
Health Products Regulutory Д uthority

CERTIFIC,\TE NUMBE R: З'()759

cERTlFlcATE оF GMP coMPLlANcE оF А мАNUFАстURЕR ' '

Part I

IssuedL folIowing an inspc:ction in ассоrdапсе with :

Art. l l l (5) of Diгective ]]00l /83/ЕС as anlended

The competent authoritv of Ireland сопfirms the foIIowing:
The mапufасturer :МУL.,tN LAВоRAТоRIЕS LIМlТЕD
Site address ,.F-4 апtI F-,l 2, Маlеgаоп MIDC, Siппur Nashik Dislric\,422l I3, Mahurushlra Stote, It

Has Ьtэеп inspected in сrэппесtiоп with rnarketing autfioгisation(s) listing пrапufасtuгэгs lclcated outside
the Еu,rореап Ес,опоmiс.,\rеа in ассоrdапсе йith A,t. 1l1(4) of Directive 200ll8зл]с ,

Othel,

Distant Assessment

Frоm t]he knowledge gained during inspection of this пlапufасturеr, the latest of which was conductecl or-l

202I-05-14. it is consider.ed that it complies with :

' The;Principles and guidelines of Good Мапufасtuгiпg Ргасtiсе laid down iп Directive 2{)озlg4Есз
This certificate rеflесts tlrk: status of tlle nlanufacturing site at the time of the inspectic,n noted above and
should not Ье relied upon to rеflесt the comp|iance status if mоrе than three уеаrs have elapsed since the date
of that inspection. Ноwеvrэr. this реriоd of validity rnay Ье rеduсеd оr extended using геgulаtоrу risk
managflTentPrinciPles ЬУ ап entry in the Restгictions оr Clarifuing rеmаrks field. This ceгtificate is valid
onlywirenpreserrted йith all pages and both parts l and 2. Тhе authenticity of this ce:tiflcate пlау Ье r,,erified
in EudraGMDP, If it does not арреаг, please contact the issuing authority.

сопtiпgftlэtп lhird соuпlriеs jltto а jl4еmЬеr Stale
2 

Gttirlaпce оп lhe iпlеrl)rеlаliоп o"tlhis lenlplare сап be,|outtc! itl lhe HeIp пrcпtt of ЕпtlrаG!чlDР clatabase,
J 

These reqttir"rteпtsfttlftl the G j1,1'P rесопtпtепdаtiопs o.f l|HO,

online EUclraGl\,4DP , Rel kеу:132267 lssuance Date 202,1 -07-1 9 Signatory: Conf identlal Pi]ge 1 о1 2



Part 2l

нumап Medicinal Рrоduсts

1 MA,NUFACTURINIG OPERATIONS
Non-steriIe products
].2,1 Noп-slerile products (processiпg operatioпs for the followiпg ,Josille /i,.lп9

1.2.1.1 Capsules, hаrd shell
1 .2.1 . 1З Tablets

].5.1 Primar1, Расlаgiпg

1.5.1.1 Capsules, hard shell
1 .5,1 .l3 Tablets

1.5.2 Sесопсlаrу paclagiпg

control tes

1.6,2 lliсrоlэiоlоgiсаl: поп-stеriliф

].б.3 Chemi,:tll/Physical

СlагiГуiпg геmаrl<s (Гоr рrц!|ig ц5.rr;

Actiyilt'es listecl оп the certific:ote were reviewecl Ьу clistoпt сtssеssпrcпt; ап оп-sitе iпsресtiоп was поt
сопduс:tеd. Live videolootuge was uýеd to (r.ýýеýý rеlечапt mапufасturiпg processes, facililies апtl
еquiрпlепt. The НРRД doies поt rоutiпеlУ issue hartl copies of GМР certilicutes. Auttteпlicity of GAWP'

certiJicatioп mау Ье verified оп the EudraGMDP tlotabase.

202 l -0,7-1 9 Name and signature of the authorised рrегsоп of the
Conlpetent Autl-rority of Ireland

Сопlidепtiаl
Неaltlt Рrolчcls RegulпIоry Дul,iоritt,
TelCoпJidential
F ах:СопJidепtiul

online EUdraGMDP , Rеl key:132267 lSSUance Date 2021 -07-1 9 Signator\i : conFidential F'agcl 2 of 2

1.2

1.5 Packaging

1.6



world Health
Organization
:a0, AVENUE /\FрlА - сН-121 1 GENEVA 27 * SW|TZERLдND - TEL сENTRдL +4,1 227912111* Fдх сЕNтRдt .41 22791 з111_ !!WW,\/VHO lNт

'Гсl. diгссt:
Гах diгесt:

Е-шаiI:

lп гr:р|у please геlЪr, lo:

yourr гсfъгсtrсе:

l4l22,7913,1 |,7

+4l 22'79l' 4"7 зо

ргеquаlаssеssпlепt@rvhо. int

I1лбз 5/мS/рG

Мг lnltiyaz Basacle
Sг. Vice-Pгesidetlt, Regtliirtoгy Affaiгs
Муlап l.аЬогаtогiеs Ltd
Plot No 34-А
ANRICH IndtrstгiaI Estatt: Воllагапl
IIуdегаЬаd 502 З25
Jinlraгatrr Mandal, Medak Distгict
'Ielangarra

Irlde

Dеiлг Мг lJasilde,
29 Магсh 20lб

WHO Pгequalification Теаm - Medicincs Assessment
FРР Pгeqrralificatioll -- Letter of Рrеquаlifiсаtiоп

Application ntlmbcr: НА635

] геf'ег to уоur lеttег expressing Mylan LаЬоrаtоriеs Ltd's illterest to partic;ipatel iп the "РгосеСurе
fоr assessilrg thе acceptability, in principle, of рhагlпасеutiсаl prodrrcts for рurсhаsе Ьу, United Nations
aget-lcies", as adoptccl iп 200l Ьу the Thiry-seventh World Health Orgalrization (\МНС) Ехрегt
Соmшittес oll Specilir:ations fоr Phannaceutical Preparatiotls, alt{l published iп thе WI{O Technic:al
Report Series No. 908, апd alnetrded subsequently irt the Fody-fifth repoIt, as published in thе WI]O
Tec:hnical Repor1 Sеrirэs No. 961 iп 20l l.

Tlrank you fot subrnitting the data апd iпfоrпlаtiоll requested and fог yotlr volutttat,y pafiir:ipation
iп this qualit)/ assesslI-Iellt рrосеduге. 'I'he review оf уоuг colllpall,y's рrоduсt dоssiег otl:

IlA635 - АЬасачir (as sulfatc)/LaIrlivucline ТаЫсt, Film-coatetl 600nrg/300mg

has beeIl collpleted zrrld following inspection of tlre facilities used fог the rtlallufa<:tuгe and testiпg of this
ргоduсt, it has Ьееп fbr.rrrd to lrreet the погпrs and stапdагds гecotrrtlreIrded Ьу WНrЭ ап<l is acceptablc, itl
pгirlciple, Гог pt,ocure,nletlt Ьу UN agencies.

This collclusicrn is based оп infoгtnation available to WHO at the сuгt,еtlt time, i.e. the
itlfortnatiotl irl the subпrittcd dossier and ott the stal.us оf сut,гепt goocl mапufасtr,tгi пg, clirlical ancl
lаЬlэrаtогу prirctices at tlie facilities used fortlre пrапufасtuге and testing of tlte ргсldшсt. Please ttote,
IroweveГ, that this decision tnay сhалgе based оп new infoгtnatiorr that tnay becotTte ачаilаlэlе to us.
Тhеt'еfоrе, itl ассогdапсе with апd subject to the Gr.ridillg Pгirrciples of Pгequalification, the pгodr"rr;t l,vill
ПОvУ Ье irlclu<ied iп thg Iist of nredicinal pгodttcts, as tnatlttfactttгe<i at the specifieci trlatlttfactttгillg sit.:s,
which аге соllsjdегеd 1о Ье acceptable, irr pгirlciple, fог proctlгelnellt Ьу UN огgаlr zatic,ns. This Iilsl is
pLrb,|ished Ьу W'HO at www.who,illt/pгeqlal.

