaly pafiiripiitiOп ili this Ргоgгtrlпtttе. 1п огilег lo ineet lhe
tcгrrrs est;lb|ishecl Гtrr mrзгrilоriпg clld t,e-evaltration оl'ргесltrlLlifiеd rпссliсirrаг;эrоrlrrсrs, as rvell as to fbstcl,
corntltrrt:ignl"ioll bctw9cn Mylarrl LаЬогаlоriqs Ltcl апd ihe W1,1O lrr,еquаlifiс;зtiоп Tealli -. fulrlctigiпeý, 

'

plcase corlplete the twO Jbrlttli elrclosecl ('iИlrп cltortlclaristic:s фthе preqmlliJitttl пlсtliсiпtll 7л.оt!u't,|'';ltlcl, "l/лrl*;таkiпgs of the цlsi'iс:сtп!") attcl rеtlrгti tllesc, sigltc,:l Ьу'а dtlty author izr.d гr:ргеsсrrtаtiче olМуlап l-abtrralогicý Ltd, to l1re 1'ollowillg асiсlгеss:

\\tогid I"]eдlth Oгgапillаtiоп
Attentitэn: PгeqtraliIicaticm Sсt:rеlагiаl
W НО Preqrral it'ical ic,rr l'earn -- ]Исtl icitrcs
}] IS/EMPЛ{H1YPQT lloorn б l З
20 Аr,епчс Appia
1?ll C$rlývir 27
Stvitz_or}antt

Eýt*Jl:Ь.ёJl týй; . Ё.ýI*týfl
0rgaпisation rnondiale de la SапtЁ , Всомирная орrанизация 0дравOOхранOнпл . 0rgапizасioп jИuпсliаl de [а sаlчtl
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I look lьrwаrd to гесuiviпg this iпfоппаliоп Гrоrtt rvitIlin lwrl ryccks of'the clatc ol'this lcttcгtrr tlltlпtest, Ilоr filгtitсr iпГогrrrаIiсцl pleis,:,rse thc еп:аil addгess pr*qunl.,r*.*si:errt1_4rvlro,irrt апri kirltllycnsllle lhal аПУ cotrtnttlnicalion quotcs the соrгеsрrlпrJiпg \irho b,ocl-i.iir;i,*лcc пtltпьег.

Tharrk уоu {'ог yottr rlocrpeгnlion.

YoLtrs siпссгсlу,

tL/',fu-{

Dr MIattlrias Stalil
С гоrtр l,eпd, Medic i пеs .l\ ssessrпcгtt
Ргеquаli f'icntiotl Тсапt
Ilсguiаtiоrз oJ'Medicitl*s cnd оtliсг l lealt]r -I'есhпоltlцiсs

е+дJLdlЦ,аJl iiдЁ* , ЁЯI*ýаЧ
Organisation шопdiаlе de Ia ýatltё . Всоми!,ная 0рганизация здраtsOохраfigнrlл . clrganizacldn Мчпiliаl de la 5аluгl



office of The commisýiionar,
Fооd & Drчgв Аdmiпiýtгаtiоп М,ý
Вапdrа - Кurlа ОоmрФх,
Вапdrа (Е),
Mumb*i* 400 0ý1
Dale:UaIe; 

? t Dt, 
,/,L]18

This Certificate conformg to the format rgсоmmепdаd Ьу the World Health Organization.
{Gопsml lпslruоliолs апd охрlапаtоry поtав aftachod) 

"Сеrti fi cate No. : lrl EW-I,UH Ф-G !пr}/с Е RTIAD/? 2ý73/20 { 8/1 1 t zвэzsт

0п the basis of the iпsреоtiопl сагriеd out оп 1016/2018 & 2110612018, a4l9l20l8 &2ý/912018 ,we certifo that the site indicated оп thiэ Certificate compliies with Goodмапufасturiпg practices for the dosage fоrmg, саtеgоriеs anct aotivities listed iп Table 1.

