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E-mail: prequalirsscssmenc@who,int

lп rерtу please

rеfеr tо the WHO product Rof No: НА467

yош rcfеrепсе;

Мr Kanleshrvar I3haгdrvaj
Senior Gепегаl ýtlanager - R эgulаtогу Affair s

Matrix Laboratories Limited
1-1-15l/1,4th flrэог

sairam Тоwеrs
Аlехапdег Road
Secunderabad 5С)0 003
lnde

l l FеЬгuаry 20l l
Dеаr Мr BhaTdwaj,

WIIO Рrеqчаlifiсдtiоп of Medicines Ргоgrаmmе

This is in rе:Геrс:псё to уочr lеttеr expressing Mattix Laboratories Ltd.'s intertst to pilrticipale in
the "Рrосеdurе for alssessing the accepиbility, in рriпсiрlе, of pharmaceutical produ<lts fог pr"rrchase Ьу
United Nations agen,cies", as adopted in 200l Ьу the Тhiгtу-sечепth World Health Organization (Цlro)
Ехрrt Committee оп Specifications fоr Pharmaceutical Preparations, and amended iubsequently i!:I the
Forty-first rероrt, as published in the WHO Тесhлiсаl Report Sегiеs No ý)4З iп 2007,

Тhапk you {clг:;ubmitting the data alrd lпfоrmаtiоп requested ап<i fоr voluntitry participaticlr in
this quatity aýsesýment рrосеdчrе. The rечiеw of уочr соmрапу's product dossieг or:

о Ritопачiг l00mgTablets

has been completed aLncl fo|Iowing inspection of the facilities used fоr the mапufасfurе and trэstiпg оГ this
product, it has been found to meet the поrms and standaгds recommended Ьу WHO, alrd is acceptable in

рriпсiрlе fоr рrосurеmс;пt Ьу LIN agencies.

This conc[usiol-r is based оп information available to WHO at thi,s time, i.e, 1he iпfоrmаtiоп in the
submitted dossier and crn the status of сuггепt good manufacturing, clinical and laboratory pr:actices at the

facilities used fог the rгLапufасturе апd testiпg of the product, Please note, however, that this decisi<ln
пrау change based оп new information that mау becorne available to us.

Thus, in асс:огсlапсе with and subject to the Guiding Ргiпсiрlсs clf PrequaliГication, the ргоduсt
wilI поw Ье include,d, iгr the list of medicinal products, as manufactuгed at the specified пrапчfасtuгiпg
sites, rvhich аrе considc:red to Ье acceptable, iп principle, fоr рrосurеmепt Ьу IIN oгganizations, T'tis list
is publislred Ьу WHO a.t rv,,vrv.rvho.int/preqtlal.

Please поtе that inclusion iп the list carrrrot Ье сопstrъеd as WtIO аррrочаl l)r endoгsement, and
does поt necessaTily, mеап that the listed products will actually Ье рrосчrеd ft-oIrl thc: sulrplie,rs listc:ci. 'fhе

list, шid the WHO nаmе, emblem апrУог асгопуm, mау поt, furthеrmоrе:, Ье rrsed Ь), the applicants,
tпапufасturегs, supgllierrs ог апу оthеr рагtiеs for соmmегсiаl ог ргоrпоti,эпаl рuгроs,:s.

The applicants and the mапufасturеrs of рrеquаliГiеd products аrе геquiгеd ;о соmпuпiса[е
details to WHO of аrпу changes iп пtarrufacturc оr сопtrоl that пlау have ап impact tln the safety, ef 'icacy
шd/оr quality of the product.

ENCL:(2)

ЦCtJl l;l.oJl а.дЁ; . Ё#ЕtЦ4
Organisation mondiale de la 5апtё . Всомирная 0рrанизация здрsЕOOхранвнип . Organizaciбn MuniJial de Iir Salud



Mtr К, Bhardwaj, Securrderabad
нА467

tl FеЫuаrу 1}0il
Plrge 2

Prior to implementation оf апу сhапgеs in апу рагts of the approved dossier апсУоr in thc
tп,апufасturе of the ргоdчсt, please:

о сопlsult tho "Gцidапсс оп variations to а prequalified product dossier", aS adoptcd irL 200б
Ьу the WHO Ехреп Cornmitte€ оп Specifications for Pharmaceuticltl Preparations, and
publ:isllerl in Алпех б of the WHO Technical Report Series No 94З iп 2007, and

r suьпrit the гespective iпfогmаtiоп about the intended variations and the гequired
additional data Ьу email to - "prequalassesýment@who.int", and in lrard сору, clearly
mаrkесl as indicated Ь,эlоw, to the following address:

coI{FlDENTIAL
дttе,пli(эп: Dr Matthias Stahl
WHO Prequalification, of Medicines Рrоgrаmmе

LIN].CEiF Supply Divit;ion
UN]:CE,F Plads - Frее;ргt
2100 Сорепhаgеп
Dепrпаrk

Finally, we should like to dravy уоur attention to the fact Йаt йе list will Ье rcviewed and чэdаtеd
at rеgчlаr iпtегчаls. Iп this regard WltO will, at rеgчlаr intervals, штапgе for the prrrducts апd
mtanufacturing sites included iп the list to Ье re-evaluated. Il as а result of this reasr;essment, it is ftruпd
tlrLat а product апd/ог spBcified mапufасturiпg site по lопgеr complies with the WH() rесоmmепdеd
stanфrds, such prodlucts and mапufасluгiпg sites will Ье rеmочеd frоm фе list, Fai uге of ап applic ant оr
а manufacturer to partir:ipate in the re;Бsesýment. рrосеdurс (as set fогth in the abovt:-rnentioned Guiding
Principles) will also llea,d to rеmочаl fт,оm the list.

WHO welcrrmes your companLy'ý voluntary participation in this ргоgrаmmе. In оrdеr to mс,еt the

tе:rms established for пronitoring апd re-evaluation of prequalified medicinal products, as well as to foster
сrэmmчпiсаtiоп be[rveen Matrix Labolatories Ltd, and the WHO Pгequalification of Medicines
Рrоgrаmmе, рlеаsе,согпрlеtе the two |'огms enclosed ("Маiп choracteristics of the p,requolфed mес'.iсiпаl

p,roduct" апd "Unde,rtakiпgs of the аррliсапt'), апd rеtum these, siped Ьу а duly allthorized
representative of Mrrtrix Laboratories Ltd., to the following addгess:

World Health Organization
Attention: Prequalification Sесrейriаt
WHO Prequalification of Medicines Рrоgrаmmе
HSS/PSIWQSIИ
20 Avenue Appia
12l1 Geneva 2:7

switzeгlancl.

We look fогwа,тd to receiving this iпfогmаtiоп frоm you Ьу 25 FеЬгuаry 201l at the latest. Fоr
fr:пhеr iпfогmаtiоп please use the e-пrail аddгеss - prequalassessment@who.int - and kindly епsurэ that

апу corespondence, mrэпtiопs the соп,еsропdiпg WHO product геfеrепсе пumЬеr.

Thank you fоr уоuг соореrаti,сп.

Dг MatthiasЯtahl
Head of As{essrnents
Рrеquаl ification Рrоgrаmпrе

Quality Аssurапсе ancl Safety: Medicines
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office of The Сопrmissiопеr,
Fооd & Drugs Adlninistration M.S.
Вапdга - Кчrlа Cr>mplex,
Вапdrа (Е),
Mumbai - 400 05 t

Date :-0з Jцl2021

This Certificate сопfоrms to the format recommended Ьу the World Health Оrgапizаtiоп.
(G епаrаl i,пstruсtiоп s апd ехрlап аtоrу nofes attached).

Сегtifi cate No.: NEW.WHO-GMP/ClERT/N KD/1 03230/2о21 /1 1 /36529

оп the basis of the iпsресtiоп саrriеd out оп 27.о5.2о21& 28.о5.202,, ,22.06.2021 ,we
сегtifу that the site inrlicated оп this ceгtificate complies with Gorrd Мапчfа,эtчriпg
practices fог the dosage fоrms, categories апd activities listed in Table '1.

'l, Name of the Fiпп

Аddrеss

2, Licence No.

Table 1

Dosage Fоrm(s)
*** *-.Ц,"tiriФrl"ri'

Production, Fi|ling, Paclting,
labelling, Qualiý Contrcll,

Qgg!lly_Alisurance
Production, Filling, Paclring,
labelling, Quality Сопtr<ll,

The rе:эроПsiЬiliý fог the quality of the individual batches of the рhагrпасечtiсаl рrоduсts
mапufасturеd through this ргосеss lies with the manufacturer.

This сеlгtifiсаtе rеmаiпs valid uпtil 0j2 Jul 2О24. lt becomes invalid if tlre activities ilnd / оr
саtеgогiеs сегtifiеd hеrtэwith аrе changed ог if the site is по lопgеr ()onsidered to Ье iп
compli;lnce with GMF|

Address of сегtifуir1g authority :

Fооd & Drug A,dministiation, M.S.
Bandra_kurla Соmрlех,
Вапdrа (Е), МшmЬаi - 400
Маhагаshtrа, l|t,lDlA,
Tel: +91.22_
Fах: +91-22-26591
1LYM225 10з2зO2о21070з
MYLAN LABORATORIES L
L}JP,ll:Lý l/NкD1!0 }}з0l

; iiYl_AN LABOR.ATORIES L|MITED

: F4 t F.l2, H!DC, MALIGAON, TAt.. SIHHAR,
NАSнlк 422113 мдндмsнтRд зiтдтЕ,
ltaDlA. ШКD89 lп Form 25,
HKD43 lп Fоrm 28

Name of the Authorised реrsоп : D. R. GAHAHE

Sigпаtuге ;

Stamp апd Date :Joint Соmmiеsiопеr & Сопtrсlliпg
Authority
Food & Drчg Аdmiпiзtrаtiоп, M,S.
Вапdrа (Е), МчmЬаi.
маhаrаghtга state, i ndia
Date:O3 Jul 2021

IИANUFACTURIN

&Ё**ru

Ноrmопеs )

( Оthеr than
penicillin,
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ExDlirnatorrl note.s

l, 'гhis certificate lпhich is iп the {ьгrпаt rесоmmепdеd Ьу wHo, certitles the l;tatus of tlrc site listed
iп point ] of the celtificate.

