¢ A

AEPXIIKCITYKBA VKPATHA
AEPKABHA CIYIKBA 3 .JIII{APCBIGE?X 3ACOBIB TA KOHTPOJTIO 3A
HAPKOTHKAMH V KHIBCBKIiA OBJIACTI

npocnext Banepia JloGaroncrkoro, 51, M. Kuig, 03110, ren/dakc: (044) 2753030
= E-mail: dis.ko@dls.gov.ua, Kog E€IPIIOY 37078774

2y Fria

BHCHOBOK
Ipo AKICTH BBE3eHOro B Ykpainy jgixapesxoro 3acoly

21.05.2020 Ne 22666/20/10

JAEPHBA C I'EJIbh
{HafMeRyBANHA HiKapCEKOrg 3acofy 3riguHo 3 PEECTPaLiiNUM NOCRiAueHAIM)
reas no 15 ry Tydi; mo 1 Ty6i s KapTrouuii kopobni
(topma sumycxy, AOIYBAHASA, BHI MAKYBAHHS AIKAPCEKOTO 1acoby)

Howmep peectpanifitoro nocsizgenns UA/9245/01/01 c1pok Aif peectpauiiinoro nocsizuenus 01.01.2009
Cepin niapcekoro 3acoby Ne 10200308 KinsxicTs peeseroro sikapesioro zacosy 12000

BupoSmix I'nenmapk DapmachiOTHRAN Jlta., Tamis
(nakiMenyranus supobimka mikapeLKoro 3acofy, Kpaika TOXOIRKEHHS )

Breaeno B Vipainy Tosapucrso 3 o6Mencenow pinnosizasricto "T'JIEHMAPK

YKPAIHA", igenr. won: 41222160

(Hativenysanus Ta ko 3a €JIPTIOY OpBAHEHOT ocobu 460 npissuie, iM's, no 6aTLKOR Pizwanoy

0colu - manpHeMIs. 1l MicLie npokusanHs T2 peecTpauiinuit Homep oGaikosol KAPTKH IUIaTHHKS
nonatia 460 cepis T4 HoMep nacnopra)

b MpoTokon sisyassrore kouTpomo sia 28.04.2020 M 1394/1.

Jla6oparopuuit ananis sxocti nikapcuKoro sacoby 3aiticHernll:

TOB "Texuona6"” (m.JIssis, ByJL. Jlauuna Anocrona, 2)

(HaltMeHyYBaHYHS T2 MICURSHAXOLKEHNS naboparopii, o npobena nafoparopuuit ananis skocTi)

Brcsonox mozo axocti mixaperkoro sacoby, pHzanmi nabopatopiero vin 20.05.2020 Ne 0595

Pesynsrars naGoparopuoro AHATI3Y AKOCTI Nikaporkoro 38c06Y 33 nepesipeHUME NOKA3HHRAMM BinnowigarTs
BHMOTraM METOAIB KOBTPOJYO AKOCTI (AHANITHY HO-HOPMATABROY OKYMEHTA),

38 pesynbTaTAMM  AEpKEBHOTO KOHTDO/IO  BCTAHOBAEHO, MI0 mixapehkull 3aci6  mseseHo 5 Ykpainy 3
AOTPHMAHHAM BHMOT 38KOHOAABCTBA LIOI0 3a683NEHEHET AKOCTL nikapehKuX 3acobip.

