TEKJIAPAITASI O COOTBETCTBUH

JEKJIAPAHT, IIPFHAMAIOINAN TEKJAPAITAIO O COOTBETCTBAH
AO "&'auoq‘m Poccun"”
Ceedenus o pezucmpayuu opzanusayuu: Mexcpationnan uncnexyun Pedepansroli Ran020604 cayxcov Ne 46 no
2 Mo'cuae 01.01.2008, Or'PH 1027739079940, oama npuceoenus OI'PH 19.08.2002.
At)pel . 125009, 2. Mocxkea, yn. Teepekan, 0. 22. Teneghon/haxc: 8 (495) 721-14-00/ 721-14-11
B nuye: I'enepanvubiii dupexmop Mouxe O.A.

Hoee, bennoe auyo: Cmenanoe C.C., dosepernocmy 6/n om 01.12.2017
. 3Aﬂ1’IﬂET, qToO -

Jzexqpfcmeeunoe cpedcmeo: JTozan Ilmoc, mabnemxu noxpoimoie nrenounot obonovkoii 50 mz+ 12.5 m2 15 wm.,
ynarosxu suevxoasie kowmypnuie (6), nauxu xapmonnsie, PY Ne JICP-000084 om 29.05.2007 (dama samenvt
15.08.2017) evidano AQ "Caroghu Poccus”, cepus 3050419, napmus 8726 ynaxoeox, 20den do 31.03.2022,
npouzeoocmea 3enmuea K.c., Yewckan Pecnybnuxa, Zentiva k.s., U kabelovny 130, 102 37 Prague 10, Dolni
Mecholupy, Czech Republic, ko0 OKIT[[2 21.20.10.142, xod TH B3] 3004900002, xonmpaxm N
250/40056192/F-2 om 20.10.2010, unsoiic Ne 9085337969 om 25.06.2019

COOTBETCTBYET TPEEOBAHUAM
JICP-000084-290507 (HI] 42-14443-06 wam. Ne 1-10)

AE AITAS ITIPHASITA HA OCHOBAHUHA
npomloxw: uchotmanuii Ne 19620 om 02.07.2019 HJT OO0 HI] "PAPMOBEOPOHA", ammecmam
axxpeoumayuu POCC RU.0001.21 DJ140, Cepmugpuxam POCC CZ.OM08.C43334 om 03.07.2019

| TATA TIPHHATAS AEKJIAPAITMH 03.07.2019
JEKJIAPAITHS NEMCTBHTEILHA X0 31.03.2022
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¥ CBEJIEHHS O PETUCTPAITNHA

OPTAH IO CEPTHO®MKAILINMN, 3APETHCTPAPOBABINAM NEKJIAPAITHIO

RA.RU. 11 ®M08 OPITAH ITO CEPTHOHKALIHH ITPONVKIIHH OFLJECTBO C OT PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH I[EHTP KOHTPOJIA KAYECTBA",

aopec opzaviusayuu: 115280, 2. Mocxea, yn. Macmepxosa, 0. 4, am. 5, nam. I, xom. 1, adpec opzana no
cepmudpurayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepxoea, 0. 4, sm. 5., men.:(495)788-02-88, ee6-
catim j oYK, pg.

I{EKJ}APAIIHH O COOTBETCTBHH 3APETHCTPHUPOBAHA M POCC RU J-CZ.OM08.A.28987/19
JATA PETHCTPAIIAMA 03.07.2019
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ZENTIVA

A SANOF| COMPANY
Ceprudnrar anaansa cepau Ne 2162

Hazsanue npodyxkma Jlozan nasoc

Homep npodyxma  11009388_0050 Cepus LIMS HV 1404091
Howep cepuu 3050419 Ob6pazey HV 5113528
Hozuposra S50 MT; 12,5 MTIC Cepus LIMS MZT 1400236
Jexapcmeennas TaGNeTKH, NOKPBITbIE
gopua TIIeHO4YHOH 0BonouKoif L 5093870

90 TabneToK, NOKPHITHIX .
Pazvep ynarxosku IeHOYHOMN OBOIOUKOR Pazmvep svinyugennol cepuu 8726 YHAK,
Tun ynaxoexu Bnuctep 6 X 15 Cmpana-umnopmep Poccus
Aamapomelenss 300119

