HAEKJIAPAIIAS O COOTBETCTBHIA

JEKJAPAHT, IIPUHUMAIOITHI JEKJIAPAIIIIO O COOTBETCTBHHA

AO "Canogpu Poccusn”

Ceedenun o pezucmpayuu opeanusayuu: Mexcpationnasn uncnexyus Dedeparvoil HaR020807 ciyactvr Ne 46 no
2 Mocwee 01.01.2008, OFPH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

Aopec: 125009, 2. Mockea, ya. Teepexan, 0. 22. Tenegon/daxc: 8 (495) 721-14-00/ 721-14-11

B nuye: lenepanvrmii dupexmop Monac O.4.

Hosepennoe nuyo: Knoxosa 10.C., dosepennocmo 6/ om 01.12.2017

3ASABJBIET, UTO

Aexapemeenroe cpedcmso: Jlosan Ilnioc, matnemxy noxpoimsie nienounow 06on0ukoti 50 mz+ 12.5 mz 15 wm.,
ynaxogxu sueiixosvie konmyphuie (6), nauxu xapmonwvie, PY Ne JICP-000084 om 29.05.2007 (dama 3amens:
15.08.2017) swioano AQ "Canoghu Poccun”, cepun 3230918, napmus 8706 ynaxosox, zoden do 31.08.2021,
npouseodcmea 3enmuga k.c., Yewickan Pecnybnuxa, Zentiva k.s., U kabelovny 130, 102 37 Prague 10, Dolni
Mecholupy, Czech Republic, koo OKIIZ2 21.20.10.142, xod TH B3 3004900002, xonmpaxm Ne
250/40056192/F-2 om 20.10.2010, unsotic Ne 9085315221 om 28.11.2018

COOTBETCTBYET TPEFOBAHH M

JICP-000084-290507 (HI 42-14443-06 usm. Ne 1-9)

AEKJIAPAIIHIA ITPUHATA HA OCHOBAHUH

npomoxon uchsimanuil Ne 36310 om 07.12.2018 HJI OO0 HI] "PAPMOFOPOHA" ammecmam
akxpedumayuu POCC RU.0001.21 @JI40, Cepmughuxam POCC CZ.PMO8.C29416 om 07.12.2018
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CBEJEHWS O PETUCTPAIINHA

OPT'AH IO CEPTU®HKAIIAW, 3APETHCTPHPOBABII M1 XEKJIAPAIIAIO

RA.RU.11 ®M08 OPTAH ITO CEPTHOUKAIIHH ITPONVKIIHH OFLIECTBO C OT'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYIKHOH I[EHTP KOHTPOJIS KAYECTBA",

adpec opzanuzayuu: 115280, 2. Mockea, yn. Macmepxoea, 9. 4, am. 5, nom. I, kom. | , GOpec opzang no
cepmugpuxayun: 115280, POCCHA, zopod Mockea, yn. Macmepxosa, . 4, am. 5., men, :(495)788-02-88, seb-
Caim: oyrx.pa.

AEKJIAP, O COOTBETCTBHM 3APETHCTPHUPOBAHA N POCC RU J-CZ.®M08.4.09530/18

PEFHCTPALIAM 07.12.2018

;@; { Hugzernxo U.B.
nontyEe Pykosoqurens OC




ZENTIVA

A SANOF! COMPANY
Ceprudmkar anaausa cepun Ne 3934

Hazeanue npodyxma Jlozan nioe

Homep npodykma  11009388_0003 Cepun LIMS HV 1373306
Hosep cepuu 3230918 Cbpazey HV 4962093
Hozuposka SOMT; 12,5 MID Cepust LIMS MZT 1371782
Hexapcmeennan TalNeTKH, TIOKpBITHIE Obpasey MZP 4954557
dopma eHeYHOH oboaoukoi

90 TabneToK, FOKPBITHIX
njIeHOYHOH obonoukoit
Tun ynarogku Brancrep 6 X 15 Cmipana-umnopmep Poccus
Hama npouseodcmea 27.09.2018

Aama uemevenus % .08.2021
CPOKA 200HOCHU

Creyuburayus JICP-000084-290507
Homep pecucmpauonnozo yoocmosepenus JICP-

Pazmep ynaxoesxu Pazmep svirmyuennon cepuu 8 706 YIIAK.