(nianuc)




Glenmark Pharmaceuticals Litd.
PLOT No.E-37 to 39,!)-ROAD,
Tel.:+91—253~6613999, 6613748,

M.LD.C., SATPUR, NASIK - 422 007, (INDIA)
FAX: +91-253-2352707, www.glenmarkpharma.com

Oraen Konrpoasn Kagecrsa

Ceprudnkar Anannza

LBETa

[Tpomyxr Hepwsa C rens, rens no 15 r s Ty6e Nol _
AXTHBHEIE BewccTRa ! v rens comepaxut: anananeHa 1 mr, KIHHIAMHUMHA (B BH/C KNHHAAMHUINHA docdara) 10 mr
Kox npoayxra SUA040007317060112 Prrxok YKpaHua
Howmep ceprn 10200308 Crpana nponssonurens | Wnnus
Homep ananuriueckoro 040000256328 Pasmep cepun 26666 YIIaKOBOK
oTYeTa Kon-8o Bhinymennoe 5 | 25614 YIIaKoBOK
DoaTHIALIO
PasmMep ynakopky 15r Jara npomssoncrea 02/2020
Perucrpausonnoe UA /9245/01/01 Tomen no 012022
CBEACTENLCTRO
Jlexapersennas dopma reab Hata Belmycka 07.03.2(_)20
[Tponzsomurens Uneimapk dGapMacsioTukais vy, IMpoussoncreeHHas NKD/543 (Form 28)
Yuacrok NeE-37/39, Em.AfJN.Cu., NHUEH3HUA
Catnyp, Hacuk — 422 007, Uunus
CepTHuKaT cOOTBETCTBHA 004/2019/GMP Hara perucrpaimu 22.10.2018
HIIT}
Hata oxonuanus Heorpaumaener
pervcTpauuy
AHAAU3 CHEUNOHKANNA PE3YJIBTAT
KOHTPOJIS
Onucanne Onuoponssiif rens 6esioro wnn GneaHo-xenToro

Omsopoxusiit rens Genoro usera

Hnenrudaramns
Anananen

Knuupamuumn

DeHOKCHITAHO

MeTwinaparuzpoxcutensoar

Bpems yaepmunanus nuxa anananena na
XPOMATOFPAMMAX MCTILITYEMOIO M CTAHAAPTHOTO
PECTBOPOB, MOMYUEHHEIX B XOAC KOAHYECTRENHOID
ONpefieneH s, TOMKHO COBNAAATE

Bpems ynepmouvanusg mixa KIHHAAMHLHAEE HA
XPOMETOTPAMMEX UCIIBITYEMOTO H CTAHAAPTHOFO
PAacTBOPOB, NOMYNCHHEIX B XOAE KONKYCCTBEHHOTO
QMPCNENICHHA, A0/HKHO COBIMAAATH

Bpems ynepscusanus nuxa denoxenyranona (14
OCHOBHOW NHK) Ha XpoMaTorpaMmax HCTIBITYEMOTO B
CTAHNAPTHOTO PACTBOPOR, MONYHEHHEIX B X018
KOAHYCCTBCHHOTO OUPC/IC/ICHUA, JOIKHO COBRANATL

Bpems yaepmupanns mika
MeTHInapariapokenGensoara (21 ocnopuoi NHK) Ha
XPOMATOIPAMMEX HCHIBITYEMOTO H CTAHAGPTHOTO
P&CTBOPOB, NONYHCHHLIX B X0A€ KOJHYECTRCRHOTO
OUPEACHCHHUA, NOJBKHO CORRANATL

Bpems yaepwauns cranuapraoro
pacTsopa =8,60 Muu,, HenkiTyemoro
pacTsops=8,59 Mun

Bpests yaepxanus eTanmapraoro
pacrsopa =8,41 MuH., uensimyemoro
pacrBopa=8,41 mMun

Bpema ynepxanus CTRHAAPTHOrO
pacreopa =8,09 Muu., Heneyemoro
pactaopa=8,08 mumu

Bpess ynepwanms CTAHARPTHOIO
pacteopa =11,15 Mau., uenurryenmoro
pacrsopa=11,13 mun

Cpennsist macea

COAEPHKNMOTO TYOL] Cpemias macca conepxumoro 10 Ty0 nomxkua 6e1Th e 1521r
MEHES HOMHHANLHOMN,
Macea conepmxumoro HHAWBHAYansHo#t Ty6e pomxna 15111
6oiTE He Menee 90% ot 3aABNCHHOIO KOIHYECTRE, !