31.03.2022

CPOKA@ 200HOCMU
Creyuuxayus

JICP-000084-290507

Houmep pezucmpantionnozo ydocmosepenusn JICP-

000084
Henoimanue Pezynsmanot Hopnst
Onucanne
Onucauve
OnHCanne COOTBETCTBYET TabneTky npoonrosatoi Gopmel cEETNO-
MENATOrO LUBETA, MOKPLITHIE NACHOYHOH
o6onouko# ¢ prckofi Ha 06eHX CTOpoHaX.
Cpeanss macca TabneTox, MOKPBITLIX
nnexouHoi obonoyukoit 0401 r 0,380-0420r
OnHOPOAHOCTE TO3HPOBAHHA
(10 COACPHAHUIO
OJHOPOAHOCTE
N03apTaH Kaius COOTRETCTBYET AV =150
THAPOXNOPOTHA3KA COOTBETCTBYET AV =150
TIoanuxHoCTL
no3apTaH COOTBETCTBYET Bpems ynepsicuBaHHs OCHOBHOTO MHKa Ha
XPOMATOTrPAMME HCNBITYEMOTO pacTBopa
I0/KHO COBMAAATE C BpEMEHEM YAEPXKHBAHHA
OCHOBHOTC NIKA HA XPOMATOrpaMMe
CTaHIAPTHOTO PacTBOPa A03apPTaHa Kanua.
FHAPOXIOPOTHAIHA COOTBCTCTBYET Bpems yaep:uBanHa OCHOBHOIO MHUKA Ha
XpoMaTorpaMme HCNBITYEMOTO PacTBopa
JONKHO COBNAAATE C BPEMEHEM YIEPKUBAHUA
CCHOBHOIC NHKA HA XPOMATOIPAMME
pacTBOp THAPOXNOpPTHa3HIA
Kpacurens, Bxoasiupii B cocra o6onouky
THUTaHA AHOKCHA COOTBETCTBYET COOTBETCTBHE LBETY 00pazua
Kpacutens, BXOARLLKH B cocTas 0GoN04KH
XHHOTHHOBBIH e NTEIHA COOTBETCTBYET Bpems ynepxusanus ocHoBHore nuka XK Ha
XPOMATOIPAMME HCHLITYEMOrO pacTBOpa
HAOMKHO COBANATE C BPEMEHEM YAEPKHBAHUA
COOTBETCTBYIOLUErO NHKA HA XPOMATOrpaMMe
XK cranaaptroro pactsopa. lonycrusmoe
OTKIOHEHHE BPEMEHH YIEPKHBAHNS
CPABHHBAEMOr0 NHKA cocTaBaseT +5 %.
kpachTens nyHuoeblH 4R (noHco 4R) Bpema yAepHBaHHA OCHOBHOTO NHKA NOHCO
4R Ha xpoMaTorpamMme HCMBITYEMOrQ pacTBopa
OSKHO COBIALATE C BPEMEHEM YIepHBAHHA
COOTBETCTBYET OOTBETCTBYIOIWIETO MHKA HA XPOMAaTOrpaMMe
oHco 4R cTanaapTHOro pacTeopa.
OMYCTHMOE OTK/IOHEHHE BPEMEHH
NCPKHBAHUSA CPABHHBACMOrO MHKa
octasnaetT 5 %.
Ymeepxcdeno omoenom Jlaaka JTuGywe ZeNTIVA &31?"'“' Ken Y 5
konmpoaa kawecmea «3enmusa,  /Tloanvce/ jacmsiide 10

K.C.»
12-06-2019

Crpannna 1 u3 3

37 Ipara 10 Jonbre
Mexonynel

Pacneuatano: 12.6,.2019




ZeNTIVA

A SANOF| COMPANY

CepTuduiar anaausza cepun Ne 2162

Hazeanue npodyxma Jlozan niloc
Homep npodykma 11009388 _0050

Homep cepuu 3050419
Hozupoexa S50 MI; 12,5 MIC
Hexapcmgennan TabneTkH, NOKpLITHIE
gopma nneHo4YHo# oGonoukoit
e e 90 TabneToK, MOKPBITHIX
TNeHOYHOM oGonovkoit
Tun ynaxosxu Bnucrep 6 X 15
fama poastcnss 3001019
31.03.2022

cpoka 200HOCmY
Creyugpurayus JICP-000084-290507

Cepust LIMS HY 1404091
Obpazey HV 5113528
Cepust LIMS MZT 1400236
Obpazey MZP 5093870
Pasmep evinyujennoi cepuu 8 726 YIIAK.
Cmpana-umnopmep Poccun

Homep pezucmpayuonnozo ydocmogepenua JICP-

000084

PactBopenue
JlozapTaH kanus
% OT 3aABACHHOrO KONMUYECTBa vcped 30 MUH

["mapoxnopoTuaua
% OT 3a9BNEHHOTO KOMHYecTBa Mepes 30
MHH

PoacTeenHble npuMecH

no3apTad

€IMHHYHBIE NPOAYKTHI PA3NOKERHA
(OBY 149, 1,65)

