IEKJAPAITS O COOTBETCTBUH

JEKJIAPAHT, IPHHHUMAIOI AN JEKJIAPAITHIO O COOTBETCTBHU

AO "Carodpu Poccun™

Ceedenusn o pezucmpayuu opzarnusayuu.: Mexcpationnan uncnexyun Qedepansrioli nanozoeoit cayscbor Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739079940, 0ama npuceoenun OI'PH 19.08.2002.

Adpec: 125009, & Mocxea, ya. Teepcxas, 0. 22. Tenedhon/chaxc: 8 (495) 721-14-00/721-14-11

B nuye: I'enepanvrurit Oupexmop Monoic O.A.

Hoeepennoe nuyo: Cmenanos C.C., dosepennocmy 6/u om 01.12.2017

3AABJSIET, UTO

rexapcmeennoe cpedcmeo: Jlozan nnioc, mabnemxu noxpeimule nieHouHou obonouxoti 50 me+ 12.5 m2 15 wm.,
ynaxosxu auetixossie KoHmyphuie (2), nauxu xapmonnbie, PY Ne JICP-000084 om 29.05.2007 (dama 3amenv:
15.08.2017) svidano AC "Canogpu Poccun”, cepus 3941118, napmua 25711 ynaxosox, 200en 0o 31.10.2021,
npouzeodcmsa 3enmusa K.c., Yewcxkan Pecnybnuxa, Zentiva k.s., U kabelovny 130, 102 37 Prague 10, Dolni
Mecholupy, Czech Republic koo OKIT[{2 21.20.10.142, xoo TH B3] 3004900002, xonmpaxm Ne
250/40056192/F-2 om 20.10.2010, uneotic Ne 9085319353 om 09.01.2019

COOTBETCTBYET TPEBOBAHUAM
JICP-000084-290507 (HI 42-14443-06 wam. Ne 1-9)

JEKJIAPAITUSA ITPUHHATA HA OCHOBAHHH
npomoxon ucnutmanuit Ne 720 om 15.01.2019 HIT 000 HL "®APMOBOPOHA", ammecmam axxkpedumayuu
POCC RU.0001.210/140, Cepmudpuxam POCC CZ. OMO8.C31481 om 16.01.2019

Crenanos C.C.
O.H.0

&

ety HOC
CBEJEHHSA O PETUCTPAIIIHA

OPI'AH IO CEPTUOUKAIIUH, 3APETCTPUPOBABINI VI JEKJIAPAITAIO

RA.RU. 11 ®MO8 OPTAH I10 CEPTHOHKAIIHH ITPORVKI[HH OFI[ECTBO C OFPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH I[EHTP KOHTPOJIT KAYECTBA",

adpec opzarusayuu: 115280, 2. Mockea, yn. Macmepxosa, 0. 4, s3m. 5, nom. I, xom. 1, adpec opzana no
cepmucpuxayuu: 115280, POCCHA, eopod Mockea, yn. Macmeprosa, 0. 4, am. 5., men.:(495)788-02-88, eeb-
catim: oyxx.pg.

JAEKTAPAIINA O COOTBETCTBHH 3APEI'HCTPHPOBAHA Ne POCC RU J-CZ.®M08.A.12614/19
JATA

HMunenko U.B.
Pyxosoputens OC




ZeNTIVA

A SANOFI COMPANY
Cepruduxar ananmsa cepun Ne 4973

Haszeanue npodyxma Jlosan nawc

Howvep npodyxma  11009386_0003 Cepun LIMS HV 1380382
Homep cepuu 3941118 Obpazey HV 4995017
Hosupoexa S0 MT; 12,5 MI Cepun LIMS MZT 1378739
fexapecmeennan TabneTky, NOKPHITHIE ) Obpasey MZP 4987227
gopma naeHoyHoii o6onoukok

30 TaGneToK, NOKPLITHIX .
Pazvep ynarxosxu IEHOUHOH 0BONOYKOli Pazvep auinyuennoti cepuu 25711 YIMAK.
Tun ynarxosxu Baucrep 2 X 15 Cmpaua-usmnopmep Poccus