pH 4,25-5,75 5,01

ﬁi’repared By Executive QC:

Checked By Executive QC:

Approved By y

ettt )A
ARSIStant Manager G\

\\

Name: Sandeep Tagade

Name: Sandip Shewale

Naine: ManoGyist YRMMAPE WS

2\

Date: 07.03, 2020

Date; 97.03. 2020

Date: 07.03. g02¢ |

(i ATHAAT S|

[Dn. b VARG o og\,oé-w%

4

X

/sé‘rl-..___.—--av\?}

E ansa ﬂOK"“EHqVBﬂ } b
“i:" S depuniiu“"”"‘}* io
iper 21607707

“ron A2 #



Glenmark Pharmaceuticals Ltd.

PLOT No.E-37 to 39,D-ROAD, M.LD.C,, SATPUR, NASIK - 422 007, (INDIA)
TeL:+91-253-6613999, 6613748, FAX: +91-253-2352707. www.glenmarkpharma.com

Otpea Konrposs Kauecrsa
Ceprudunrar Anannza

HII

Hpoaykr Hepusa C rests, resis no 15 r 8 1y6e Nel
AKTHBHbIE BeUIeCTBA 1 1 Teqs conepruT: apananeka | Mr, KIHEIaMHLNG (B BHIE KIFHEAMALHG GocdaTa) 10 Mr
Koa nponykra SUA040007317060112 Prinok Ykpanua
Howmep cepun 10200308 ' Crpana npowssonwrens | Mnzns
Homep ananmuTrueckoro 040000256328 Pasmep cepun 26666 ynakopok
OTHeTa Kon-Bo Brimymennoe 8 | 25614 ynakopox
peaHzanmo
PaaMmep ynakosku I5r Hara mponzsozncrea 02/2020
Pernetpanmonnoe UA /9245/01/01 Foaen no 01/2022
CBHIETENLCTRO
JlekapcTBeHnas hopma resib JlaTa Beinycika 07.03.2020
ITpomnssoautens Inenmapx bapmackioturam Jta. IlponssoncTeennas NKD/543 (Form 28)
Yuaacrox NeE-37/39, Em Al Jlin.Ch., JIHLIEH3 U
Carnyp, Hacuk — 422 007, Hiaua
Cepriukar cooTBeTCTBHSA 004/2019/GMP Hata perucrpanum 22.10.2018

Hata oxoxuaHus

perucrpaumrH

Heorpannuenuwrii

Konnw. onpenenenne;
Anananen

He menee 0,9 Mr u ne Gonee 1,1 Mr anananesa s 1

r nperrapara (ot 90% no 110% ot 3assnerHoro 160,1 %
KoNWyecTna)
Kimnpasimn He Menee 9,0 Mr i 1e Gonee 11,00 mr
KIUHAAMHUIEHA (ocdara B nepecyere Ha 109,3 %
kAuHAamuuus B | 1 npenapata (or 90% o0 110%
OT 3aABASHHOIO KOMHYECTRa),
DeHOKCHITAHON He menee 80% u ne Gonee 120% 105,2 %
(EHOKCHITAHONA OT 3A9BICHHONO KOMHYECTBA
Mertunnaparuapoxcu He menee 80% u ne Gosee 120% 103,8 %
Gensoar METHANAPArHAPOKCHOEH30ATA (T 3a4BNEHHOTO
KOAMYEeCTBa
Conyrers, npumeck
Hna Anananeua:
-Hunusunyannuas He Gonee 1.0 % OrcyrerByer
MARCHManLHAS NPHMECSH!
-Cymma npumeceii: He Gonee 2,0 % OreyTersyer
s Knuuaamiusna
Pocdara:
JuHkoMuHEA He 6onee 7.5 % 0,017 %
THAPOXIOPH
Knuapamuumua ocHosias He Gonee 15.0 % 0,111 %
Hrunusugyamsnas
MAaKCHMANLHAA NIPHMECH He donee 2.5 % 0,617 %
Cymma npamecedt (kpome
OCHOBHOH Kimiamuti) He Gonee 10.0 % 0,993 %
Mukpobronorsueck yucToTa
OBmee uncno apobiusix
Gaxrepsit (TAMC) se Sonee 10> KOE <10 KOE /v
OBIee THENO APORIKEBLIX H
niecHesux rputon (T}v‘MC) ne Gonee 10! KOE <10 KOE r
Pseudomonas aeruginosa, Oreyrersyern 1 r OtcyterByer
Staphylococcus aureus OteyTersyeT s | r OreyTernyer

