TipocnexT Banepis JloGanoscnkoro, 51, u. Kuis, 03110, Tes/paxe: (044) 2753030
E-mail: dls.ko@dls.gov.ua, Kox €PTIOY 37078774

BHCHOBOK
HpO AKICTE BBe3leROrO B ¥Ykpainy xikapcebkoro 3aco0y

16.03.2020 Ne 5813/20/10

KapToHuii ynaxosni
(hopma BHOYCKY, (O3YBanHs, By TIAKYBaHHA Aikapcexorg 3acofy)

Homep peectpanitizoro nocinaenns UA/8670/01/01 CTPOK Aii peectpanilinoro nocaigenus 01.01.2099
Cepis nixapcrkoro 3acoby Ne 10200044 Kinexicrs zresenore MKapehKkoro 3acoby 160

Bupotuux Cnenmapx PapmackioTakans Jlrn, Innis
(HadMenyBang BUpOBHMKE fAikapcexoro 3acofy, kpaina TIOX0KEHk R )

Baeseno & Vipatuy Tonapnerso 3 ofmemenocio BlInosinaneuicrio "TIEHMAPK
YKPATHA", inent. on: 41222160
(HaHMeRyBaRKR T8 Ko 37 CHOPIIOY WpHAaHOT 0cobu abo npisnmne, in's, no Garnkosi Pizmano;

0colH - nianpuemi, iy MiCHE NpoOxunanty PeecTpauisiyni Homep 00ik0BOT kapTrn maathuKa
HoaaTkis abo cepix Ta HOMED nacropra)

IIpoToron Bisyaapnore KouTpoumio ein 11.02.2020 0383/2.

Ha6oparopauit ananis AKOCTI HiKapehKoro 3acoBy 3aiticuenmir:

TOB "Texnona6™ (.JIsBiB, Byn. Hanmna Arnocrona, 2)
(Gl I —— MiCHeIHaxonwenns J1aboparopii, 1w nposeny naGoparopumt anasiz AKOCTH)

Bucrosok mogo sxocri THKAPOLKOTO 3acoy, Runanui naboparopieso six 13.03.2020 No 0265

Pexynurary nadoparopuoro aHajiay axocri iKapchkoro 3acoby 33 neperipennmu NoRasHRKaMy BIINOBINarOTE
BHMOTIaM MeToin KOHTPOMO #KOCT] (aaa.uirmuo—nopmamami‘ AoxymerTauit),

38 pesyanTaramu ACPIRABHOTO  KOHTPOMIO BCTAHOBJIEHO,
ﬂOTpKMaHHﬂM BYMOT 3aKOHO/JARCTRA IHoA0 3abesneyenng

(minmue)




HAEPHIIKCIIYXXBA YKPATHU
HAEPKABHA CIIYIKEA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KUIBCBKIIi OBJIACTI

npocnext Banepis Jlo6asoscrkoro, 51, m. Kuis, 031 10, Ten/daxe: (044) 2753030
E-mail: dis.ko@dls.gov.ua, Kon €IIPTIOY 37078774

BHCHOBOK
IIPO SIKiCTh BBe3eHOro B Ykpaiuy nikapeskoro 3acoGy
20.03.2020 Ne 12387/20/1011
ACKOPLI EKCNIEKTOPAHT

(uakimenysanna i KEPCRKOTC 3aC00Y 3riaH0 3 peecrpar Aimm NOCBiAYe M)
cHpon; no 100 may ILIACTHKOBOMY dutakoHi; mo 1 daakeny pazom 3 MiDHHM KoBIawxom ¥
Kapronail ynakopi

{bopma sunycxy, AOIYRAHAA, BUIL AKYBAKHS NIKAPCLKOTG 3acoby)
Howmep peectpauiitioro nocsingenss UA/8670/01/01 CTpOK aif peectpauititoro nocsizuenys 01.0] .2099
Cepin aixapeskoro 3acoy Ne 10200044 Kinskicts Bresenoro nikapeskoro 3acofy 49240

BupoBunk ItermMapk @apmackiotaxans JItn., Iunis

{(nalimenynanns Bupotumxg HiKapChKOro 3ac00Y, Kpalha noxomxenns)

Breserio » Vipainy Tosapucrso 2 o6mexenoo Bitnosinansuicrio "I'JIEHMAPK
YKPATHA", inenr. won: 41222160

(uakimenypanus Ta xog 32 €LAPTIOY opuanunot ocobn abo npissiwe, im's, no OaruKoBi disuyuol
0Co0H - niAnpueMis, if micne NPORUBAHHA Ta PeecTpanifinti HOMCp obaikonol kapTkn naarruxa
nogatrxie a6o cepin Ta HOMED nacuopra)

Iporokon sisyaanuorg xouTponw sin 11.03.2020 x 0740/1.

3a  pesymytaramu ACPHABHOrO  KOHTPOMIO  BCTAHOBNEHO, Mo nikapcekul  3acib  ppeseno g Vkpaluy 3
AOTPHMAHHAM suwmor SAKOHOZABCTBA WONO 3afe3neyeH s sKoeT] Aixaperkx 3acobis.

3acTynHAK HavATEHMKA Bimaimy
HepxaBrof ciyx6u 3 NiKapCHKUX 3ac00i
'rg KOHTPOIO 3&/\‘%&%@@%&@4& v Kuiperxii %
obnacri !gy“/iﬂkm@% o

ocdia opTaity s g&i’éﬁgo%\ OHTPOMO) (nianue)
& {709 oD

3 omem \2R
FHUIB :

: (}K% 55;
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OTAEJI KOHTPOJISI KAYECTBA
CEPTHOUKAT AHAJIN3A - KOHEYHLI OPOAYKT Crp.1m33

Ha3spanue npoayxra Ackopna DRCHEKTOPAHT
Venepuueckoe Cupon ¢ Cansbytamona cyisdarom, Bpomrexenua rHApoxaopuaom, I'safidenesnyom
Ha3BaAHHE # Meurojiom
TpeGosanms k 10 M cupona cogepmuT: CanbbyTamona cysindar BO skruBasentio 2 MU
MAPKHpPOBKE canbByTamona, Spomrexcuna raapoxiiopua B 4 mr, reaiipencann OCUIA 100 MT,
MenTos BP 1 mr
_Homep cepun 10200044 Jlexapersenuasn dopma cHpon
| Jlara nponisogcraa 0172020 Prinox Ykpansa
lozen po 12/2021 Paimep cepun 50000 Gyr.
Ne anaauTHw. oTuera 040000249564 PeannaoBannoe Ko HMecTs0 49400 6vT.
Kon npoayxra SUA 040007943020137 Hpouzsoncteennan munensun | NKD/R03
ot 01/01/2018
Paamep ynaxosknu 100 mn Perncrpaumonnoe Ne UA/8670/01/01
CBHIETCILLTRO
Aata Bbinycka 23/01/2020 JaTa perucrpanun 03/08/2018 ]
Ceptrduxar 004/2019/GMP Hdara oxonuannus Becepouno
cooTBereTBUst HIITT erycTpann
Crpana npouiboauTens Hunus |
HCOLITAHHE CHELHHOHKALNA HABJIOJEHWS
Onnecanne Kapronnas YTNIAKOBKa, couepxatlan | Kaprousas YIaKkoBKa, conepkamas