000084
Henvimarnue Pesyromamst Hopmu
Onucanne
Onucanue
onucanne COOTBETCTBYET Talaerxky nporonroearod GopMs! CRETIG-
AENTOro LBETa, MOKPHITHIE TINCHOUHO
oGor0vKol

Cpeansa Macea TabneTok, NOKPHITHIX
IIEHOMHOR 000N0UKOH 0,402 r ¢ puckoli Ha obenx cropodax. ,380-0,420 r
ORHOPOAHOCTE AO3NPOBAHHA
110 COJEPKAHUID

OAHOPOAHOCTS
JO3APTAH Kanud COOTBETCTBYET AV <150
THAPOXJIOPOTHAZNA COOTBETCTBYET AV <150

[Moaaunnocts
no3apray COOTBETCTBYET BpeMs ylepxHBAHHA OCHOBHOTO NHKA Ha

XPOMATOTPaMME HCIBITYEMOFQ PacTROpa
JOJAHO COBNAIATE C BPEMEHCM yﬂepH(HBaHHﬂ
OCHOBHOI'O ITHKA Ha XpomarorpamMme
CTaHAAPTHOTO PACTEOPA H03aPTAHA KaluA.
FHHPDXHOPOTH&BHH CUOTBETCTB}’ST BpeMﬂ y}iep)}{}‘IBaHHH OCHOBHOTI'O IINKA HA
xpomaTorpaMMe PEC[]];]TyeMOI‘O pacmopa
JAQUKHO COBHANATH ¢ EpEMeHeM yﬂepx{nsa}mx
OCHOBHOTIQ NMUKA Ha XpoMarorpaMme

pacmop mﬂpoxnopma;m,aa

KpacuTeas, Bxoasiyit B ¢coctas 000R0YKH

THTARA JHOKCHA COOFBETCTBYET COOTBETCTBHE LBETY 006paslia
Kpacurens, Bxoasmuit B coctar 0G0I0YKH
XHHOJIHHORBIH HeNThii COOTRETCTRYET Bpems yaepxuBaHug OCHOBHOFO Tivka XK pa

XPOMATOFPAMME MCIILITYEMOIO PACTBOPA
JOJBKHO COBNAZATL C BPEMEHEM YAS[PKHUBAHAS
COOTBETCTBYHOUIETO [THKA Ha XPOMATOIpaMMe
X cranpaptioro pactsopa. Jomycrumoe
OTK/IOHEHHE BPEMEHH YICPHHBAHHUS
CPaBHHBAEMOrO f1HKa cocrasnser =5 %
kpacuresk nyaECRKIH 4R (nonco 4R) COOTBETCTRYET Bpems yIep:uBaHus OCHOBHOTO ITHKa [IOHCO
4R Ha xpomaTorpaMMe HCHLITYEMOro
pacTBOpa NOJBKHO CORAANATh C BPEMEHEM
YACPHKHRAHHS COOTBETCTRYFOIHEFO TIMKA HA
xpomarorpamme noHco 4R cTannaprioro
pacreopa. JlonycTHMOE OTKIOHCHHUE BPEMEH:
YIEPKUBAHUSA CPARHHBAEMOTO TTHKA
cocranser =5 %,

PactBopeHue
Jlosapran kanus

Qdobperno cneyuarucmom omoena Konmpois kavecmsa «3enmusa k. ¢. fInbywe Nanxa 12.10.2018

Crpanuna 1 u3 3 Jata nevwatu: 12.10.2018




ZEeNTIVA

A SANOF! COMPANY

Cepruduxar apanuza cepun Ne 3934

Hasaanue npodyxma Jlozan mmec

cpoKa 200HoCHY
Creyudurcayin

000084

JICP-000084-290507
Homep pecucmpayuonnozo voocmosepenus JJCP-

Homep npodyxma 11009388 0003 Cepusn LIMS HV 1373306
Howmep cepun 3230918 Obpazey HV 4962093
Hosupogra 50 MIT; 12,5 MTT Cepust LIMS MZT 1371782
Jexapcemgennan TabNeTKy, TOKPhITHE Obpasey MZP 4954557
opmy IIEHOYHOI1 0000 Ko
. 90 rabneToK, NOKPBITHIX ) .