r_Pﬁrcp:ared By Exccutive QC:

Checked By Executive QC:

Approved By Agﬁiﬂi‘éﬁm er

Name; Sandeep Tagade

Name: Sandip Shewale
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Glenmark Pharmaceuticals Ltd.

PLOT No.E-37 to 39,D-ROAD, M.LD.C., SATPUR, NASIK - 422 007, (INDIA)
Tel.:+91-253-6613999, 6613748. FAX: +91 -253-2352707. www.glenmarkpharma.com

Otaen Kentpoas Kauectsa
CeprHpurar Ananusa

Npumeuanue: Jaunsim FapaHTHpYeM, WTO NPHBEACHHAA BHILUE HH
fipodykuuk Guino mpoussensno (sruiouas

COOTBETCTBHH €O  CHELHPHKALIMAMIH
MPOM3BOIHTENS MAM CTPAHKI -MMMOpTepa,
HECACAYEMOr0 JIEKapCTBEHHOTO  CPeACTBa. HpoToxosns
YCTaHORIEHO cooTReTcTBHE GMP,

[Iponykr Hepusa C rens, rens no 15 TyBe Nol
AKTuBHBIE BemecTBa ! I rens cogepknT: azananens | MT, KIHHAGMHUNES (B BHAS KTHEAQM HLHHA thocara) [0 mr
Kon npoayxra SUA040007317060112 Prinok Yxpauua
Homep cepuyu 10200308 Crpana npoussoaurens | Wumna
Howmep anannrrueckoro 040000256328 Pasmep cepun 26606 ynakoBok j
oT49eTa Kon-Bo srinymesnoe B | 25614 YHaxkoBOK
peanizamo
Pasmep ynakosxu I5r ZlaTa nponseoacTea 02/2020
Perncrpaunonroe UA /9245/01/01 Tonen ao 01/2022
CBHAETEALCTBO
JlexapcTeennas dopma rejs Jatra Beimycxa 07.03.2020
[Mponssomuresns T'nenMapk DapmacbioTuxans Jita, Tlpoussoxacrpensasn NKD/543 (Form 28)
Yaactok NeE-37/39, Em, Al JIn.Cur., STULEH3HS
Carnyp, Hacuk - 422 007, s
Ceprudukar coorrertcTnRA 004/2019/GMP Hata pernerpauun 22.10.2018
HII
Hara oxonuanus Heorpannuenustit
perucTpaunu

(opMANA SBAASTCT NOCTOBEPHON W TOUHOI. 31y cepuio
YHAKOBKY / MapKHpOBKa) U fpomelen KOHTPOJIb €€ KAYecTsa Ha BEIICYTIOMAHYTOM
tpeGosanmamn GMP, yeraHopeHHBIME MECTHBIM pe
» COLEPIAIUMMUCA B DETHCTPALHOHHOM [OChe HIH  TO
€CIH NPOAYKIHIO HMIIO