MHCTDYKUHIO W 3ameyatandylo  [13T-
Oyreuaky sanTtapHOro mmera ¢ MEpHBIM

UHCTPYKLMO W sanedatanuylo [19T-
SyThiiky  siTaprOre usera o MEPHEIM

CTakauyHKoM Ha 10  wa, COJCPRHT | cTakaHumkoM Ha 10 mp, CONEPIKIT
TIPO3payHy o, OP2HIKEBYIO, BAIKYIO, | Dpo3patiHyio, OPRINKEBYHO,  BA3KYIO,
- ApOMaTHIHPOBAEHYIO XHIKOCTD. APOMATHINPORAHHEYI) JKHAKOCT.
Hacwrudnganns Bpema ynepwupaiua nixa Gpomrexcuna | Bpemn YACSPXHBAHNA CTAHAAPTHOTD
Bpomrexchya (rpetuii  tmk)  ma XpoMarorpaMmax | pacrsopa = 21,95 MHHYT,
CHAPOXIOPHA MCLEITYEMOrO M CT4HAAPTHOTO PacTBOpPOB, HCRbITyEMOro pacteopa = 21,97 Munyr.

HONMYYEHHLIX B pasuene ((KOJTH"I@CTBEHHOC
ONPEOCNCHHEY, AONKHO CoBnaygarh.

CanufyTasona cynndar

Bpema yaepxuBanus nuxa cansByramona
(nepsbtf  nHK) ma XpoMatorpamMmax
WCTBITYEMOr0 H CTAHAAPTHOTO PAcTBOPOB,
TOMyuenustx 8 pasgene «Konnuectsennoe
ONpPEACHCHHEY, AOMMKHO COBNANATS,

Bpema  ynepwusanus
pacTBopa = 3,96 munyrT.,
HCHBITYEMOTO pacTaopa = 3,94 MuuyT.

CTAHA3PTHOIO

saitberesun Bpemn ynepsxupanus nnka reafienesnna | Bpems YRCDHHBAHNI .~ ~=OTHRNEPTHOrO
(BTOpoHt  muK) ma  xpomatorpammax pactsopa = 14,43 musyT, 1 PAMHA
MCTILITYEMOPO H CTanAapTHOroO PacTBOPOB, | HCIBITYEMOTO pa A =
TIOTYHeHHLIX B painene «KommyecTseruoe
OHPEAENIEHUES , IONKHO COBMANATE.

Menron PactBop ofpasua u CTanzapTHLIf pacTnop, Coorae’rcmyeﬁ;
TIPUTOTOBEHHbIE ons TeCTA
KO/MYCCTBEHROS  OIPENeieHHe,  HOMKHbI

nokaseisaTh acopOUMI0 NP WIMHE BOIHLI
550 HM.

v e
Hoarotosaeno

ITposepeno YTeepxkaeno

Hms: Sandip Shewale

Hmia: Sandeep Tagade Hwms: Natwar Malpani

OMKHOCTSE: Executive -QC

HomkHocrs: Executive -QC HomxuocTs: Executive -QA

Moanuce

IMTonanuce Moanues

Hara: 23.01.2020

Hara: 23.01.2020

Hara: 23.01.2020

Glenmark Pharmaceuticals Ltd,
PLOT No.E-37, 39,D-Road, M.LD.C,, Satpur, Nasik - 422 007, Maharashtra State, India,
T: 91253 6613999, 6613748, F: 91 253 2352707, W; www.glenmarkpharmai@com

Registered office: B/2, Mahataxmi Chambers,22, Bhulabhai Desai Road, Mumbai 400 026
CIN - L24299MH1977PLCO19982 Frnail Id - complianceofficer{@glenmarkpharma.com
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OTJEJ KOHTPOJISI KAYECTBA
CEPTUOUKAT AHAJIW3A - KOHEYHBUA IPOAYKT Crp.2us3

Haseanue npoayrra ACKOPHI IKCUEKTOPANT
Ceneprueckoe Cupon ¢ Cansbyramons cyabdarom, BpoMrekcHia ruapoxaopugom, I'saiidenesunom
HA3BANUHe 1 MenTosiom
TpeGoeanus k 10 ms1 cupona cogepxut: CannbyTamona cyandat B® aksusanentHo 2 mr
MADKHPOBKE canbiyramona, GpoMrekcuHta ruapoxacpun B® 4 mr, reaitdenesun GCIUA 100 mr,
medaron BO 1 mr
|_Hoatep cepun 10200044 Jlekapcraennas dopma cHporn
Aata npouseoacrea 01/2020 Poinox Ykpanua
Coxen xo 12/2021 Pasmep cepun 50000 6yr.
Ne ananuTHu, oTuera 040000249564 Peanniosannoe Ko/ IM4ecTro 49400 6yT.
Koa nposykra SUA 040007943020137 Mposssoncrenaas auuenzus | NKD/Z03
oT 01/01/2018
Pazmep ynaxosku 100 mn Perucrpauuounoe Ne UA/8670/01/01
CBHACTENLCTRO
HaTa Beinycka 23/01/2020 AaTa perncrpanun 03/08/2018
Ceprudmrar 004/2019/GMP Jarta oxonuanun Becepouno
coorsercreus HITIT CrHCTPALNM R
Crpana npousBoamTe s Huneg

Hatpns Sensoar

Bpems ynepkusanus nuka vatpus 6enzoata
Ha  XpOMATOrPAMMAX  MCHEITYEMOTO M
CTAHAAPTHOIG PACTBOPOB, MONYYEHHEX B
pasnene «Konmccrsentoe onpenenenuey,
HONIKHO COBNAAATE.

Bpema  yuepxusaHus
pacTBopa = 5,62 MuuyT,
HCHBITYEMOr0 pacTBopa = 5,63 MuHYT.

CTAHAAPTHOTO

Kpacnrean wenrorii 3axar Cnextpsl  nornomenus uerneityemore W | Coorpercrayer
CTAHAAPTHOTO PAacTBOpOR B OBmactTw or 400
M 1o 600 HM HOIKHBL HMeTH MaKCHMYM
FAOTNIOINCHHA NpH  OAMHAKOBLIX  UIHHAX
BOJH.
Cpenunit 06uEm He mMenee 100 Ma 101,80 mn
OuxnopoasocTs Beca He Gonee 2 unausuayansmmx macc moryT | Coorercrayer
(Macesl) 103, H3BAEKACMBIX OTKIOBATHCA OT CpehHel Macen! Gonee, uem
13 MHOTOPA30BLIX Ha 10% w vy onna He oTkNoHseTCH Gonee,
KouTeliHepon ueM Ha 20%.
pH O13,5 no 4,3. 4,11
OTHocHTe/ILHAS - Or 1,02 10 1,54 1,2789
1JI0THOCTDL
Buzkocrs Or 50 1o 100 cfla 85,0 cIIz
Komivectnennoe Or 3,6 Mr ao 48 wmr Opomrexcuna | 4,157 M1/ 10Mn
cupeneaeHne ragpoxnopuaa B 10 mn cupona (ot 90 mo

Bpomrexenna
rrapoxsaopugy B® (4 mMr/10
MJT)

120% ot 3asmnenHoro koauuecrsa)