Pazmep ynaroexu [LTEHOYHOK OGOIOUKOI Passep sminvujentoli cepu 8706 YIHAK.
Tun ynarosxu Bructep 6 X 15 Cmpana-umnopmep Poccun
o oo 700201

31.08.2021

%% oT 3agBMeHHOrO KoAMHecTea Yepe? 30 MuH

FuapoxaoporHazu
% OT 3&9BJICHHOIO KoInYecTBa yepes 30
M#H

Ponctsentbie npuMec

J¢3apTad
CARHUYHBIC TPOAYKTBE PA3IOKCHHSA
(OBY 1.49, 1,63)
APYTHE €AHTUYHLIE HﬂeHTHCE)H].mpOBaHHble
APHMECH
obuee coaepxanue HpUMeces
uipoxaopoTrasui

npumeck B (npoaykr pasnoxenns ACB)

JAPYTHE eAHHHYHBIE HACHTH(MUIEPOBAHHbIE

npUMECH

HEHIEHTR(HLHMPOBAHHBIEC EAHHNUHBIE

ApHMEcH

obHiee CONepHAaHHE nPUMEceH
KoanuectBeHHOS onpe/leeHUe io3aprana
kanns B | TabreTxe, NOKpLITOH MIIEHOYHOM
o00104K0H
KomuecrsenHoe onpeaeneHye
THAPOXIOPTHA3NAa B | TablIeTke, MOKPLITOH
nreHouhoit oGonoukoit
MUKPOBHONOrHYEcKas HHCTOTA

MukpoSuonornueckas YHCTOTA HEBORHEIX
REKAPCTEEHHRIX BPETAPATOB IR TIPUEMA
BHYTPD
ofnlee Mo KHUIHECToCoBHEIX apoBHbX
OpraHH3MOB
ob1ee YHCRO APOIKIKEBBIX ¥ TUICCHEBBIX
rpubon
orcytcreue Escherichia coli

Iepuoauaeckas npoBepka

Mepuopuueckan npoeepka

< 0,05 %

< 0,05 %

<0,05 %

< 0,1 %
0,2 %

<0,1 %
0,2 %
50,3 mr

12,1 mr

[lepuoanveckas npoeepka
[Mepnoauyeckan nposepka

Hepuonnueckas nposepka

He menee 75 % (Q) uepes 30 MunyT

He menee 75 25(Q) epes 30 muuyt

He Ooaee 0.2 %

He Gonee 0,2 %

He donee 0,5 %

He Bonee 1,0 %
ne Gogee 0,5 %

He bonee 0,2 %
ue Bonee 1,5 %

47,5-52,5 Mr

11,9-313,1 Mr

He Gonee 102 KOE/T
ne Sonee 10° KOE/r

OTCYTCTEBHE B I T

3AKJIIOYEHHE:

Ooobpeno creyuarucmom omoena Koumpons kavecmea «3enmusa x. c. IInbywe Nagka

CooTseTcTBYET TpeGOBaHUAM CNEMHKALIAH.

Crpannua 2 M3 3

12.10.2018

Harta neuaru; 12.10,.2018




ZeNTIVA

A SANOFI COMPANY
Cepruduxar anaansa cepuu Ne 3934

Hazseanue npodykma Josan msnoc

Homep npodykma 11009388 0003 Cepua LIMS HV 1373306
Howmep cepuu 3230918 Oépasey HV 4962093
Hozuposxa S50 MI; 12,5 MTI Cepus LIMS MZT 1371782
Jlexapcmesennas TalnerkH, TIOKpBITHIE Obpasey MZP 4954557
dopua MAeHO4HOMH 0005104 Ko

Pazmep ynaxosxy 90 TabaTOK, HOKPLITLIX Pazmvep svinyuyennoii cepun 8 706 YHAK.