Please llote that inclusioil iп the Iist catlnot Ье сопstгtlеd as WHO арргочаl ог €:пdorsemellt, аl]tl
does ttot Ileccssaгily mеап thatthc Iistcd ргоduсts wilI acttrally Ье ргосr_rrеd f1,onr tle sLrpplicгs tnetltic,tled.
Тhс: list, and the WIJIЭ llame, enlblenr апd/оr асгопуm п]ау not, fitfihегlrtоге, Ье tr;ed Ьу the applic:ants,
lnaIrrtfactttгers, suррliс,гs оr ally оthеr рагtiеs for соtпlпегсiаl ог pгollrotional рurрс,sеs.

ENICLS: (2)
..l..

i".оJt,J t';а,dl ;tлйЬ . Ёя].*rЕ4ч
0rganisation mondiale dtl la Sапtё . Всемирная организация здравоохранения . Orgапiz;lсiбп Mundialde la lialud



Mг Basade, lJусlегаЬаd
FII-Е:НА635-0

29 Магсlr 20 ] (l

Page 2 of 7

The aPPlicarltls аПd the mапufасtuгеls of pleqrraIificd p[oducts аге t,equired to collltlltlllicaie lo
WI-1O detaiIS of апУ cJhartgeS iп tnantlfactttгe ог сопtгоlthаt rпау have arl impact оп the sаfЫу, effiicar:y
апd/оr qLraIity of the ргоdrrсt.

ргiог tcl itnplerlrentation of апу challges in апу рагts of the арргочесl dоssiег апс|/ог iп the
nlalrrtfacttlre of the ргосluсt, уоu sltoltId:

, consult t|re "WFIO guidelines оп чагiаtiопs to а pгequalified ргоd,rct", as acloptecl itl2012
Ьу thcl WHO Ехрегt Conrnlittee оп Specifications fоr Phaгnracettlic.al Ргерагаtiоtrs, atr<l
prrblished itl Аппех 3 of the WHO Technical Rcport Series No 98l lп jlO1З, апd

о submit the геsресtiче iпfогtпаtiоп аЬоut the intended variatiotrs arld tlte rеquiгсd
additional data Ьу email to ;rrequalassessment@lvho.int, altcl irl hагd сору, сlеаrlу
пrагkс:d as indicated, to tlre following аddгеss:

cONIrIDENTlд],
Attenl.iolt: Dr Matthias Stahl
WH() Рrсquаlifiсаtiоп Теапr - Medicines
Рrоdu,эt Ref NurпЬеr: ] iA635

UNK]EF Supply Divisioп
Oceanvej 10-12
2 l 50 ]tlordhavtr Copetrltagen
Dепm;еrk

Finally, I shc,uld like to draw уоt_tГ attentiotl to the fact that the list will Ье revie,wed and updzrted
at геgulаr intervals. C,onscquently, WHO wilI, at rеgulаr intervals, аrапgе for the ргоduсts and
malrufacturit)g Sites i;п,э|цdgб in the list to Ье re-evalLrated. If, as а result of this ,.,,rr.rs,n"nt, it is founcl
that а рrоduс1. and/or specified mallufactuгitlg site lto lопgег complies with the wl{o recomtnendc:d
staltdaгds, such ргоduс;ts and nralrufactuгitlg sites will Ье rепочеd Гrоm tlre list. Тhе faiIure of ап
appIicarlt ог а mапttfttс;tuгег to рагtiсiраtе itl tlre гeassesslnent ргосоdurе (as set otl,, iп the аfогеmспtiсlllссl
Guiding Рriпсiрlеs) will also Iead to гetrroval Гl.оrп thе Iist.

wНo welcolnes уоur colnpatry's volurrtaгy participation irl this Ргоgгаlппlе. ]ll оrdег to лrе6,t thc
terttls established fоr nlonitoгitlg atld re-evalttation of preqrralified medicinaгprodtlcts, as welI as to fiэstеr
communicati<ln betweerr Муlап LаЬогаtогiеs Ltd апd the WHO Prequalification Теаm - Meclicilles,
please conrpIete the t,wo fогlпs enclosed ("МаiП characteris,lics of rhe prequalifiecl mесliсiпаl prodttcl''
aпd "Underlakillgs oJ'the сцлрliсапl') апd геturп these, signecl Ьу а clrrly authorized rергеsепtаtiче rэf
Муlап LаЬогаtсlгiеs L,td, to the following acldress;

wог|d Heaith rcrganization
Attentiotl: Рrrэquаlifiсаtiоп Secretariat
WHCI Prequa,ljificatiorl Теаm * Medicines
HIS/EMP/RFI'Г/PQT Rоопr б 1 3

20 Ачепuе Appia
l2l l Gепеча 2}7

switzerland

4.дJkJ l'4zдl l ;.АЁЬ . ЁЯ_IЁErЕ аЧ

Organisation mondiale de la sапtё . Всемирная организация здравOохранения . Organiztrciбn Mundial de la liialud



Мг Basade, }JуdегаtэаС
FIl-Е:}lАбЗ5-0

29 Maгclr 20 j 6
Page ,i оГ 7

I look fогwаl,сl to гесеiчitlg this infoгrnatiotl fгоm within two weeks of the date of tllis lеftег art the
lаttэst. Fоr ftrIlhег inГclltltatioll pIease ttse the enlail address prequalassessnlent@who.int and kirrdl1,
enstll'e that апу соItlгtlшпiсаtiоп quotes the соггеsроlldiпg WHO ргоduсt rеfегеllсе l1tllllber.

Thallk уоu firl,уоttг соорегаtiоп.

Yоuгs siпсегеIу,

UР*А-<
Dг Matthias Stalrl
Gгоuр Lead, Medicines Assessnrent
Prequalification Теаm
Regulation of Medicines апd otlter Health Тесhtlоlrэgiеs

ЦpJt Jl'4й,dl i,oЁ; . ЁЯ]l*rЕЯ
Organisation mопdiаlе de la sапtё . Всемирная организация здравOохранения . 0rganizaciбn Mundialde |а iiialud



Jfu
Ёfhl ti*rjд**#ffiя

Dosage }'огm(s) Categor(ies)
Gепеrаl ( Оthеr than
Cephalosporins, Репiсilliп,

-LсуLq!g}:g*Н9.шол_е_ч)
Gепеrаl ( Other than
Cephalosporins, Penicillin,
C_ytotoxic, Ноrmопеs )

The responsibiliý fсlг the quality of the individual batches of the рhагmасеutiсаl рrосlч<,;ts
manufactured thrоugh this рrосеss lies with the mапufасtчгеr.

