JEKJIAPAITS O COOTBETCTBHH

NEKJAPAHT, IPHHUMAIOI{WIA NEKJIAPAITMIO O COOTBETCTBHH

AO "Canogpu Poccun"

Ceedenusn o pezucmpayuu opzanusayuu. Mescpaiionnan uncnexyus Pedepansroil Hanozo6od cayscbvr Ne 46 no
2. Mocxee 01.01.2008, OT'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

Adpec: 125009, &. Mockea, yn. Teepcras, 0. 22. Teneghon/harc: 8 (495) 721-14-00/ 721-14-11

B nuye: lenepanvuwiii dupexmop Mowoc O.A.

Hosepennoe auyo: Cmenanos C.C., dosepennocmyv 6/n om 01.12.2017

3AABJIAET, UTO

nexapcmeennoe cpedcmao. Jlozan ITmoc, mabnemuu noxpvimuie naexovnot obonouxoti 50 me+ 12.5 mz 15 wm.,
YRAKOEKU Avelikoabie KowmypHbie (4), nayxu kapmonnvie, PY Ne JICP-000084 om 29.05.2007 (0ama s3amenvt
15.08.2017) ewidano AO "Canogpu Poccur", cepun 3290619, napmus 12825 ynaxoeox, 20den do 31.05.2022,
npoussodcmea 3enmusa x.c., Yeuickan Pecnybnuxa, Zentiva k.s., U kabelovny 130, 102 37 Prague 10, Dolni

]- Mecholupy, Czech Republic, xod OKII2 21.20.10.142, xoo TH B3] 3004900002, xonmpaxm Ne
250/40056192/F-2 om 20.10.2010, uneotic Ne 9085339973 om 11.07.2019

COOTBETCTBYET TPEBOBAHUAM

JICP-000084-290507 (RO 42-14443-06 uzm. Ne 1-10)

JEKJIAPAITUSA ITPUBATA HA OCHOBAHHHA

npomoxon ucnormanuii No 22400 om 18.07.2019 HJT 000 HI] "®APMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21DJ/140, Cepmuchuxam POCC CZ. ®M08.C44428 om 18.07.2019

HAEKJIAPAITAH 18.07.2019
JEACTBATEILHA O 31.05.2022

Crenanos C.C,
O.H1.0

CBEJIEHVSI O PETUCTPAIIAU

OPIAH IT1O0 CEPTH®HKAIIAH, 3SAPETHCTPHPOBABIINI JEKJIAPAITHIO

RA.RU.11OM08 OPIAH 110 CEPTHOHKALIHH ITPOJVKLHH OFLECTBO C OIPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)XHOH LUEHTP KOHTPOJIA KAUECTBA",

adpec opzanusayuu: 115280, 2. Mocxea, yn. Macmepxosa, 0. 4, sm. 5, nom. I, xom. 1, adpec opzana no
cepmugpuxayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepxoea, 0. 4, am. 5., men.:(495)788-02-88, eeb-
caim: oyxkx.pg.

JEKJAPAITMA O COOTBETCTBHH 3APETHCTPUPOBAHA M POCC RU J-CZ.®DM08.A.30577/19
A PECHCTPAIINH /8.07.2019

S oBEl &@C%ﬁ%
«QHbpfuiol :
e

Q"j Huaenxo H.b.

Hohﬂﬁdb PyxoBogurens OC




ZeNTIVA

A SANOFI COMPANY
CeprudukaTr aranuza cepun Ne 2472

Haseanue npodyxma Jloszan naioc

Hovep npodykma  11009387_0050 Cepust LIMS HV 1407758
Howmep cepuu 3290619 Obpaszey HV 5131857
Hozupoexa 50 MI'; 125 MIC Cepusa LIMS MZT 1406515
Slexapcmeennasn TaGAETKH, NOKPBITLIE } Obpasey MZP 5125615
dopma niaeHo4uHo# obonoukoii
60 TabreTok, NOKPLITEIX N