1. Nаmе of the Firrrr

Address

2. Licence No.

Addrбss of certrtying authority :

Food & Drug Аdrпiпiзtrаtiоп, М.ý

: MYLд1{LдBOR.дTORIEýLltllllTЕý
. pLoT хо. H.lz {L }}rr, MlDGt WдLUJ,

АUiА}lЕдgАо 4il l 30 ilrtнАRАiнтпд
ýTtTt, lнDlд

; АýO8О ln Ёоrrп 3ý,
ADCý4 lп Form 18

Nаiъr ol the Authoriэed реlsоп : А. Т. НlКН,dDЕ

The responsibility for the quality crf the individual batches of the рhагmасеutiсаl products
rпапчfасturеd thrоugh this prooel;:i liss with the mапufасturег.

This сегtifiсаtе rеmаiпS valid чпtil 17 Dec 2021 . lt hесоmеs inv,alid if the activities and i оr
categories certified hеrеwith аrе changed or if the site is по lопgеr consirJered to Ье iп
соmрliапсв with GMP,

Вапdrа (Е), Mumbai- +ОО ОЭЗ"f ý*1-
Маhаrаghtв,lN0И, ,rjff}л"

Вапdrв-kчrlа Соmрlох, "'

Tel: +9 1.22"265S2363/ý4
Fак +g1-22-2659,1ý59
rLYM2447?573?0181]!8

*

ЪЬlе 1

ýr.Nо

1

Dозаgс Fоrm{s} Catogor{ies) Activity{ies)
Эgпвrаl ( Other thап
}ерhаlоsрогiпs, Репiсi}liп,
}Иýtoxic, Ноrrпопеs )

Flroduotion, Filtiпg, Packing,
lilbelling, Qualily Control,
Quality Аssurапсо

2
Tablstý

al ( Оthеr than
!оsроriпs, Рgпiсiltiп,
xic, Ноrrпопеs }

Frоdчсtiоп, Filt,ing, Packing,
labelling, Ouality Сопtrоl,
Quality Аssuгаlтсв

&Ъ-ж't$. пЁl 2018

ýigпаlчlв ;

and Dcto : Jolnt Соmmiзgiопоr {HQ) & Сопtrоlllпg
Authorily

\.Ж Foqd & ýrr,lg Аdmlпlttrаtlrэл, l$t.ý.

\ЖЪ ВапdrЁ (Е}, мчmЬа|.

't 
ahsfaýhtra stato, }ndla

Datý:l8 ЕФс 30.tý

}apBules



ЕJрJапаtоr.у поtеs

1, This certificate which isin the fошtаt rвсоmmепсlсrl Ьу wHo, ccrtifies the ýtatug of the site tistec[irr point I of tlre сoftifiýete.

2, The ceпification пumЬ,эг shоul<l Ье traccable within the rоgulаtоry autlroriry issuing thtlссrJifi{iаtе,

Whеге.thе regulatory arrthority islsues а licence lоr the site, thiis пumЬег shlru[cl Ье specifiecilrесоrd 'ъot applicable" iп caseý rvherý there is по lcgat frаmеwоrk fоr the issuing of а licence.

Table l
List the dosage fоrпtý' stа,гtiпg matclrials' саtеgогiеs an<J activities. Iixamples аrе givcn betow.

Examplв -1

3.

4.

Ецаmрlе - 2,

Useo whепеvеr available, lnternaLtional Nonproprietary Names (lNNs) or otlterwise national
попрrорriеtаrу паmеs,

5. Тhе certificate rеmаiпs l,alid until the specified <late. The
activities апd/оr categ,ories certifigcl аrе ciranged оr if the si

iпчдlid if the
to Ье in

to lп
of

Ье 2,

6. Tlre rеquirеrпепts fоr good practic,esi the *anufa"turc ai{t
ihe certificate аrе those intcluded in Quality Assurun""iid

соrпрliапсе with GМР.

guidelines апd related nraterials . Good mапufасturi
l999, World Health Oгgmlization, iGeлeva апd

рhаrmасеutiсd pйduct (ы leý Activity (ies)
Dosage fоrrп (ý
Tablets

_C}totoxil; Packagirrg
Ноrmоrrе Production, Packaging, аЙiБ

сопtrоl.
Injectables penicillin Repackaging_ý Labelling.

,Cefuloslrorin Aseptic рrераrаtiоп, Packaging-
Labellirrg.

PhaTmaceutical Produit (s) r Activify ( ies
Starting material (i

Synthesis, Prrrif'icatic n,
Расkiпg. Labellin

ity <lsr_i,*qЦ of drugs



No. ofccrlilicrt*

NBntc of Мяпчfпсtriпg Firm

Drug Licensc No

Вапdrа (Е}, МчmЬаi * 400 051, .:;

+С.