This сегtifiсаtе rеmаiпs valid чпti| 02 Jul2024. lt becomes invalid if thtl act,ivities апсt / оr
СаtеgОriеs сеrtifiеd herewith аrе changed оr if the site is по lопgег сlэпsi<jеrеd to Ье iп
соппрliапсе with GMlP

Address of certifyiqg euthority :

Fооd & Drчg Administiatiqn, M.lS,
Вапdrа-kurlа Соmрlвх,
Вапdrа (Е:), Mumbai - 400
Маhагаshtrа,lND|А,
Tel: +9,1-i]

Fах: +91,-22-2659,1
1LYM225 10з 2з020210703
MYLAN цвоRАrc шЕS l.!rt]r
Б!lF./(tRт/ккý/1 0]}30/

; MYLAN LABORATOR|Eý L|MITED

: F{ Е F.l2, MlDc, MALIGAoN, TAL, Slil}lАR,
I{ASH lK 4221 1 з MAHARASHTRA 9.lгАтЕ,
l1{DlA

. NКD89 lп Fоrm 25,
нкD4з lп Fоrm 28

Name of the Authoriýed person : О. R, GAHAiIE

Signature: %,
Stamp апd Date : Joint С".ББББi & Controlling

Ачthоriф
Food & Drug Adminirrtfation, M,S.
Вапdrа (Е), Mumbai.
Maharaghtra State, lrrdia
Date:03 Jч! 2021

office of The Соmrпissirrпеr,
Food & DгugsAdrninistration M.S"
Вапdга - Кчгlа CotTple;K,
Вапdrа (Е),
Mumbai- 400 051
Date :-0з Jul2021

This Gегtifiсаtе сопfоrrпs to the format recommended Ьу the Wогld Health organization,
(Gепвrаl instrucfions апd ехрlапаtоry notes attached).

Сеrtifi cate No. : N ЕUU-WНо-GмР/сЕRт/N KD/l 03230/202 1 /1 1 /36529

Оп the basis of the inspection сагriеd out оп 27.О5.2О21& 28.05.2021 ,22'овjо21 ,\ye
certify that the site indicated оп this Сегtifiсаtе complies with Good Пllanufacturitlg
Prclctices fог the clcrsage fогms, categories and activities llsted iп Table ,1,

1l, Nаmе of the Firm

Addгess

2|.. Liсепсе No,.

TIF|сATE оF,

,tý

}

W,
?(
'. хЕtд]Wно-

{.rbsll
(

4'. J

Цýч,*r*}

FiIling, Packing,
(luality Сопtrоl,

Аstiчrагlсе
Filling, Packing,

Cluality Сопtrоl,
Аst;urагtсе

"1

l

l

Table 1



EKplanatory notes

l, This сегtifiсаtе which is iп the lЬrtпаt rесоmmепdеd Ьу WHO, certitles the stittus of the site listecl
iп point l of th,э cerlificate.

2. The certification пumЬеr should Ье tгасеаЬlе within tlre rеgulаtогу authoril,y issuing thcl
сегti ficate.

? Where tlre regr;l619ry authority issues а licence tЬr the site , this пчtпЬеr should Ье speci{iecl
гесоrd "ttot applicable" in cases whеrе thеrе is по legal framework fьr the issuing of а licence.

Table l
Listthe dosage fОrпs, starting materials" categories апd activities, Ехашрlеs аrе gir,len below,

ýхдцllilg_-l

Рh atm aceutical Pro<ltЦlr_ Act ies)
Dosage fоrm (s'

Tablels Packacin
Packaging,

Ini ectables iпs & Labelli
Ccfalosporin Aseptic preparirtion, Расkаgiл 1з,

J*ф:Lt_цg_,

Ецqщрlе - 2.

philrmaceutical prodtlct S)| Activit
i SиItдg_цДgлglý.L
рагасеtаmоl Analgesic

Use, whenever available. International Nопргорriеtаry Names (INNs) оr ottrerwise national
попрrорriеtаrу пап,lеs.

5, The cefiifical,e rеmаiпs valid uпtil the specified
activitics апd,/с,r categorics certified агс changcd
compliance wilh GMP.

4.

date, Thc: ,;

оr :if the ,чit

il'thcl
lrl

6. The requiremerrts lоr good practices the mапufасtчrе at-rd

the cefiificate аrе those included in Qualiý Аssчrапсе оf
guidelines апd re|ated materials . Good manufacturing
1999. Wоrld |Jealth Organization, Geneva and subsequent u

пrlitфЁ,

l
lý

Category (ies)

PeniciIlin

Synthesis, Рuri fication,
Раоkiпs, Labellins.

ih*-trlпt*ti
iбпgеr tппsit

,Ь\
|;^;;s#У

Саtеgоrу (ies)



No. ofccгtificate

Nдmе oll Мдпчfасtчriпg Firпп

Drug License No

LIST OF,PRODUCT ЛРРRОYЕD UNDERWHO GMPj: NEW-WHO_GMP/сEKгA]KD/I032I30 vлLlf,,UP.tl):02Jul2024
1202|lIl136529

: MYLAN LABORAгORIES LIMшI]D
F-4 & F-12, MIDс, MALEGAON, ]AL. SINNAII,
NлSIпк 422llз MAHARASHTR/, STATE, INDIл

: NKD89 ]п Fоrm 25,
NKD43 Jп Fогm 28

Sr.Г,[о. Name of the
1

A,bacavir and Lamiv|
t|sP 600mg/зOOmg

2

sulfate and L

rle Tablets 60

3

r Sulfate, Lam
iпе Tablets 3С

4

Tablets USP

5

Tablets USP

6

7

rrtemether and Lume
:lblets 20mg,/120mg

АЁеmеthеr and Lumr
Tablets 40m8/240m8

8

Al[azanavir (as Sulfate }

1liOmg

12э, j, 6 7 8 9 10

P'roduct

ivudine Tablets

Lamivudine
]mg/30mg

Composition
film coated tablet contain5

Abacavir Sulfate USP equivalent to Abacavir бОО mlз
Lamivudine USP 300 mg

tablet contains
АЬасачir Sulfate USP equlvalent tIc АЬасачir бО mg
Lamivudine USP З0 mg

film coated tablet contains
Sulfate USP З5l.З9 mg equivalent to Abacavir 300.00 mg

Lamivudine USP 150,ОО mg

USP 300.00 mg

film coated tablet contains
З00 mg АЬасачir Sulfate USP equivalent t0 Abacavir 300.ОО mg

Film coated Tablet Сопtаiпs
Abacavir Sulfate USP equivalent trэ Abacavir 60.00 rng

uncoated tablet conta lns

20.00 mg

Lumefantrine 120.00 mg

ach uncoated tablet contains
LчmеlЪпtriпе hоr 40,00 mg

Lumefantrine 240.00 mg

CapsuIes
Each Capsule Contains
Atazanavir [as Sulfate) equivalent to Atazanavir 150.О0 гrg

mi,ичdiпе and
Зt)Omg/150mg

Address oti certifying authority :

Food & Dnug Administration, M,S,
Вапdrа-kurlа Complex,
Вапdrа (Е), Mumbai -400 051,
Маhаrаshlrа,lNDlА.
Tel: +9,t -2j1-26592363/64
Fах: +91-:22-26591959
1LYр!22510з2з02021070з
MYLAN LABORATORIES LIMITED -
GM р/с ERT/ll KD/1 0 3 2з о l 2о2,' l l 1

Name of the Authorised реrsоп : D. R. GAHANE

and Date ,Authoriý
Food & Drчg AdminiBtration, M.S.
Вапdrа (Е), Mumbai.
маhаrазhtrа ýtate, lndi а
Date:03 Jul 202l

,iч
}
}
I

*)r t
&uн.x*ý

,

rf 
",



OFFICE ОF Т,НЕ CONTROLLER, FOOD AND DRUGS ADMINISTIIATION{
MADHYA PRADESH

No.: V/WHO-GMP/]\{-2120I81 Ч q +q Bhopal, Dated: tr 
I 
rlt и>о

То' 
,rьп..-rл-!_- I :*:.лlл И Муlап Laboгatories l,imited, . .,_. ,., ._ , i.*,,,\Фlоt No.11, t2|, & l3,IncIOtc SEZ, РhаrmаZопе, 

.,]]''.r,,,.,:,, , 
''.;a;'.

Phase-lIrSector-III,Pitlramprrr-454775,Dist.Dhar'i:,T,;i''',,

Sub: - Inclusion of adrjitiorra] item in the list of Phannacerrtical Prclducd u,,,,j#*() G]r(i Certificzrtic,n
Scheme, urrder Certificate No. 07l2014,Valid uр to 2l,]1.202l.' '',-О* " ' ..