APYTHE EANHHUYHBIE HACHTHHLHPOBAHHBIC

MpUMecH

ofimee coaepxaHue npuMeces
'napoxnopornazun

npumeck B {nponyxt paznoxenns ACB)
APYrue eAMHHYHBIE HACHTHPHLUUPOBAHHLIE
NpHMECH

HEHAEHTHHLMPOBAHHBIE EJIHHHYHbIE
NPUMECH

ofsee conepxanne npumeceit

Konnuecreennoe onpeaenexue nozapraHa
kanus B | TabAeTKe, NOKPLITOH NACHOYHOH
060n04Ko#

KonuuecteeHHOE onpeneneHne
ruapoxnoprhaskaa B 1 TabneTke, NOKpITO#
naeHovyHo#H oGonouKkoi
MukpoGHonornieckas YHCTOTa

MukpoGronornueckas YHCTOTA HEBOAHLIX
NEKAPCTBEHHBIX MPENAPATOB 1A NPHEMA
BHYTPb
obiee YHCMO KNUIHECTOCOBHBIX a3P00HBIX
OpraHH3IMOB
ofluee YHCNO APOACKEBBIX H NNECHEBBIX
rpubon
orcytctBHe Escherichia coli

[Mepuoanueckuii Tect

[lepuonuyeckuii rect

<0,05 %

< 0,05 %

<005 %

<0,10 %
0.2 %

<010 %

02 %
49,7 mr

12,5 mr

IMepuoauqeckuii Tect
IMepuoauueckuii TecT

IMepuoruueckuii Tect

He menee 75 % (Q) uepes 30 munyt

He menee 75 % (Q) yepez 30 MuuyT

He Gonee 0,2 %

He Gonee 0,2 %

He Gonee 0.5 %

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

we Gonee 0,2 %
He Sonee 1,5 %

47,5-52,5 mr

11,9-13,1 mr

ue Gonee 10° KOE/r
ue Gonee 10° KOE/r

orcyTcTBHEB I

Ymeeporwcoeno omoenom Jlanka JIubywe
Kkoumpona kavecmsa «3enmusa,  /Iloanuce/

K.C.»

12-06-2019  Crpaumua 2 u3 3
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ZeNTIVA

A SANOFI COMPANY
Cepruduxar anaausa cepuu Ne 2162

Haszganue npodykma Jlozan nioc

Homep npodykma  11009388_0050 Cepun LIMS HV 1404091
Homep cepuu 3050419 Obpasey HV 5113528
Hosupoexa 50 MTI; 12,5 MI’ Cepun LIMS MZT 1400236
Hexapcmaennan TabnerTkH, NOKPLITLIE Obpasey MZP 5093870
dopva IeHouHoit obonoukoii
90 TabNneToK, MOKPRITHIX .

Pazmep ynaxosku (UIEHOYHOG oﬁoquxo i Pazvep sanyrgentoit cepuu 8 726 YIIAK.
Tun ynaxoexu Brnuctep 6 X 15 Cmpana-umnopmep Poccua
ggﬁg npou;feoc)u;msa 30.04.2019

Hemenen 31.03.2022

cpoxa zodnocmu

Creyupurayus JICP-000084-290507
Howmep pezucmpayuonnozo yoocmosgepenusn JICP-
000084

SAKJTHOMEHHE: CooTteetctByeT TpeGoBaHHAM crieLUHKALHH.

HacTosuuM MOATBEPXAAID, HTO BCE CTAAKH MPOH3BOACTEA AAHHOW CEPHH FOTOBROTO MPOAYKTA MOMHOCTHIO COOTBETCTBYIOT
Tpebopaunam Haanexauei nponssoacTeenHod npaktuki (GMP) EC, a taike (B npenenax EC) tpeGoBasuam, ykasaHHbIM B
PerucTpaunoHHOM YAOCTOBEPEHHH CTPAHBI-MMIOPTEPA.

YTBEPK/IEHO K BBIIIYCKY
MecTo NpoH3BOACTBA U KOHTPOA KayecTBa:
«3eHTHBA K.C.» {O(PHMUHANEHBIA NpaBonpeeMHnk «3eHTHBa a.c.» ¢ 01.01.2009) Ten.: +420 267 241 111
¥V kaGenosust 130, 102 37, Mpara 10, Jonun Mexonynst, Yewckas Pecnybanka Qakc: +420 267 243 627

JTuuensna Ha npouseoacTeo Ne 25473/2/INS/98 (nocneaHee ninmeneHue 282125/2018)
Ceprugmkar GMP Ne coct. 10569872014, 79633/2016, 22684/2017