Аddrвss of c€rtifoing authority :

Food & Drug Administralion, M.S.
Вапdrа-kurlа Соmрlах, ,{.;'

LlýT 0F PROD1JсT дррRочЕD UNOER WHo Gмр': NЕW-Wгiс-Gмр/сЕRт/доl12373t2оl8,|ll Y^LID UP.IfJ lI7 оег 202l
/26:z51

: MYLANL^I}OR"&'IORtIiSLIMI'|'ýD
PLO,I,N0. H.I2 & t|-l3, MIDс, WAI,UJ,
дURАNGАI]АD 431 t36 MAHARASHTIrA S.жl,E,
INtцА

; АЬ()89 lп Fоrm 2ý,
АD{}64.1п Ijorm 28

Maharashha,lNDlA, #fl,r
Те|:+91.22"26592363/м,,;ff',"
Fах: +91_22-26591959 jý t
1lyм2447257з201812l8 ýБ ,,

цýl

Sr.No Nаmе of the prodrrct L_.-- СоmрrэsitiопТ:-*:-
lEach dlspersible tablet с,эпtаiпs :

IAt,acavir 
Su|fate USP equivalent to Abacavir 120 mg

ILamivudine USP 60 mg

I

|Ea|:h tablet containý:
I

IAciclovir Рh.Ечr 400 mg

l

IEar:h 
caPsu|e сопtаlпs:

|,Ataaanavir 
{as sulfate) equlvalent to Аtаzапачir lH 150 mg

cgloyr;FD&c..?lue #2
Ea(:h capsule сопtаiпý :

Atazanavir su|fate equivalent to Atazan;rvir lH 300,0{r mg

Ёасh film coated tablet c()ntainsi
Clarithromycin Ph,Eur 5l|0 mg

1

AbacBvir Sulfate and Lamivudine
Dispersible Tablets 120rTg/30mg

2

Acyc|ovir Tablets USP 400mв

3

Аtаzапачiг (as Sulfate) (]apsr.lles 150
mg

4

Atazanavir {as sulfate) Capsules
300mg

5

Clarithromycin Tablets, ВР sil0m8

6

Сусlоsеriпе Capsuies U5P 250mg
h Capsule contalnýi
iоsеriпе USP 250 mg

7

Dаrчпачir TableK 600mg
Each fllm coated tablet cclntains l

Dalunavir Ethanolate equivalent to Darunavir 600 mg

Each film coated tablet cc,ntains ;

Efavirenz lP 500 m8

в

Efavirenz Tablets iР 600nlg

:. -, J_0

ilg Author lly

ЧЖý*:х**'Ф_
lý ;l]ýý{1'.l'

L,LL

i |t
:,.'"r'ý о.,". *{

Food & Drug Administration, llЛ.S.
Bandra {Е}, lНчmhаl.
lИаhаtаshtга ýtate, lлdiа
Dats:'l8 Dec 2018

;.-



NQ, ofccrtificstt
}ixportirrg Соuпtrу

lBtprrrting Countr1
l. Nппtе ttttd riоsаgе lЬпп оГрrоttuсt

s)2 апtl апrоuпt ttnit closc 3: Each С сопtаiпsi
Сl,сltrsегiпс tr.ýl} :50 пg

Ilоr c0lllplcle qualitulivu сопlроsiliоп iпсl чdiпg схс;;tglц]Й;БrrЙ**
l.? ls thiý pr0duct liccnsed lcr Ье p!дced,rn lhc п)arlel firr usc iп lhc схроIllл8 couulry

пооD & D|RUб дDмlNlIуrRАтIоN мА}lАRдýнтRА SlьliЕ! мUмвдI .{00 0ýl
C!)RTI}.ICATE оF А рнАRмАсЕtJтlсдL t'Ro|DlJcT l

'['his ccr(il'ictlte оirпltrrms tп thc fоппаt rесопtmспriсd hу thc ý/nrl11 llleBlth Оrgалisiltitlп
(Gспсrа] iпslгuсtiопs ап{' explalr8t0ry n{)tcs altOched); COI'P/CERT7AD/8095lД0l9/l1126ý8Zll.r;,7773 