;!_" ;.", .' ,- 
"

Ref: - Letter No, as liste,d below in а table frоm Deputy Drugs Contrtlller (India) iDýlсо, Sub zonal office, Indore.

On the аЬоvе cited subject following prodrrct is hсrсЬу included in th,e list of рlrагmасеutiсаl
produclts uпdег WHO-GMP certification scheme, under certificate no. 07/20 l4 vrllid up to 2 l - l l -202 1 оп
the basis of recommendation of Assistant Drugs ContToller ('India) CDSCO, Sub zonal office, ]пdоrе vidc
the геfеrrеd lel.tor No. in below table;

Name of the product

SZ|t 20 l',l l СоРР/Муlап/0 l 5/5 5 З

dated l4,09.j20ll0

SZ1l)-0 11,| COPPlMyl anlO ] 5 i5 8 8;

dated: i2.10,2020

Please keep tlris lеttе,г with уоur list оf Рhаrmасеutiсаl
сопс:еrпеd.

products fоr inspection Ьу с authorilies

Dy. Drlrgs
Liсtл, thu}ity

Food ф t)rYgs ddlttillis,(rirtirlll

}-,,{{а 
t] lrya Prlrdcsh

Endt. No Vмно-с}lиР/М-2l2018/ Bhollal, Dated:
Сору fоrwаrd lo:

r The Asst. Drugs Controller (India) Sub-zonal office, 67-'7Z,Type-l Griffins Colony, М.Y. Hospital
to Piplyahana }ylain Road, Near St. Raphael's School * [ndore -452 001.. Tlre Dr:ugs Insllector, С/о Dy. Diгесtоr, Fclod and Drugs Administratio.n, ratiOпr,

Dy. Drugs Сопtrоllеr &
Licensing AuthoriQy

Food & Dlrugs Administration
Madhya Pradesh

Composition CDSCO, Sub zonal offic:e, Iпdоrе;
Letter Nrr

Isoniiazid / Pyridoxine
Нуdrгосhlоridе / Sцlfamethoxazole
/'Гri;mеthорrirп Tablets
300 mg / 25 mg/ 800 mg / 160 mg

DoIurtegravir Disperslible
Tabltets 10 mg
МY]LТЕGд DT (Тrqdе Nаmе Giчеп
Ву Maпufacturer)

Each film coated tablet Contains:
Isoniazid Ph. Еuг. 300 mg
Pyridoxine Нуdгосhlоridе Ph, Ецг. 25
mg
Sulfamethoxazolc Ph. Еur. 800 Tng
TrimethopTim Рh. Еur. l60 m

Eaclr tablet cotrtaitrs;
Dolutegгavir sodium cquivalent to
Dolutegravir 10 mg

Page 1 of 1



U.S. Fооd anll Dru!| Administration
10903 New l-ampslrire Avenue
Silver Sрriпg, MD ;l099З
WWW.fda.9ov

Via lj-MaiI

Магс;h 5,202(11

Мг. \/enugopal Reddy Dечаkаmmа
Head of OSD-Site Оlrtэrаtiопs
Myla"n Laboratories [,im ited
Plot },Ios. ll, 12,13 (F'DF-3), Indore Special Economic Zone
Рhаrmа Zопе, Phase lJ, Sector III, Pitlrampur
District Dhar, Madhya Pradesh, 454775 |пdiа

Dеаr Мr. Devakamma:

The IJ.S. Foocl and Dnrrg Administration (FDA) conducted an inspection at I\{уlап Laboratclries
Limited, FЕl :i01045.] 141, located at Plot Nos. 1 l, 12, 13 (FDF-3), ]ndore Strlecial Econom ic
Zone, РhаrmаZопе, Phase lI, Sector lII, Рithаmрuг, District Dhаr, frоm Oct<lber 2|,2О19 to
Octolber 25,2019. FD.,\ has determined that the iпsресtirэп classification of tlris facility is
"voluntary action indic:ated" (VAI).2 Based оп this inspection, this facility is considered to |эе in
а mirrimally ac:ceptable state оf compliance with геgаrd to current good mantrfact,шring practice
(сGллр).

А Vl\I inspecl.ion classification indicates that, although investigators found and documentelJ
objec,tionable rэonditions during the inspection, FDA will not take оr rесоmmепd геgulаtоrу ог
епf,оrсеmепt action Ьеrэаusе the objectionable corrditions do nc|t meet the threshold for action at
this time. Despite this; Гacility inspection classification, FDА rесоmmепds thzrt you address ап.у
observations noted orr the Fоrm FDA 483 issued at the conclus;ion of the inspection оr otherwiise
conveyed to Уrэu follclrving the inspection. If not соrrесtеd, the salne оr similttr conditions сrэu]ld
lead 1,о а futurtэ inspection being classified as "officialaction indicated" (ОА1).

This letter is not intencled as an endorsement оr ceгtification oI'the facility. It remains уоur
responsibility to епsurtэ continued compliance with CGN{P.

An inLspection classification of VAl fоr СGМР comp|iance will not directly negatively impact
FDA''s assessnrent огапу pending marketing applications rеfеrепсiпg this faclility. please note,
however, that application approval will depend оп а product- and application-specific f-acility
asses|sment conducted Ьу the аррrорriаtе CDER оr СvмI review office. This letter does not
address оr rеflrэсt FDIYs decision rnaking with respect tO апУ potential non-CGMP соmрliапс,э
issue:;.

1Origirral 90-day inspectiorr classification letter was issued in accordance vyith established рrосес!urеs and
timefrlames on January L7,2020. Due to an inadvertent typographical еrrоr in the уеаr of is;uanc:e (2019 instearj of
2020), lеttеr is being reissued.

2 See Inspection CIassification Definitions, at https://www.fda.gov/lCECI/Inspections/ucm2]]323 l.htrn.

U.ý" FоСD &r DRUý
ADMlNlSTRr\Tl0}{



FDA has conc:luded that this inspection is "ciosed" uпdеr 2l c]FR 20.64(dхз), and we аrе
enclosing а сс)ру of thэ паrrаtiче portion оf the tjstablishment Inspection Re1lofi (EIR). lt mау
rеflе,сt redactionS made ЬУ FDA in ассогdапсе ц,ith the Frееdоm of Informalion ,Act (FOIA,) and
2l CFR Раrt 20, This, however, does not preclude you fгоm requesting additiona]t iпfогmаtiоп
under FоIА.

If уоu have anLy questions regarding this letter, уоu may contact Brooke Нigдliпs .via telephone at
(З0l ) 796-4l7l оr enriril at brooke.higgins@fda.hhs.go\|.