TYNATOPHEIM OPraHoM, a TaKkwe B
ProBoll FMUEH3MH CTpaHbl-
PTHPOBAKO, WIH B NOCbe cheuMdykalmit Ha npenapar s
MPOM3BOACTBA, YNAKOBKH H AHANH3IOB GbLUMH REPECMOTPEHbL U

Checked By Executive QcC:

Approved By Assj
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AEPHUIIKCIIYIKBA VKPATHM
AEPKABHA CIIYAKEBA 3 JII.KAPCLI{I:!X 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM ¥V KHIBCBKIU OBJACTI

npocnext Banepis Jlobarorcskoro, 51, m. Kuis, 03110, Ten/dakc: (044) 2753030
E-mail: dIs ko@dls.gov.ua, Kox €JIPTIOY 37078774

BHCHOBOK
po AIKiCTEL BBe3eHoro B Ykpainy jikapcskoro 3acoly

21.05.2020 Ne 22667/20/10

AEPHUBA C TEJIH

(waliMenyBasus Nikapeskore aco6y Srine 3 PCECTPANTIHUM [HOCRUTUEHHIM)
reib 1o 15 r y 1y6i; no 1 Ty6i B kapTonniil Kopobui

(thopma paTYCKY, A0SYBAHHS, BHA NAKYBAHHR nixapeskoro 3acoby)
Homep peecrpanitinoro nocsinvenns UA/9245/01/01 ¢Tpok aif peectpauifinore nocsinvenna 01.01.2099
Cepiz nixapcrkoro zacofy Ne 10200338 Kinexicts BBe3enore mxapcskoro 3acody 480

Bupo6emk I'enmapx ®apmacsiorukans JTt., Tuzis

(HaiMeHyBRHHR BHPOGHAKA AiKAPCLKOTC Jacaby. KpaiHa TOXOAKCHHS)

Bpeseno & Yipainy Torapuereo 3 obmexenoro sinnopizansuicrio "IJTEHMAPK
VKPATHA", inenr. xon: 41222160

(nadtuenyparns Ta kox sa EPTIOY wpannHoT ocoby abo npissumie, iM's. 110 GaTsKori Biananot
ocobH - mixnpresus, i Micte npomunaing ta peecTpaniftuui vomep obaikonol RapTki [EIATHHKE
mwonaTkis a6o cepis Ta HoMep macnopra)

Mporoxon sisyaneHore xourponie siz 28.04.2020 M 1394/2.
JaGopatopanit ananiz sxocti AikapcrKoro saco0y auilicennit;

TOB "Texnona6" (m.JIsBix, Byn. [lanana Anocrona, 2)

(HalMeHyBasHH T4 MicLesHaxomxeriEs naboparopil, mo nposena nabopaTopHui aHaniz sroeeri)

Bucrosox mopo AxoeTi Aixaperkoro 3acofy, BAAAMAH aaboparopieo ving 20.05.2020 Ne 0594

Pesyavratu naboparoproro aganisy axocti nikapehxoro 3acoly 3a nepesipennvy noxasHukaMu BIANGBIAa0TH
BHMOIaM MeTO/IS KOHTPOMO AKOCTI (ARANITHYHO-HOPMATHEHOT NOKyMEHTanil).

328  pesyibTaramMM  IEpDKABHOTO KOHTDPOMIO BCTAaHOBNEHO, IO Nikapcbku# 3aci® BBesewo B Vipainy 2
AOTPHMAHHHAM BEMOI 38KOHOZABCTRE I(0L0 3abe3Neqen s SKoCTi TiKapehKix 3acobin.
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Glenmark Pharmaceuticals Ltd.

