TEKJIAPAITVISI O COOTBETCTBHH

JEKJAPAHT, MPHHAMAIOIIAA JEKJIAPAIIIIO O COOTBETCTBHH

AO "Canogpu Poccun”

Ceedenun o pezucmpayuu opeanusayuu: Meacpaiionnas uncnexyun Gedepanvnoi Hanozoeod cayschvt Ne 46 no
2. Mockee 01.01.2008, OT'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

Aodpec: 125009, 2. Mockea, ya. Teepcxas, 3. 22. Tenegon/parc: 8 (495) 721-14-00/721-14-11

B nuye: Ienepanvuoiii Oupexmop Mondic O.A.

Hosepennoe nuyo: Cmenanoe C.C., dosepenrocmyu 6/n om 01.12.2017

3AABNAET, YTO

Aexapcmeennoe cpedcmeo: Jlosan Ilnioc, mabremxu noxpeimyie mienoynoi oborouxoi 50 me+ 12.5 m2 15 wm.,
YRaKosKu Aueixossie xonmypruie (4), nauku xapmonnvie, PY Me JICP-000084 om 29.05.2007 (dama samerv:
15.08.2017) ewidano AO "Canogpu Poccus", cepun 3320119, napmus 13033 ynaxoeox, 200en 80 31.12.2021,
npowseodcmsa 3enmuea x.c., Yeuwcxan Pecnybruxa, Zentiva k.s., U kabelovny 130, 102 37 Prague 10, Dolni
Mecholupy, Czech Republic, xod OKIIH2 21.20.10.142, koo TH B3] 3004900002, xonmpaxm Ne
250/40056192/F-2 om 20.10.2010, uneoiic Ne 9085329093 om 03.04.2019

COOTBETCTBYET TPEEOBAHUAM

JICP-000084-290507 (HJ 42-14443-06 usm. Ne 1-10)

JEKJIAPALIAS ITIPHHATA HA OCHOBAHWH

npomoxon ucnwimanuii Ne 10326 om 11.04.2019 HIT OO0 HI] "ODAPMOBOPOHA", ammecmam
axkpedumayuu POCC RU.0001.21DJ140, Cepmugpuxam POCC CZ.®M08.C38114 om 12.04.2019

H AEKJIAPAIIAMH 12.04.2019
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CBEJIEHHS O PETHCTPALIVIA

OPTAH IO CEPTH®HKAIIHH, 3APETICTPHPOBABIIAN JEKTAPAITHIO

RA.RU.11®M08 OPTAH IO CEPTHOHKAIIHH ITPONVKLHH OFLECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)XHOH HEHTP KOHTPOJIA KAYECTBA",

adpec opzanuzayuu: 115280, 2. Mockea, yn. Macmepxoea, 0. 4, am. 5, nom. I, koM. 1, adpec opzana no
cepmugpurayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepkosa, 0. 4, am. 5., men.:(493)788-02-88, aeb-
catim: oyxx.pg.

JEKJAPAIIMS O COOTBETCTBHH 3APETHCTPUPOBAHA A2 POCC RU J-CZ.®M08.4.21314/19
JATA PETHCTPAIIMH 12.04.2019

Kauan E.B.
wofle 3am. pyxosoguTens OC




ZeNTIVA

A SANOFI COMPANY

Ceprudukar ananusa cepuu Ne 1116

Hassanue npodyxma Jlozan nuoe

Homep npodyxma  11009387_0050
Homep cepuu 3320119
Hozuposxa S50MIC; 12,5 MIC
Jlexapcmeaennan TabNEeTKH, OKPLITHIE
dopma nIeHoYHoi obonoukoii
oo 60 TabneToK, MOKPLITEIX
nneHo4Hoi obooukoii
Tun ynaxosku Bnncrep 4 X 15
fome owasocnss 101201
31.12.2021

cpoxa 200HoCmU
Creyugpuxayua JICP-000084-290507

Homep pezucmpayuonnozo yoocmosepenus JICP-
000084

Cepun LIMS HV
Obpazey HV
Cepun LIMS MZT

Obpazey MZP

Pazvep suinyuyennotl cepun

Cmpana-umnopmep

1390272
5044710
1387841

5032862

13 033 YNIAK.