2,'I'he certification пumЬег should Ье trасеаЬlе wil]lin tlre rеgulаtогу irutlloгity issuing the
сегti ficate.

Whеrе the rеgulаtоry аuthогitу issues а licence t'оr the site, this пutпЬег should Ье specified
t,ecord "not applicab[e" in cases vlheгe there is no legal framework fьr the is,;uing ога ticei,co.

Table 1

List the dosage Ibшrrs, starting marterials, categories and activities. Examples аrе giл,еп below,

j:,:шпЬ1

!h arlцaceutical Pibduc,( ф Саtеgоrу (ies) Activity (ies)
Dоsаglэ fornl (s)
ТаЫеls Cytoto>lic Расkаяirr

Ноппопе Рrоdчсti,эп, Packaging,
controI.

Irriectables penicillin Repackaginq & Labetlin
Ccfalosporin Aseptic 1rreparation, Packagi

I*Q_qlJiц.t*...".,.,..

Ецqдцр]g:-2.

(ies) Activ

4,

5,

Synthesils, Puri flcati on.
Packinя, Labellin&.-. 

..

Use. whепеVеr available. Irrternational Nопрrорriеtаry Names (INNs) ог otlrerwise nltionai
попрrорriеtаry п altlсs.

;r"lЁБ**

The certificate remains valid uпtil the specified
activitics апd/оr categories certified аrс changcd
compliance with Gl\{P.

date, The
or iгthс sit

cctJ.

6. Thc rеquirсrпепtl; ttlr good рrасtiс:еs the пlапufасturе and
the cefiificate а.rrэ those inclцded in Qualiý Аssurапсэ of
guideline.s and l.elarted materials . Good manufacfuring
1999. World Health Organization, Geneva and subseqtren1 t

Цднll

Quality

the
,iп

Pharmaceutical Produc,t (sj i

/lp
'ф'.а



No. of сегtifiсrtе

Nаmе of Мапчfасtчriпg Firm

Drчg Licensc, No

Цtiý*,
зз

LIiST оF PRoDUCT APPROVED UNDER wtlo GмРl
: NЕW-Wно_Gмр/сЕRтNкD/I032з0 чдLlD UP то;02 Jul 2024

/2о21l1_1/з6529
MYLAN LABORATOKES LIMITED
F-4 & F-12, MIDC, MALEG,\ON,.IAL, SINNлR,
NASH]IK 422]lLз M^IIлRAliIlTRA S]ATE, IN.I]IA
NKD89 lп Fогm 25,
NKD43 Iп Fоrm 28

Nаше of the Рrrrduсt

Lopinavir and Ritonavir '1ГаЬlets, US
100mg/25mg

Lopinavir апd Ritonavir'ГаЬlets, US
200mg/50mg

film coated tablet сопtаiпs
Lopinavir USP 100.00 mg
Ritonavir USP 25.00 mg

film coated tablet сопtаiпs

Lopinavir USP 200.00 mg

Ritonavir U5P 50.00 mg

Еасh fi|m coated tab|et сопl:аiпs;
Moxifloxacin Hydrochloridr: Ph. Eur. equivalent to Moxiflc,xacin 4()0 mg

Extended Release таь et contains

oxifloxacin Tablets 4OCl mg

Nevirapine Extended Rellease Nevirapine USP 400,00 mg

tablet contains
рiпе Tablets USP ilO0mg Nevirapine USP 200.00 mg

tablet contains
Ritona,vir Tablets 25 mg Ritопачir USP 25 mg

fi|m coated tab|et cont:ains
tonavir Tablets USP 100mg Ritonavir USP 100.00 mg

film coated tablet сопl:аiпs

\1
)t
т

ý;,

)-l/
(

т[
+\

fo,*r:*.Ж
|SоfоэЬuчir апd Vclpotas,.lir Film
I

ICoaterJ Та blets 400mg/100rng
i

-.-2з456],8910

Sofosbuvir 400 mg

Velpatasvir 100 mg

Addresý of certifying authority :

Food & Drug Arlministration, M.S"
Вапdrа-kurlа Complex,
Bandra (Е), Mumbai - 400 051.
Маhагаshtrа,lN DlA.
Tel: +91 -22-26€i92363/64
Fах: +91-22-2659'1959
t LYM225 10з2з0202 1070з
мYtлN L^BoMToRIEs Lll.|пED - NEW-Wно-
GH р/сЕRт/NкD/l0з zзо l 2о21| 1 L l з6529

NamB of the Authorised реrýоп : D. R. GAHANE

Food & Drчg Аdmiпiзtrаtiоп, M,S.
Bandra (Е), Mumbai.
маhаrвэhtrа state, lndia
Date:O3 Jчl 2021

Соm

ý|gпаturФ ] \_-rь_"-
Stamp апd Date :Joint СоrЙiББЙ*Ыfiil"u"ltiпg Authoriý



H'ealth Products Regulatory Д uthority
CERTIFI(]ATE ],JUMBE R :3(_)759

CERTIFIсATE оF GMP coMPLlANcE оF А мАNUFАс,гURIЕR ' '

Frоm the knowledge gained during inspection of this mапufасtrtгеr, the latest of whir;h was condur;ted on2021-05-I4. it is considerert ttrat it complies with :

' The princ:iples and guidelines of Good Manufacturing Рrасtiсе laid down in Direclive 200з/94lЕ]с 
j

'гhis certificate reflects the status of the nlanufacturing site at the tirne of tlre inspection noted abore and
shou|d not Ье rеliеd upon to rеflесt the compliance status if пlоrе than thrее уеаrs hаие elapsed since the date
of that inspection. Ноwеvеr. this period of validity rnay Ье rеdu,эеd оr extended usiпд1 rеgulаtоrу ri sk
Inanagelnent ргiпсiрlеs Ьу ап entry in the Restгictions оr clariý,ing rеmаrks field. Tlris сеrtifiсаtе s valid
only when presented with alI p;:ges and both parts l and 2. The authenticity of this ct:rtificate rnay Ье verif'ied
in ЕudгаG]vlDР. If it does пrrt аtрреаr, please cclntact the issuing authority,

CotltiпgJ,i,gpl lhiгd соuпlriеs ittlo а ,VеmЬег Slale,,
1 

Gtticluпce o11 lhe iпlеrрrеlаtiоп oJ'Ihis, leпPlate сап ЬеJочпсl iп the Help mепtt of EuclrLGIIDP clqtttbctse,
З 

7-1r е s е, е q l t i r е пt е п t s ftt lrQ l t h е G М Р re,: о пt п l е ll clat t оп s о f lT Н О

Part l
Issued following an inspection in u."оЙun.. -Б
Аrt. l l l (5) of Dirесtiче 2001 z83lEC as anlended

o1line EUdraGMDP Ref kеу:'lЗ2267 lssuance Date 2021 -07-1 9 sjignalory: Confidential Page 1 of 2

,.r Nashik Districl, 422l l3, Mпharushtra Sl,1te, Ittclia

оthег
Distant Assessment

Has Ьееп inspected in сопrLесtiоп rvith marketing authorisation(s) listing mапufасtuгеrs located outside of
the Еuгоре,ап Есопоmiс Аrеа in ассоrdапсе with Afi. l l l(4) of Directive 200Il83 /Ес 

.



Part 2

нuшап Medicinal Рrоduс:ts

1 MANUFI\CTURINGI OIPERATIONS
Non-sterile uctS
1 -2, 1 IVoп-stert'le,oroducls (processiпg operatioпs _{о, tnq|otb",i"g аоr,rg_ JЫБ

1.2.1.1 Ca,psules, hаrd shell
1.2.1.13 Tablets

].5.1 Primary ,Рас:lаgiпg

1.5, 1 ,1 Capsules, hаrd shetl
1.5.1 .l3 Tablets

],5,2 Sесопdаrу расlаgiпg

ality control testin

202 1-07-1 9

1.6,2 Microbio,\ogical; поп-stеriliry

],6.3 ChemicaltPlrysical

CIarifying rепlаrks (fоr public users)

,дсtiviliеs listed оп the certific,пte were reyiewed Ьу tlistапt lýs.|ssmепt; ап оп-sitе i,пsресtitlп wos, поt
сопrluсtеtl. Live virleofootalge lyas usetl Ioasýcý.ý rеlечапt matlufacltlriпg processes, frtcilities апсl
еquiрmепt. The НРRД dies поt rоuliпеlУ isstte harcl copies oJ" GMP certilicates. Дuthепliсitу oJ'GMP
cerliliccttion mау Ье veriJied оп the EudraGMDP dalпbase.