PLOT No.E-37 to 39,D-ROAD, M.LD.C., SATPUR, NASIK - 422.007. (INDIA)
Tel.:+91-253-6613999, 6613748, FAX: +91-253-2352707. www.glenmarkpharma.com

Otpesn Kouwrpoans Kawecrsa

CeprudukaTt Anajania

Carnyp, Hacux — 422 007, Hugus

[Tposykr Mepusa C rexus, resns no 15 r 8 ty6e Nel

AKTHBHBIC BEUIECTBA 1 r rens coAcpAKUT: aaananeHa | mMr, KinHgaMHia (B BHIC KiMHAaMuluHa pocdata) 10 M

Koa npoayxkra SUAQ40007317060112 Prinok Yxpaura

Howmep ceprn 10200338 Crpana npoussonutens | Humua

Homep aBanuTH4ecKoro 040000256689 Pasmep cepuM 22300 ynaxoBoK

oTueTa Kon-s0 spinymentoe B | 21880 ynakonox

PEeANA3AIUNIC

PaiMep ynakoBpKH BEE JaTta npon3BOACTRa 02/2020

PerucrpalioxHoe A /9245/01/01 Iomen ao 012022

CBHICTEABCTRO

Jlexapcreensas Gopma redib Jlara Bpioycka 07.03.2020

[TpoussoguTens I'nenmapk ®apmackioTikans Jra, {TpouspopcTREHHAR NKID/543 (Form 28)
Yuactoxk NQE-:;?!?IQ, F.M.Aﬁ.‘ﬂﬁ.cﬂ., NHIEHIHSA

KiruupaMuuug

DEHOKCHITARON

Metunnaparnapokcubensoar

XPOMATOIPaMMAX HCIBITYCMOFO K CTAHAZPTHOTO
PACTBOPOY, IOJYHEHHAIX B X01¢ KOAHYECTBEHANOIO
OIPSACILHEA, JIODKHO COBNANATE

Bpess yACPKHBAHUA [THKE KIHIAAMKIRNE 1A
XPOMATOFPAMMaX UCTEITYEMOIO H CFAIAAPTHOND
PACTBOPOE, HOAYUSIIILIX B X0I¢ KOAHYECTREHHOTO
ONPEACASIHA, A0TKHO COBIAXATL

Bpems yaepkusains nuka deroxeustanosa (1%
OCHOBHO} ITHK) H3 XPOMATOIPAMMAX HCTIRITYEMOTO ¥
CTAHAAPTHOTO PACTROPOB, NOMYHEHHRBIX B XOUE
KOJIHYCCTHCHHOTO OTPEACACHUA, N0/DKHG COBNANATE

Bpesst yAepRUBAHUA THKA
serunnaparsapoxenensoara (28 ocHosHol nuk) Ba
XPOMATOIPAMMEX HCTTBITYEMOTO M CTAHASPTHOTC
pacTBOPOB, MONYUEHHEIX B X0¢ KOIHYSCTREHHOTO
ONPEACHCHM, JACIIKH) COBIIARATE

Ceprauxar cOOTBETCTBUA 004/2019/GMP Jlara perwcTpalnin 22.10.2018
HII1
Jlata oxoH9aHHA HeorpaHdueHHblH
perucTpanuu
AHAJIH3 CINEHWOHUKALIMA PE3YJLTAT
KOHTPOJs
Onucaune OpHopoansiii resin Getore wi Gneano-xkesroro | Omsopommiii resb Genoro useta
ugera
Hnentanduramin
Anananen Bpems yiepwuBanus BUKE A1anancHa na BpemMst yACPKANME CTAHAAPTHOIG

pactoopa =8,60 MHEL, HCTIBITYEMOID
pacraopa=8.60 Mux

BpeMmsa yIepRasus CTaniapTHoro
pacreopa =841 MHiL, HCOBITYEMOIO
pactoopa=8,42 mun

Bpewms yaepkanus cTAHAAPTHROTO
pacTeopa =8§,09 Mus., HCNBITYEMOro
pacreopa=8,08 mun

Bpemy YISpRanus CTauaapTHOro
pacteopa =1 1,15 MuR., HCHBITYEMOTO
pactpopa=11i,1] mum