\,rrlirl llprrrll7l}ec 202II INDIл

As per ,,[ппехчrе
Сусlоsеriпо Cnpsules USP 2ýOmg

l,J Is this рпхlшсl асlцаllу оп tlre tnnrkcr in llre ехlюгtiпg co.ur,_r, t v"s ЖI шо П
2,,\..l Nuпrlrcr trl'product license:7 AD064 |п Fоrm 28

апd dote оl issus: 0t r€Ь 2о12

^.2 
l\oduct l.iuensc holtier (Nalnc a:rd aclclrest)

мYиN LА8омrоRlЁs tJмlтЁD p1.oт Nо, н.12 tt H.l3,
MlDc, WAIUJ, АUfi^NGАвАo 4311,36 мАнАRАýl.iтЕА ýтАтЕ,
lNDlA

Л.З lililtuý ofplodtlcl-1iceiýc l{оidсr ]ti

лЖ вП сП
A.J. l lil. ceteg0riЁs lr arrd с tlrc папlе ancl arldress оf (he пlлпul.аеlurеr

;rrtrrluciпg lhс dosage Гоrm is:9

l1'по, еr*рlаlп :

AddreSS of certifying aцthoгity :

Food & Drug Аdmiпistrаtiоп, М.ý,
Вапdrа-kurlа Соmрlех,
Вапdrа (Е), МumЬаi * 400 051,
Maharashtra,lNDlA.
Tel: +91,22-26592Збзlмi65
Ёах] +91_22-26591959
5LYlt 24{8095t?0 19о1 1 в059

?,t.{ Ir rrrrшпаrl'Ьачis <rf'Approval аP1x:tlttt,d r|{'

\ъ,П NoЖ
д.ý ls thrl attachccl, ollicialIy арргочеd )roduct inlbгtlntirtn com1llete апd
0пýrrl)rпl wilh tho Irсспsс'Il]

\ъýП NоП Not l,rovi<ledЙ
i\p1llicant l'оr cenil'icýte iI'dit]'crent liоrп i,iсеп:q htlltlcT

Not Applicablё

J.l l|errodiclty ol'rtlшtine iлspectionsil,errr:i) : Otrce ý year

J,2 llas thc пrапв[асlurс orrhiý tyto. оГtiоltgс liэгпl hс,еп iпs,*,;tctl ? l.., Жl кuП
J,J [)rr thc bcrlitimrtd t,l1et0l jол5 conlirrrn tt ( iMl' зs rr-ctllttlncndcd lry \\h ltl I lcalth ()гцarttsatit,tt ? l S

у., XI n,, П н,л ,l рр!iсаые lJ f l
,{, l)ocs thC iпГrrгmаtiоП slbmiItoll Ьу thc r]pplicaпt ýзtiýfу th. соПi{уiпg rrlthrrritY оп all aspccls оfthс lп!llчГаLtulс 0l'tl|c pl(ldtl(t ql('

V"*Ж ruпП

,zsver8 шоП
t.lnl.:nown П
l Altplictn{ 1Ьr cerlificalc (ппrtе ancJ acldrr,ss} :

2В.2. l ]lol саtеgоriж h find ,с thс ttatnc and atirlrcss rl1.lltc tплпglаttttrсt
producing the dФýпgс fоrm is9

Authorlty
Food & Drug Аdmiп|strгаtiоп, М.ý"
Bandra (El, МчmЬаi,
[Цаhаrаshtrа ýtato, lndia
Date:18 Jап 2019

l 8 "lAN 20]9

l. l ;\ctive

l Slatшs оfапп|irапt:г-1 r-1' l.a
лLJ BL-J t:Ll

wý iý ll|дrl,ctl nдjlulhtrt lz-ttirln lnckttt! }t]ппп

\..]l'

Not rсquircd Not rcqueýtcd lJп{!er с.ol}si(i{гrliоп |lcfilýc{l
Rcmorks Ii|

Nаmе of the Authorised р€[sоп ; А. Т, NlKHADE

';l"t.ýJ a,-

:j' J
в

i]

\'.i' 
,

; r].ir]