Vmeepoicdeno omoenom Jlaaka JluGyie ZeNTIVA | ;3"6“1"“' "-f;a‘l’m

bl
KOHmMpoas kavecmea «3enmusa,  [/Tloanuce/ 3-? rf;::;m TonsHa
K.C.» Mexonynel

12-06-2019  Crpannna 3 u3 3 Pacnevarano: 12.6.2019



ZSNTIVA

Manufacturer batch certificate No. 2162

Name of product Lozap plus

Product number  11009388_ 0050 Batch LIMS HV 1404091
Batch number 3050419 Sample HV 5113528
Strength 50 MG; 12,5 MG
Dosage form film-coated tablets Batch LIMS MZP 1400236
Package size 90 tbl fim Sample MZP 5093870
;’;ckage fyPed BLI6 XI5 Released quantity 8726 PACKS
acture dale : .
Eopydete 3108200 Importing country  Russia
Specification LSR-000084-290507
Marketing auihorisation No.  LSR - 000084
Test Resulis Limits
Appereance
Appearance
appearance complies Light yetlow, oblong film-coated tablets
scored on both sides,
Average mass of | film-coated tablet 0401 g 0380gto0420 g
Uniformity of dosage
units - content
uniformity
losartan potassium complies AV <150
hydrochlorothiazide complies AV<I50
Identification
losarian 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.
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 pezk 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. Ing. Libu¥e Hladks %// ZQNTIVA

Page 1 of 3

2 -06- 2019

Zentiva, k.s.

U kabelowny 130

102 37 Praha 10
Mécholupy
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ZSNTIVA

Manufacturer batch certificate No. 2162

Name of product Lozap plus
Product number

Batch number 3050419

Strength 50 MG, 12,5 MG
Dosage form film-coated tablets
Package size 90 tb! flm
Package type BLI6X 15
Manufacture dote  30.04.2019

Expiry date 31.03.2022

Specification
Marketing authorisation No.

11009388_ 0050

LSR-000084-290507
LSR - 000084

Batch LIMS HV 1404091
Sample HV 5113528
Batch LIMS MZP 1400236
Sample MZP 5093870
Released quantity 8726 PACKS
Importing country  Russia

ponceau 4R

Dissolution test
Losartan potassium
% of declared amount in 30 minutes
Hydrochlorothiazide
% of declared amount in 30 minutes
Purity test
losartan
degradation products individually
{RRT 1.49, 1.65)
other known impurities individually
total impurities
Hydrochlorothiazide
impurity B (degradation product ACB)
other known impurities individually
unknown impurities individually
total impurities
Assay of losartan potassium in 1
film-coated tablet
Assay of hydrochlorothiazide in 1
film-coated tablet
Microbiological quality
Microbiological quality of non-agueous
preparations for oral use
tota] viable acrobic count
Total combined yeast / moulds count
Absence of Escherichia coli

complies

Periodical test

Periodical test

20.05%

0.05%
=0.05 %

<0.10 %
0.2 %

=0.10 %
0.2 %

497 mg

12.5 mg

Pericdical test
Periodical test
Periodical test

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%

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

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

NMT 0.2 %

NMT 0.2 %
NMT 0.5 %

NMT 1.0%
NMT0.5%
NMT 0.2%
NMT 1.5%
47.5 mgto 52.5 ng

11.9mgto13.1 mg

NMT 10° CFU/g
NMT 10? CFU/g
absence (1 g)

Approved by QP Zentiva, k.s.

Ing. Libule Hiadk4

{2 -06- 2019

Page2 of 3
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ZSNTIVA

Manufacturer batch certificate No. 2162

Name of product Lozap plus

Product number  11009388_ 6050 Batch LIMS HV 1404091

Batch number 3050419 Sample HV 5113528
Strength 50 MG; 12,5 MG

Dosage form film-coated tablets Batch LIMS MZP 1400236
Package size 90 tbi flm Sample MZP 5093870
Package type BLI6 X 15 Released quantity 8726 PACKS
Manufacture date  30.04.2019 ] g / Russi

Expiry date 31.03.2022 mporiing couniry  Russia
Specification LSR-000084-290507

Marketing anthorisation 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: +420 267 241 {11
U kabelovny 130, 102 37, Prague 10, Dolni Mecholupy, Czech Republic Fax: +420267 243 627

Manufacture Awtorization Number :25473/2/INS/98 ( last change 352900/2018)
GMP Certificatc No.sukls 254516/2017, 342333/2018, 352900/2018

Approved by QP Zentiva, k.s. Ing. Libuge Hiadlk4 % / zeN'HVA _—

U kabelovny 130
102 ar Prahis lo
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