Sincerely,
Carmelo R. 3ili;:lih'"1xili';:;1,

Rosa -S H".,;l;ТI#r,,;*-
Саrmеlо Rosa, Psy.D.
Director, Division оf Global Quality I

Оffiсе of I\{anufacturing Qualit,r
office оf clompliance
Center fоr Drug []valuation and Rеs,эаrсh



World Health
0rganization
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'l'cl. diгссt
Ijax diгесt
Е-пlаil:

-|4l 2279| з,l 11

+4 l 22 79l 4i 30

ргеq u al assessIлen t (r?wh о. i nt

Мг lrntiyaz i]asade

Sг. Vice-Pгesident, Regtrlatoгy Аffаiгs
Муlап Labclгatories Ltd
Plot No.564/A/22 Road No. ql2

Jubilee Hills
I,IуdегаЬаd 500096
Telangatra
Inde

Iп lcply 1rlease гсfсг to: II^678-0/MS/ADV

Yоrtг геlЪl,епсr::

Г)еаг Мг Basade,
3 1 October 20l8

WHO Prequalification Tcam - Medicines Assessment
FРР Prequalification - Letter of PrequaIilication

Application пuпrЬеr: НА678-0

I геfеrtо.у<luг lеttег cxpl,essing IVlylan Labolatot,ies Ltd's irrtегсst to рагtiсiраtс iп tlrо "Ргосеdtrгс
fог assessingthe acccptability, iп pririciple, оГрhаrmасеutiсаl ргоduсts fог рuгсhаsе lly United Nations
agencies'", as аdорtэd in 200l Ьу the Thirty-sevetlth Wогld I-Iealth Organization (WHO) Ехрегt
Colnmitкle оп Spec;ifications fоr PlraI,maceutical Рtераrаtiогts, and pulэlishecl iп tlte V/HO'I'echnical
Report Sс:гi,эs No. 9'08, alrd anrended sulrsccluently in tlte Forty-fifth героrt, as prrlэlislred in the WIlO
Technica,l F.ерогt Series No, 961 in 20l l.

'['hzrnk уоu fог subrnitting the data and iпГогrтаtiоп requestecl and fоr уоur чоLuпtагу рагtiсiраtiоп
irl this quaIity asscsstllent pгoccdtlle. 'Гhе rечiеw оГуоrrr соmрапу's ргоduсt clossier оп:

. НА,678 - I)olutegravir (Sodiuпr) Tablet, Filln-coated 50mg

ltas Ьееп cornplctc:d and following inspection of the Гacilities usecl fiэг the rпапtt{Ъсtuгэ arrcl testing оГthis
pt,odttct, it Lras Ьееп found to rTeet the погlrts attd standards tecotntncnded Ьу WHO ald is ассерtаlэlе, irr

ргiпоiрlе, fсlг ргосuгеlтепt Ьу IJN agencies.

'['1ris concllrsiorr is lrased on iпfогпlаtiоп available to WHO at the ctlrrent tirпt:, i.e, the
iпГогlllаliоп iл tlre sr_lbrnittecl dossier ancl оп the status оГсuггепt good nranufactuгing, сliпi,эаl апd
]аЬоrаtог,/ г)l,acticcs at the facilities lrsed fог the шапrtfасttlt,с: апd tcsting of thc ргосlLrl:t. I)lease поtе,
lrolveveг, that this decision rnay change based оп псw iпfогпlаtiоп tlrat tTay becotт1e ачаilаlэ]е to tls.
Тhегеfогс:, iп ассогrlаtlсс with and sulэjесt to the Guiding Principles of PгeqtralificalicIl, the ргоdLrсt rvill
now Ье irrclirded iп the list of шсdiсiла| l)l,odtlcts, as lnanLlfacttll,ed at the specified tn;tntlfar.:tLtгing sites,
which агс, с,спsidегt:d to Ьс acceptable, in ргiпсiрlе, fог ргосuгеtllепt Ьу tJN огgапizаtiопs. ]'his ]ist is
pttbl ished Ьу WI-itЭ at wwrv.who.int/pгeclLlal.

Please поl,е that ilrclr-rsicln iп thc list cannot Ье constгtted as WHO арргсlча1 ot encltlгselttetlt, апtl
does rro1 ncccssaril1l пrеап that the listed pгodrrcts i,vill actually Ье ргосuгеd tl,оm the :uррliегs rnerttionc:d.
Тhе list, aLnd thc Vy']lO nallle, епrЫеtт апсl/ог асгопуIп lrray поt, fitгthегlтоrе, Ье ttscd Ьу the applicaIlts.
t,паl,tttfасlLtгеts. sLrp1llieгs ог atly сlthег рагtiеs fог сопltllегсiаl ог pгornotiot-tai рtlгроsсs.

ENCLS:I,2) 
l

1дJttJll.xAl dý,;b . Ёя:E+rЕд
Organisatic,n rnondi;rlrl de la Sапtё . Всемирная организация здравоохранения . Organizaciбrl Mundial de la Sal,ud
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!Гliе applicants and the lllаIlufасtllгегs оГргеquаIifiе,J ргосlttсts аге геquiгеd tc cotrltnLttricate ttl
WHO detailS оГап.у changes iп rnanuf'acttrгe ог сбпtгоI that lпаУ have ап impact оп tl:e safi:ty, ctficacy
ancl/ol cltlality ol'l,he ргоdLrсt.

Pl'i,эr'to itnpIcrncntation oГany cllanges in ;rny pat,ts of tlre aLppгoved dossicг ancl/ol, in tlre
tтапttГасluгс of the ргоdrrсt, yolr shorr)cl:

о сrэtlsult the "WHO guidelines оп чагiаtiопs [о а рге,quаlifiесl ргоduсt", as adopted itl2012
Ьу thc WI-iO Ехрегt Cotnпrittee оп Specifications fiэr Рhагmасеtltiсаl Рrерагаtiопs, апсl
pulrlished itr Аппех 3 of thc WHO Technical Report Selies No 98 l in 20 1Ъ, апd, sublnit the гespective iпfогmаtiоп abotlt the intencled чагiаtiопs ancl t]tc rесluirеd
arlditional data in electгclrric Ibrrrrat (CD оr DVD ог via а file tr.апslЪl. link). The
sпtlInission (if subrnitted on CD/DVD), iпсludiпg аnу pacl<ages/conttriners (if applicable).
shclLrld lэс сlсагlу addressed, as 1.ollows:

CC|NFIDENTIAL
Atlention; Dr Matthias StahI
WI:IO Prequalificatitllr Теаm - Medicines
Product Ref NrrпlЬсг: FIА678

UNICEF Srrpply Division
O,ceanvej l0-12
2l 50 Nогdliачп Сорепhаgеп
Dеlttпагk

please selrcl the link to Fppassessпrertt@rvho.int, iгуоu рrегеr to suttrnit the l.esponse
via а file tгапsfы link,

Fiпаllу, I :;}rould like to dгаw уоuг attention to the fact that the list will Ье гечiеwеd апd upclater1
at rеgttlаГ intervals. Conscqr.rently, WI,IO wi]l, at геgtrlаr intervals, а,rrапgе l'оr the pro<lr-rcts and
manufacturingsitesincludedintheIisttobcre-evaluated. Ii,asareýult;fthisreaisessment,itisfoun<]
that а ptorJLrct апd/ог specifled mantrfactul,ing site по lопgег ,Эоmрliсls r.vith tlre WFIO 1ecorTrrncnc]ed
slапdаrds. sl.tch pгrэdrrcts and mапufасtrrгiпg sites wiII Ье r,ern,ovecl f1.orn the list. 'Гhtэ faillrrc: of ап
applicant оr а пlапttfасtuгег to рагtiсiраtе in the геаssеsýmепt ргосеilurе (as set otlt in the af'orernentionc:d
Guiding t'гi1,1ciple:;) will also lead to rепrочаl fi.опl 1he list.