Name and signatttre of l,he authcrised реrsоп of the
Conrpetent А uthority о1' Irеlапd

Cotфtlcпlial
Heolth P,roducts Regulatory Дulhоri ty
Tel,.Coпft|detttial

Fax ConJideпtiol

ОпIiпе EUdracMDP , Не{ key:132267 lssuance Date 2021-07-1 9 Эigпаtоrу: confidential Page 2 of 2

1.2

1.5 Packaging

1.6
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Dear Мr Bhardwaj,

Мr Kameshwar Bhardwaj
Gепе::аl Мапаgеr _ RegulzLtory АfГаirs
Matrix LаЬоrаtогiеs Ltd
1-1-1 5ll1, 5th Flооr
Sairan Towers, Аlсхапdег Road
Securrderabad 500 00з
Апdhrа pradesh
Inde

16 JuJy 2008

'W]:IO Prequalification of Medicines Рrоgrаmmе

TЫs is in rеfеrепсе to уоur letter expressing Маtгiх Laboratories Lirnited's interest to раrtiсiраtrэin the "РrоСеdurе fоr assessing the acceptabitlty, in-p.bcipie, of рhагmасеutiоаl procluots fоr рurсhаsЬ b,g
Llnited Nations agencies", as adopted i;200i Бу tbe зZm Woria йealth Organizati,rn (!W{о) Ъ;реrt
C]ommittee on Specificatiorrs fbr:Pharmaceutical Рrераrаtiопs., and аmепdЙ suЬsеqчепtЦr;п tbeiorty Лrst
Iероrt, as published in the VИНо Technical Roport Series No 943 in 2007.

_ ,Thank you fоr submirting the data and information requested and for volrurtary piTticipzition in
this qualitY assessment рrосеdurе. The review of уоrг "о-р*у', product dossieг rln:

. Lamivцdine/itidor.Tdine - 150/з00 mg - Tablets - нАз92

has ЪееП comPleted mrd following inspection of the facilities used fоr the manufaclure шl,с testirLg of thisproduct, the product has bee,n fbrrnd to meet the поrms and standards гесоrruпепdеrI Ьу wнo, altd, to Ье
aoceptable in рriпсiрlе for рrосчrеmепt Ьу UN agencies.

This conclusion is ba-sed on infonnation available to VДIо at this time, i.e. the iшГогmаtiоп in tht:submitted dossier and on thc: status of сuгrепt good manufactu:ing, clinical and lаЬ,эrаtоrу,рrасtiэеs at thtэfaciiities used fоr the mапufасtшrе and testing bf the ргоduсt. ,please note, howevel., that this dec,isionmау change based on the ne.w iпfогпrаtiоп thЪt mау Ё."о-" available to us.

Thus, in ассогdапсе with апс1 subject to tire Guiding P;:inoiples of Prequali:ication, the ргоduсtwill now Ье included iп the list of medicinai products, as mbufactured at the specitied шrnufacluring
sites, wЫclr аrе consideTed t,o Ье acceptable, in principle, for p;:ocurement Ьу (IN oгganiztrtions. This listis published Ьу WHO at wtvw.wlro.ilT/prequal.

Please note that inclrrsion in the list call not lэе construed as WHO approval оr епсlогsеmэпt, anddoes not necessarily mеап that the listed pгoducts will actually Ье рrосurеd frъm tb, suррliеrs 1isted. .гhе
list, and the WIIO ПаlПе, emlblern аП<УоrЪсrопуIц mау not, fu;lhегmоrе, Ье used ьу the a;pplicarLts,mапufасtuгегs, suppliers оI апу ot}rer parties fоr.оmmеrсiаl оr promotional рurроsеs,

The applicants and tlre manufacturers оf prequalified р,гоduсts аrе required to communic;rtc
details to WHO of anY chang;es in manufacture оr control that rnay have impact on t.he safi:ty, efficacyапd/оr quality of the ргоdчсt.

IJNCLS::(2)

ЕдJt"Jl \адJl;.дЁ; . ЁЯ:Е*iЕД,
organisation mondiale de la sапliё , Всемионая оOганизаtlия здDавооюанения . 0rоапizасiоп Mundial de la saIud

'ГеI. direct:
Fа,х direct:
I]-mail ;

Iп rерlу please
rеfег to:

yочr геfегепсе:

tl, World Health
Y Organization

+4l 22791 з,l1,7
+4l22]9l 47:\0

prequalassessm ent @who. i nt

РJ447-3_LоРQiН,А,З 92Al S/SC



Мг К. Bhardwaj, Secunderabad 1б Jrrly 2008
|>5-441-3-LоРQlНАЗ92liДiS,/SС page 2

Ргiоr to irпрlеmrэпtаtiоп оf апу clrrnges in апу рагts of tlre арргоr,еd clossieг ancl/ol,in tlre
mattufactutillg of the рrоrJ,шсt, pleasc:

conýult thie "Guidance on variationý to а prequalified product dossit,r", as adopted iп 200б
Ьу t}re W.HO Ехреrt Сопшrittее on Specifications fоr РhагmасеutiсаI I'герагаtiоtt;, and

рulэlishеd in ArrTrex б оf the WHO'Iechnical Il"eport Sегi,еs N" 943 ,п 200?; and
submit the гespective infonnation about tlre intended vaгiations and the гесluiгсd
additional data Ьу email to-- "prequalassessmrэnt@w}ro.irrt", аlid iп hагd сору, с[еагiу
mаrkеd as j,ndicated below, to the following arldrcss:

CoNFII)EN],lAL
Attentjion: Dr Mattlrias Stah]
WHO Pгequalification оf Medicines Рrоgтаmmе
Рrоdчсt Nаmе:

LINIC ljl.' Suppl у Divi s ion
LГNICI]I? Plads - Frеерогt
2100 Copenhagen
Denmzrrk

Finally, we should ]ike to draw уош: attention to the fact that the list wili Ье reviewed and updated
at rеgulаr iпtегчаis. In this, rеgаrd, WHO will at rеgчlаr interva.ls arтange fоr the рrо lucts ancl
mаПufаСtuгiпg sites incluclod in the list to Ье rc-evaluated. If :rs а result of tЫs rеаs зеssmепt, it is fourrd
that а ргоduсt апd/оr speclified manufacturing site no longer cc,nrplies with the WH() reconrmendcld
stardards, such products anrJ manufhctuгing sites will Ье rеmо,чеd fгоm the list. Fаiturе of an арр. icant оr
а mаПuЙСturеr to particip:ate in the reassesýment рrосеdurе (а:; set forth in the abov,э-mentioned Ciuiding
Principles) will also lead to rеmочаl from thc list.

WHO welcomes )Iоur company's voluniary participation in this ргоgrаmmе. In опJеr to rз,ееt thc
tеrШrs established fоr mошiktriпg and re-evaluation of prequali:Iied medicillal products, as weil as to foster

, commu.nication between l\{atrix LaboratoгiesLimited and tlre WHO Prequalificatio;r of MerJicinel;
РrОбgаmmе, Please СОmрlrэtе the two fоппs еп'ёlоs еА ("Маiп c,haracteristics of the y,requalified nzlzdiciпal
Product" aTtd "Uпс!еrtаИп,gs: of the аррliсапt'),'апd rеtцm these, sigrred Ьу а duly airthoгize<1
rcprcsentative of Маtriк Lаllоrаtоriеs Limited, to thc followin11 addTess:

World Health Orgarization
Attention; Prequalification Secretariat
WHO Prequalification of ]r{edicines Рrоgrаmmе
HTPДS]\iIIQSM
20 Ачепче Appia
12|| Gепеуа27
Switzerland.

We look fОгwzird to гесеiчiпg this in,foгmation fгсrm yc.u Ьу 31 July 2008 at the latc:st. F'or, furtlrеr
inforrnation please use the е-rпаii address * prequalassessment@wiro.int * arrd kindJy епSu]ге that irrry
such c-mail mentions tlre со,гrеsропdiпg М{о рrосluсt rеfеrеп,эе пuшьеr.

Thank you fоr уоur cooper;rtion.

Yоuгs siпсеrеlу,

Мапаgеr, Prequal,ification Рrоgrаmmс

Quality Аssчrапсi: and Safety: Ivledicines
Department of Mtdicines Policy and Stалdаrds

/')
--)
Dr Rau1 Kjivet
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Tel. direct:

Fах direct:
E-mail ;

Iп rерlу please rеfЪr to

yоur rегеrепсе:

+4|2219l з7 |"|

+4| 22,19]l 4,1 :\0

р requalassessment@rvho, i пt

с PIJ47lMS/Tc/HA392-404v l 2ь

Мr Каrпеshwаг Вhаr jwaj
Gепеrаl Мапаgег - Rэgtrlаtоrу АГfа rs
маtгiх Lаьоrаtоriсs l,td
1-1-15l/1,Sth flооr
Sаiгаm Тоwегs, А lехаr-rdсг []:oacl

Securrderabad 500 0сз
Апdhrа Ргас.tеsh
Inde

l7 FеЬгuаrу 2009

Dеаr Мr Вhагd,лrrj,

WHO Prequtlilication of Medicines Ргоgrаmпlе
vaгiatiorl to а рrоdчсt dossier

Thank,zc,u fоr submitting the data fоr the assessment of the variation to уrэuг pгequalified ргоduсtdossier witlrin t]lrc:'WLIO Рrеquаlifiсаtiоп of Medicines Рrоgrаmrпе" А tеапl ,lf evaluratoгs гссепtlу
assessed the data subrnitted fоr

HA392:Lamiyudiпe/Zidoyudine l 5 0/300mg tablets
IIA404:',Z,id оуud iп е З 0 0 m;q ta Ь l е ts

Nаtцrе o,f the Variation: Additiorral rпаlruГасtuгег fоr Zidovudine дРI (\/ar iation }{о. l2b).