Poccun

Hopmet

TabneTku npoaonrosaroi GopMel ceeTnO-
HEATOTO LBETA, MOKPHITHIE MICHOUHOH
obonoukoit

¢ pHckol Ha obeux croponax. 0,380-0,420 r

AV =150
AV =150

Bpems yaepiHBaHHI OCHOBHOIO THKA HA
XPOMATOrPaMMe HCTLITYEMOTO PacTBopa
ZOMKHO COBMANATE C BPEMEHEM YIEPKHBAHUS
OCHOBHOTO ITNKA HA XpOMaTOrpaMme
CTAaHAAPTHOIO PACTBOPA 103APTAHA KATHA.
Bpemsa yaepHBaHHA OCHOBHOI'O [IHKA HA
XpOMATOrpaMMe MCIBLITYEMOrO pacTBopa
NOMKHO COBMANATE ¢ BPEMEHEM YAEPKUBAHUS
OCHOBHOIC NUKA HA XPOMATOrPaMMe

pacTBOp FHAPOXI0pTHAINAA

COOTBETCTBHE LBETY obpasua

Bpems ynepsxusatius ocHoBroro nuka XK na
XPOMATOrPaMMe MCTILITYEMOTO pacTBopa
JOMKHO COBMANATE € BPEMEHEM YAEDIKHBAHHS
COOTBETCTBYIOWErD MHKA Ha XpOMaTOTpaMMe
XX crawaaprioro pacteopa. lomyctumMoe
OTKIIOHEHHE BPEMEHH YACPKHBAHUA
CP4BHHBAEMOTQ MHKA COCTABNACT +5 T

Henvimanue Pezyavmantvt
Onucanue

Onucanye

ONHCaHHE COOTBETCTBYET

Cpenuas macca TabNeTok, ROKPRITHIX
MACHOYHOH oBonouKoi 03%r
OaHOpPORHOCTE 03UPOBAHHS
MO COAEPKAHMIO
0QHOPOAHOCTL

No3apTaH Kanua COOTBETCTBYET

THAPOXNOPOTHAZHA COOTBETCTBYET
[ToanuHHOCTE

no3apTaH COOTBETCTBYET
THAPOXNOPOTHAIHA COOTBETCTBYET
Kpacurens, Bxoagiwmii B coctas 060104KH

THTaHa AHOKCHA COOTBETCTRYET
Kpacutens, Bxoaswiuit B cocras 060moukn

XHHOMHHOBLIH XeNTHIH COOTBCTCTBYET

KpacuTenb nyHuoswiit 4R (noHco 4R) COOTBETCTBYET

Bpema yaepixuBaHif OCHOBHOTG NHKA NOHCO
4R Ha XpoMaTorpamMme HCTLITYEMOrO
pacTBOpa JOMKHO COBNAAATD C BPEMCHEM
YACPXHBAHHA COOTBETCTBYIOLIErO MUKA HA
xpoMarorpamme nouco 4R craunaprioro
pacteopa. JIonmycTHMOE OTKIOHEHHE BPEMEHH
YAEPKHBAHHA CPABHUBAEMOro NKKa
COCTaBMAET +5 %.

Ymeepacoeno omoenom
KOHMPORR KAecmea «3eHmuea,
K.C.»

28-03-2019

Hux. JIubyce Xnaaxa /Tloanues/

Crpanuna 1 u3 3

«3EHTHBA, K.C» Y
KaGenosnm 130 102
37 para 10 Joneun
Mexonyne

Pacneuatano:; 28.3.2019

ZESNTIVA




ZeNTIVA

A SANOF| COMPANY

Cepruduxar anaausa cepun Ne 1116

Hazsanue npodyxma Jlozan naioc

Homep npodyema  11009387_0050 Cepun LIMS HV 1390272
Homep cepuu 3320119 Obpazey HV 5044710
Hozuposka 50MI; 12,5 MIT Cepun LIMS MZT 1387841
Mexapcmeennan TabneTky, MOKpPLIThIE Obpasey MZP 5032862
hopma mneHoYHol obonoukoit

60 TabneToK, NOKPHITLIX .
Pazvep ynaxosxu N 060]13“0 i Pazmvep avinyiyennoti cepuu 13 033 YIIAK.
Tun ynarosxu Bnucrep 4 X 15 Cmpana-umnopmep Poccus

Harma npouzsodcmaa
Hama ucmevenus
cpoxa zo0HoCHU

31.01.2019
31.12.2021

Creyughuxayus JICP-000084-290507
Homep pezucmpayuonnozo ydocmogepenus JICP-
000084

PacTBopenue

JlozapTaH xanus
% OT 3afABAEHHOrO XonuyecTBa 4epes 30 MAH

Mapoxnopothazun
% OT 3adBJEHHOTO KOJHYecTBa tepes 30
MHUH

PoacTBeHHBIE NPHMECH

No3apraH

€NMHUYHEIE NPOAYKTH Pa3ioNKeHHa
(OBY 1,49, 1,65)