Hama npousgodcmea
Hama uemevenun
cpoka zoOHOCHU

22.11.2018
31.10.2021

Pactaopenue
Jlo3apran kanus

Odobpeno cneyuanucmom omaera KoHmMpoaa xavecmaa «3enmusa . ¢.»Jlagxa JInbyiue

Crpanuua 1 u3 3

Creyugurayus JICP-000084-290507
Homep pecucmpayuonnozo ydocmosepentn JICP-
000084
Henwmanue Pegpnvmamel Hopau
Onucanue
Onucauue
ONHCaHHE COOTBETCTBYET tabnetikH npoaonrosatofi opMsl CBETAO-
MENTOTO UBETA, NOKPLITHIE N/IEHOHHOH
obonouKod
Cpeanas macca TabneTok, MOKPBITHIX
nneHouHol obonoukoi 0399r ¢ pHckoi Ha o0enx ctoporax. 0,380-0420 r
OAHOPOAHOCTE NO3HPOBAHHA
N0 COAEPKAHHIO
OIHOPONHOCTD
N03apTaH Kanus COOTBETCTBYET AV =150
HAPOXNOPOTHAIH COOTBETCTBYET AV =150
[MoannuHoCTH
no3aprad COOTBETCTBYET Bpems ynepHBaHUA OCHOBHOTO MHKa Ha
XpOMATOTPAMME MCIILITYEMOrO PacTBoOpa
NONKHO COBMANATH C BPEMEHEM YAEPKUBAHHA
OCHOBHOTO [THKA HA XPOMATOrpaMMe
CTARAAPTHOTO PacTBOPA N03aPTaHa KAana,
THAPOXNOPOTHAIHA COOTBETCTBYET Bpems yaepxnsaHua 0CHOBHOIO NHKA HA
XpoMaTOorpaMMe HCTIBITYEMOTO pacTsopa
HOMKHO COBNAAATE ¢ BPEMEHEM YIepPKHBAHHA
OCHOBHOIG NHKA HA XpOMaToTpaMMe
PACTBOP FHAPOXNOPTHA3MAA
Kpacutens, sxonsuwmii  coctae oGono4kn
THTAHa AHOKCHA COOTBETCTBYET cooTBeTCTBME uUBeTY obpaiua
Kpacurens, Bxonsummii B coctap oGonouxy
XHHONMHHOBEIH HenThiii COOTBETCTRYET Bpema yrepxueaHua ocHosHoro nuka XK Ha
XPOMATOIPAMME HCIBITYEMOTO pacTBopa
JNOMKHO COBMANATh C BPEMEHEM YASpHHBAHHS
COOTBETCTBYIOLIETO IMHKA HA XpOMaTorpaMme
XX craunapthoro pacteopa. lenyctuMoe
OTKJIOHEHHE BPEMEHN YAEPHUBAHHA
CpPaBHHBAEMOIC [IMKA COCTABAAET 5 P.
KpacuTenb nyHuossiit 4R {nonco 4R) COOTBETCTBYET Bpems yaepKHBaHNS OCHOBHOTO MHKA TIOHCO

4R na xpoMarorpaMMe HCMBITYEMOTO
PacTBOpa NCNKHO COBIANATE C BPEMEHEM
YAEPXKHBAHUA COOTBETCTRYIOLIETD MHKA HA
Xpomarorpamme noHco 4R cranaaptHoro
pacreopa. Jonycrumoe OTKNOHSHHE BpeMEHH
YAEPHKHBAHUA CPABHHBAEMOTO NHKA
cocraBnfer *5 %,

12.12.2018

Hata nevaru: 12.12.2018




ZeNTIVA

A SANOFI COMPANY

CepTudukar anaausa cepun Ne 4973

Hazaanue npodyxma Jlozan nioc
Homep npooykma  11009386_0003 Cepun LIMS HV 1380382
Homep cepuu 3941118 Obpazey HV 4995017
Hozuposka 50 MI; 12,5 MI Cepust LIMS MZT 1378739
Sexapcmeennan TalJIeTKH, TIOKPLITHIE
dopma MeHoYHo#H obonouxoit Obpasey MZP L
30 TabneTok, NOKPBLITHIX .