Asaгe:;tll1,ofthisassesstnent,youarokindlyinformedthatthevarialions;ubmitted isсопsiс_lеrф
qgggptable:

Since all the con,litions of'the variation wеге firlfilled апd the rеquiгеd strpporlivc
was submitted апd Гоuпd satisfactclry, the proposal to usе Snrtrгthi Organics Ltd 1tlnit It;,
Chinclroli Mohrэl, 4l3 255 Solaptrг, Маhагаslitrа India (Сопtгасt rтапirfасtчrl:г IЬг дstriх
as additiolral sour.сe of Zidovudine API is acceptecl fоr the lbllolving рrосlLlсt;:

НА392 : .L,t m iчud iп e/Z i d oytl d iп е l 5 0/ 3 0 0 пl g l <l Ь l е t s
I,IA404: Ziclowtd iпе 3 00п,g lable ls

; d,lcrtlnentatioпL
Plrlt No, А-27,
[-i Ьоrаtогiеs Ltd)

Ноwеvеr, item 6.2 of the c,otttгact аgгееrпепt shoLrlcl state the сопtгасt асссрl_сг (M/s. Smuгthi
Organics limited) rrot the сопtгасt ;givеr (Astrix) who should not pass on to а thiгd ра,гtу апу оГthе work
епtгustеd to them trпdег the сопtгаOt. please гечisе the аgгееmепt ассогdiпgl1.

LдJЫlц2чаJ| адЬiл . ЁяI&1Еrя
0rqanisation mondiale de la 5аПtё " ВСеМИрная Организациfl здравоохранения " оr]апiz,,lсjбп Murrclial cle la SaIucj



Мг К. L]lrагdwа.1, SесuпdегаЬаd
СР l]47lM S/I-Cl'Fllr j92-404\/ l2b

l 7 FеЬгuагу 2009
page 2

[j'or fчгllr,эr,соmlтlшпiсаtiогr геgагdiпg the variatiorrs to уоtlг prequalif ed procluct dоssiег please

use the e-rnail adtJl,ess * prequalassessnrent@lvlro.int- and kindly €пSUrе tlLat апу such e-lrail tnentiotts

the согrеsропdiпg WHO ргоduсt rtэfегепсе пчmЬег,

Yоur сосрегаtiоп is арргсr:iаtсd.

Yоuу( siпЬегеlу,
/
I
t\*ъ_>t,€

\.ъ-.----
Dг Matthias Stahl
I-Iead of Assessment
I'requalification of Medicines Ргоgгаmmе

QLraliý Аssчrапсе and SafeГy: IИedicines

4+^jыl qл,аJl ЬЬб . Ёя]].*.rвlч
Orqanisation rnon,Jiale de la Sапtё . Всемирная орга}jизация здравOOхранения . 0rgапizасiоп Mrlndiai de la Salttd



U.S. FýoD & tlRUG
ADMlN'ýTRltТtФ}{

U.S, Food altd Drtlg .Adminiýt,ation
10903 New Hampshtre Avenle
Silver Spring, N4D 2099З
www.fda.gov

Via E-Mail

Маrсh 5, 2020l

Мr. Verrugopal Reddy f)c:r,akamma
Head оf OSD-Site Ореrаli,эпs
Mylan LаЬогаtоriеs LirTr il[cld

P[ot Nos. l l, 12, l З (FГ)F'-3), Indore Sрэсiаl Economic Zone
Рhаrmа Zопе, Phase [I, Sе,эtоr III, Pithampur
Distгict Dhаr, Madhya F'rа,Сеsh, 454'775 lпdlа

Dеаr Мr. Devakamma:

The U.S. Food and Drug A.dministration (FDA) conducted an inspection at Иуlап Laboratories
Limited, FEI 30l 0453 14l , located at Рlrэt Nos. 1 l, 12, 13 (FDF'-3), lndore S рес ial Econ<lmic
Zone, Рhаrtпа Zone, Phase II, Sector II[, Рithаmрur, District Dhаr, frоm Осl,оЬеr 2]1,20l9 to
ОсtоЬеr 25,2019. FDA has determined that the inspection classil'ication of l.his Гar;ility il;

"voluntary action indicatc:cl" (VAl).2 Based on this inspection, this facility il; cotrsidered to Ье in
а minimally acceptable lstate оf compliance with rеgаrd to сurrепt good manufacturing ргасtiсе
(сGмр).

А VAI inspection classification indicates that, although investigators found and dclcumelrted
objectionable conditions; rJr:ring the inspection, FDA will not take оr rесоmrпепd rеgulаtэry оr
епfогсеmепt action beccluse the objectionab|e conditions do not meet the thresholcl for a<ltion at
this time. Despite this faLci|ity inspectionr classification, FDА recommends tlrat yott addrcss any
оЬsеrчаtiопs noted оп the ]]оrm FDA 483 issued at the conclusion оf the inspect.ion оr o1herwise
conveyed to you followiing the inspection. If not соrrесtеd, the same оr similar corrditions could
lead to а futurе inspection being сlаssifl,эd as "official action indicated" (O1,I).

Tlris letter is not irrtended lts ап endorsement ог certification o1'the facility. lt retneLins усtuг
responsibiIity to епsurе crэtitinued compliance with СGМР.

Ап inspection сlаssifiсаtiэп of VAI fоr t]GMP compliance will not diгectly negatively irnpact
FDД's assessrnent оf any pending marketing applications rеfеrепсiпg this fircility. Pleasr: note,
however, that application crpproval wilI depend оп а product- and application-specific Гar:ility
assessment conducted Ьу the аррrорriаtе CDER оr CVM review office. This lеttег does гtot
аddгеss оr rеflесt FDA's ,Сэсisiоп makirrg with respect to any potential поп-СGlйР com1lliance
issues.

1Original 90-day inspection r:lassification letterwas issued in accordance with estabtished ргосеdurеs and
tirneframes оп January 17,2020, Due to an inadvertent typographicaI еrrоr in the уеаr of issuance (2О19 instead of
2020), letter is being reissued.

2 liee Inspection Classificatic,n t)efinitions, at httрs://wwr.ч.fdа.gоч/IСЕСl/IцqрgЕфцgдgцlZ2З23 l,htm.



ltrDA has concluded thllt this inspection is "closed" uпdеr 2l CFR 20.64(d)(з). and we itre
rэпсlоsiпg а сорУ оf thc: п:rrrаtiче рогtiсlП of the Establishment Inspection R.ерогt (EIR). It mау
геflесt redactions madc: lэ,у FDA in ассiэrdапсе with the Frееdоm of InfonTaiion ,Act (FЭIД) and
:z1 сFR раrt 20. T'his,lrclwever, does not рrесludе you frоm requesting additiorlal inforlnation
uпdег FOIA.

lf 1'9u have anY questicЛs regarding this letter, уоu mау contact Вrооkе Higgins,via telt:phone at(З0l ) 796-4l 7l оr email at brooke.higgins@fda.hh..gou.

Sincerely,
Carmelo R. 3l?Р'i;:""',"::i:rj:],'::',i.,

Rosa -S ьi ilЪii,,,,iТ"*'

Carrnelo Rosa, Psy"D.
Director, Division of Global ()ualiity I

Office of ManuflactLlring Quality
Office of Compliance
Сепtеr fоr Drug Evaluation and Rtэsr:аrсh



oF}-IcE оF тнЕ cc)]чTRoLLER, FooD AND DRUGS ADNIINISITRATION
MADHYA PRADESH

Nrэ. :V/WHO-GMPM -2l2ll1tl/ / =* GL
ТО,

_;ИЁ Mylan Laboratories Li nr ittэd,

\"' Plot No. l l, 12 & 13, Indore SiIiZ, Plrarma Zone,

Phase-II, Sector-Ili, Pithampur-45477 5,Dist. Dhаr

Madhya Рrаdеsh

Bhoparl, dated: --'-е -|l --l€

suь. : Revalidation of certificate of Рhаrmасечtiсаl Ргоdчсts.

*rt******}|ll|.*

Please find enclosed lrerewith the Certificate of Pharmaceutical prodrrcts uпdеr \/НО-GМР

Certification Scheme under Certificate No. 7/2014, Valid up t',, lil'I ?ltt in respect of finishc:d

Drugs granted as реr list еп,эlоsеd uпdеr license no. 2511/2014 in Fоrm 25 and 28ll/.Z0l4 in llоrm 28 rrs

реr recommendation Ьу thc: ,office of the Deputy Drugs Cotltroller (I) CDSCO Sutl 21опе, ]пdоrе vi<le

letter No. SZ||Z0|7 lСОРРЛИtуlап/001/10б3-64 dated 12.10.2018.

Total No. of Items: 43

Enclosed; As Above.

#trl\\Y
LI

F,ooD & DR
,Uт.кOштl/
DMII\IISTRдTIoN

Endt. No. :Y/WНо-GМР,/пД-2/20 18/ Bhopal, dated:

Сору to;
1. The Asst. Drug Con.trclller (India)Sub zonal office, 67-72, Type-I Griffins Colo;ry, М.Y. Hospita|

to Piplyahana Main B,clad, Nеаr St. Raphael's School- Iпdоrе -452 001
2, Drug Inspector, Foc,d and Г)rugs Adnrinistration, District - Dhаr (М,Р.) {'ог Infc,rmaticln.

$rManHYA P RADESH

l
l

LIcBNslIф AUTE1ORITY
F,ooD & DRUG АDмIг{ISтRА,гIоN

МАDНYА PRA]DESH



OFFICE оF Тн_Е CONTROLLER FOOD дND DRUGS I\D]WINIS'IMTION
1!IАDнYА PRADESH

|,I о. : V/WН о-GМР/М -2;, l',L|l 18 l BlropaI, dated

ING РRДС,ГIСЕS

This опе page certi.Пcate c,onforms to tlre format
(gепеrа1 instruction and ехрlапаtоrу notes attached)

Certificate No. 07/201 4

с World IIealth C)rganization

Orr tlre basis of the inspection саrriеd out on dated22109l20l8,241091201.8 &2|,5l09l20 [8, we сеrtifу that
the site indicated on thiii certil'rcate conrplies with Good Manuf'acturing Ргасtiсс,s for [he dosage fогms,

categories and activities lisltэd in Table l,

1 Nalrre and a<ldress c,f site: Mis Mylan Laboratories Limited, Plot No..11, 12 & 13, Iпdоrе SIEZ,
Pharma Zопе, PJhalie-Il, Sector-Ill, PithamPur-454715, Dist. Dhаr, M[adhya I'radesh.