LPYrue eAHHNYHBIE HICHTHHUUPOBAHHEIE

MpHMECH

obllce coaepxanue npuMeceit
MapoxmopotHazna

npumecsk B (npoayxr paznoxkenus ACB)
APYrHe SAHHHYHEIC HACHTHDHUHPOBAHHEIE
NIpHMECH

HEHIEHTHGHLHPOBAHHBIE €AHHHYHBIE
npuMecu

obluee conepxkanue npuMecei

KonuuectBenHoe onpeaeneHde no3aprata
kanua B | Tabnerxe, NokpoITo# MacHoUHOH
obonouxof

KonuuecreeHxoe onpenenexue
rHApOXnopTHaIKHaa B | Tabnetke, noxpoiTolt
nacHoyHol oBonoukoii
MukpoOGuonoruyeckas YucToTa

MrukpoBHonoruyeckas YHCTOTA HEBOMHBIX
NEKAPCTBEHHBIX NPENAPATOR A4 NpHEMA
BHYTPh
obLIEe YHCO HHIHECNOCOGHBIX a3pOGHRIX
OpPraHH3MOB
ofilee YHCNO APOHGKEBBIX H TUIECHEBBIX
rpuBoR
orcytcteue Escherichia coli

[epuoanveckas nposepka

Iepnoanyeckan npoeepka

<005 %

< 0,05 %

<0,05%

<0,10%
0.2 %

<0,10 %

02%
49,1 mr

12,2 mr

IMepuonuyeckan nposepka
[lepronnyeckan npoesepxa

[Mepuoouueckas nposepka

He menee 75 % (Q) yepes 30 MUHYT

He menee 75 %(Q) uepes 30 MUHYT

He Gonee 0,2 %

He Gonee 0,2 %

He Bonee 0.5 %

He Gonee 1,0 %
He bonee 0.5 %

He Gonee (1,2 %
e Gonee 1,5 %
47.5-52,5 mr

11,9-13,1 mr

ue Gonee 10° KOE/r
He Gonee 102 KOE/r

OTCYTCTBHEB 1 T

Ymeepxcoeno omoenom
KOHMPOAA kavecmea «3eHmusa,
K.C.»

28-03-2019

Hrox, Jiubyce Xnaaka /Tloanucs/

Crpanxua 2 u3 3

«3eHTHEA, K.C,» Y
| KaGenosmuet 130 102
| 37 Ipara 10 donsam
| Mexonynes

Pacneuarano: 28.3.2019

ZESNTIVA




ZeNTIVA

A SANOF| COMPANY
Ceprudukar anaausa cepun Ne 1116

Hazganue npodyxma Jlozan nioc

Hosmep npooykma  11009387_0050 Cepua LIMS HV
Hosmep cepuu 3320119 Obpaszey HY
Hozuposxa 50MT; 12,5 MIl’ Cepun LIMS MZT
JSlexapemesennasn TabneTkH, TTOKpHITLIE Obpasey MZP
dopya TEHOUHO#H 0bonouxoi

60 TabneTok, MOKPHITHIX
nIeHo4YHOH obonoukoi
Tun ynaxosxu bnuerep 4 X 15 Cmpana-umnopmep
Aama pocessenss 3101201

31.12.2021
CPOKda 200HOCHMU
Creyugpurayun JICP-000084-290507
Homep pezucmpayuonnozo yoocmogepenus JICP-
000084

Pazvep ynaxoexu Paznep sornyujennoit cepuu

1390272
5044710
1387841

5032862

13033 YIIAK.

Poccusa

3AKJIIOYEHUE: CooTeetcTByeT TpeGoBaHmaM creundHKaLHH,

HacTosmns noATBep#1at0, 4TO BCE CTAAHH MPOH3BOACTBA TAHHOI CEPUM FOTOBOTO NPOAYKTA NOJHOCTHIO COOTRETCTRYIOT
TpeboBannam Haanexawe#t nponasoncraeHnof npaktike (GMP) EC, a taike (B npenenax EC) TpeGopaHMAM, YKa3aHHLIM B

PErucTpaunoHHOM YI0CTOBEPEHHIU CTPAHBI-HMOOPTEPA.
YTBEPKJEHO K BBIITYCKY

MecTo NpoH3BOACTBA M KOHTPOA KauecTsa:

«3enTHBa K.C.» (o HUHANLHEI NpaBonpeemuuk «3eqtuna a.c.» ¢ 01.01.2009)

¥ kabenosus 130, 102 37, IMpara 10, Ronuun Mexonynst, Yeurckas Pecnybanka
JInuensna va npoussoacteo Ne 25473/2/INS/98 (nocnenuee uamenenue 107641/2018)
Ceprudnkar GMP Ne coct. 105698/2014, 79633/2016, 22684/2017

Ymeepacoeno omoenom Hux. Jlubyce Xnanxa Monnucy/ Z@&NTIVA

KOHMpORA Kavecmea «3enmuea,
K.C.»