Signature: \T.r" l'.
Stamp and Date :Joint Соrrl";пYGФ;

t
,I



( j liN l,]lr,lt l. t itj.Ч'l'It l ;(' l'I ( )r" l

пессsýitгу, ttl ассопtlпtrdаtс гtjrпагks ltrtti ех1llппзliоtts,

IiХ Р l,д N..l]"t)R)' NO|I'llý l

l, 'l'his сегlifiсаlе, which is itt th,e fсrгпtRl t,ectlnlmendcd Ьу W1i0, cstлblishcs thý stfttus of thc рhагlrlаt:сttliсl]
ptodrrct and crf thc applica]lt fсrr tlre ccrtificate in tho cxportillg соllпtгу ,lt iý ГQf а sillglc рrоduсt oltiy tiittcr;
tlrапufаСtuгiпg arrAltgcnlcl'llý altd approvt:cl inioгtrratitltt ftтr t{iffBгcrrt {losagc li,гшý апtl diГлЪrеrlt ýtrctlgtlts citll
чагу.

2. tJse, whenevcl,possible, irrternational Nопрrг9рl,i916,у Nалlсs (IhiNS) оr national nonproprietaty rrattieý.
З. The fсlгrпulа (сопr;эlеtе conlposition) of the dosage tЪrпr shoшlcl Ье given оп the ceftificnte оr Ьс аррепdеr1.
4. , Dctails clf quantitative coпtposil.ion аrе ргý;Ъrтеd, but tlrcir provision is subject lcl thc agroctllent of llrc pl,odLlct-

Licclrcc lroIder.
5. ' WhоП аррliсаЫе, append <lcИils of апу пэstriсtiоrr applied to the sa}e, clisп,ibнtion, or аdпliпistrаtiоп of the

ploduct that is spocifiod iп the produc:t Licenoe,
6. Scctions 2А апd 2В аrе ntutually oxillusive.
7 . Indicate, wlten applicable, iГthе l .ice rпсс is provis iorlaI, clr thc 1rгrэduсt has tlot yt;t Ьесп applT,vctl,
8. Specity u,hсthсг thc регsоп Iýýpбilýillle fог placirrg the produot с,п thc tnarket :

(а) rrrarrttfactuгes tlre closage,s fогrtr
(Ь) packages and / оr lalrels а dosage fоrпr tltапцlасturеd bv ал indepell(tellt colnpall)t : ог
(с) is involrecl iп попе of t]ile аlrоче
This iПfОгпrаtiоп carl Ье prc,vidcd опJiу wi tlr the conserrt оf the рrоduсt - Liccrtcc lrоldег оr, iп thc case rэГ tlott-
гсgiýtеrсd prodшctý, the apnlicant, I-Jon-oontpletion tlfthis scclion indicateý thal tlre party conccrlled ,has not
agrecd tcl inclusiorr clf tlris ilrfoгlrrnli<ln,It slrould Ье notcd that infornration ссlrrсегпilrg the sile сlГрrосlu,эtiоrr is
paгtofthcpt'odilctLiccltce.ifthoproductit}n site isctrangedtht:Liccncentust[rcupdзtedcrl,itrviliccarictobe
valid,

l0, ]'his rеfсrs 1о thc dосulпспt, 1lгсраrеd Ьу s<.lrric naticlltat гсgulаtс,гу iчilrсriiti6.ч, iЁаi irriiiniaiiirý tlr* orl rvllicll
tlle pгodrrct lras bcelt Iiccn.sed.

II. Tlris геfеrs Kl рrоduсt iпГtlrtrrаlilrп npprtlvccl Ьу tlre corllpetent rr:rtiotral rcgrt[atoiry authcrrity, sitch дs а su},l]ltl{lr}l
of pгodrrct сhагасtеristiсs (!i])C'].

l?. Iп this сitсuпrstапOо, рсглrissiо]r lilr issuiлg t.[te сегtifiсаtе is leqrrircd Гrоm the product Liccncc htr]ciel,.'I'his
рогlпissiоп must Ьс prФvidr.:d tэ thc artth,crity Ьу the applicant.

l3. I'lcase ilrdicлte the геа.sоп tlrat I]le irpplicant has pгovidcd for поt reclucsting гetrlistraticrn:
(а) the product has bcctt rlcvcloped exclusiveIy fЬr thc: trrэаtпrсrrt 0f collсiiliolts * раrtiсu|аrl1, tгоlliоаl

discases * по1 епdоtпiс in thc ссluпtr,у ol'exptlrtl
(Ь) the product has [rocrt relirrnrцIatcti with fl vie\,v to irnprrlving its stallility uпсlсr tlclpical r;oпditions:

{с) thc ргсrdшсt ltas [rсеп геftlгrr,rttlаtссl to cxclrtdc cxcipierrb поt aplrгovcd lоr use iп ;lilrrгпtассutiсаl ргоdtlсt5
iп tlle соulltгу оl'' itrrрогt:

(d) thс ploduct ltaK beerr rcftrrrttulat*d lt) lllecl а diГГсгеllt nlaxittlttttt closagc linrit JЪг att actjvc irtlr,гcdicllr1

{е) алу otlter геаsФl,}. pleasc specily
I4. Ntlt applicahIe ltrcaпs tltat the tttаtluГасlrrrэ is taking placc irr а coul]try оtl.сг t|rirrl tlrat issrrirrg thc prorILtct

сегtifiсаtс arrrl Itrslrecl.ioll is,эrrпсlrtсtеtl uпtlt:г thc aegis of tlro cоunlry of n)al]ufirI}tu1,0.

I5. 'l'lrc гсquiгеrtlсttts fог good pгar:l.iccs iý llilз lIIапuГасturс апd qrlrality соrttгоl o{'drugs гсfgггсd tct tlrc ссгLifiсаtс
аге lhusc iпc|trtlcd iп thc tlriгtу- socrlnd гсгrсrгt ol'the Ёхреr1 (klrnпrittec orr slt,gcificali(lns ftlг Phaгrltaccrttir:al
Prcparatiotrs (WldO T'echrrieul Ilcptlrt Scrics, No.823, l992, Дпltсх I) ltectlлlпrerrtlations specifical{1,
applicatllc to bicllogioal plcrdtrutя have Ьt:сп f'сlrпrulаtеd Ьу 1hc W1-I0 [ixpeгt {,lclttlпlittcc orr IJiotogical
ýtandarcliz_ation (\\|}-lO 'l'ссhлiсоl llr:рrэrt Sr>ries , Nrr , 82?, l992, Arrnex I )л

l6, 'l'he ýectirltt is tcl ЬС ctlrttplcted ,wlrc.n the 1lrTlqlttct - liс:спсС liоId*l,оГ applicarrt соп{ilгпrs t() ýtatuý (Ь) ог (с) а:;
dcscгibcd iп rtottl 8 above It is <rГ рOrti,эulаr inlptlгtarlcc v;llq1 'Ji}д}i

1lt{bгrTlaliort to i<lurttify tlte corrtr,lctitlg l),ll,tilJs гcsl]ollsitrte ГуffНрtrgft;tlrmпu!аЕlfriц.tlf tllc iirlisircri сIсlsltgt:
Гt,l,tlt;trltl tlrc схtспt attd ltl,tttгc t l'lttty ctlttlt,rls.x.rгisc,l tФоl{Ёll t,t'tlresc 1,а,riс(}1'{;,ъч

l'tl!il.itt. lt',tt !,t ! lc,tltlt (-)r1,,1,,,,r,,,',,,,, /-) i / (i.,llt t,,, _1i, ýl{,'tТlidiЙ ,' ,:* Ь *1&1i1', '*1,*:а j' ltrttii'r ý ' 
,.i.,,*,''''

dcscгlbcd lп I}oltl li ob()ve lt lý (}l рOrti,эulаr inlptlгtatlcc ч,,llсцJi]*a:lgь_q(ultrпсlOгS агс iirvtllvcri itt thc
пlзtrtlГасtttгс <lf tllc ргосiuсt . Itl thсsч ciгclrtttlstnnces' ttlc зр1lli5дIf{iffiПffirрýffi* t,erti1),ilrg illttl)()гit\, \\1ilh
iltГогrтlаliоrt to i<lurttify tlte corrtr,lctitlg l)al,tilJs гcsl]ollsitrle Г9(РfiлtgЛЯТmпt*{1Рф.tlf tllc jltlisircri сIсlsltgt:

, \ ..itФ l

ý'r", ,,;ф,\, ,.*-*
\i "' ;;;iýýl$'l,"rф::b,_-.-{-



Food & Dгчgs Adminiýtrittion, Marharashtra State, м"rЬ";;;;;;;
Аппехurе to the c:eгtificate of а pharmaceuticctl Рrоduсt