2, Matrufacturer's Lic,ense NuпrЬеr: 25lLl20l4 & 28lll2074 in fоrm 25 & 2i,8 dated |7l07l20t4

3, ТаЬlе 1 :

TABLETS, CAPý]IJLES &
DRY POWD,IiR /

GRANULES F(эR. оRлL
SUSPENSiION

Gепеrаl (Other than
Penicillin, Cephalosporir:r,
Ноrmопеs & Cy,totoxic)

The responsibility fЬr the quality of the individual batchcs of the phannaceutical products mапufасt,uгеd

througlr this рrосеss lies wilfi the mапufасtuгеr.

This certificate renrains ,v;alid urrtil 21ll|l202l. It becomes invalid if tlre act.ivities and/or categ,cries
certilied herewith are chanLg;ed оr if the site is по lопgеr considered to Ье in conrtrlliance r.l ith GMP.

Address of certifying ачth,эгitу: Idgah Hills, Bhopal

Nanre and function rэf геs;рс,пsiЬlе person,: Licensing Authority
F'ood & Drugs Administration,
Idgah Hills, Bhopal (М.Р.)
Email: cfdam p@rectiffпrnil" со пl
Tclcphone No. 0755-266605rB
Fах Nо.0755-2бб5385

:(ъ'\t'
ýl1.obйLi '}3htd;

L]':hority

Fоос1 lL Dг&i: \cllllinstration

Vfrчuar**JJilCeltl
Stа.пr;э and date

l This model certificatc fоr GМР is not раП ol'thc WI-iO Ccrtification Schenrc оп thc Quality of Pharmaccutical Products
Movirrg in International Соmmrэrсе,

п\Ж lýW

DosaEe fоrпп (s

Pгoduction, P:rcking &
Lallelirrg, Quality Control

Page 1 of2

Саtеsоrч (ies) llctivitv t'ies)



Explarratory Notes:

This certificate, whi,эlr is in the fort.nat lесоmmопdоd Ьу WI{O, сеrtifit:s the t;tatus llf tlre Site listtэd

iп point 1 of t]he certi;lrcate,

The certificati,on пuш.ьеr should bcl traceable witlrin the regulatory autlroril;y issuin1; tlre certificate.

where tlre reg;ulatclry authority issttes а licence fоr the site this numbel,should Ье slэecified. Rесоrd
"not applicab]ie" in. oulse where thеrе is no legal framework fоr the issuing of а licetrce.

(4) ТаЬlс 1

List the dosage forms, statling materia-ls, categories and
Examples give bc:low.

Р harmac etttic al Pr oducl (s) Category(ies)

Prodtlctic п, packa ging, quality
сопtrrl1

R"D",rk"!йs 
""d 

t"bеli"
Injectables Cefhlosporin Asep,:ic prcparatic,n,

iпlц. labelli r

Р h аrm а с eut ic al Р r о аluс t ('s)' MtпttyriЫ,)

Startiпg material(s)

paTacetamol Anrllgesic Sptlresisi, purifi clltion,
packing, 1abeling

2 I'lrarlnaceutical P,roducts: Апу medicinc intended for humап use оr veterinary рl,оdurэt adminir;tercd to lbod
producing animals, pres,errted in its finishcd dosage for or as а starting materiaI lbt' usc in sшсh а dosage fоrm, that is
subject to сопtrоl Ьу pharnlaceutical legislation iп both the exporting statc and inr;lorting state.
3 Starting Materials: Апу srrbstance of а defined quality used in the production of :t pharrnlaceuti,:a| product, but
excluding packaging materials.

Use wlrenever availabJle, International Nonproprietary Namos (INNs) оr сlthеrwisrэ
national nonproprieltary names.

(5) Tlre сеrtiГrсаtе remiains valid until the specified date. The certifica,te bec,omes invalid if
the activities and/or qnfе:gories certified аrе changed оr if the site is no lозgег considclred to Ье
in compliance with GM]P.

(6) T'he requireme,nts l]c,r good pract:Lces irr the rnarrrrfacture апd quality control of drugs
геfеrrеd to in the сеrtilГt,э,аtе аrе those included irr Quality Assurance clf P.harmaceuticals: а
conrpendium of guidelirres and related materials" Good nranufacturing practices and
inspection, Volutne 2, ||)Sr{)" World Healtlr Organization, Geneva and suЬsеqurэпt updates.

(1)

(2)

(3)

Dosage form(s):

таы.t, 

-
Penicillin

Page 2 of 2

tles.

#Yjýb
€( W

-фсtiлtу(i<:s)
atql

\ь-W-;
;l
7

Cfiotoxic Чl]Ojj;
HotrTtone

Category(ies)



.дш}€}хчrе I
Муtап L,аЬоrаtоriеs Limited

Plot No. 11, 12 & 13, Iпdоrе SЕ'Z, рhаrrпа Zolle,.Phcrse_Il,
Sесtог- III, РithаllП,РЦГ_ 4541,75, Dist.: Dhаr, Madhya Pradlesh, IIYDIA

Certificate ГIо. О7 /2OL4
}

Su l fа metltoxilzole а nr d Tt,i m ctholrl,i rn l'alrlets
,LJSP 800nlg/160mg

Fjасh tablet cotltains:
sulгarnethoxazole ph.

Тгimеthоргitп Plr, Еuг,
Еuг. ]300 rT

160 rrrg

l2
S rrl fa nreth ох azol е гrlr cl Тriпlсtltор ri пl Tablets
USI' 400mg/t}Olng

l],ach tablet Contairis;
Su I fЪ rnetlioxazole ])h

Тгiпrеthор,гitп Ph, F,t: г
Еur, 400
80 rng

'Геltо Гочiг Alafenllпlicle Та blets 2 5пrg

IHept}est] ('Ггасlе Natrre Given Ьу

Мапufitсtuгеr)

[,rt ltliv tl cli lte а ltd Zitiovrrcli п с J'ablets I-.jSP

l 50mg/300mg [ZICVILAM] (Tl,ade Name
Givell Ьу Мапufаrсtr,lгеr)

Е llrtrici ta bilte, Тепо foviг Al а fеп altride а ll d

Dolrrtegгavil, Таtllrэts 200пlg/
25пr g/50mgII(OCII'AF] (Тrаdе },jarne Given
Ьу МапLrГасtr"rгеr)

Each tablQt Contains
'I'enofo чiг А laf'enarni de

equivalent to ТепоfЬчiг
Iluтпагаtе

z\laГenarTide 25пg

l4

15

Each fllln coated tablet Соrltаiпs:.-аrпiчuсllпе
USP 150 mg Ziclovudine USP З0() mg

Each Гrlrтr coated tablet

Сопtаiпs:ЕtпtгiсitаЬ пе 2:00 mg'I'tlпоfЬчiг

АlаГепапl ide Гumаrittе cqurivalen :

t оТеп о 1Ь,у r г Al а fenarni d э 2l 5 rrl g[)olute gгач i г

SocliutTl еquivalent tэ Dсllutеgгачiг 50 пrg

I

l

lб
Ii lrltl,ici ta bitte а llll'['clrolilvi г дlп l'еп п пtiсlс
'I'lllllcts 200m g/2:5m g

[lach tab]et Colltaitll;;
l:irTtгicitabirle 20() tT g

Теrlоtilчtг Аlаfепаrт idc Гtrпlагаtс Equivalen1

to Tenolbvil AlatЪrliirnitle 2.5 rng

\
l

, }\,
. ,,J.__ "

/l(jt- r
|,,l *_ý**}-;

#f,rjxlpi

пlр1! опUсg.
1r\urr'-
ц J lr{rл

.-П
З"., в{>

FООd & Drttgs ,\cl

Иiоtly;l r',



Wo,rld 1-1rэаlth
0rqaniz:;ltion

20,АvЕNUЕАр2lд-сН-1211GЕNЕVА27-S,{IтZЕRLАNO-тгrссптпдL+41221912111-tАхсЕNтRАL.4122l913111-WW/ч.WНО,]Nт

Tel, direct:
I]ax direct:
E-rnail :

+4l 22 79l 37 17
|.l l 22 79I 47 ]0

р гсt1 tta l asscssIllclrt(-|r1,Ito. i lt t

Мг Imtiyaz IJasade
Sг. Vice-t\,es;ident, Regu аtоrу 1,11-аiгs
Муlап i-aboratories Ltd
Plot Nо.5r54lд/22 Road },tro. 92
Jubilee Hi]ls
Hyderabad 500096
Telangana
Inde

Iп герl.,, please rеlЪr to: I1A,685-OiMS/ГG

Yоur rеli:rспсе:

Dеаг }чIг Basade,
l l June 20l9

\VНО Prequali[ication Tealn - Medicines .Assessment
FРР РrеquаIifiсаtiоп - Letler of Prequalification

ApJllication пumЬеr: I IA68j;-0

I rеfеr to уоur letter ехрrгеssiпg N4ylan Lаьогаtогiеs Ltd's interest to participate iп the "ргосеdltrе
1ъr assessing thе acceptability, in principle, of phaгmacetttical ргоdr"rсls fог purchase Ьу united Jrations
agencies", as adopted in 2001 Ьу the 'I'hirty-seventh World Health Organization (\VFIo) I1xpcrt
Colnrnittee оп Sр,есifiс.аl_i,эпs fЬr Plrartna:et-ttical Ргерагаtiоrls, and published in thэ WI-ICl 'Гесhпiсаl
Repofi Series No. 908, and amended sr-rb:;c:qtlently irl the Гorty-fiftlr гс:рогt, as published in the Ц'Но'Гссhпiсаl Repor1 Sегiеs Гiо. 9б l in 20 l 1.