Ц/I-1о welc,lrneý уоtlr company's vо|Lrпtаrу participation in this Рrоgrаrlllпе,. lt-t огdег to tlrcct tlrc
terms esta,b|ished lъr tnonitoring and ге-еча]uаtiоп of pгequalifiecl шесliсiпагрrоduсts as well as to fbstcr
cotrrmttnir:alion betrveerr Муlап l.аЬогаtогiеs Ltd апс] 1hc WIiO PreqLralification Теап-. - М,эс]iсiпеs,
please cotrrp,lete the tlvo tьrtпs enclosed {"fuIаiп characlerislics clf th:e preqltalфecl песliсiпul procluct''
апсl " Uпd|.еr|аkiпg:; o/-the аррliсапt ") and геtuгп these, signed Ьу а cluiy atrt]roiized ге эгеsепtаtiче оГ
Муlап LаЬогаtоriеs Ltd, to the lbllowirlg асlсlгеss:

Ц/oгld Heal th Organization
Attentioll: pleqr.ralification sесгеtагiаt
Ц'НС) Ргеq rral i f'icatioll'I-earn - Medic ines
l IIS,/EMP/RHT/PQT Rooln б l 3
20 lrvcntrc: ,\ppia
l ]l l l Genc:va 27
srvitze1,1and

,чдJkJl ';йAJI:i^Ёb . ЁяIфfяач
Organisaticln rnondialtl de la sапtё . Всемирная организация здравоохранения . organizaciбr Mundial de la salud
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I lшlk {Ьгrчпгd trr гесеiчiпg this iпfогпlаtiоп frоrп lvithin two weeks of tlre dаtэ of tlris letter at tl-re
latest. Fог fh'thсr irlformatioll pletrse ttse the ernail address prcqtlalassessment@lvhrl.irrt and kindly
еПsuГС tlrat atry cotnlrrunicatiotl quotes tlre соrгсsропсliпg WI-IO ргоduсt геfегепсе пrtrпЬег.

Tlrank yorr Гоr уоtlг coopeIation.

/оr-rгs siпсегеIу,

Иfua-<_
Dг Matthias Stahl
Grоuр Lead, Medjcines Assessmetrl
Ргеqrrа[ifi c,ation Тэапr
Ilegulation of Medicines апd other I{ealtlr Technologics

Edt"J l arr*"J l iýЁ; . ЁЯI,Sllfl 1Ч

Orgaпisation tnondialc de la Sапtё . Всемирная организация здравOOхранения . Organizaciбrl Mundial de la Salrrd
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Main cllaracteristics of the ;lrеqшлliliеtl
(tcl Ье si,5y;ecl Ьу ct duly authorized rеlлгеsепlаlЛ)е oJ'the

Inc:tlicinal protluc,t
аррliсапt апd relut.llecl Io lttllo)

l. I)roduct WHO
rIAбj,8

Reference пumьсr

2. INN оf асtiч€ ingredient(s)
DoI utegravir, (S,эdium

3. Dosage form апtl stгепgth
|'ablet, Гilm-сrэаtеd

4. Тrаdс паmе(s) of the procluct (if аррliсаЬlф*
Nл

5. Name of applicant апсl official atltlres.s
Mylan L,аlэогаtогiеs Lirnited
Plot IrIo.56414 /2|,2, Road No. 92
JLrbilee 1-Iills
Hydelabad - 500096
Tclattgana, India

6. Nаmе of mапuf:rсturеr of finished
(апd unit, if app,Iicable)
Муlагr LаЬогаtоriеs Limited
Plot N'o.1 1, 12 бL l3, Indore Special
Есопоlпiс Zone. Рhагmа Zone, Phase-II, Sесtог-III,
Pithanrp ur-4547 75
Dist, Dhar, Madh Ргаdеsh, lndia.

7. Finishrэd prodrrKlt specifications (rеf N" апаЫ version; ref to pharmflcopoeia,)
FPSD(]I.2OlR-Cб
FPSDO[.201S_06
Iп-hоusе

8. Fiпishrэd product batclr size (approvectj
бб.000 Kg eq. tC, 220,000 tablets

лсIсlгеss of mап uthciurirБiii"rri---tg site(s)
(and uпit, if applicahle)
Dоlutс,8гачir Slэdir.rrп, Mylan l-аЬогаtогi es Lirnitecl
WHO;\PI-3l0
Mylan LаЬоrаt,сгiеS Limited (Unit-2)
Manufactuгing Eilocks- MB-0l and МВ-06
Suгче1, No. 10/42, Gaddapotharam
KazipalIy lndtr:;trial Агеа
Sangaгedddy Distгict * 502З19
Теlапр;агrа, lndia

10.1. API s;recifications (ref N" апсl/ог n",1ýion; .cl'to rrll,L.-,,цrrr"l,D
RMSD)OL 1 04R-W-0l (In-horrse)

l0.2. Retest period оf the API(s)

36 mопths. Г)о not gtоге alrove 30оС, ргоtесt fl.опr iiglrt
1l. Ргоdчrсt clescrilttion (as in finishett p.odu.t ф..iГ,*ti,rrrs, l,c."rt..l, *"*dПх.) 

-А pink, film coaled, t,Ound, biconvex, Ьече|ес,I cdge tab|et clebossecl with М оп olle Si(lc 01.the
talllet and DTS оп the оthеr sicle
Paci< riizc(s), p.im
AItt/Pl/(]/ACL,I.R blister pack of 10's
Fогrrriгrg Fоil: Сlеаг, tl,апSрагепt, PVC laminated rvitir ACLAR.
Liclcling lroil: Нагd tеtпрегесi alttlninilttn {biI coateci with lreat seal lасqrtег

[IDPE l}ottle Вlче' ofJO's, 90's and

Цdt-Jl\зАJl j,дlJ,д . ЁЯ.I.*iДlR
Organisaticln lnondial(} de Ia Sапtё . Всемирная организация здравоOхранеНия . Organiza<,ior Mundial de la Salr.rd

product, physical atlclrcss of manufacturing, site(s)
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Bottle: R.ound lэ)rrс opaque |-IDPE bottle
Сlоsuге: Blue rrpaque роlургоруlепс сар

13. Storage condit;ions
Do not stоге abq,vg ЗOТ, stоге in original сопtаiпег.

14. Shelf-life
24 months

* 'I'гаdе l]allles аге liot pгeqtlalifiс:d

I, tlre tlпdегsigпсd, {]cl,tify, that the

- cornpleted Гоr WI lO adnrinistгiltive рrtгроsеs сlпlу.

iпГогtпаtiоrr ргочidесl above is сс|ггссt and tгuс.

Signed cln behalf of Му,|ап I-аЬоr,аtогiеs Ltd

____(Date) Imtiyaz
Basade

I_щliyaz_ В asade- S еп io r Vi с_е Р rе si dent

Digitally signed Ьу lmtiyaz Ba5ade
DN: cll=lmtiyaz Basade, o=My1,1n
Labolatorie5 Ltd, ou,
email =imtiyaz.ba5ade@mylan.i п, ( =lN
Reascn: signed electronically
Date: 20] 8.1 ].] з ]4:01:29 +05',30

l[Narne ilnd title)

Ь'lйJ' Z,л,,аJl iдЁ; . ЁяIаrЕя
Organisation mondialll de la Sапtё . Всемирная организация здравоохранения . organiza(iбn Mundial de la Sal,,ld
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[Jпtlегtпltiпgз 0I thc xpplicllnt
Г/rl Дс, ,чi1llrсс/ iу а du{y adllorizecl reprB.ttrпlttlil.,e ti.tittl ttlцllit:ttttl сlпtl r*lm"пltl Iч |Y!l0]

l. ýlуlпп l,iЬоrпt|}riсý t.ttt htrеЬу сопtiгlпs thrrt it:

а) ,,vill iпfоrtп 1he WHO Preqrralificatiotr'I'qam - Ivteclicirles, iп rvritiпg, of arly,r,ariatioлs irt 1lic
lпалufhсtrrr,С oJr Dolutсgrаviг (Sоdiuпt) Таыеt. lrilrn-ctratcil ,50rng iric|пс|irtg, i:r trlаПiсulаг (lrut r,оl
limitcd tФ), 1ho.ýe ,spccified iп the "Main clritrъc(eristics of the prJqualitjed llneciicinrrl ргоtlr.tс:t'',according \о Gtidaace oty vаriuliопs to а prequalilieltt рrос!uс! rlоi"чtiег. Gtпсr.а, W'огil llealtlr
OIgапizпtiоп, 2007, Аппех б tvt'!-JО'lЪсhпiоаl tl"epcrriSeгies, No, 94]J;

tl) has nclпrinated а rеsрrэпsiЬlе enrpltryee (irs detailecl below) ill lvtylatr l-аЬога,tоriсs L,tcl resptlпsitrlc
fог conlmunication wilh WHO on ntly issttes геlltsd to the preq;alilled Dolutэgravir (ýclclirrrn)
'l'ablet, Гilrп-соаtеd 50п:g, and r,vill iiltbrm W[l0 оl'апу сlкtпgе 0Гýопtасl регýOпi

d) arrthorizes 'WHO to publish оп the WI{0 Prequaliticatitln'lhant - Medieines ,деЬsitе the
iпltlrrпаtiоп as listBd iп points l - 6, point g arrсl l l - l4 оГthе attachecJ "Ivlain characlcгistics с
the prcqrurl ilied rngdicinal product'i;

е) сопlirгпs thut. subject to tlre ргоtссtiоп of апу contltlcпtial arrci pro;rrictat,y irlliiгnration оГthе
applicaпl, пtапrtfасtuгсr апt,{/ог CR0, $/}lС) shalI Ье eлtitled to'usl: апсl pilЫis l the ргоdtlсl апt
sitc cvaluart ioli iпtЪrпrаtiоп;

t) ГttГlhеrtПОtС:, cottýrlris thal WI.JO shall also Ьс Qnlitled tt) ýhOге thc ГLrll evalrr;ttion nll(t illspcoti,
rtp()rtý rTit}i thc rclevatt atllhоritiOý оl'uпу iпtегеs,tеd WI {() .Vlcrrtbcr Sttrre.

?. Contmittntlttts:

Iпrроrtапt поtе: 'Г,hс рrоtluсt iп{Ьrпlпtiоп is :rtr esseшtial рагt of the nretlicinal 1lгrrt!uсl.'!'lre SпrI'L]
ппd PIL pшblishcd ryith the wgOPA,tt hnve Ьеоп qш:rlity assttгetl Ьу Wt.t0 exliel ts лпсl reflect th*
situation *t the time ot'prrblication cf the tffHOPAR. Thosc ttxts,, i.e. thc ýпrРС] antt the l'll,, аге
preqtlalilictl апrl sllrrttlcl lre аdlrсгесl to. Gспеrпllу, it tteviirticrn lгrrm the ргеtluлt,ifi,еd pt-tldrlct
infrrnnлtion (especirr|ty rrs tcl соtltспts) пrеап,s the prrrrlutt сilп по Iongcr lrc сtltrsirllегеtl to Ье
ргеquаIifiеti.

$lrl>

Cclпt пritпrent stnbility strrdies
Sirrce stahility сlаtа,эlt lhгев рrоthtсtiоп scale batcheý оГsizе ?,200,{100 tablcts \YaS rlgt proviciet1 rvitlt tlt,э
ttppiicaticrll.thcAp;rlicanttrncleгtookiлrvritiпg,(lettel,clatetllJ.Irrly20 l6)tорuttllrеrl pгtliJLtctiotl .чсаlr:
balclres otr 1оrrg-lеггrr stnbility testing. Дпу оut-оl'-sресiflсаtirэп .*..,,lt,* ,.,. signiflcant chairgcs tlttr:iпg llre
sttrdywill irTrпrediatclylrerelrtlltedtoWl,]().'l'hctillproletl stпtriIitурr,,tо.Ъl lvill b,;rrsctitirr
cotrrnriltrrent hatchc,s.

Ongoing st*llility study conr mitшспt
'l"lte Дррliсапt ttncleгtorrk in rvriting(lcttgr dated l3 July 20t{i) t cottlпlitmtllll rеgагсliгg Onlltliпg stability
stutlics. Unlcss otlri:r'rvise justified, пt leasl orlc bittch ре[ усаг nt'tlre ргоdtlсl пlаiiulhсrirесl"iп.i*rу
ргiшпгУ pnckilgillglype will Ьс iпсlutlсс| iп tlrc stability рrоg,Iапlшr;. (irпlцss поllс is 1rrttrlttt:ccl ОurirцtПаt
усат), 

'l'lte stlbility pгotoccll rvil] Ье thпt which rvlrsttl;pruvecl Гоr ргiпlаrу blltcltes, i,)rrr-ol'-spccitjcition
геsttits ог significaпt atypical iгепds rvill lrc investigлtect, Апу corlljгrueti sigrliIicant сIlппtс ilr <ltп-оl'-

\ФJt^'l'Ь.аJl Пý,Ё; . ЁЯ!**ýЯ
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Specillcation геsult willbe герогtеd intmcdiatcly to WHO.1'he pos:;ible impact оп batches oll the Iпаlkеt
rvill Ье corlsideгed irl consttltation with Wl IO iпsресtогs.

\ralid:ttion оf рrоrluсtiоп batcltes
validation data оп pгoductiol-t scale batclres of not less than thгее (з) consecutive bat:ltes \Ias поt
ргоvidеd with thе аlэрliсаtiоп. ТhегеfЬге, the Applicant sr"rЫllilted а w,гittеп cotntlittTet-lt (lеttег dated 1З
JLlly 20lб) |hat thгс,е conseculive production batches of size 2,200,()00 tablets rvoulcl Ье ргlэSресtiчсlу
validatcd and а validation герогt-iп ассогdаПсе with thc dctai]s о], thc validation ргэtосоI ргочidесl iгr
the dоssiег-- wotrlrJ Ье rпаdе available as soon as possible fог evaltlation Ьу assessoгs ог fi>г чсгjfiсаtiоп
Ьу the WHt) insper:tion teanr.

Imtiyaz
Bas;lde

Digitally signed Ьу lmtjyaz Basade
DN: cn=lmtiyaz Basade, о=Муlап
Laboratorie5 Ltd, ou,
email=imtiyaz,basade@mylan,in,
c=lN
Reason: Signed electronically
Date:2018.1 ].lз 14:0зi08 +05'з0'

Signed orL behalf of Муlап Laboгatories Ltd.

(Date)

Inrtiyaz_Basade-Senior Viсе President (Irlanle and title)
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ЬlрI_трЬззв
еfgm: Р5_447_'

Yщrrfoи*:

Dtаг ItLrdrл/Sir

IYorJd Е enlth Orgnrriuation Collatroratiтe Ргосttlш,t fоr,Ассеtеrпttd Regist,пtion of )Ргr:qшлliiiеit
}feilicineý

Iп v brv of lhе щсеsзfiillу congleted prequali]&catioB aýseýWt рrфеsý for 1юш еошр any's
py*il,_"i *._йd l;!e to tkаъ.iюlrrаЪшtiоцtо'а collaborэtivepoca*l.e aevelopejby Ье '
'iVmld Herlth Orgшriaýol ýlr'Ho), р'Ысh аiп,< to ассеlmЕ шЬош1 regisЪBtiиi of pBqшlified
дrеdiсiщs

Urrder lhe crtrrcnt procedure, а пипчfасfurеr of а pleц:alified рrоrhкt саа gчthойе ].lIH } to вfi*rе
ils щsеssцtедt a::d Ьзресtiоп rпЙпrиtiсп r,elatirrg to tlai prodrrct wib National Mediciдea Regulatory,
AulhмitieB (Ný,{RA6) iд cФuдtrieý wheTe rефt,аtiол iл sсtlф1, If ап l.l},IRA agreeB to *рр1,1 iire
pr.o::dy: to tJ'е зресifiс 1шdrrcl, it сопlпriв to issTing its intЪpeodmt dtciaioiregmabfo,Д*ut *
witЬiя 90,Ьр аПdtо саrnаuпiсjtЁ it witlriл i ftгther30 rJalъ"-Tllяefor.. t}e ро"-ud,оеЪli's орtiлПsе
1ýe of the ctrtcoдes of tbe ].\ElO PreqrBliйcatiou Теад (WЯО PQT) prodrrct issеssшцts, :в ruel1 *
есс€ltrаlе Dsiiои,l registratioa of'prequaliГred рrоduсts- li аьо д&йs r;he Ьшrl"д of impe<tions оп
пшufасfurнъ_