Pazmep ynarxoexu ——— oﬁonc‘))qxo " Pasvep avinyugennoii cepuu 25711 ¥IIAK.
Tun ynaxosxu Bnncrep 2 X 15 Cmpana-uvnopmep Poccua
gg::g :ﬁ;“”g‘;ﬁm"“ 22.11.2018

4 31.10.2021
cpoxka zodwocmu
Creyugpurxayun JICP-000084-250507
Howmep pezucmpayuonnozo ydocmosepenus JICP-
000084

% OT 3aRBNEHHOTO KONH4eCTBa Hepes 30 Muu

npoxnopotHasua
% OT 3aABNCHHOTO KOMHUUYECTBa vepes 30
MHH

PoncteeHnble npusecu

No3apTaH

€AHHHYHBIE NPOAYKTEL PA3NIONKCHHA
(OBY 1,49, 1,65)

RpYrUe eXHHNYHBIE HACHTHHHUUHPOBAHHBIE

npHMecH

obuwee conepxkatue npumMeced
napoxnopornazng

npumecs B (npoaykr pasnoxenus ACB)

ApYTUe eAHHHYHbIE NASHTAGHUKPOBAHHLIE

NpUMECH

HCH.I[EHTHI!)HI.IHPOB&HHHE €NHHHYHBIC

npuMecH

ofuee coaepianue npumeceit
KonuuecTseHtioe onpenencue nolaprana
kanus B | TabneTke, nokpeiToi NAEHOYHON
obonoukod
KonnuecTeenHoe onpeaencHue
CHAPOXNOPTHasHAA B | Talinerke, NokperToit
nnenouHol obonovkoi
MuxpoGHonoriyeckas 4yicToTa

MukpoBronoruueckas MMCTOTa HEBOAHBIX
NCKAapCTBEHHBIX NPERApaTeB ANs NPHENMA
BHYTpPb
00Lee YHCN0 KKHIHECTIOCOBHEIX 22pobHbIX
OpraHHuIMoB
obitiee YHCI0 APONKEBBIX H TINECHEBLIX
rpubos
otrcyrcraie Escherichia coli

Tepuon Tect

IMepuon Tect

< 0,05 %

<005 %

<0,05 %

0.1%
0.2%

<0,10 %
03%
50,6 mr

12,4 mr

Iepuomumeckas npoeepka
[NepHoauueckas npoeepra

[Mepuoanveckas npoBepka

He menee 75 % (Q) uepes 30 MunyT

He meunee 75 % (Q) uepes 30 Munyt

He Gonee 0,2 %

He Oonee 0,2 %

He Gonee 0.5 %

He Gonee 1,0 %
He 6onee 0.5 %

He Bonee 0,2 %
He Gonee 1,5 %

47,5-52,5 mr

11,9-13,1 mr

He Gonee 10° KOE/r
He 6onee 102 KQE/r

OTCYTCTBHE B | T

3AKNIOYEHHE: CooteeTcTBYeT TpeGoBaHUAM crnieLHdHKALIHH.

Odobpero cneyuanucmom omoena KOHmpoa kavecmea «3enmuea x. ¢.»Jlagka Jlubyiue

Crpanuua 2 u3 3

12.12.2018

JlaTa nevatu: 12.12.2018



ZeNTIVA

A SANOFI COMPANY
Cepruduxar anaansa cepun Ne 4973

Hazsanue npodyxma Jlo3an niioc

Homep npodykma  11009386_0003 Cepua LIMS HV 1380382
Homep cepuu 3941118 Obpazey HV 4995017
Hozuposxa S0MI; 12,5 MIl’ Cepua LIMS MZT 1378739
JSlexapcmeennan TabNeTKH, MOKPLITHIE ) Obpasey MZP 4987727
gopma ieHoyHoli obonoykoii

30 TabneTok, MOKPLITEIX
nieHouHoi oGonoukoii
Tun ynaxoexu Bnucrep2 X 15 Cmpana-umnopmep Poccus
Tama semeon - 22112018

31.10.2021
cpoxa zodHocmu
Cneyugpuxayus JICP-000084-290507

Homep pezucmpaiuonnozo yoocmosepernus JICP-
000084

Pasmep ynaxoeku Pazvep suinyujennoli cepuu 25711 YIIAK.

Hactoammm noaraepsiaalo, 4To BCE CTAANH TIPOHIBOACTEA JaHHOH CEpHH MOTOBOI'O NIPOAYKTA NONHOCTLID COOTBECTCTBYIOT
Tpeborannam Haanexamei npoussoacrseqxod npaktuid (GMP) EC, a Takxe (8 npeaenax EC) TpeGosanuas, ykazaHHbiM B
PernctpaumnonnoM ynocToBepeHnit CTPaHBI-HMITOPTEpa.