Thank yclr: fоr submitting the data and inioгttlation гequested and fЬr уоur voluntirry participation
in this quality aSSessment рrосеdLlге, Тhtэ гечiеw of уоr-rr соmрапу's рrоduсt dossier оп:

r Hl\685 - ]Dаruпачir (ethanol:rte) Tablet, Film-coatecl 600mg

has beell conrpleted ап,J fo1lorvirig inspection ol'the facilitics rtsed .Гог1Ilе r-nanr:factUl'e allr:] testill,зof this
ргоdr-rсt, it has Ьеэп Гоtrпd tо tneet tlre no1,1ns апсl Slandards гесоtтпlеtlс]есt Ьу WI-i() and is; ассерtiiэlе. in
ргiпсiрlе, fог ргосurеmеlll Ьу U.N agcncit:s.

'Гhis conclusion is, basecl оп inlbrlTlation available to WHO at the сurrепt t mе, i.e. the
iпfоrllаtiоп in thk: strbrlitted dоssiег and эп the status of сltггепt goocl mапufасtltгiпg, clinical апtl
lаЬогаtогу practices at the facilities rtsed ]-ог tlle rnarlttlactuгc апd testing of the product. P'lease псlе,
.horveveг, 1hat this; decis;ioll rrlay сhапgе basecl оп пеrч iп{Ьгtllаtiоп l.hal, tnay becotlte availirble to l-ts.
'Тhеrеfоrе, iп ассtlгdапсе rvith and srrbjccI to the Ctricling Ргiпсiрlе:; of'PгeqLralificirtion, tl,re рrосltrс1 will
l-tow Ье incltrded iп the list оf lnedicinal ргоdrtсts, as tтlапLtlасtuгесl at tlre specif'icci rnanufirciuгing,sites,
rvhicli аrе сопsidс:гсd to l]() acceptable. iп ргiпсiрlе, fЬг ргосLrгепrепt Ь1, UN oгganizatiorrs, This ]ist is
publ ished tэy W Но at }vrцw.r,vhcl. i пl/рге(l tlal.

please note that inclusion iп the lis1 сlаппо1 Ье сопstгttсd as w] -lo аррrочаJ ог endolsemelt, ancl
clocs not песеssагilу lneaI] thatthe listec] ргоduсts rviJl actLrally Ье ргосLrгесl fiotn tiLe sLtppJ iегs Incntiorred.'ГIlе iist, and the \\zIIO narne. elrtbIern ап<l/ог асгопlrlп lIач rlot, tLrгthегlпоrе. Ье trsed Ьу the appIlcants"
tпаtli-tIЪ,:tttгеt,s. sLrpplieгs ог at-iy rэthсг рагtiсs 1ilг cottrllleгcial ог ргrttllоi_iоп:rl 1ruгрtl;еs.

i]п*Cl,S:(2)

Цdt*J';:мAl 1ýцд, ЁяIЁrfl g1

Orqanisation mondiale de la !iапtё . ВСемирнея организация здравOохранения . 0rgапizасiбп i\4undiai rlе la 5аluсl
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'I-he applicants irnd the rTantltactttl,et,s of preqtralitrcd prodLlcts lilte гесlr"tiгеd to cotnmrtnica,e to
WIIO detaiis of апу сhаLrrg,эs iп пlапttГасttlге ог сопtгоl that rTay have ап impact оп the satl]ty, etlicacy
аrпсl/ог qliality of the ргсldr-rсt.

Рriоr to inrplelnenlation of arry charlges in апу parts of the approved dossie,trnd/oг iп tlre
tпапttГасtttге оГth,э ргоiluс]:, уоu shotlld:

. constllt tlrt: "WHO giridelines оп variations to а pгcqu4alified prodrlct", as adopte:1 in
2012b1l tl,e WHO Expefi C]orTmittee on Specifications Гоr Pharmacetttical Prepa,ations,
апd pttbllished in Аппех 3 clf the W}{O l'echnical Rерсlrt Selies No 98 l in 2013, апd

. strbmit tLLe respective irrforlnation abor-rt the intended l,aгiations апсl the rerlLrired
additionaLl data in еlесtrогLiс fortnat (CD оr DVD оr via а file trапslЪг liIlk). 1'hc
submis|si,cгt (if subrnitted orr CD/DVD), including апу pirckages/cortainers (if ap1,licable),
shoLrld Ьrэ сlеаrlу addressecl, as follor.vs:

CONF]D|ENTIAL
Аttепtirэп: Dr Matthias Stahl
Ч/LIО Рrеquаlifiсаtiоп Теаm - Medicines
Ргоduсt l(ef NurпЬсr: НА.685

UN ICEF ýiupply Division
Oceanve.j t0-12
2 I 50 Nогi havt,t Copenharlcn
Denmark,

Please selnd the ]ink to FI'Passessment@who.int, if yor_r рrеГег to ;ubmit the rеstr)опsе

via а file trапstъг link.

I]inally, I shoLrld like to drаw уоuг attention to thc lact that the list rvill Ье revier.ved and updatecl
irt rеgulаr intervals, Consequently, WHO rvil1, ат regtllar intervals, ilrrапgе fоr tlre ,]Iodtlcls and
t,Iranlttacturing sites included in the list to Ье re-evaluated. If, as а г,эstllt of this rea];sessInent, it is founcl
1hat а ргоduсt апd/ог sper:ified mапufhсttr.гiпg site по lопgеr сопiрliэs v,,ith the WtlO гесоt,llmепdэd
standards,sttchproductsandmanufacturilrgsiteswillberetnovedfiгoпrthelist. Tl еfаilr-rгеоГап
tipplicant оr а rnatrufactttгclrto participate iп the reassessment рrосеdurе (as set oLlt iп the aforern€ntioned
Gtriding Pгinciples) will lllso lead to rеmочаl frоm the list.

WHO welcomes }оur company's volttntary parlicipation in this Ргоgгаmlпе. Iп огdеr to meet the
tеппs established fоr monitoring and re-e.yaluation of prequalifiecl rпесliсiпаl рrосluсts, as.o,,ell as to fbster
соmlпrзпiсаtiоп Ьlэtwееп lvlylan LаЬогаtогiеs Ltd and the WHO Рrеquаl ification Tt:at-l-1 Ir4edicines.
please colnplete t]эе tw<r 'Гсlrms enclosed ("l.|аiп characteris!ics of lhe рr,еtlъtаliJiеtl mеdiсiпаl pro<luct"
lllld "Uttdertakiпg,s oJ'tlile аррliсапt') and геtltгп these, signed Ьу а dtrl,y,authoгizccl гергеsс:tltаtiче оГ
Mylan LаЬоrаtоriеs Ltd, to the fiэlIоwiпg addгess:

Wогld Health Organization
Attention: Prelqulrlification Secretaгiat
WHO РгtlquаIif r,:ation l'eatn - Medicines
MVP/EVIP/RI-IT/PQT Rооm б 1 5

20 Aventre Appia
l2l l Gеrrеча 27
sri,itzeгland

цdtJl 4.z,4Jl едЁ; . ЁяIý.!ЕtR
Organisation mondiale de la 5апtё . Всемирная организация здравоохранеl{ия . 0rgапiz,rсiбп Мuпdiаl de la Salud
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I ]ook tьrr,vаrd to гесеiviпg this information frоп rvithin trvo weeks of thc date oгthis lеttеr at the
]atest. Fоr furthеr infclrrnation please use the ernail аddгеss prequa|asscssment@)rvho.irrt and kindly
enstrre that апу colnmllnication qllotes tlre corrcsponding wHo product rеfеt,епсе пumьег.

Thank уrэu fоr у,сuг ссrореrаtiоп.

Yor.trs sincerelv,

Dr MatthiaS Stahl
Gгоuр Lead, MediciI,res Assessrtretlt
Preqtralifi cation Теtrrп
Regulation of Medicilles and оthеr I-1ea,Ith Technologies

q^JkJr A.>,aJl iдJ;; " Ёяз6.9ЕлR
t}rganisation rTondiale de la sапtё . Всемирная организация здравоохрЕtнения " organiz]ciбn Мшпdiаl cie ia sаluсl
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Геl. direct:
Fах direct:
E-lnail :

[п rерlу please refer to:

yоuг rегеrепсе:

+41 i|2'791. 3'7 17

+4l i|219l 41 з0
pгer;ltalassessment@who, int

HA688-0A4SiFV

Мr Imtiyaz Basade
Sr. Viсе-Ргtэsiсlепt, Regulal оrу АГГаiгs
Муlап l-аЬогаtоriеs Ltd
Plot No. 564lAl22 Road N,l. 92
Jubilee Hills
Hyderabaci 500096
Теlапgапа
Inde

Dеаr Мr Basade,
] 8 DесеmЬег 20 ] 8

ýVHO PrequaIification Теапr - Medicines Assessment
F-РР Prequalification - Letter of l'requralification

Application пuпrЬеr: НА688-0

I rеfеr to ),оur letter lэхрrеssiпg Mylan Labolatories Ltd's interest to рагtiсi эаtе in the "ргсlсеdtlrе

fоr assessing tlre accc:ptab,ility, irr ргiпсiрlе:, of pharmaceutical produrcts fьr pr-rгchasr: Ьу uгLited Nttions
agencies'', as adoptecl in 2001 Ьу the Thirly-Seventh Wоrld Hcalth Orgirrrization (WHo) E:Kper1

(]oInmittee оп Spclci{ica,tions; fоr Рhаrmас,эutiсаl Preparations, and publishcd in tlie WI IO I'echnir;al

Flерогt Series No.908, irn,d amended suЬstэquепtlу in the Forty-fifth rерсlfi, as publishecl irl tIle W]lO
'l-echnical Rероrt lScries },Io" 96 l in 20l l.