MI¢HOUHOH 00on0uKoH
Tun ynaxoexu bamctep 6 X 15 Cmpana-umnopmep Poccus
Hama npoussodcmea 27.09.2018

Hama ucmenernun 31.08.2021
CPOKA 200HOCU

Creyucpuranun JICP-000084-290507

Homep pezucmpayuonnozo yoocmosepenus JICP-
000084

HacToamnm roaTRCpKARI0, YTO BCE CTARMM NPOUIBCICTEA AAHHOH CEPHM FOTOBOTD NPOAYKTA IIONHOCTHIO COOTRETCTRYIOT
Tpebosanmuam Haanexame# npomssoncreentoi npaxtuxs (GMP) EC, a Taioke (8 npenenax EC) TpeGoBaHMAM, YKa3AHHLIM B
PerucTpaunoHOM YAOCTOBCPEHHH CTPAHBI-HMNOPTEPA,

VTBEPXKJIEHO K BBITTYCKY
MecTto NPOM3BOACTBA H KOHTPOJIA KauecTra:
«3enTuBa K.C.» (oQuIMaANLHEL ApaBonpeemMHAk «3enTHBa a.c.» ¢ 01.01.2009) Ten.: +420 267 241 111
Y kabenosuw 130, 102 37, {para 10, loxun Mexonyne, Yewckas PecryGnnka Daxc: +420 267 243 627

Jlunensua wa nponssonctao Ne 25473/2/INS/98 (nocnentee namcneHue 282125/2018)
Ceprudukat GMP M coct. 105698/2014, 79633/2016, 22684/2017

Udobpero creyuaiucmom Omoera KOHMPOIA KaLecmea « 3enmusa x. ¢, JNvbywe Nagka 12.10.2018

Crpanuna 3 w3 3 Hata neuatu: 12.10.2018




ZGNTIVA

Manufacturer batch certificate No. 3934

Name of product Lozap plus

Product number  11009388_ 0002 Batch LIMS HV 1373306
Batch number 3230918 Sample HV 4962093
Strength 50 MG; 12,5 MG
Dosage form film-coated tablets Batch LIMS MZP 1371782
Package size 90 tb] fim Sample MZP 4954557
Package type BLI6X 15 Released quantity 8706 PACKS
Manufacture date 27092018 I ” # Russi
Expiry date 31.08.2021 Mporiing country ussia
Specificarion L3R-000084-290507
Marketing authorisation No. LSRR - 000084
Test Results Limits
Appereance
Appearance
appearance complies Light ci;elk;:w. oblg:g film-coated tablets
scored on both sides.
Average mass of | film-coated tablet 0.402 g 0.380gt00.420 ¢
Uniformity of dosage
units - content
uniformity
tosartan potassium complies AV <150
hydrochlorothiazide complies AV <150
Identification
losarian complies The retention time of the principal peak
in the chromatogram obtained with the
test solution should comrespond to the
retention time of the principal peak in
the chromatogram obtained with the
losartan potassium standard solution.
hydrochlorothiazide complies The retention time of the principal peak
in the chromatogram obtained with the
test solution should correspond to the
retention time of the principal peak in
the chromatogram obtained with the
hydrochlorothiazide standard solution.
Colorant in coating layer
titanium dioxide complies concordance sample colour
Colorant in coating layer
quinoline yellow complies The RT of the principal peak of QY in
the chromatogram obtained with the test
sol. should correspond to the RT of the
respective peak in the chromatogram
obtained with the QY standard sol. The
acceptable deviation of the RT of the
compared peak is +5%.
,