Camslyramona
IKBREANECHTHO
canebyramonny B® (2
Mr/10 ma)

cyibar

Or L8 Mr 10 2,4 mr camsyTtamona s 10 ma
cupona (or 90 % no 120% or 3assnenyoro
KONHYecTsa)

2,124 Mr/10 h&i

Ceaiidenesnn Or 90,0 Mr no 110,0 mr reaiihenesuna B 10 | 99,404 mr/10 M
DCH (100 mr/10 M) M cuporna ( or 90% no 110 % or

SAALJICHHOTO KOMHYECTRA)
floarorosaeno Hpoeepens Yreepaxaeno

Hwma: Sandip Shewale

Hmsr: Sandeep Tagade

Hms: Natwar Malpani

Homxnocrs: Executive -QC

Homwknoers: Executive -QC

Homkaocts: Executive -QA

Hounncs

Hosarncs

TTonnuce

Hara: 23.01.2020

Hara: 23.01.2020

Hara: 23.01.2020

Glenmark Pharmaceuticals Ltd,

PLOT No.E-37, 39,D-Road, M.LD.C,, Satpur, Nasik - 422 007, Maharashitra State, India,
T: 91 253 6613999, 6613748, F: 91 253 2352707 W www.glenmarkpharma@com
Registered office: B/2, Mahalaxmi Chambers,22, Bhulabhai Desai Road, Mumbai 400 026
CIN - L24299MHI977PLCO19982 Ronaid Id - complianceofficer@glenmackpharma.com




OTAEJI KOHTPOJISI KAYECTBA
CEPTHOUKAT AHAJIU3A - KOHEYHBUA IPOAYKT Crp. 3 w3
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Haseauue npoayxra

ACKOpHA JKCNEKTOPAHT

MeHtos BD 1 mr

enepuyeckoe Cupon ¢ CansGyramona cyandarom, Bpomrexcnua ruapoxnopumom, Fratideneannom
HasBaHHe u MeuTonom

Tpeboranms x 10 st cupona coaepxuT: CansbyTamona cyandar BD akeHBATCHTHO 2 MT-
MAPKHDOBKe canbbyramona, Gpomrexenna ruapoxnopua B® 4 mr, reafteneiun GCIIA 100 mr,

Homep cepun 10200044 JlekapcTBennan dopma cHpon
ATa NPoHIBOACTBA 01/2020 Poisox Vxpauna
Tonen xo 12/2021 Pasmep cepun 50000 Gy,
N aHasnTIY, oTuera 040000249564 Peanuzosannoee KomgeeTeo 49400 Gyr.
Kox npoayxra SUA 040007943020137 Mpoussoxctsennas smuensns | NKD/803
ot 01/01/2018

Pasmep ynaxosxu 100 Mn Perncrpaunonnoe Ne UA/B6T0/01/01

CBHICTENLCTBO
Jata Beinycka 23/01/2020 JaTa perucrpamnn 03/08/2018
Cepruduxar 004/2019/GMP HAata okouyanus Beccpouno
coorseTereua HITI erHCTPaIH

CTpana npon3BOAHTE S Wuaus

MenTon
B® (1 mr/10 ma)

Or 0,9 Mr a0 1,1 Mr Mentoma s 10 MIT
cHpona ( ot 90 o 110% or 3asenesHoro
KonHuecTsa)

Ot 16,0 Mr o 24,0 mMr HaTpnA OeHszoara B
10 M1 cupoma ( or 80 mo 120% or
JASBNCHHOIO KONHYECTBR)

1,032 mr/10 Mn

Harpnra Gensoar (20 mr/10
M}

20,935 mr/10mn

Conyrersyionye
HpHMecH:
ITpumecs N-okenz
GpoMrexcuna PHAPOXIOPHIR
Npaumecs B Mealideneina
lpamecs C Cansbyramona
MiikpoSnonornueckan
HHCTOTA
A) Obuwee uueno aspobusix
Garrepuii (TAMC)
e Gonee
O61mee w0 npoxcrennIx U
mecHesrx rpubos (TYMC)
B) Hensitanye Ha
cneundaacckuti
MuKpoopra#uim Escherichia
coli

Hernapayun cnequguvanun:

Gvina fpouzgedena, exniou

He Gonee 1,0% He ofuapyxeno

He Gonee 1,5%
He Gonee 0,5%

0,368 %
He oBHapyxeno

He Gonee 102 KOE/mn <10 KOE/mn

ue Gonee 10" KOE/mn <10 KOE/mn

ZOIDKEH OTCYTCTBOBATH B | M1 penapara Oreyrersyer

MbIY REKAPCMGEHNHBIX NPENADART

aranyay Guau upocsompens u npusidne coomgememeyionumu GMP,

Nl
YTsepaueno  Wo, .-
s Natwar Malpahi© -
Lomxnocte: ExecutivesQA”
Honnwnce ‘
Hara: 23.01.2020

Moarorosneno
Hwms; Sandip Shewale
omxHoCTh: Executive -QC
Hoznnues
Hara: 23.01,2020
Glenmark Pharmaceuticals Ltd,
PLOT No.E-37, 3%,D-Road, M.LD.C,, Satpur, Nasik - 422 007, Maharashira State, India,
T: 91253 6613999, 6613748, F: 91 253 2352707, W www.glenmarkpharmag@com

Registered office: B/2, Mahalaxmi Chambers,22, Bhulabhai Desai Road, Mumbai 400 (26
CIN - L24299MHI977PLCO 19982 Fimail 1d : complianceofficer@glenmarkpharma.com

IIposepeno

Hwms: Sandeep Tagade
Homxmoers: Executive -QC
Noanucs

Hara: 23.01.2020
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JEPKJUKCITYKBA
AEPKABHA CIVYIKBA 3 JIIKAPCbKHMX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM ¥ KUIBCBKIV OBJIACTI

npocnext Banepis JTobanoscekoro, 51, M. Kuis, 031 10, Ten/dake: (044) 2753030
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kon €IPTIOY 37078774

BUCHOBOK |
Npo AKICTH BBE3EHOTO B YKpaiHy JiKapesKkoro 3acoby

23.09.2020 Ne 44775/20/10

ACKOPLI EKCHHEKTOPAHT
{nailMenysanus Aikapeskoro 3acoGy riaHo 3 peecTpaniftinM nocsizucHram)
cupons; 1o 100 ma y wracrukosomy duiaxoni; no 1 draxony pazom 3 MipHHM KOBOAYKOM Y
KapToHHil ynaxosui
(popma punycky, D03VBaHIs, BHA TAKYBIHHS JRAPEHKOro 3acady)

Homep peectpauiiiinoro nocsimuents UA/8670/01/01 erpox nit peectpauitisoro nocsizwenns 01.01.2099
Cepin sikapenkoro sacoGy Ne 10200641 KinexicTi Baesenoro nikapeskero sacoby 48827

BrpoBank I"nenmapk @apmacsioruxans Jra., Inaig
(HaHMeryBanus BUPOGHAKA Aikapehkoro 3acoby, kpaita HOXODKEHHA)