Ten.: +420 267 241 111
®akc: +420 267 243 627

| «3eHTHBA, KC.» Y

| KaBenosues 130 102
37 Mpara 10 Jonsku
Mexomynbt

28-03-2019  Crpamnna 3 n3 3 Pacneuarano: 28.3.2019




ZENTIVA

Manufacturer batch certificate No. 1116

Name of product Lozap plus
Product number 11009387 _ 0050 Batch LIMS HV 1390272
Batch number 3320119 Sample HV 5044710
Strength 50 MG; 12,5 MG
Dosage form film-coated tablets Batch LIMS MZP 1387841
Package size 60 tb] fim Sample MZP 5032862
Package type BLI4X 15 Released quantity 13033 PACKS
g::;:;{a;;:::e L g:?;gg;? Importing country  Russia
Specification LSR-000084-290507
Marketing authorisation No.  LSR-000084
Test Results Limits
Appereance
Appearance
appearance complies Light yellow, oblong film-coated tablets
scored on both sides.
Average tass of | film-coated tablet 0.39 g 0.380gto0.420g
Uniformity of dosage
units - content
uniformity
losartan potassium complies AV <150
hydrochiorothiazide complies AV <150
Identification
losartan 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
losartan potassium standard solution.
hydrachlorothiazide 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%.

Approved by QP Zentiva, k.s.
28 -03- 2019

Tng. I ihude Hladka
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ZeNTIVA

Manufacturer batch certificate No. 1116

Name of product Lozap plus

Product number  11009387_ 0050 Batch LIMS HV 1390272
Batch number 3320119 Sample HY 5044710
Strength 50 MG; 12,5 MG

Dosage form film-coated tablets Batch LIMS MZP 1387841
Package size 60 tbl fim Sample MZP 5032862
Package type BLI4X 15 Released quantity 13033 PACKS
Manufacture date  31.01.2019 Importi i Russi
Expiry date 31.12.2021 mporting country  Russia
Specification LSR-000084-290507

Marketing anthorisation No. LSR-000084

ponceau 4R complies The RT of the principal peek of PAR 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
accepiable deviation of the RT of the
compared peaks is £5%
Dissolution test
Losartan potassium
% of declared amount in 30 minutes Periodical test Not less than 75 % (Q) at 30 minutes.
Hydrochlorothiazide
% 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 02 %
(RRT 1.49, 1.65)
other known impurities individuafly <0.05 % NMT 0.2 %
total impurities <0.05 % NMT 0.5 %
Hydrochlorothiazide
impurity B (degradation product ACB) <0.10% NMT 1.0 %
other known impurities individually 0.2% NMT 0.5%
unknown impurities individually <0.10 % NMT 0.2 %
total impurities 029 NMT 1.5%
Assay of losartan potassium in 1 49.1 mg 47.5mgto 52.5 mg
film-coated tablet
Assay of hydrochlorothiazide in 1 122 mg 11.9mgto 13.I mg
film-coated tablet
Microbiolagical quality
Microbiological quality of non-aqueous
preparations for oral use
total viable aerobic count Periodical test NMT 10° CFU/g
Total combined yeast / moulds count Periodical test NMT 10t CFU/g
Absence of Escherichia coli Periodical test absence (1 g)

Dolni Macholupy

ra :
Zantivn‘;vm-
Approved by QP Zentiva, k.s. Ing. Libude Hladkd % / LNTIVA P e 10
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ZESNTIVA

Manufacturer batch certificate No. 1116

Name of product Lozap plus

Product mumber  11009387_ 0050 Batch LIMS HV 1390272
Batch number 3320119 Sample HV 5044710
Strength 50 MG; 12,5 MG

Dosage form fiim-coated tablets Batch LIMS MZP 1387841
Package size 60 tbl fim Sample MZP 5032862
Package type BLI4 X I5 Released quantity 13033 PACKS
Manufacture date 31,001,209 I fi [ Russi
Expiry date 11.12.2021 mporting couniry ussia
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) Tel: 4420267 241 111
U kabelovny 130, 102 37, Prague 10, Dolni Mecholupy, Czech Republic Fax: +420 267 243 627

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

2 iVA z";“:?.;v""". a0
Approved by QP Zentiva, k.s. . / oNT E%%%”Jﬁ&dﬁy
Tng. Tihne Hladk4 %
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