Cpenusia macca

COACPIKHMOTO TYOLI Cpesausis Macca conepkumoro 10 1y0 gomwna Gmro ve | 1522 ¢
MEHEE HOMHHUILHOI,
Macca CoaepKUMOTo HHARBHIYaNBbHOH TyOb HOMKHA 15.12 1
GbITe HE MeHee 90% 0T 3naBACHHOTO KONHYECTRA. !

pH 4,25-5,75 5,07

Prepared By Executive QC:

Chiecked By Executive QC:

Name: Sandeep Tagade

Name: Sandip Shewale

Date: 07.03, 2020

Date: 07.03. 2020
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Glenmark Pharmaceuticals Ltd.
PLOT No.E-37 to 39,D-ROAD, M.ID.C., SATPUR, NASIK - 422 007, (INDIA)
Tel:+91-253-6613999, 6613748, FAX: +91-253-2352707. www,glenmarkpharma.com

Otaea Konrpoas Kavecrsa
Ceprudurar Avaansa

MMponykr Hepusa C rens, reas no 15 r s ty0e Nel

AKTHBHLIC BEILIECTBE 1 rrens CONCPIKAT, ananancHa 1 Mr, KikubiiaMuiraa (B BHAS KinnaMunnna gocdara) 10 mr

Koa npoayxra SUA0400073170601 (2 Privox Vkpausa

Howmep cepun 10200338 Crpana npoussoaurens | Muaua

Howmep ananuraueckoro 040000256689 Pasmep ceprn 22300 ynaxkosok

orTHera Kon-so srinyuientoe 8 | 21880 ynaxosok
PeANH3ANHIO

PasMep YIAKOBKH 15r JlaTa npou3BoncTBa 02/2020

Peructpamonnoe UA /9245/01/01 [Conew no 0172022

CBUAETENLCTRO

JlekapcTeennan dopma ress Jlara Beinycka 07.03.2020

FIpouzsozutTens Frenmapk Qapmachirrixans Jinr ITpoussoacrrenHas NKD/543 (Form 28)

Vuacrox NeE-37/39, EM.A#R.JH.CH,,
Carnyp, Hacuk — 422 007, Buamsa

JIHLECH3NA

CepTuduKkaT cOOTBETCTBHA
HIM

004/2019/GMP

Hata perucrpausy

22.10.2018

ﬂa'ra OKOHYaHHA

Heorpaungers i

perseTpanuH
Konwu. onpenesienne;
Apananen He menee 0,9 Mr u ge Gonee 1,1 mMr anananesa s 1
r npenapata (0T $0% a0 110% oT 3asieHROrO 99,4 %
KONHYECTRA)
Knunmamunun He menee 9,0 mr u He Gonee 11,00 mr
kauHAaMuLMHa Qocdara B nepecueTe Ha 109,2 %
KisgaMpues B 1 r npenapara {oT 90% no 110%
DeHOKCHITAHON QT 3a5BJICHHOTO KOHH‘{CCT!iﬁ).
He menee 80% u ne Gonee 120%
$EHOKCHITRHOMA OT 3afABNCHHOIO KONKMYECTRa 167,1 %
MeTaitaparu/IpoxcH He menee 80% u ne Honee 120%
GenzoaTt METHANAPAriAPOKCHOeH30aTe OT 3a58SHHOIC 104,77 %
KOJIAYECTBA
ConyTere. npumecn
Jins Anananena:
-Anguenayarstas He Gonce 1.0 % OteyTersyer
MAKCHMANLHEN PHMECh:
-Cynma npamecei: He Gonee 2.0 % OreyTeTsyer
Jia Knanpamnmsna
thocdara:
JluakoMunpsa He Gonee 7.5 % 0,015%
THAPOXAOPMA
KnHHASMUMIEZ OCHOBHAS He Gonee 15.0 % 0,126 %
Huausunyanbiasn
MakCHManbHag NpHMech He Sonee 2.5 % 0,597 %
Cymma npumecedt (kpome
ocHOBHOH KirunnaMuuuy) He Gonee 10.0 % 0,781 %
MuxpoBuosoruueck YHcToTa
Odwee yucao LPobHLIX
Baxrepuit (TAMC) se Gonee 10° KOE <10 KOE /r
Obige 4HCAO APONOKEDEIX H
AccHEBEK rpuGon (TYMC) sie Gonee 10' KOE <I0KOETr
Pseudomonas aeruginosa, Orcyrerayers | r OreyTeTByer
Staphylococcus aureus OreyTeTRYeTB 1 1 Oreyrerayer
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Glenmark Pharmaceuticals Ltd.