Breseno B Ykpaihy TopapucTpo 3 ob6Mekenow Binnosinanpuictio "I'IEHMAPK
YKPAIHA", iaenr. kon: 41222160
(nafienysauns Ta ko 3a CJIPTIOV sopuanunol 0¢o0n aGo npizsuiue, iM's, o Garsxosi Gizuunot
ocobu - mianpreMus, i Micle NPOXUBANIL Ta pecerpaniiimit uoMep oGaikosol KapTKH TIIaTHHKS
noaarkis 460 cepia Ta HOMep uacnopTa)

[potokoa sisyansnoro koutpomo eix 02.09.2020 M 2812/2.
JlabopatopHuit akanis sxocTi nikapeskoro 3acofy 3aificuenuii:

TOB "Texuonad” (m.JIpsiB, By Januna Anocrona, 2)

(afiMerypansan Ta micuesnaxomxenna saGoparopii, wo TPORENA AGOPATOPHKE aHamis skocTi)

Bucnopok wono sxocTi nikaperkoro sacoly, BruaHiii naGopaTopieio Bin 22.09.2020 Ne 1104

Pezyuwratu nabopatopiore ananisy sxocti nikapeskoro sacofy 3a nepesipeHMi noka3HEKAMH BiATIOBIARI0TD
BHMOTaM METOAIB KOHTPOIIO SKOCTI (aHATITHYHO-HOPMATHBHOL DOKYMeHTaL}).

3acTyrHuK Havamsaika Coryxou

{nocazosa ocola oprauy gxépxmén,_aré KOHTPOMNO) (mianuc)

M.
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BIIALT KOHTPOJIKO SIKOCTI
CEPTH®IKAT AHAJI3Y - KIHNEBUM NPOAYKT

sanedarany [HET-nasiky OyplTHHOBOIO KONLOPY 3
MipauM crakadaukom Ha 10 Mu, Mictuts nposopy,

Crop. 133
ponyxr ACKOPLI EKCIIEKTOPAHT
lenepuyna uassa Cupoen i3 cannGyramony eyabpaTtom, GpoMreRcHuy rigpoxnopiaom, reaiidenesnnos i
MEHTOJIOM :
e m— 10 ma cupony MICTHTB: canbbyTamony cynindary CKBIBANICHTIO 2 mr canubyTamony,
Gpomrexcitny rizpoxaopuuy 4 mr, reatidenesnuy 100 mry Menroay I mr
Homep cepif 10200941 Jikapcexa dopma cHpoIt
Hara supoGuuirsa 05.2020 Punor Yepaiva
[MpupaTunii 1o 04.2022 Po3sip cepil 50 0G0 yrmx\om;‘
IpoToron ananisy No 1040000268522 Kinbriets sunyuiena B peanisauiio |48 827 ynakosok
Ko npoayrry SUA040007943020137 Bupo6uiHa ginensis NKD/803
Poasip ynaxopu 100 mn Peectpauiiinte noesijjuenns Ne UA/8670/01/01
JlaTa punycxy 14.06.2020 Jara peeerpanii | 03.08.2018
Ceprudixar i " - o
i el 004/2019/GMP Jata 3axinqenns peectpauil Heobmexeno
enmapx Qapmaceroruxans Jita,
Bupofuukr Hinenuus Ne E-37/39, Em ARILCi, |Kpaina supoGnuka Innis
Catnyp, Hacik - 422 007, I
AHAJIZ CHELHPIKALIS : PE3YJIBTAT
1 Ouue Kapronua  ynaxoska, wWo sicruth incrpyxuiio i | Kaprowsa ypakoska, wo Micrirh IHCTPYRLIO i

3anesarany NET-isnuky  OyplITHHOROIO
KOAbOpY 3 MipHuM Craxamdnkom Ha 10 s,

HOMAPAHYERY, 8'H3KY, ApOMATHIORANY PiLAHAY MICTUTB  MPO3OpY,  NOMApPAHueny,  R'W3KY.
APOMATHIOBAHY DIAHHY.
2 Inewrndirais :
L. Cansbyramoay cyasdar | Yac yrpumysanss niky cans0yramony (nepumii | Hac yTpumyBaHis
k) Ha XpomaTorpaMax sunpoOysaHoro i | cTaHmapTHOro podduuy = 4,71 XBHAUH.,

CTEHAAPTHOFO PO3YHHIB, OTPHMAHHUX B po3aini
«Kinskicte suznaicuuay, Mac sbiraTucs.

BunpofyBaroro posunny = 4,71 xaui.

2, BpoMrexkeHiny
riapoxsnopug

Yac yrpumysauus niky Opomrexcury (Tperii
nik) Ha xpomatorpamax sripoGysanoro i
CTaHAAPTHOTO PO3UHHIB, OTPUMAHUX B PO3AIN
«l{inkkicHe BU3HAYCHHA, Mae 30iraTues,

Yac yTpHMyBaHH
CTAHAAPTHOTO po3inuHy = 23,21 XBHAHH,
sunpofyparoro posunny = 23,16 xsuaun.

3. Ieaiidenesnn

Hac yTpumysanua nixy reafgenesuny (apyrait
nik) Ha Xpomatorpamax BunpoSysanoro i
CTRHJAPTHOIC PO3YHHIB, OTPHMAHHX B posaim
«Kinbxicne pusHavenu, Mae 30iraTHes.

Yac yTpumMysaHHs
CTAHAGPTHOTO po3duny = 15,61 XBUAHH,
surIpofysanoro posunHy = 15,59 XBuauH.

4. Meunron Pozuun  3paska | cramjaptHdd  posuwmy, | Bianosizae
NpHTOTOBAMI LI TecTy KUILKicle BU3NAYCHNA, '
goputHi nokasysati abcopSuiio npy xopuni
XBHAL 550 HM,

5. HaTpiro Gewzoar Yac yTpumypaHHs mniky HaTtpiio GeHzoaty Ha 1Iac }’TpRM}’BﬂHH;f‘/V

XpoMaTorpaMax supoCyBaHOTO i
CTEHAAPTHOIO PO3YMHIE, OTPUMAHKHX B PO
«IiabkicHe BUsHadeHHny, Mac 36iraTucs,

CTAHAAPTHOTO et

% f Lk

=607
mmpooynaﬁo;fy gmt{g;:‘{:ﬁ&h’l X

HiaroTosneno

Hepesipeno

35;11:&393;1:1,}:0

Im’si; Tlpanin Tere

In’si; Tyncimac [ Tlelin

[Tocapa: Cnenianict sipniny
KOHTPOJIO AKOCTI

Hocapa: Creujanict signiny
KOHTPOIIO SKOCTI

Int’s: MoxciH )&\H-(\" .
ITocapa: Cncula}ﬁr'ﬁ ALeE
3afe3neueHs ﬂKO(?’Fi\

Hignne: Mignue

Hipmee: Tignue

Hinnue: Miamue

Hara: 14062020

Jara: 14.06,2020

Hara: 14.06.2020

Unenmapk @apmecsioTakans Jitm
Jiiawia Ne B-37/39, Em AL J1LCLL, Carnyp, Hacik - 422 007, hiain
T: 91 253 6613999, 6613748, b: 91 253 2352707, W: www.glenmarkpharmaiicom
Opuanuunti ogic: B2, Maxanakiumi Yembepe, 22, Bxynabxaft [lecait Pon, MywmGai, 400 026, Inaia
CIN - L24299MH1977PLC0O19982 Email Id: complianceofficer@glenmarkpharma.com
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A new way for a new world
BT KOHTPOJIIO SIKOCTI
CEPTH®IKAT AHAJI3Y - KIHLEBUH TTPOIYKT