No or certificдle

Те]: +g1_2
Fах: +9,1

5LYt{2ý{8095I20r

MYLllN LABORAToR|Eý LiMITED PL0T No. н-12 & H_l3,

Nаmб о{ thФ p,oduct LlФпýё llaldsr , Уl!|#ilН,UURЦNGАВАD 1311зо шдндпдiхiЫ 
-'

Nаш oflhePюduct 
:

l cycloB0riný captulE{ uSP 2ýОm0

: coPt'/cERT/AOIEOgý1 /20,t9/l r,/26ýs2/l 37723

LiBt of Соuпtriов Fоr

vбlid up to: 17 Оsс 20z1

uthority
,l:#.1

1Ё1l

/ fj;
.о-- "ýý\ls

Food & Drug Adminlstration. М.ý,
Band,a {Е), Murnbai.
Msha.ashtra Stoto, }ndia
Date:l8 Jап 201 9

Alijhtnislaл Вrчпеi
ý

}l(ln&Kon8 |Litlruanil !,ligenIl ýicrrii l,eone 1tlgo;\llжпiс llrunci
l)trчssаltшl

[:8ypl 1Itпgаry 
|l.uxcrnbtruTg North Kores Siпgарrе 'lЬпgо

Дlgсriа llulgaria l:l salvador lcclдlttJ |Мпсаu Nоrtrtу .ýlovtrk ia -liinidrtd &
'I'obagcr

дпdоrrа IJurkina lrдsr> пglапd lпс ig йacedonia опап Slочспiа 'l uпisiаДпgliл Burtrndi Ёquпtсriаl
G uinca

lпсопсsiа 
|Mnr.tag*sc", lцlIt) solornotn ls]qnd 'Iilrkc_v

АпsOlа LЪhо Velde Erilrg;r lrall млIаwi Pakist{n 'l'urkttlс,п istltttA,пgttill* cttrrborlit Estoпil I гпi1 Malsyýis [raltu

Ptlgýtjil9
South дliiс:r -I'urks апl (]aljcosAnligr|a свtпсrооп lhiopis lrе|апd Maldiygs

Апtigша nnd
l]ar hш<h

Canada
ýouth 'l uvalu

Irl [srл,сl iMnt, I)лпашlп soutlr ýлdап Ugan<la

Дгgепtiпп ('чр Vcr<Jc jl'ili l*И,,J Ir,aly |Malra lhрur Nеw
очiпса

Spain l]klаjпс

Агпrспiа СауrrlлпIslапсl lt'iпIапсJ

(]сlltrаIдГriсап l[t.n""IlcprrЫic l

Ivor1 Coilýt
дrчЬа

Рпrаgrlлу Sri l,лпkrr :JNtl(:R,
Jлmliсд мцuгitлпiп |}еru |St Kittlc, |лINIсlill

\ustrrr]jl Chrtt |firспсh Зurзпс J{lp;lll lvfauritius I'hililpincs ýl. Kiiligs flnd
Nevj

lJnilgd дrпь
Ijtn j rаlсsдпýlriа l"lhilc GtЬоп Jordan мсOм l'oIend

"1t. [,ucia l.iпiIcd KrngdrrlnAzcrlrl ijл п Chinl Ci{fibiд кдztkhstап Иехiсо ||оr[s Rioo ýtл lvlaarren LJnilod Slr)tc

t_,N(]l,S

]ahatлts crrlornhja !rcor8ril КчпУ1..

Kirii.ltli
мiсrолеsiд Porlugal Sl. Viлсепt8rhrаiп cotrttlros (i е пrt*п у blo]dova )аtаI ýt. VincenI ilпd

the tre nadilles
IJruбuлч

Чl,glзlýl,
|Jaгb;tdlrs

Сопgо Сhапд Мопжо lt.D. (_trngrr Slrrlап Jzhclistlrt
cOsta R,eil ljlnbrrl Ilrncl Kosrlvt) li,longo)ia Rep. оl'Сопgл, ýultlnale oI

0mап
Vtпu{lсr

vaticnп clty
lJcl*rus ){oatia Сrапd Cayrton kurclislirп lv{ 0 nýt$crrat ltcunion Suriллmсl}c)giltrr Cuba сft:ссе_

