NIEKJIAPAIIVISI O COOTBETCTBUM

JEKJAPAHT, IPHHUMAIOIIHHA AEKJIAPALINIO O COOTBETCTBHH

AQ "Canogu Poccur”

Ceedenun o pezucmpayuu opzanuzayuu. Mexcpationnan uncnexyus Pedepanvroit Hano206ot cryscber Ne 46 no
2. Mockee 01.01.2008, OT'PH 1027739079940, oama npuceoenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mockea, yn. Teepckan, 8. 22. Tenegpon/gpaxc: 8 (495) 721-14-00/721-14-11

B nuye: Ienepanvrutii oupexmop Monoic O.A.

Hosepenroe auyo: Cmenaroe C.C., Oogepennocms 6/n om 01.12.2017

3ASBJIAET, UTO

Rexapcmeentoe cpedcmeo. Jlosan Ilnoc, mabremxu noxpeimsie nnernounol obonouxoti 50 ma+ 12,5 m2 15 wm.,
ynaxoexu avetikossle Koumyprvie (2), nauxu kapmonusie, PY Ne JICP-000084 om 29.05.2007 (0ama 3amenbi
15.08.2017) swoano AO "Canogpu Poccus”, cepus 3200619, napmua 26030 ynaxoeox, 200en do 31.05.2022,
npouseodcmea 3enmuaa x.c., Yewickan Pecnybnuxa, Zentiva k.s., U kabelovny 130, 102 37 Prague 10, Dolni
Mecholupy, Czech Republic, x0d OKII[]2 21.20.10.142, xod TH B3/[ 3004900002, xonmpaxm Ne
250/40056192/F-2 om 20.10.2010, uneoiic Ne 9085339972 om 11.07.2019

COOTBETCTBYET TPEBOBAHUAM

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

JEKJAPAIINS IPHHATA HA OCHOBAHHH

npomoxon ucnvimanuti No 22320 om 18.07.2019 H/1 OO0 HIJ "B4 PMOBOPOHA", ammecmam
axxpedumayuy POCC RU.0001.21DJI40, Cepmugpuxam POCC CZ.OM0O8.C44442 om 19.07.2019
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CBEJEHUSA O PETUCTPAIINU

OPTAH 10 CEPTHO®HKAIH, 3APEFHCTPUPOBABII U JEKJTAPALTHIO

RA.RU. 11®OM08 OPTAH 110 CEPTHOHKALHH TPONQYKIIHH OFLJECTBO C O’ PAHHYEHHOH
OTBETCTBEHHOCTAIO "OKPY)KHOH L[EHTP KOHTPOJIA KAYECTBA",

adpec opeanusayuu. 115280, 2. Mockea, yn. Macmepxosa, 0. 4, am. 5, nom. I, kom. 1, adpec opzana no
cepmugpuxayuu: 115280, POCCHA, 20pod Mockea, ya. Macmepxoga, 0. 4, 3m. 5., men. :(495)788-02-88, eeb-
caiim: OYxK.p.

JIEKJAPAITHSI O COOTBETCTBHH 3APETUCTPHPOBAHA M POCC RU [I-CZ.®M08.4.30631/19
JATA PETHCTPALIUH [9.07.2019
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ZENTIVA

A SANOF! COMPANY

Ceprudukar anannza cepnn Ne 2463

Hazsanue npodykma Jlozan nmoc

cpoka 2odnocmu

Homep npodykma  11009386_0050 Cepun LIMS HV 1408517
Homep cepuu 3200619 Obpasey HY 5135720
Losuposxa S50MT; 12,5 MTT Cepun LIMS MZT 1406198
Sexapemeennasn TabneTKH, NOKPLITHIE
gopma neHouHoli obonoukoit Obpasey MZP ciparsd

30 TabneTok, NOKPBITHIX .
Pazmep ynarxosru TUIEHOYHOH © 60.:311(0171 Pasmep svinyujennoti cepuu 26 030 YIIAK.
Tun ynaxoexu Bancrep 2 X 15 Cmpana-ursnopmep Poccus
Hamavemevena - 17062019