Crop. 2033
IMpopyxT ACKOPUI EKCIIEKTOPAHT
Tenepnuia Haspa Cupon i3 cannbyTamoay cyabdarom, GpoMreKcHuy riapoxaopuaom, reafidenesunom i
MEHTOJIOM

10 M enpony micTHTL: canblyTamMony cyandarty eksiBatenTo 2 Mr caanbyTamony,

AKTHBHI PeYOBHHI " .
Gpomrexenny rigpoxaopnay 4 mr, reaiigenesuny 100 mr, menrtoay 1 Mo

Homep cepit 10200941 Jlikapenka dopma cHpon
Jdara supofunursa 05.2020 Punokr Yxpatna
Hpupatunii no 04.2022 Poamip cepit 50 000 ynakosok
Hportoxon ananizy Ne  |040000268522 Kinexkicrs sunyuena B peanizauiso |48 827 ynakosok
Koa npoaykry SUAD040007943020137 BupobBnnya niuexsia NKD/803
Posmip ynakosru 100 M Peeerpaniiine nocsigenna Ne UA/B670/01/01
Harta Bunyery 14.06.2020 Adara peectpanii 03.08.2018
E;I;E}:E::ZITI HITTL 004/2019/GMP Hara aaxinuenns peecTpauil Heobmexeno
I'nenmapk @apmacsioTrans JITa
Bupobunk Hinenuus Ne E-37/39, Em.ARILCi, |Kpaiua supoGunra IHain
Carnyp, Hacik - 422 007, Inaisn

6. Bapeuuk wosTHil 3axin Crexrpu  noramsanns  sunpobypanore 1| Bianosinae
CTAHAAPTHOrO po3dnHis B obnacti Big 400 HM
no 600 uM  noRMHHI  MaTH  MakCHMyM
AOTHHHAHHA [IPH OJ{HAKOBIX JOBKHHAX XBHITb,

3 Cepeaniii 06’ cm He menme 100 M 100,9 mn

4 OnnopionieTs Barn foa, He Ginebwe 2 ingueigyansuux mac MoacyTe | Bianopinae
ARI BIIYYAIOTLCS i3 sixxMsITHe Big cepennbol Mack Olablue, HbK !
GaraTopasosnx Ha 10% i sxonka 3 HuX He BiagXMiseTheA Bibl,

rouTeiinepin Hix Ha 20%.

5 Binnocua rycrina Bix 1,02 no 1,54 1,2775

6 pH Bin 3,5 no 4,5, 3,87

7 B’siskicTh Bia 50 no 100 Il 80,0 clt

8 Kinsgicue BisnaucHus CansGytamony cynear eKBIBANENTHO !

canpGyTamony B® (2 mr/ 10 mu)

1,8 mr — 2,4 Mr cansbytamony B 10 M cupony 2,}2 M1I/10 Ma
(90% - 120% Bin saspneol kinexocti) !
eaiipenesun OCLUA (100 mr/10 ma) i

Bin 90,0 mr go 110,0 Mr reafienesuna B 10 an | 97,37 Mr/10 mnn
cupony

(90% - 110% Bin 3aspneHol kinbKoCT)
Bpomrexcuny rigpoxyopna BD (4 mr/ 10 mn) 4,37 mr/ 10Mmn
3,6 Mr — 4,8 mr OpoMrexkcHHy riapoxnopuay B
10 M cupony i
{90% - 120% Bin 3agsieHol KinpkocTi)

MigroTosneno Hepenipeuo 3aTBEPIKEHD

Im’s: [paain Tere In’s1; Tyncigac 1 Meiin In'si: Moxcid Xan 5./
Iocana: Coewlanicr sigainy Hocana: Cneuianicr sinminy Ilocaaa: Crewianicr simiis
KOHTPOIIO AKOCTI KOHTPOJIO #KOCTI 3a0¢3TIeHEHHS SKOCTI
MMignue: Mignue Flijmie: Mianue Iiane: Nignuc

Hara: 14.06.2020 Hara: 14.06.2020 Harta: 14.06.2020

Faenmapr @apmackrotuxans Jlra.
Jinsnuim No E-37/39, Ex. AN JILCh, Crrenyp, Hacix - 422 007, Inaia
T: 91 253 6613999, 6613748, &: 91 253 2352707, W' www.glenmarkpl 1
[Opuzsantit odric: B2, Maxanaxkmsi Hembepe, 22, Bxynatxal it MymGai, 400 026, Inaia |
CIN - L24299MHI1977PLC019982 Email Id: complianceo(ficer@@glenmarkpharma.com
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BIAALT KOHTPOJIIO AKOCTI
CEPTH®IKAT AHAJIZY — KIHIEBUM MPOJAYKT

Crop.3i33

Mpoayxr

ACKOPII EKCIIEKTOPAHT

Fenepuuna nassa

MCHTOJIOM

Cupon is cansbyramony cyisatoM, GpoMrekcniy ripoxaopuaom, roajigenesunom i

AKTHBHI peHoBHHN

10 ma enpony micrire: eanebyramony cynnhary exsisanento 2 Mr canLdyramony,
Gpomrexcuny rinpoxaopuiy 4 mr, reaiidgencynny 100 mr, menrony 1 mr

Howmep cepil 10200941 Jlikapeoka opma | cHpon
/laTa BHpOGHHLTBA 05.2020 Punox Yxpaina
Mpuaaruwii no 04.2022 Poamip cepii 50 000 yraxosok
porokon anasrizy Ne 1040000268522 Kinnkicrs sunymtena e peanizauizo |48 827 ynaxosok
Kox npoaykry SUAG40007943020137 Bupofmuua Jiinensin NKD/803
Poamip ynakosKH 100 M Peectpaniiine noepizuesis Ne UA/8670/01/01
Hdata sunycry 14.06.2020 Jdata pecerpauii 03.08.2018
gi;ﬁ?;?;:i:ﬁ HI 004/2019/GMP Aara sarinvenny peecrpauii Heobmeneno
Cnenmapk Papmaceiotuxans Jlta. ;
Bupobung Jlinsnnua Ne E-37/39, EmARJILCi., (Kpaiua supoGunka Inzin
Carnyp, Hacik - 422 007, Inuin {

2. Menton BD (1 Mr/10 mn)

0,9 mr— 1,1 Mr menrtony 8 10 mn cipony
{90% - 110% sig sassneHol KinskocTi)

1,01 mr/ 10 ma

3. Hatpio Gensoar (20 Mr/10 mn)

16,0 mr — 24,0 mr uarpito Gensoary B 10 M

cHporny
(80% — 120% Bipg 3aaB1eHOT KITLKOCTI)