Thank yor.r fоr s,ubmitting the data and iпfоrmаtiоп requestcd anrJ fоr уоuгzolltntaгy-. рагti,:iраtiоп
in this quality ass€)ssment procedure. The review of yollr соmрапу's prcldttct dossitlr on:

. НА688 - I)о,lutеgrачir (Sodium)/Lamivudine/Tencfovir clisoproxil fumarate Tltblet,
Filrn-coa tc:dl liOmg/300ш g/300m g

|ras been cornpletc:d and fbllowing inspection of the facilities used l,эг tllэ Iпапufасtuге atld testing of this

ргоdtrсt, it has been {bund to meet the поrl:пs arrd standaгds гecol-t,tt1,1etlcled Ьу Wl IC allcl is accept;Lblc, in

;lrinciple, f-ог ргосrrrс:mепt Ь,у LIN agencies.

l'his conclusiorr is lэased оп iпfогrпаtiоп availabIe to WHO at tllrэ сttrrепt 1ine. i.e. the

iпfоrtпаtiоп in the subrTrittc:d dcrssier and c)n thc statLts of сurrепt good llanuftlcturirrg, clinical апd

IаЬоrаtоrурrасtiс(эsittthеГасilitiеsusеdfоrthеmапutЪсtuгеапdtе:;tiпgсlfthергоtluсt. Pleasentlte.
ltоrчечег, that this decisic,n mа\/ change based on new iп{'оrlпаtiоп that tllay becolnr: available to rs.
'гhсгсlьrс, in ассс,rdапсе v,,ith апd srrbject to the Guiding pгirrciples of preqr"ralifrcation. the ргосiuсt u'ill
tto,uvbe included in tlre Iist оГпrеdiсiпаl pl,oducts, as tnanttfactt-rгed irtthtl specified tпаrlltlЪсtuгiпg sitcs,
rvlTich arc consideгecl tc, be acceptable, in principle, lог ргосr"rгеtпеп,t Ь1, liJN oгgani;:ations"rhis ],st is

1 
l r-rb l i s hecl Ьу W Н tЭ at y,lr.rny. rvlio. i пt/рrеqlц_!.

Please поtе tha1 inclr:sion in the list cannot Ье сопstгuеd as WI {(J арргоvаl ог ettclr]l,set,t,lellt, and

(loes not necessarily lnean thatthe listed p,гoducts willactually Ье ргос,ttгеd fгorn 1he sLrpplieгs lnentioned.
"Гhе list. and tlre !VI,iО пагпс:, erlblcm апсl/оr асгоllуlll mау поt. Гurthегrпогс. Ье ttsзс] br, tIlc appIicants.
tnanttfactt_tгet,s, suppliers ог апу, оthег patlies for соmmеrсiаl оr ргоrпоtirэпаl рttгро:;сs.

l:NCLS: (2)

4одJt"J'',Lz,.aJ l ;.дД;, ЁЯI*9ЕЯ
crrganisation mondiale de la !iапtё . Всемирная организация здравоохранения . Organizacion Mundial de la salud



Мr Basade, Hydrэrabacl
I-1A688-0/MS,/F\/

Тhе applicallts and the tnanufa<:turers of prequalified pro,Cuc,t:; аrе rеquirэd
WHO details о]|'апу changes in mапufасturе оr control that may hаче ап impact эп
апd/оr qLrality crf tJhe prodr:ct.

ргiоr tcr imрIlэrпэпtаtiоп of апу changes in any parts of tl,e аlэрrочеd dos:;ier апd/оr in tle
mапufасturе of the рrоduс:t, you shouId:

cclnsult the "wHo guicilelines on vaгiations to а prequalified protluct", as adopted in 20 i 2
Ь1, the \VllO Ехреrt Cc,mmittee on Specificationr; fоr PhaгmicetLtical Ргераritiопs, and
published in Аппех 3 of the WHo Tech:nical Repott ýjeries N.9i]i in 201З, anrJ
subrTrit the respective iпfоrmаtiоп about the intendecl .variations iLnd the rеquiгеС
additic,nal data in electlonic format (CD оr DVD оr via а file trallsfer link;. Тhе
subtTris;sion (if'Submitted оп CD/DVD),,including; any packages/,]ontaineгs (if applicable),
shou]ld tle clearly addressed, as follows:

CONFIDI]NTIAL
Allerrtion: Dr Matthias Stahl
WHO _Pгequalification 'Геаm - Medicines
Рrrэdttсt Ref NumЬеr: LIАб88

UN]С]F]t' liupply Divisi rlrr

Oc;eanvej l0-12
21 50 Norclhavn Copenhagen
Dеппrаrlt

PIease send the link to lTPPassessment@)lvho.int, if you рrеfеr t,) submit the rcsponse
via а filc, tгапsfеr link.

Finally, I shor"rlC like to draw your attention to the fact that the list will Ьс rечiецzеd and updated
аtrеgulаriпtеrvаls, C|orisequently,WH()will,atregularintervals,arrangeforthr:productsand
tпапufасtuгiпg sites irrclurded in the list to Ье re-evaluated. If, as а rеs;ultъf this rcassessrnent, it is foLrnd
that а рюduсt апd/rэr s;реrэifiеd manufactuгit-lg site no lопgеr complies,лrith the wHo recotnmcnded
standaгds, such рrоdu,эts atrd rnanufactr.rгing sites will lreiemoved frоm the list. l'he faiIure of ап
аррliсапt оr а tпапuгаrэtt]геrtо раrtiсiраtэ in the reassessnrent рrосеduге (as set otlt in the агоrеrlrепtiоrlеd
Guiding Pгinciples)wi]l lзIsо lead to rеm,очаl from the list.

wHo welcolтles }rацl'соlпрапу's vоluпtаrу раrtirэiраtiоп in this programtnc. In огdег ttl meet the
tеrms estab]ished fоr mопil|огiпg and rе-,эчаluаtiоп of prequalified mcldicinaгproducts, asl wella; to fоstеr
comtnunication lэсtwееп VIуlап I-аЬоrаtrэriеs Ltd and tbe WHO PrequaLlificalion l'еаm - Jv4cciicines.
please complete the tv/o 1ъппs enclos ed, ("маiп charqcteristics of th,e trrequaldieel metliciпal prtlclucl''
апd "Uпdertakiпgs of the а,ррliсапl') and rеturп these, signed Ьу'а duriy authoiize,l rергеsепtаiiче of
Mylan LаЬоrаtогiеs Ll:d, to the foIlowinд1 address;

Wогld I l,ealth Crr.gzLnizatiotl
Attentiorr: Preqrralification Sec]].etaгiat
WHO Pгeq ualificlation'J'еаm - N4edicines
М VP/El\lPIRI{]','PQ]' Room б l'7
20 Avenue Ap,picL
I2]lGепеча]2]'
srvitzerlirncl

цсuJt 4r4J| а,дБл . Ёя].jЕgft,я
Organisation mondiale de la sапtё , Всемирная организация здравоохраненрля . organizacion Mlundial cle la salud
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l look forwaгd tcr гесеiчiпg this irrfогrтаtiоп frоm within two rveeks of the late оГthis lеtlеr at the
latest. Fоr furthег informaLtion please use the email address prequalassessment@lry}6.int and ki.ldly
еПSuГе that any commtlnicatiorr quotes tht: соrrеsропdiпg WHO prc,duct rеfеrепсе _lumЬеr.

Thank you fЬr уоur соореrаtiоп.

Yоurs sincerely,

Иe.L <__
Dr Matthias Stah]
Group Lead, Меdliсirrtэs Assessment
Prequalification l'eam
Regulation of Medicines and оthэr Healtll Technologies

'Edt"Jt"дaёJl адЁ; , ЁяI*:tfl*,
0rganisation mondiiale de, |ia Sапtё . Всемирная организация здравоохранения . organiz; сiбп Mundial dtr la 5alud
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'| 
{1. diгuсtl

i:ax сliгссt;
[i-nlail;

',,tI 
?l 7}l ]7 17

}4l ]? 79l ,l7 ]0
1rrct'lual;tsscsstnctrt(},l1,1ro.irlt

Mr lrnti"vaz Basnde
Sr. Vice-Prcsiclctlt, Rcgu}at :lly А1l;riгs
fuIylan l,аЬurаtогiеs Lttl
}'Iot Nо.564lд/1}2llоаd Ntl 92
Jrrbilce I Iills
l"Iyderabacl 500096
'Геlапgапа

lпdе

JIoctobеI20lfl

lrt гc|lly p|ca-se Е"l'0г ltl ll,d721-0;'Мý/ДDV

YоLlr lсlLrqлсg;

W1{0 l}геqчпl il'iсаtiоп'Гса rп * IИed icines дssеssrtlвпt
FРР I'rеqul lilicntion - Letter of PreqrLralifiicltitrn

App!ication NumЬсr: FlA72t-0

I геf'сг tcr yot]lI l€:tter expresýin& ir,lylan l,аЬогвtоriеs Lttl's intersst to ptlгli(ip&tc ill tirc ''11,освtIuге
fог itssessing thre acc*:pt;rtlility, iп ргiпсiрlс, of plrarrrraceulical pгodrrcts f'ог pirгchase Ьу tJniteci Nariclпs
iцс,lсiЁs", as atloptccl iп 200 l Ьу the Thirly-seventh rvоri<l Heilth Огgаrrizitiоп 1ýr){il) 1.хрегr
CoInmilteв оп iSpeci{icarions fог PlrrtгпBceutical Prcpaгations, апd ptБli,slred in tlrc WI"IS Teclrlricnl
l(eptrгt Sсгiсs },Io. 908, апd апtелdесI suhstquert(|y ii tlre lrorty-fifttl герс,rr, as ptrtllil,ilcci iп llte \Vt I,.)'Гссlirliсаl Rсрtrгl Sсriеs No,96l iп 20I l.