(irtlnadtl]el iz_e Счrmчо

Cyprus

Мопtýпеglт lttTEs S\l}zi]nn.l \tncZilcla

]elorussiil
Иоrоссо Rопапiл ýwкlan Viet iапс

Viсtпаm
Lдо PDlt Mozambi<lue Rttssil srvitzcrlandllепlп Cz,cchia ,Jý| пса

I 
l.no5

Lalo1

l,фапоп

Муапtпtr Rrva t Kla Syriu wсstсгп stlrtollIlсrпludа i]zechosIovaltiB Gur пcB-I}issatt Nnntibia ýattlдtr 'l'лi lrtur Wil0I]hulalt I)еппlаrk 0urltпд Nч1
Nepal

'lajilijsl2lп Yелtспl}оliчйt Djibouti 1,1дiti ,еопс Sдrr'Ibme irnd ''Ihпzдпiа Ytrgoslavi;lr

;;-IJosnia Dtlпrirlica |lerz-cgovina L.ý]ho
1,itxria

Nethcrlonds sttutli дпьiд 'I'chad
l]оsпid :tлd

I,1сrzеgоr,iпа
I)оmilricarr
ltepuhlic

|,lol lппd New Zellrnd

Nl"r-c*

ýепецаl Tbaiiand /_,anlbta

Dlt Congo 1,1oI / SOc -ibyl
l}rаzi]

Sctbirr 'Гhе NethaIlandý Zitlz.ibar

ZiпrЬаЬн.с
|щýgкýЁч" iech Nigcr SeyehclIes 'l'itTt<rr l.eýtcllritish Viгgilr dрiýYъr**хщ

лсогаsS ot cerlltytng зИhýгМ-
FOоo & Drug Admini$ýtlor[ М S.
Bandra.kur{a Соm f Ц",',/
Валоrа (Е), Mr:mbriЁ {оо osl, 

"*ýsi,_Мапагаshtrа,|NПdЬ- f W*i"

ol'

1

fr tпе лUtпоrlsеd реrSоп : д, т, NlкндDЕ л\ r\ .1

t', _ sigпаtчrе: фШJS
*tl ýtamp апd Oate :Joint Соmmiзвiопеr (HQ) & contrJlllng А

Ws}к,зя,r,*;
ft;1*5;l*Я" I 8 ;дiN ?0I$



FOOD & DiRU(; ADп{INIlýTRATloN мА}lАRдSllтRА ýтА]lýt мUпrпАI 400 05l
cЁRTIrtrC,tTE 0r А PtI/tRMAcEuTIcAI. рпо,о[,lст t

Аппехшl,о of Excipie пts

No, оftегlifiспlt, l
},lЁпiе 0f ahc :
(Ьпrр;rпу
N*шt nntl ttoBage i
lirrnt of product

Sr.Nо. Ingrtdients

CoiT/c[ltJ7l\D/tl095l/20l9/l1/?б5lt2/lJ7723 Vn|.lDt|Г'0.0:l?Dct202l
мYLдN LАвоRлтоR|ЕS LIMJTED pLoT No. н-12 & н-13, Mloc, WALuJ,АURАNGдвАо 1131lЗB мАнАRАýнтRА STATE, lNDlA
Сусlrэsегlпо Gарвчhв USP 25Omg

1 Cycloserine
2 Talc0rfi
З ЕНGС " Size 1'', Сар - Light 0гапgе

opaqUe, Body - Whitв-op,aquв,
lmрriпtеd With ',MYLAN'' очёr
"Сý250'iп black ink on tloth сар and
body.

Specifi са tion Qty/Uп its
UýP
Uýр/NF

250 mg

10(l mg

q,s.

Address of oertifying authority :

Food & Drug Adminiýtration, M,S.
Вапdrа-kчrlа Соmрlех,
Bandra (Е), Mumbai * 400 051.
Маhаrаshtrа,lNDlА.
Tel: +91 -22-26592збз/64
Fах: +91_22_26591959
5LlH24{8095 l 201 901 18059

Nаmlэ of thё Authorisad регsоп : А. Т. NlКН]ЦDЕ

SignaturB
Stamp and Л|аts

Authority
Food & Drug Аdmiпlstrаtiол, М.ý,
Bandra (Ё), Mumbai,
|tлаhаrавhtrа state, lndia
Date:I8 Jar 2019

I 8 -JдN 201з
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