20,99 Mr/10 ma

9 Cynytni gomimsin
Honiuka N-gxenn
GpoMIeKcHHY riapoXIopHRY
Jomiwka B raafidenesnny
Howmiuxa C cannByramony

He Ginse 1,0 %
He 6inpuie 1,5 %
He Ginsiue 0,5 %

He Busizicno
0,588 %
He Bugsneno

10 MikpoGionoriuna
YHCTOTA

3aranbHa xijbKicTb aepodHux Gaktepiii
{TAMC): ne Ginswe 102 KYO/mn

3araneHa KiaeKicTs APIKILKOBHX | Nuicenernx

rpudis (TYMCO): uc Sinpie 10" KYO/mna

Ecsherichia Coli - sincyTs B 1 M1 npenapary

<10 KYO/un
<10 KYO/mn

Biacyrai

GMP. seranopneHuMU

MICHERHM DPeryJsTopinaM

OpraHoM,

4_TAKOW Y niﬁnoai.mmc*ri 3 cne

peectpauiinomy ocke afo peecTpanifiHore NOCBLMEHHS KPainH-BHPOOHUKA !; gﬂll{ﬂ- E\{UO]ET{‘ Mt

(BKAIOYAIOY M YIIAKOBKY / MapKyBaHisa) | NDORS/ICHO KONTPOIL i1 AKOCTI Ha puulesrananiil Ainsmuui B o ;'1

alo B agocke cnewshixanil wa IPSanar 1 J}_ﬂCJHi’{A‘\'BQ 1ore sikapesxoro sacoly. Hporokosan sup

wdi gm;\_&‘g:r il

piiig’ SMH

Gyam nepernguyTi | Beranopneno signosianicrs GMP,

Tliarorossieno

Iepesipeno

3arBepLieno .

Im*s; Ilpagin Tere

Im’si: Tyncipac J1 Meidin

In'si: Moxcin Xan  smmrz.o

Tlocana: Coenianicr siptiny
KOHTPOJIIO AKOCTI

Hoeaaa: Creuianicr simainy
KOHTPOMO AKOCTI

Mocaaa: CreuianicT pianiny
3a0e3neueHHs AKOCTI

ITianme: Iignue

Higane: Mignue

ignue: Migmne

Hara: 14.06.2020

Hara: 14.06.2020

Tara: 14.06.2020

Iaeumapk Dapyaceiotuxans JdTa.
,!h'numwz Ne E-37/39, Lu Afl ,Hi Cl,, Carnyp, Hacik - 422 007 Iu'u;z

ICJpwumunﬂ odic: blz Maxa.mmmu Yembepe, 22 Bx:, *1aﬁ‘<an }Iccan Pox, Mym@ai 400 026, lisais

CIN— L24299M['!19T7P§.C0 19982 Email [d: complianceofiicer@glenmarkpharma.com




HEPXIIKCIIVIKBA
JEPKABHA CIYKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMN Y KHIBCBKIN OBJIACTI

npocnekt Banepia JloGanoscekore, 51, M. Kuis, 03110, Ten/axce: (044) 2753030
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Koa €JIPIIOY 37078774

BUCHOBOK
npo AKICTH BBE3CHOT0 B YKPaiHy Jikapcenroro 3acody

23.09.2020 Ne 44774/20/10

ACKOPLI EKCIHEKTOPAHT

(ualivenypanus aikaperKroro 3acoBy 3rigHo 3 peecTpanifinuM noceizyeHnam)
crpor; o 100 sy naecrukosomy durakoni; mo 1 duaaxony pazom 3 mipuum KoBnauKOM ¥
KapToHHIil ynakopni

(thopma sunycky, A03YBAKEA, BRA NAKYBAHHS AlKapeeKoTo Bacody)
Howmep peecrpaniiinoro noceianewns UA/8670/01/01 crpox wii peectpauifisioro nocsizussns 01.01.2099
Cepis nikapcskoro sacofy Ne 10200928 Kinbkicts saesenoro nikapeskoro sacoby 49000

Bupouux I'meamapx dapmacsioruxans JIta., Inmis
(nafiMenynanns BHpoGHHKa TIKAPCHKOTO 3C00Y, Epaita [OXOIKEHHS )

Baeseno B Yipainy Tosapuerso 3 o0mekenoio Biamosinaasmicrio "I'JIEHMAPK
YEKPAIHA", izent. kon: 41222160
(saliMenysanns Ta kox 3a €JIPTIOY woprzanunoi ocoby abo npispune, im's, no Garekosi diswmoi
ocodu - ninpremua, i Micue NPOXUBANHEA ta peecrpaifiauil HoMep 001iKOBOT KapTKN ILIATHHKA
noxarkis abo cepis Ta HoMEp Nacnoprz)

Mporexoa Bisyansnore kourpomo six 02.09.2020 N 2812/1.
JlaBoparopuuit aHanis sikoeTi nikaperkora 3acoGy anilicnenuii:

TOB "Texnonat" (m.JIbgis, Byn. Jlanuna Arnocrona, 2)

(nafimeny ais Ta Micuc3HaxokeHHs naGopaTopil, e uposena naboparoprHit airanis axocri)

BucroBox woto skocTi nikapeskoro sacoby, sunannit naboparopicio sig 22.09.2020 No 1103

Peaynnratu naoparoprore ananisy kocTi Nikapchkoro 3acofy 3a nepesipeHing nokasuukamy BIATIOBIAAIOTS
BIMOTaM METOIB KONTPOMO AKOCT] (AHANITHIHO-HOPMATHRHOT HOKYMeHTaLLT).

Ja  pesynbTaTaMH epKABHOIO KOHTPOMO BCTAHOBAEHO, MO TNikapcskui  3aci0  BBeseHO B Vkpainy 3
AOTPHMAHHAM BHMOr 32aKOHOAABCTBA OO 3a0e3neuenHs SKoCTi nikapeskux 3acobis.

3acrynHuk HayansHnKa CoryxsGu

(noeatosa acoba opi‘a:xﬁ HEPHABHOIO KOHTPOIIO)

; M,.ﬂ
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BLIILI KOHTPOJIO SIKOCTI

sanedarany HET-nismwky Gypwrinnosoro koawopy 3
Mipus crakansakom g 10 MA, MicTHTE npo3opy,
NOMAPAHYCHY, B'AIKY, APOMATHIOBAHY PLIHKY

CEPTHOIKAT AHAMIZY - KINNEBHE IIPOJIYKT
Crop. 133
poaykr ACKOPLI EKCIIEKTOPAHT
Perepuuna waspa Cupon i3 cansByTanmony cyab{HaTom, GPOMICKCHHY riapoxaopuaoM, reafidenesunon i
MEHTOJIIOM
AKTHBHI pevoBiII 10 st eupony micrirs: cannbyramony cyasdary expinanentio 2 mr casnpbyTanmony,
Gpomrexenuy rigpoxnopuay 4 mr, reaiigencimy 100 mr, menroay 1 mr
Homep cepit 10200928 Jikapenka dopma cHpon
data BupobHnuTsa 05.2020 Punox Yxpaina
puaaTHuit 1o 04.2022 Poamip cepit 50 000 ynarkonok
Hporokon anamizy Ne  |040000263238 Kiasxicrs Bunyuiena s peanisauiro |49 600 ynakonox
Kon nponyiery SUA040007943020137 Bupobunua niuensin NKD/803
Posmip ynakosxu 100 s Pecerpauiiine noceinuennn Ne UA/BGT70/01/01
Jata Bunyexy 14.06.2020 Jara pecerpauil 03.08.2018
CepTidir i ,
Bi;xlxma‘g::ﬁ:ﬁ HILL 004/2019/GMP JlaTa sakinvenun peccrpauii Heobmemeno
Inenmapk Papmacsiotirans Jita.
BupoBuuk Hinennua Ne E-37/39, EmARIL.Ci., |Kpaina supotiitka Tugin
Carnyp, Hacik - 422 007, Tuain
AHAJII3 CIIELHOIKALIL PE3YJLTAT
1 Onne Kapronma ynaxoska, wo Micmurs iHCTpYKUile | KapToHHa ynakoBka, w0 MICTHTL IHCTPYKIHIO i

sanesarany  NETsnaswky  Sypurrvnosoro
KOHBOPY 3 MIPHHUM Crakanyukom Ha 10 s
MICTHTE  1IPO30PY,  MOMAPAUMEBY,  BYAIKY.
APOMATHIGRARY pimmv,

2 Inenrudiranin

L. Caaubyvamony cyasdar

Hac yTpumysasns niky cannGytavony (nepumii
MiK) Ha XpOMaTorpaMax BHNpoSYBaHoro i
CTAHAAPTHOTC PO3YMHIB, OTPHMAHHX B po3aini
«Kinexicue Bagnauenuan, Mac 3birathes.