At, tlre Ьеgj.пдirrg of .ýril 20l8 а totai of 33 NNtRAs rvё,e alreadypilticipaticg in tbe рrrжеdше;пэ шdсiраtе tЫ ad<litimal]l}{R_{t rvill joil thеш Ал uфаlеd tЫ, йrthel irrimoritioл M'<l reln,aat
lЬгr::: for с:ош9lеtiод tал ht formd at Ъftýrs:r/eýtranet,rrйo,iяly'preц}itlrcorrleдt/colJabofirtil.e+ggistration-
lЪ.ýtef, _regi itratioд_

Shorrld 1эu Ье lшtегеstеd io ste!{rrg accelerated natioшl registraticB for уоrч рrоduсt, pltase
iimrilimise 1,oruglf v;ith the рriiфlез of {le collabol,aiirt ploctbe. iдГоrш us аЬ,эut yorrr iot ,otioo 1о
rrpply it iп зресriс colruttyiies шd suhлrit registratiolr пpplicalions iп lьэ йtь ils rerirrii,emeBls.
Gс:rа,пlI_у. ihе dossier that rr.as approved by'Jy'}IO PQT(i,e." ilclйing additiocd dаL prod.Jecl &viл1l
the prequa-iiýcatiш рrосшs) сш Ь srйlitted fш пrtiошt rcgittratiшЪsin5 the collabirative procedrrrc-

Sholrld уэu ned Шу additioщl iаfоrццtim or clriбcation legmdiag thе зtерs tЫ you should taft
tc рrcрше уошr applicatim foT accelgated lqlЬtгаtiоц please emil Ь l-чtЪс Grvaza (sчuд!Orrфо,iшt'}
сrN{rs l')_ilxr Grшlu (g,шlз:4@:ц!sД0- РЪаэе цоtе tЫ rve сш facilitзte уо*, "**оБББiчitt tb.
televaut NlVIR.dз.

LГvort ale intшesled ш rефtезшg уош сопршу"s pro<trrct i.л сш;lriеs оlhеr t]ran llro:e Iirted оп
ttre lTeЪsittl, рlmзе rrs tцorv \YНО rvill tlrед ac(r.ely елсоruпg,е these сс,uдhjеý to рrtiфаlt il t1re
дrосеdrче.

_ _ * \Ycl ilelieve that rbe Procedrre аiшiлg to accelerate rиtiorral ltgistratioB Ьеfits шааtr:l-аспкеrз.
}Jil,IRAs, bealth саэ provirЬrs аld- most ilроrtшtlу to раtiепtз. Й- threfore, чеry tшсt lrоlж t1rat yotr
rTili joiшlr: ш lhiз iдitiative,

Yошз fartllull1,,

й***,
Dr Sашr.,е! Аzаt tал
Grorrp Lead, Reglllatory Netv;orb a:rd Hм:noaiatioд
Regulatory S_ystФrý Stпltgthrrriлg

\цJЫ| аrиJl iдЁ; . ЁЯЗ*ýЦ
olganisation ,fiondiale dё la sапlб . Ьннрtм сианиааi.lия адраЕссхраtlвнltя . 0rýапirа(lбп Mundial tle la 5alud
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U.S. Food аrd Drug Administration
10903 Netry llampshire Ачепuе
Silver Sрriпg, MD 2099З
WWW.fda,(Io\/

Via E-MaiI

Маrrэlr 5, 2020|

Мr. Venugopal Redd1, Devakamma
Head of OSD-Site Operations
Mylan Laboratories Limited
Plot Nos. l1, 12, l з (IrDF-3), Indore Special Economic Zone
Рhаrmа Zопе, Phase II, Sector III, Pithampur
Distгict Dhar, I\{adhya Pradesh, 454775lпdiа

Dеаr,Мr. Devakamma.:

The U.S. Food irnd Drug Administration (FDA) conducted ап inspection at l4ylan LаЬоrаtоriеs
Limited, FEI 30l0453l41,Iocated atP|otNos. 1l,|2,13 (FDF-3), Iпdоrе Special Economic
Zonc:, РhаrmаZюпе, Phase II, Sector III, Рithаmрur, District Dhar, frоm оrэt,эЬеr 21,2019llo
осtоЬеr 25,2019. FD.{ has determined that the inspection classification o{'this fircility is
"voluntarY actic,n iпdilэаtеd" (vAI).2 Based on this inspection, this faciIity is considered to Ье in
а rninimallY ассерtаЬlЭ state of compliance with rеgагd to сurгепt good manufactuгing рrасtiсе(сGIир).

А vz\I inspecticln classification indicates that, although investigators founcl a.nd documented
objecltionable conditions duriпg the inspection, FDA wiIl not take оr rесоmmепd rеgulаtоrу,оr
епгогсеmепt action be,cause the objectionable conditions do nclt meet the thrclshold fоr acticn at
this time. Despite this facilitY inspection classification, IrDA rtэсоmmепds thilt you address any
observations noted оп the Fоrm FDA 483 issued at the conclu:;ion оf the iпsр,есti<эп оrоthеrwisе
сопvэуgd to your {bllowing the inspection. If not corrected, the same оr similitr coriditions corrld
lead to а ftlture inspection being classified as "official action indicated', (o,A,,:).

This letter is not intencled as an endorsement оr certil'ication ol'the facility. [t rеmаiпs уоur
respcrnsibility to епsurrэ continued cornpliance with CGMP.

Ап irrspection classification оf VAI fоr СGМР compliance will not directly rLegatively irTpact
FDA's assessment of a,ny pending mагkеtiпg applications rеfегепсiпg this ihi:iйtу. please note,
however, that application аррrочаl will depend оп а product- a,nd applicaticln-specific facility
assessment cond,uctecl Ьу the appropriate CDER оr СVNl rечiеw offlce. This letter does not
addrelss or геflесt FDA's decision making with respect to апу potential non-C GМР compliance
issuel;.

1 Origirral 9O-day in:;pectiorr classification letter was issued in accordance vyith establishecl рrосеdчrеs and
timefr;ames on January 77,2О2О, Due to an inadvertent tуроgrарhiсаl еrrоr in the уеаr of is:;uance (2о19 instead of
2020), letter is being reissued.

2 See Inspection Classification Definitions, at https://www.fda.gov/ICECI/lnspections/ucrn2!|з2З l.htm.



FDA has corrcludeclthat this inspe:ction is "closed" under 2l CFR 20.64(d)(.}), and We аrе
encl0sing а СlорУ of'the паrrаtiче [)ortion оf the Establishment Inspection Fleport (EIR). It ma]l
rеflесt redactions mLade Ьу FDA irr ассоrdапсе with the Frееdоm of lпfоrпrаtiоп дсt (FОIД) anct
2l сFR раrt 20. This, however, dt)es not preclude you Гrоrп requesting adctitional informatiot:
under FOIA.

If you have a,ny que,stions rеgаrdirrg this letter, you mау contact Brooke Нigiзiпs via telephone at
(30l ) 796_4l 7l оr c:mail at brookc:.higgins@Гda.hhs.gov.

Siпсегеlу,
Carmelo R. 3ý:'i;:""Тt5;:*'.:,.Y"-,

Rosa -S ilili.i"IЁ#;";*-
Саrmеlо Rosa, Psy.D.
Director, Division of Global Qtrality I

Office of Manufacturing QuaJity
Office оf Compliance
Сепtеr fоr Drug Evaluation and Research
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