Va4
Approved by QP Zentiva, k.s. Ing. Libuge Hladka %/

12 -10- 2018
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ZSNTIVA

Manufacturer batch certificate No. 3934

Name of product Lozap plus

Product number  11009388_ 0002 Batch LIMS HV 1373306
Batch number 3230918 SGMPIG HV 4962093
Strength 50 MG; 12,5 MG

Daosage form film-coated tablets Batch LIMS MZP 1371782
Package size 90 th! fim Sample MZP 4954557
Package type BLI6 X I5 Released quantity 8706 PACKS
Manufoacture date 27.09.2018 Importing count Russi
Expiry date 31.08.2021 poriing country ussia
Specification LSR-000084-290507

Marketing authorisation No. LSRR - 000084

ponceau 4R The RT of the principal peak of P4R in
the chromatogram obtained with the test
sol. should correspond to the RT of the
respective peak in the chromatogram
obtained with the P4R standard sol. The
acceptable deviation of the RT of the

compared peaks is +5%

complics

Dissolution test
Losartan potassium
% of declared amount in 30 minutes
Hydrochlorothiazide

Pericodical test Not less than 75 % {(Q) at 30 minutes.

% of declared amount in 30 minutes Periodical test Not less than 75 % (Q) at 30 minutes,
Purity test
losartan
degradation products individually <0.05 % NMT 0.2 %
(RRT 1.49, 1.65)
other known impurities individually <0.05 NMT 0.2 %
total impurities <0.05 % NMT 0.5 %
Hydrochlorothiazide
impurity B (degradation product ACB) <0.1% NMT 1.0 %
other known impurities individually 0.2% NMT 0.5 %
unknown impurities individually <0.1 % NMT 0.2 %
total impurities 02% NMT 1.5 %
Assay of losartan potassium in 1 50.5 mg 47.5mgto 52.5 mg
film-coated tablet
Assay of hydrochlorothiazide in | 12.1 mg 11.9mgto 13.1 mg

film-coated tablet
Microbiological quality
Microbiological quality of non-agueous
preparations for oral use
total viable aerobic count
Total combined yeast / moulds count
Absence of Escherichia coli

Periodical test
Periodical test
Periodical test

e

NMT 10° CFU/g
NMT 102 CFU/g
absence {1 g)

Fentivay, AN

U kabelovay 130
I 102 87 Prehe 10
t  Dalni Mécholupy

TN prit: 12.10.2018

Approved by QP Zentiva, k.s. ) S
i Ing. Libufe Hladks LOoNTIVA

12 -10- 2018
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ZeNTIVA

Manufacturer batch certificate No. 3934

Name of product Lozap plus

Product number  11009388_ 0002 Batch LIMS HV 1373306
Batch number 3230918
Strength S0 MG; 12,5 MG Sample HV 4962093

* Dosage form film-coated tablets Batch LIMS MZP 1371782
Package size 90 tbl fim Sample MZP 4954557
Package type BLI6X 15 Released quantity 8706 PACKS
Manufacture date 27.09.2018 I . .
Expiry date 31.08.2021 mporting country  Russia
Specification LSR-000084-290507

Marketing authorisation No.  LSR - 000084

CONCLUSION : Conformity with specification.

I hereby certify that all the manufacturing stages of this batch of finished product have been carried out in full
compliance with the GMP requirements of the EU and [when within the EU) with the requirements of the Marketing
Authorisation(s) of the destination country/countries.

APPROVED FOR RELEASE
Manufacturing and quality control site:
Zentiva k.s. (legal successor of Zentiva a.s. as of 1.1.2009) Tet: +420 267 241 11}
U kabelovny 130, 102 37, Prague 10, Doini Mecholupy, Czech Republic Fax: +420 267 243 627

Manufacture Autorization Number :25473/2/INS/98 ( last change 282125/2018)
GMP Certificate No.sukls 105698/2014, 79633/2016, 22684/2017

Approved by QP Zentiva, k.s. / TONTIVA L ey 130

L I ca 02 37 Praha 10
Ing. Libuc Hladk £ Dol Mécholupy

t2 -10- 2018 Page 3413 | Pridt: 12.10.2018