Yac yTpuMyBanna
CTAHIAPTHOTO PO3UUHY = 4,71 XBUMIH..
BHNpOOYBAHOTO PO3UHHY = 4,71 XBUsHH,

2. Bpomrexcuily
rigpoxaopng

Hac yrpumysanna niky Opomrexcuny (Tperiii
nik) Ha  xXpomarorpamax sunpoGybadoro |
CTAHNAPTHOIC PO3IYMHIB, OTPHMAHHX B po3aim
«KinexicHe BuIHaueHus, Mae 3GiraTues.

Yac yTpuMyBaHHA
CTEHAAPTHOrC PO3YHHY = 23,21 XBHJIH,
nrapoSysanoro posdyuny = 23,17 xaunun,

3. Ppaiigenesun

Hac yTpHMyBauHa niky reatigenesuny (apyrui
nik} Ha XpoMaTorpamax BumpoSyBaHOro |
CTAHAAPTHOrO PO3YMHIB, OTPUMAHHX B po3aini
«Kiaekicie BU3HaueHna», mae 30iratucy.

Yac yrprMyBaHHA
CTHH/IAPTHOTO po3yHy = 15,61 XBUANA,
BHApOOYREHOro po3uuHy = 15,58 XBuI.

4. Meunton

Posuwn  3paska 1 cranzapreufl posdus,
TPHIOTOBAHI JL18 TECTY KiNBKICHE BHIHAUMCHHA,
MOBAHHI HokasysaTH abcopluiio npH J0BKHHI
XBEUTE 550 Hm.

Bianoninsc

s, Hatpiio Gensoar

Yac yrpumyBanus niky Harpiw Genzoary Ha
XpoMarorpamax BHApOOYRaHOro i
CTAHJAPTHOTO PO3UMHIB, OTPHMAaHHX 8 posjini
«KinbkicHe BU3HaYeHUAY, Mac 36iraTnes.

Hac yrpuMyBaHH:
CTAHAAPTHOrO polunuy = 6,07 xsumun,
BUNpoSyBAROTO posynHy = 6,07 XBUNIH.

[Niarotosaeno

Iepenipeno

JaTpepiskeno

Is's: Mpanin Tete

Ist’sa: Tyacinae JT Meiin

In’si; Moxcin Xan m.&{m \\\

Moeaaa: Creujanicr sianiny
KOHTDOJIO SIKOCTI

Hocana: Creuianicr sinainy
KOHTPOIO AKOCTI

TTocana: Crremanwﬁi?@m, % 2 ;
3abe3nevenns mqfﬁrf I \._

IHanne: ITignne

Hianse: Hinnue

LEN .
Hignuc: [liann

Jdarta: 14.06.2020

Hara: 14.06.2020

ila-r%ﬂ: 14.06.2

Faenmapr @apmacsiorurans JIta.
Hinvruua Ne E-37/39, Em AR J1i.CL., Carnyp, Hacix - 422 007, luzis
T: 91 253 6613999, 6613748, ©: 91 253 2352707, W www.glenmarkpharmatcom

1Opuanunnii odic: B2, Maxanakumi YemGepe, 22, BxyaaGxaii Jecait Poa, MywmGai, 400 026, Inaix -

CIN — L24299MH1977PL.C0O19982 Email 1d: complinnceofficer@glenmarkpharma.com
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BIAALT KOHTPOJIIO SIKOCTI
CEPTH®IKAT AHAJI3Y — KIMOEBWH HPOJYKT

Unenmapr Qapmacsiornicans Jita.

Hinuniua Ne E-37/39, Em AL JTCH, Carnyp, Hacik - 422 007, Inaia
T: 91253 6613999, 6613748, @: 91 253 2352707, W www.glenmarkpharma@com

Opnawsnnt odic: B2, Maxanakmmi Yembepe, 22, bx

CIN -~ L24299MH1977PLCO19982 Email 1d: complianceolficer@glenmark pharma,com

vaabxaf Oecaft Pog, MywsBai, 400 026, [nain i

Crop. 2133
Npoayxr ACKOPIJI EKCHOEKTOPAHT
Fenepruna nassa Cupon i3 canulyTamony cynsgaros, GpoMrereiny rigpoxjopugon, reafideneinnonm i
MEHTOJIOM
T — 10 st enpony I\-‘?!CT!I:F{.: canslyTamoity cynnsary exmaamcnn“m 2mr ca‘nbﬁymmmy,
: Opomrexciny riapoxnopuuy 4 mr, reatidenesuny 100 mr, men roay 1 mr
Homep cepif 10200928 Jlikapeska hopma cHpoI
ara BupoGnnurea 05.2020 Punox Vxpaina
Hpugarunii go 04.2022 Poamip cepii 50 000 ynakosok
Hpotokon ananisy N 040000268238 Kinnxicrs Bunynrena 8 peanizauiio |49 000 ynaxosok
Kon npoaykry SUAQ40007943020137 Bupofunua aivensin NKD/803
Poamip ynakoskn 100 Mz Peccrpauiiine nocsinuenns Ne UA/8670/01/01
lara sunyery 14.06.2020 [arta peeerpanif 03.08.2018
Ceprudirar . y - : =
siznosinnoeri HITL 004/2019/GMt Hata saxincucnys pecerpauil HeoBMeneno
Inenmapx PapmaceioTikans Jita,
Bupotung Hinvuyus Ne E-37/39, EMARJLCIL, |Kpafna supoSunka Tnain
_|Carnyp, Hacix - 422 007, Iuzis
6. Bapsun wosTHit 3axin Criektpu  nornpHanHg  sunpoOyeanoro i | Bignosinae
€TaHAapTHOrO pozunnis B obnacti six 400 um
a0 600  mm  nORHEHI  MATH  MaKCHMYM
HNOPAHHAHHA NPH O/IHAKOBHX JIOBKHHEAX XBUITH,
3 Cepenifi 06’em He mentue 100 ma 101,1 M
4 OanopinuicrTs saru o3, He Ginbwe 2 inpusinyanenux mac MoxyTs | Bianosinae
SIKI BHIIYMBHTHCS i3 BIOXHIATHCA Bl copentsol macn Oinbue, Hik
Sararopasosux Ha 10% i xoana 3 HUX He BiZXXHNsETHCA Ginbu,
KOHTeliHepin Hi Ha 20%,
5 Bignocua rycruna Bix 1,02 no 1,54 1,2819
6 pH Bix 3,5 no 4,5. 3,90
7 B'sskicTs Bin 50 1o 100 eIl 85,0 ¢l
8 Kinexicue susnavenus CanbbyTrasmony cynbdar SKBiBANICHTHO
canpBytamony BD (2 mr/ 10 mx)
1,8 Mr — 2,4 mr canpGyramony B 10 mn cupony | 2,17 Mr/10 ma
(90% - 120% sin sasnneHol KirskocTi)
Pralipenesnn @CIIA (100 Mr/10 ma)
Bix 90,0 Mr go 110,0 mr reafidenesuna s 10 aa | 99.18 Mr/10 Mn
cHpony
(90% - 110% Bin 3asnnenol kinkkocri) ;
Bposmrexcauy rinpoxnopun Bd (4 mr/ 10 mm) 4,47 mr/ 10ma
3,6 Mr — 4,8 mr GpoMIeKCHHY TiZpoXnopHay B i
10 Mz cupony
(O0% - 120% sia sassnenol KiisxocTi)
Ilinroresaeno Iepesipeno 3aTpepakeno
Im’s: Npagin Terte Im’st; Tyncimac I Ieiin Im’si: Moxcin Xan s, |
TTocana: Crerganicr nigniny HMocana: Crenianicr sininy [Tocana: Crnendanicr simuin _Jff;'\f\?_‘_\_lﬁuq ,. \\
KOHTPOJNIO AKOCTI KOHTDOAIO SKOCTI safesneueHns skocti L9 ,M{o@ Y
Tattie: Tl ve Y R S B AR NG Y,
Hignue: Mignne Mianue: Miagmue Himne: Mixme i/,/s'.a" ‘WTIN-IMAP:‘ \,_\;9:,‘\\.
. s " PR Tt ©
Hara: 14.06.2020 Hara: 14.06.2020 )lm%a. 14.06.2020 !/ +5_ (VYKPMH »%‘ 2