Pazvep ynaxkoaxu e Pasvep sotnyiyenoli cepuil 12 825 YIIAK.
Tun ynaxoexu Banctep 4 X 15 Cmpana-usnopmep Poccun
ﬁzza npouseoc);mea 21.06.2019

q uemENeRIB 31 05.2022

cpoKa 200HOCHU

Creyugpuxayusn JICP-000084-290507
Homep pezucmpayuonnozo yoocmosgeperus JICP-
000084
Hcenvimanue Pespnomamer Hopsei
Onucanue
Onwucaxue
OMCcaRHe COOTBETCTBYET Tabnetkn npoaonrosarolt Gopyel cReTNO-
HENTOro LRETA, NOKPLITHIE TNIEHOMHOMH
obonoukoit c puckoft Ha oGeHx cTOpoHaX.
Cpennsa macca TabneTOK, MOKPBITEIX
nncHouHo# o6omoukoi 0401 r 0.380-0420 ¢
OaHOPOOHOCTH AO3HPOBAHHA
N0 COACPHKAHHIO
OXHOPOAHOCTE
NI03APTAH KallHa COOTBETCTBYET AV =150
CHAPOXJIOPOTHASHIL COOTBETCTBYCT AV =150
[ToanuHHeCTE
no3apTaH COOTBETCTBYET Bpems ynepaHBaH{s OCHOBHOTO M¥Ka Ha
XpOMaTOrpaMMe HCIBITYEMOro pacTRopa
JOMKHO COBNARATL C BPEMEHEM YASPKHBAHUA
OCHOBHOTC NHKa HA XpOMaTOrpame
CTAHJAAPTHOTC PACTBOPA NOIAPTAHA KAMHS.
rHIPOXN0pPOTHAZHA COOTBETCTBYET Bpems yaepHBaHHA OCHOBHOIO NHKa HA
XPOMaTOrpaMMe HCTIBITYEMOTO PacTBopa
JAONHD COBMANATE C BPEMEHEM VAEPKUBAHKA
OCHOBHOIO [IHKA Ha XPOMATOIrpaMme
PacTBOp rHAPOXNOPTHA3HAA
Kpacurens, BxonAawmii 8 coctas 060104KH
THTaHa JHOKCHIL COOTBETCTBYET COOTBETCTBHE LBeTy ofpasua
Kpacutens, Bxoaswnii B coctas 06010uky
XHHONWHOBEI XENThIH COOTBETCTBYET Bpewms ynepausanug ocHosHoro nuxa X Ha
XPOMATOrPaMMe HCTIBITYEMOTO pacTBopa
J0MKHO COBNAKATE C BPEMEHEM YASPKUBAHHA
COOTBETCTRYIOLLErO MHKA HA XpOMaTOrpaMve
XX crangaptHoro pacteopa. lonycrimoe
OTK/IOHEHHE BPEMEHH YISPXKHBAHHA
CPABHHBAEMOI'0 NHKa COCTABAACT +5 .
KpacHTens nyHUoBEIH 4R (noHco 4R) COOTBETCTBYET Bpema yiiepikrsaHna 0CHOBHOTO MHKa [IOHCO
4R na xpoMatorpamMme HCHbITYEMOro
PacTBOpa AOMKHO COBMALATE C BPEMEHEM
YACPKHBAHHA COOTBETCTBYIOLIErO [THKA Ha
XpoMaTorpamse MoHco 4R craHmapTHOro
pacteopa. JlonycTUMOE OTK/I0HEHHE BPEMEHH
YAEPAKHBAHHA CPABHHEAEMOTO NTHKA
cocTaBnsieT +5 %.
Ymeepacoeno omdenom SAxy6 Marycux /Tloanues/ ZeNTIVA | Sermeakcry

KOHMPOAA Kavecmsa «3enmusa,
K.C.»
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KaGenosue 130 102
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ZENTIVA