YTBEPXJIEHO K BBIITYCKY

MecTo npou3BoACTBA M KOHTPONS KauecTsa:

«3eHTUBa K.C.» (ohHuKAnNEHBIA NpaBonpeeMHHK «3eHTHBa a.c.» ¢ 01.01.2009) Ten.: +420267 241 111
Y kaberorust 130, 102 37, MNpara 10, Jonuu Mexoaynst, Yeuickas Pecnyfnuka Dakc: +420 267 243 627
JInuensna Ha npoussoacteo Ne 25473/2/INS/98 (nocacance usmenenne 107641/2018)

Cepruduxatr GMP Ne coct. 105698/2014, 79633/2016, 22684/2017

Odobpero cneyuanucmom onmoena kokmpoas kavecmea «3enmusa x. c.»Jlagka JluGyure 12.12.2018

Cipannua 3 n3 3 Jara mevaru: 12.12.2018




ZeNTIVA

Manufacturer batch certificate No. 4973

Name of product 1.ozap plus

Product number  11009386_ 0003 Batch LIMS HV 1380382
Batch number 3941118 Sample HYV 4995017
Strengih 50 MG; 12,5 MG
Dosage  form film-coated tablets Batch LIMS MZP 1378739
Package size 30 tbl fim Sample MZP 4987227
Package ryped BLIZX 15 Released quantity 25711 PACKS
g:’;;{a;;::e ate 53 : (]);g;f 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 mass of 1 film-coated tablet 0399¢ 0.380gt0 0420
Uniformity of dosage
units - content
uniformily
losartan potassium complies AV <150
hydrochlorothiazide complies AV <150
Identification
losartan complies The retention time of the principal peak
in the chromatogram obtained with the
test solution should corvespond to the
retention time of the principal peak in
the chromatogram oblained 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
titanjum dioxide complies concordance sample colour
Colorant in coating Jayer
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
accepiable deviation of the RT of the
compared peak is £5%.

Approved by QP Zentiva, k..
12 -2- 2018

ng. Libu¥e Hladk4
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ZSNTIVA

Manufacturer batch certificate No. 4973

Name of product 1.ozap plus
Product number  11009386_ 0003 Batch LIMS HV 1380382
Batch number 3941118 Sample HY 4995017
Sirenglh Aol Baich LIMS MZP 1378739
Dosage form film-coated tablets 4t
Package size 30 tbl im Sample MZP 4987227
Package type BLI2ZX 15 Released quantity 25711 PACKS
Manufacture date  22.11.2018 Importi y Russi
Expiry date 31.10.2021 AL S T ussia
Specification LSR-000084-290507
Marketing authorisation No. LSR-000084

ponceau 4R complies 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 so). The
acceplable 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 % NMT0.2%
(RRT 1.49, 1.65)
other known impurities individually <0.05 % NMT0.2%
total impurities <0.05 % NMT 0.5 %
Hydrochlorothiazide
impurity B (degradation praduct ACB) 0.1% NMT 1.0%
other known impurities individually 0.2% NMT 0.5%
unknown impurities individuatly <0.10 % NMT 0.2%
total impurities 0.3% NMT 1.5%
Assay of losartan potassium in 1 50.6 mg 47.5mgto 525 mg
film-coated tablet
Assay of hydrochlorothiazide in | 124 mg 11.9mgto 13.1 mg

film-coated tablet

Microbiological quality
Microbiological quality of non-aqueous

preparations for oral use

total viable aerabic count Periodical test NMT 10* CFU/g
Total combined yeast / moulds count Periodical test NMT 10* CFU/g
Absence of Escherichia coli Periodical test absence (I g)

e T o N LT
"‘" } < £ " n‘ﬁ i £CT0L, 4.5,

D Pkaudavng 129
Approved by QP Zentiva, k.s. Ing, Libufe Hiadks % / . { Do e
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ZSNTIVA

Manufacturer batch certificate No. 4973

Name of product Lozap plus

Product number  11009386_ 0003 Batch LIMS HV 1380382

Batch number 3941118 Sample HV 4995017
Strength 50 MG; 12,5 MG

Dosage form film-coated tablets Batch LIMS MZP 1378739
Package size 30 tbl flm Sample MZP 4987227
Package type BLI2X 15 Released quantity 25711 PACKS

Manufacture date  22.11.2018
Expiry date 31.10.202)
Specification LSR-000084-290507
Marketing authorisation No.  L.SR-000084

Importing country  Russia

CONCLUSION : Conformity with specification.

[ 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: +420 267 241 111
U kabelovny 130, 102 37, Prague 10, Dolni Mecholupy, Czech Republic Fax: +420 267 243 627

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

-

rieNrTs ! VORLYT, £
Approved by QP Zentiva, k.s. ECET VA PRkt 1
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