'I'ilank yorr ftlг sr-rhnritling the data and inItlrnlation гecltles{ed апri for Уоur v_.lItttllaг1, partici rаf itirl
iп this qrrality rýýesýlt]{:nil trrrctcetltlt.e. 

'['he rечiеw оf yotrr Соmрап1.'s plocltrct ilossie;.on:

r l{A72]l * ][if:rvirenzlLnnrivurline/'Гenolirvir distl;lroxil fitпtarirlc 'l'a lllet, IriIrlr-coa lttt
.ll0t)пr gfi 0,t}пr g/J0{lлr g (ýllП{ FI L0)

]tas Ьееп cotnploicd iсссlгtliпg to llre "W.ГlС) CirideIirlcs оп sr:t;nlissior1 o]Гdoctln]entirtion iЬг
рrеtluu|iliсаtirlпr ol'llrrislhed phartnaceutit:irl ргсiсirrсIS a;lprovecl lr1, sl:,iпgепl Кgltlаlrlг;, лtttltoгitics'', lrпrl
tlrc ргоdшсt has Ьееп lilr.rud 1о ttc acceptabIe ili ргiпсiрiо, fоr ргоiurс,lпЙrl: lэу UN arg.tlcics.

'I'his conclLrsitm is bassd оп iпfilгпlаtiоп availalrle 1rr W}l() itt thi]ý tilný. i.e. tlrc (ertrllcatt oli
|)hartntlctlitlical l)roc,ltrcI r,ClrP) апd,дssеsslпспt repclrt issuecl bl,tlre rеgulаtOгуi}gеtr(у of tJSi]:'I)д. ]}lcas*
t]otc, ltorvevet,, llr*t tlris clecision mау chаrtrge trasecl tltr пеrч iпfЫrпаtiЙ that mау |reclФttr*;rlailabIc ltl Lls.'ГhеrсtЬr,с. iп ассt}гtlапс:е rvit}t arrtl suhiect Ю the Gtriding Princip|es оf Prcqualiticati]l], thc proclrrct rvilJ
norv Ьс' incltrcletj irr tlre list oJ'лiecliciпal prodtlcts, as_rnaпtrlactLtiecl at rhe sjecifictt rrlantrlactrrгing si les.
ъvlriсlt аrе сопsiсlсtl,d tci lltl ilссtрIаЬlч. iп рriпсiрlе, lЬr ргосulепrелt Ьу t.JN огgапizаtiопs, '|'his'iist is
1ltrbl i sltcJ hу W I I() at v,,rrrv.rvho, i rltlлrфLrnl.

I)lcasq notc'lhat incltrsioл ilr thc Iist carlnot [rc сOпýlгtlе(l as Wl-,iCr ;rlrpг<rval tlг сllсl<lrlЁtпсlll. ntlrl
rIocs not ПеСе,ssаrilУ tllcatl that tlte listed;lt'oclucts rvill асtuаllу trc ргосLlгсd li.ol)l tllc sLlplrlic;:,s tnclltiOttr.cl.'l'hc list. and ti]c Wll0 ПаПrе, еtпЬlеrп ап!Ji'оr асг0l1уlп lnay п0l, ГLirt]]егlпоrс. tэс usec b!,'thc applicalils.
lrlпtlttfЪсtttгеrs, :iupplilэrý ог alty оthсг pnr,:ies l'ог сопtrпеrсiаl ог 1rгot,llotiollttl 1rtrгlrosc i.

L)еаг lvlг 8asacle,

4iдJЫ | i{fi"Jl a^J;; . t'S.I*аlДЯ
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ýince thc p1,0dt|ýt has Ьееп licerlsecl Ьу drug геgrrlаtогу atlthori]:ies (DIi.As) oltttc IC}l геgi )п пп(l

associatcd cotttltrics, sttbseqitcrlt rrагiаtil,)п applicatioпs il|,e alý0 lo tlc a1.11rгclrlccl lry tltesc DRAs апd \&'lIt}
slrorrld Ьс notitied цЬоut llre арргочаl cll'tlrc chaпges. 'l'lrrr npplicar]lý аг0 rеquiгOd lu rtrbmit the t"esper:li,lu,
iпltrгrrrаtiсlп atlor"tt the variatirrlt* atlcl * сору trf tlte геgtrlаtоrу accepti11,1(:{) lctter trl'the cltilttgcs isstrcti Ьу
lhe геgttiаtоrу аglзпсу оГ lJýlrDД itl clcctгcltlic l'oгttla1 (otl а CD/DVD с|г vla а tlle ttаrtsГег liпk), 'T'lre

subnrission (i['sr.rbnritted orr CD/DVD), ineludirrg arry расkаgеs/еопlаiп,sгs (il appli:ablc), slroulcl [,е

с}еагlу addrвs:;ecl. as lbI Io,"vs :

coN}:ltDEN]"l,\L
Дttепtiоп: Crorrp Lead * Mc{ir:inBs Asscsslnenl
W} l0 Рг,эсl uаl i l'i cirtion'l'еапr * Med i ci пеs

UNICEP Suррlу Division
Осеаltче.} l0- lil
2l -ý0 lЧогdhаl,п, сорепlugсп
Dеппrагk

Please sc:ncl tlrc link to FРPшsse*snrtrnt(}who.int, it'you рrеfЬг 1о subtnit the !,esponse via а file
trапsгеr link.

Finally, l shoulcl like to draw y()tlr altention to the fact that the list will Ье revicr.ved and tl;,dzLtecl
at týgtllar iпtсrчаls, Cc,nseqtrerrtly, W1,1CI will, at геgulаr intervals агrапgе {Ьr the products апd
tпапtrГасttlгiпдlsitеsiгrсluсlеti intlrelisttobere,evalutted. lf,asarestrl,tofthisгeдriscssment,itist'ol"rпcl
that а pro{ltlct апr:i/оr strecified t]tanufactut,irrg site tto iоtrgеr conrplies и,ith the W}IO reconrt,rretrcled
standards, such plýdtlcls anrl ttlattttlhcttrrirrg sites rvill lэе retnoved Гrtrпl the list. Т'hе ГaiItrre оГап
applicant ol'a l,llапLlГасl'urегtо participate iл the t,ea,csessnrent procedttre: (as set оtlt iп the attlгerlettti,эne:d
Gttitling Ргiпсiрl,эs) ц,ill also lead to гсttlочаl fiоm the list.

WHO rчрlсопrеs уоtlг еопlрtrпу,'s volurrtary pallicipation iп this рrоgгапllтl,]. ln огdеI to Rlet}t thc
teпns establis]trecl tЪr mопitоriпg апd re-evaluatiort оf prTclttalifieсl medicillal ргосlttс{s, as weli аý t,} lbýter
cotnntlnicatic,n t}et!v()e п Mylan L,,аЬсlгаtоriеs l.td and the WHO Prcqua]ification Тtаtп _ Medicirкs,
please cornplelte :lhe ttvtl thtns enclosecl ( "i,/аlл chtu,tlctrislics о{ t}te рrеqlцl|i./iесl medicirпtl 1п.otlucr"
atrcl "0ilcйr,ra;|iп,g.x o|'lhe ap1lliettпl') alld rýturп these, signcd Ьу а dul,g autliolized teprcselrtativc ,rГ
lvlylarr L.аlэоrаrtоriсs Ltd, to tlrc tbllorvirlg address:

W l l о, Рrсчuаl i t'jcat iол "I-eattr -, i\'te<l ic i rres

WcrItl LleaIth Organizatiorl
Attenticlrt: Prcqrralilication Sccretariat
}ilS/ЁiМl PlttГllYl'Q1' ltotrnr б l,J
20 Аl,епuе Appia
l2l l Gспоча 2?
sлчitzегltпd

I lnok tclrrvnrrl to rсссiчiпg lhis intbrrnatiorr Ггоtп yoil witlrin trл,о weeks of lhc dntc of tliis lеttег at
the lalest. }ttlг firrlltcr irrlirrпrtrtion plcal;c ttýe the enlail аdrlгеss pt"cqшilhr.sscssrncпt(Qlvho.int апrl kindly
епsttrе that ttltv sttclr сс,пlпttlпiса!iсlп nl,gnti<ltts the соrrеsропdiпg WFlO prodtlct ге]'сrепсе trrttrrber,

'l'Iian}t 
уrэu fог уоur сOореrаtir}п.

Yоttгs siпсегеlу,

И&-а_*
H.lY;TЖ,iilll l* i,,*o л],,п *nt
[)rтtluа l i lical iоп Teatll
ltcgLtlation оГ Mctliclines апсl tltllег l lealth -Гчсhrlоlоgiсs

\д,lЫl:iя"d.'l;iАЁ; " ЁЯ.rt*ý jЯ

0rganisation пloniJiale dil la Santd . ВсамирнаяOрганизацияздравOOхранOния .Orgatliz,lciбn Мuпdiаl de la S.зlud


		2021-09-21T09:23:45+0300
	Moldova
	MoldSign Signature