A SANOFI COMPANY

Cepraduxar anaimmsa cepun Ne 2472

Hazeanue npodyxma Jlozan nnioc

Hoxep npodyxma 11009387_0050 Cepus LIMS HV 1407758
Howep cepuu 3290619 Obpazey HV 5131857
Hozuposxa 50 MrI5; 12,5 MIC Cepus LIMS MZT 1406515
Jlexapcmeennan TaBNeTKH, MOKPbIThbiE Obpasey MZP 5125615
gopma nnedovHoit 06oa0uKoH
60 TabneToK, NOKPHITHIX .
Pazvep ynaxoexu NEHOMHOH 0GONOUKO Pazsep seinyujennoli cepuu 12 825 YIIAK.
Tun ynaxoexu Bnucrep 4 X 15 Cmpana-umnopmep Poccun
o e 21062019
31.05.2022
CPOKa Z00HOCHU
Creyugpuxayun JICP-000084-290507
Homep pezucmpayuonnozo ydocmosepenus JICP-
000084
Pacteopenne
Jlozaptau xanua
% OT 3aABACHHOTO KONMIeCTBA Yepes 30 Muu Tepuoa. Tect He menee 75 % (Q) uepes 30 muuyT
Fuapoxnopornazua
%o OT 32RBASHHOTO KORKUYECTBA 4yepes 30 [Mepuoa. TecT He menee 75 % (Q) 1epes 30 Mmuuyt
MHH
Poacteenusie npumeck
RO3apTaH
EAHHHMYHBIE MPOAYKTHI PA3N0KEHHA < 0,05 % He Gonee 0,2 %
(OBY 1,49, 1,65)
DpYTHE A¥HHYHBIE HASHTH(PUIIPOBAHHbIE <005 % He Gonee 0,2 %
MPHUMECcH
ofuiee coaepkanue npumeceit <0,05% e Goaee 0.5 %
MMapoxnopoTHazug
npusMechk B (npouykr painoxenua ACB) 0.1% ue Gonee 1,0 %
APYFHE EAMHNYHBIE HAEHTHHUUPOBAHHbIE 02% ue Gonee 0,5 %
NPpHMECH
HEWIEHTHPHUHPOBAHHBIE CAMHHYHEIE <0,10 % ue Gonee 0,2 %
NpHMECH
oflee coaepHaHHe NpuMeccH 0,3 % He Gonee 1.5 %
KonxyecTaeHHOE onpeacncHue no3apraHa 49.1 mr 47,5-52.5 mr
kanus B | Tabnerke, NoxpeIToil NneHoYHOM
obonoukoii
KonydecrseHHoOe onpeacncHie 12,4 mr 11.9-13,1 mr
ruapoxaopriaspia B | tabnerke, NoKpLITOd
naeHoyHok obonoukok
Mukpobronoruveckasn YHCcToTa
Mukpodronoruueckan MMCTOTa HEBOAHBIX
NEKAPCTBEHHBIX NPEMaparoB A7 NpHeMa
BHYTPb
o0Lee HHCIO0 KHIHECNOCOBHEIX a3poGHBIX [lepuon.Tect ne Gonee 10° KOE/T
DpraHU3MOB
obilee YHUCI0 APORTKEBBIX H MIECHEBLIX IMepuon.tect ue Bonee 102 KOE/r
rpubos
orcytcreie Escherichia coli IMepnoa.tect orcyrersue B 1 r
Ymeepoicoeno omoenom Axy0d Marycuk /Tloagnuce/ ZeNTIVA | Sewmmake»V

KOHMPOAs Kavecmea «3enmusa,
K.C.»
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KaGenoeun 130 102
37 lNMpara 10 Jonshu
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ZSNTIVA

A SANOFI COMPANY
Cepruduxat anananza cepun Ne 2472

Hassanue npodyxma Jlozan nmoc

Homep npodykma  11009387_0050 Cepusn LIMS HV 1407758
Homep cepuu 3290619 Obpazey HV 5131857
Hozuposxa S0MI; 12,5 MI’ Cepun LIMS MZT 1406515
JSlexapcmeennan TabneTku, NoKpsiTHIE

dopya NeHo4YHO# 06004 KOf LU A Rl

60 TabneTok, NOKPLITBIX
nIeHo4Ho# obonoukoii
Tun ynarxosxu Bancrep4 X 15 Cmpana-umnopmep Poccha
Tomavemeonn - 21062019

31.05.2022
cpoka 2o0Hocmu
Cneyughuxayun JICP-000084-290507
Homep pezucmpayuonnozo yoocmosepenun JICP-
000084

Pazvep ynaxosxu Pazvep evinyujennoti cepuu 12 825 YHAK.

3AKJIIOYEHHE: CootseTcTBYeT TpeOOBaHUAM CHEUBBKKALMH.

HacTofwtny noaraep:aato, 4T0 BCE CTANUH MPOM3BO/CTBA JAHHOM CEPHU FOTOROTO NPOJAYKTA NONHOCTLIO COOTRETCTRYIOT
TpeGosanuAM Hannexawmeit nponssoacteernoi apaktnku (GMP) EC, a taoke (B npencnax EC) TpeGoBaHuaM, yKazaHHEIM B
PeructpaumonHoM y.1ocTOBEpEHHH CTPaHBI-HMIOPTEPa.