5 !m\
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i
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BIAJLI KOHTPOJIO) SAKOCTI
CEPTH®RIKAT AHAN3Y — KIHITEBUT HPOOYKT

Crop. 3izd

Ipoaykr

ACKOPLI EKCNIEKTOPAHT

Fenepuuna nazna

Curpon i3 cansByTavony eynbdarosm, Gpomrercuny riapoxaopiaom, reafidgenesnmos i

MCHTOMOM

AKTHBHI pewoBHIH

10 s eupony micrums: canuBytamony cyandaTy exsisanentno 2 mr casnpdyTamony,

Gpomrekenuy rizpoxaopnay 4 mr, reaiigenesuny 100 mr, mentoay 1 mr

Carnyp, Hacik - 422 007, Inais

Homep cepii 10200928 Jlikapenka dopma CHpoT |

/ata supoGuuurna 05.2020 Prnok : Ykpaina

TlpugaTaiii ko 04,2022 Posmip cepii 50 000 ynaxosox

TTpoTokon apanisy Ne  |040000268238 Kinbkicrs Bunymeny 8 peasizaunie 149 000 ynaxosox

Koa npoayxry SUA040007943020137 BupoGiunua ainensia NKID/803

Posmip ynakosku 100 mx Pecerpanifine nocpiquennn N UA/8670/01/01

/laTa Bunycry 14.06.2020 Hara peccrpanii 03.08.2018

;ZZL‘:S;:ﬁzﬁ HIA 004/2019/GMP JaTa 3arinuenns peecrpauil Heobmemxeno
Inenmapk Dapmacsiorukans Jita.

Bupotuuk Hinpruna Ne E-37/39, EmAiJIi.Ci., |Kpaina nupofnuka Innia

2. Menron BO (1 mr/10 M)

0,9 v — 1,1 mr menrony B 10 M cupony
(90% - 110% Bin sanpacHol KinbkocTi)

1,02 mr / 10 mn

cupony

3. Hatpiwo Gerzoar (20 Mr/10 m)
16,0 Mr — 24,0 Mr marpito Genzoary 8 10 mn

(80% — 120% six sassnenol kiankocTi)

21,27 mr/10 mn

9 CynyTtHi pomituki;
Homiwxka N-okena

OpoMrekcrHy riapoxnopray
Homimka B reatidenesnny
Homiwka C cansGytamony

He Ginbme 1,0 %
He Ginsie 1,5 %
He Ginbie 0,5 %

He sussneno
0,449 %
He sBusnneno

10 MikpoSiosoriuina
4yneToTa

3aranbha Xinbkicte aepoGHux GakTepili
(TAMC): He Ginsie 102 KYO/Mmn

3aranbHa KibKICTb APHKAKOBIX | IHCEHEBIX
rpudis (TYMC): ne 6inbe 10! KYO/Mn

Ecsherichia Coli - incyTns 8 1 mit npenapary

<10 KVO/un
<10 KYOQ/mn

Biacyrui

Hpusimea: Dayss rapantyemo, mo nasenena sinie indiopmanis € A0ctopipnoo i Tousoio. Llte ¢epilo npoaykuii Syao supoGieno

(HEJHOUAIOYH YIAKOBKY / MApKYBaHHN) i TIPOBEACHO KOHTDOJL 1T SX0CT] Ha BHIesraianii alramd » nosHif Bl

GMP.

10BIANOCT] 3 BUMOTraMi

AHOBUAHOCTL 3 BUMOT

BCTAHOWISHHME  MICUERHM DCIVASTOPHEM ODrUHOM. 4 TAKOX Y Bianosignoeri 3i cneumbikaibMu, MO MICTETLCH B

pecerpauifisomy socke afo peecrpapifinore nocpiayeHns kpainu-supoGuuka abo kpaiuu-_ iMpopTepsa, SKIO NPOAYKUIK IMIIODTORAHO

abg B nocee 1] 1 penap:

cneundiikaniii na Ipenapar ana_Kocnikyeanoro sikapeskoro sacoGv. Ipartokoan sHPOOHHUTBA, YOAKOBKH Ta anatisis
By nepernanyTi i peranosneno sianosigHiers GMP.

{liarorosacno

ITepesipeno

JaTBepakeno

Is’a; Opanin Tere

Inm'st: Tyncinae ]I Ieiin

Is*si: Moxcin Xan

KOHTPOJIO AKOCTI

Mocapa: Coewianicr sigainy

KOHTPOJIIO SKOCTI

ITocana: Creuianict piaginy

3abe3neueH s SKOCT]

INocaga: Crenianicr sigainy

Hinnue: Mipnne

Iianue: Mignuc

HMimnire: Minmie

Hara: 14.06,2020

Hara: 14.06.2020

Iaenmapr @apmacsiorirans Jra,
Hineinug Ne E-37/39, Em.ARJi.Ci., Carnyp, Hacik - 422 007, Luuin

T: 91253 6613999, 6613748, @ 91 253 2352707, W- www.glenmarkpharmai@
1O0puasnmit odic: B2, Maxanakumi Yembepe, 22, Bxyaadxait lecait Poy, MymGai, 400 026, Ingia |
CIN - L24299MH1977PLCO 19982 Email 1d: complianceofficer@glenmarkpharma.com i
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