PLOT No.E-37 to 39,D-ROAD, M.LD.C., SATPUR, NASIK -
Tel:+91-253-6613999, 6613748. FAX: +91-253-2352707. www.glenmarkpharma.com

Ornen Kourpoas Kavecrsa
Ceprudurxar Anaausa

422 007, (INDIA)

HITL

Hponyxr Jepusa C rens, rens no 15 r B TyGe Nol
AKTUBHBIC BEIISCTBA 1 Frena cogepauT; agananeHa | Mr, knHifaMMuyia (B Buie xannaamuumna gocgara) 10 vmr
Kop npoaykra SUAO040007317060112 Prisok Yxpansa
Howmep cepun 10200338 Crpana npoussogurens | Huana
Homep ananuTayeckoro 040000256689 Pasmep cepun 22300 ynakoBok
orTueTa Kon-go Beinymenioe B | 21880 ynakosok
PEATHIALIHEY
PasMep YHakosky 15r Jlata npon3soacTea 02/2020
Pernerpamiontoe UA /9245/01/01 lonen no 01/2022
CBHAETENLCTBO
Jiekapcreenuan dopma refb Jlata Beinycka 07.03.2020
[IpoussomnTens nermapi PapmacsioTurans JTa. [pou3BoACTBEHHAS NKD/543 (Form 28)
Yuacrok NeE-37/39, EM.Au.ﬂH.Cﬂ.. NHIEH3IMS
Carnyp, Hacuk — 422 007, Hnuus
CeprudHxaT COOTBETCTBHA 004/2019/GMP Hata peructpaliyu 22.10.2018

Jata okOHuAHHUA
PEerHCTpaLHl

Heorpanuuennbli

Tpumeqanne: JaHHLIM rapaHTHPYEM, YTO NPHBEACHEHAA Bbilie MHOOPMaUKA ABIAETCH KOCTOBEpHON W ToYHOH. 3Ty cepwio
fpojlykiun 6p110 NpoH3BeAcHO (BKIOYAA YIAKOBKY / MApKHPOBKA) W MPOBEACH KOHTPOJIbL €¢ KAYECTBA HAa BLILIEYNOMAHYTOM
Y9acTKe B MOJHOM COOTBeTCTBUH ¢ TpeGosaunamu GMP, yCTAHOBRCHHLIMH MECTHBIM PEUYJATOPHRIM OPraHOM, & TaKkxe B

COOTBQTICTBHH CO Cﬂcuﬂq’)HKﬂHHﬂMH,

CONEpKAUMHECH B DPETHCTPALTHOWHOM J0OCRC HA¥W TOpi‘OBDﬁ JTHLICHIHH  CTPalbi-

TIPOH3BOAMTENR WNM CTPaHhl -HMNOPTEPa, eciid OPOAYKLMIO MMIOPTHPOBAHO, WM B AOChe creuMdHkauuit Ha npenapat s
HCCNEAYCMOTO  JIGKEDCTBEHHOro  cpeacTsa, [TpOTOKONS! NPOH3BOACTBA, YHAKOBKM W aHanu30B OhUIM  NEpECMOTPEHLl H

yCTanoBIeHO cooTsercTeie GMP,
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