VYTBEPXJEHO K BbIITYCKY
MecTo npoH3BOACTBA M KOHTPO/A KaYeCTBa:
«3eHTHBA K.C.» (O HUMAILHLIA NpaBonpeeMHHK «3eHTHBA a.c.» ¢ 01.01.2009) Ten.: +420 267 241 111
Y kabenosuer 130, 102 37, Ipara 10, Honnu Mexonyne, Uemckas Pecnybanxa DPaxc: +420 267 243 627

Juuen3na va npoussoacteo Ne 25473/2/INS/98 {nocneauee u3menenne 107641/2018)
Ceprudukar GMP Ne coct. 105698/2014, 79633/2016, 22684/2017

Ymeepowcdeno omoenom SAxky6 Matycuk /Tloanucs/ ZeNTIVA | SemmeaxcnV

3 Kabenosns 130 102
KOHMPORA Kavecmea «JeHmusa, 37 Mpara 10 donenn

K.C.» Mexonynst
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ZSNTIVA

Manufacturer batch certificate No. 2472

Name of product Lozap plus
Product number  11009387_ 0050 Batch LIMS HV 1407758
Batch number 3290619 Sample HY 5131857
Strength 50 MG; 12,5 MG
Dosage Jorm film-coated tablets Batch LIMS MZP 1406515
Package size 60 tbl flm Sample MZP 5125615
“:;"""39 ’J’Ped BLI4 XI5 Released quantity 12825 PACKS
S Importing country  Russia
Specification LSR-000084-290507
Marketing awthorisation No.  LSR-000084
Test Results Limits
Appereance
Appearance
appearance complies Light yellow, oblong film-coated tablets
scored on both sides,
Average mass of | film-coated tablet 040 g 0380gto0.420 ¢
Uniformity of dosage
units - content
uniformity
losartan potassium complies AV <150
hydrochlorothjazide complies AV <150
1dentification
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.
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%,

Approved by QP Zentiva, k.. Jakub Matu§ik 04 -07- 201 Z2MTINVA

Pagelof3

Zanllyz, k.o,
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ZeNTIVA

Manufacturer batch certificate No. 2472

Name of product Lozap plus
Product number  11009387_ 0050 Batch LIMS HV 1407758
Batch number 3290619 Sample HV 5131857
Strength 50 MG; 12,5 MG
Dosage form film-coated tablets Batch LIMS MZP 1406515
Package size 60 tbl fim Sample MZP 5125615
Package type BLI4X 15 Released quantity 12825 PACKS
Manufaciure date  21.06.2019 J; ti ! Russi
Expiry date 31.05.2022 LA il
Specification LSR-000084-290507
Marketing authorisation No,  L.SR-000084

ponceau 4R complies The RT of the principal peak 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
acceptable 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.
Hydrochtorothiazide
% 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 02% NMT 0.5 %
unknown impurities individually <0.10 % NMT 0.2 %
total impurities 03% NMT 1.5 %
Assay of losartan potassium in | 49.1 mg 47.5 mgto 52.5 mg
film-coated tablet
Assay of hydrochlorothiazide in 1 124 mg 11.9mgto 13.1 mg

film-coated tablet

Microbiologlcal 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 102 CFU/g
Absence of Escherichia coli Periodical test absence (1 g)

< NTIVA | e
Approved by OP Zentiva, k.s. Jakub Matusik 04 -07- 2019 ZONTH i E%’%‘gﬂg:’%;ﬁ
~ /7 H
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ZSNTIVA

Manufacturer batch certificate No. 2472

Name of product Lozap plus

Product number  11009387_ 0050 Batch LIMS HV 1407758
Batch number 3290619

Strength 50 MG; 12,5 MG Sample HV 5131857
Dosage form film-coated tablets Batch LIMS MZP 1406515
Package size 60 1bl flm Sample MZP 5125615
Package type BLI4 X IS Released quantity 12825 PACKS
Manufacture date  21.06.2019 )/ ” / :
Expiry date 31.05.2022 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) 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 3529007201 8)
GMP Centificate No.sukls 254516/2017, 342333/2018, 352900/2018

Approved by QP Zentiva, k.s.

U kihglovny 120

i t02 37 Fravy 10
5 P Dol Mbeoulupy
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