31.05.2022

Cneyughurayua JICP-000084-290507
Homep pecucmpayuonnozo voocmoeepenusn JICP-
000084
Henvrmaiiie | Pesyavmanint Hopaar |
Onwcanne SHEEEETTITE——— N
Onncanne
OTNHCaHHe COGTBETCTBYET Tabnerku npononrosarofi fopmu cpeTno-
HKEATONO NRETA, NOKPHITHIE IACHOYHOH
cobonoukoli ¢ puckoit Ha 0beHx cTopoHax.
Cpenuns macca TabETOX, NOKPLITLIX
meHouHoif obonoukoii 0,402r 0,380-0,420 r
OnHOPOOHOCTH A03UPOBAHKSA
10 CONEpHAHUID
| ONHOPOAHOCTE
| nOIApTAH Kanus COOTBETCTRYET IAV <150
| TMapoxmopoTHazHg COOTBETCTBYET AV <150
| NNoanuuHocts
lo3apTaH COOTBETCTBYET | Bpema yneprxupaHia 6CHOBHOTO NMKA Ha
| XpOMaTOTpasMme HCMLITYEMOTO PACTBOpa
JOJIAHO COBNAZATS € BPEMEHEM YACPKHBAHHKS
OCHOBHOIO MTHKA Ha XPOMATOTPAMME
CTAHNAPTHOrO pacTBOpa NO3apTala Kanua.
IHAPOXNOPOTHAINA COOTBETCTBYET Bpems yaepKuBaHHR OCHOBHOTO TIHKa Ha
XpOMaTOrpaMMe HEMILITYEMOTO PacTBOpPa
JOMKHO COBNARATE C BpemeueM y_uep)xnsanml
OCHOBHOT'C NHKa Ha XpOMAaToTpaMMe
PacTBOp FHAPOXTOPTHAIHIA
Kpacutens, sxoaswumii B cocTas 060M04KH
| THT2HA AHOKCHA COOTBETCTRYET COOTBETCTRME UBeTy 00pa3ua
Kpacurens, exonswmii B coctas obonouxn
XHHOIHHOBLI XKENToIH COOTBETCTBYET Bpems yaepxueanna ocHoeHoro nuka XJK Ha
XpOMaTOrpaMMe HCIBITYEMOTO PacTBOPS
| AOMKHO COBNANATh C BPEMEHEM YACPHIBAHNA
COOTBETCTRYIOLIETO MHKA HA XPOMATOTPaMME
XX craunapTHoro pacreopa. JonycTuMoe
OTKJIOHCHHE BPEMEHH YACPKHBAHNS
- : CPaBHHBAEMOTD NHKA COCTARNAET £ %6, |
KpacHTenb RyHUOBHI 4R (noHco 4R) COOTBETCTBYET Bpemsa yaepiHBaHHA OCHOBHOTO IIHKA NOHCO

Ymeepsicoeno omoenom konmponn
Kayecmea «3eHmuad, K.c.»

04-07-201%

SAxy6 Marycuk
Mloanuck/

Cramnna 1 13 3

4R Ha XpOMATOTPAMME HCHBITYEMOTO
pacTBopa AOMKHO COBNANATh C BPEMEHEM

| yAep:KMUBAHHS COOTBETCTBYIOLHETO MTHKA HA
XpomarorpamMme nokco 4R crannaprHoro
pacteopa. JIOMycTHMOE OTKAOHEHHE BPEMEHH
YAEpIKHBAHYA CPABHHUBACMOTO NHKA
cocTasnser £5 %,

ZGNTIVA !;‘;miﬁ“ ’
1137 HR

Pacneuarano: 04.7,2019



ZENTIVA

A SANOFI COMPANY
CepThdukaT ananuza cepun Ne 2463

Hassanue npodyxma Jlosan nimoc

Homep npodyxma  11009386_0050 Cepua LIMS HV 1408517
Homep cepuu 3200619 Obpasey HV 5135720
Hosuposra 50 MT; 12,5 MI Cepust LIMS MZT 1406198
Jexapcmeennan TabneTKH, NOKpbITHE
gropma nieHo4YHoit obonouxoli Obpasey MZP A2 S

30 TabneTok, MOKPLITHIX .
Pazmep ynaxosxu IEHOIHOH o Go:c?qxo W Pazsep suinyujennoii cepuu 26 030 YIIAK.

Tun ynawoaru Bincrep 2 X 15 Cmpana-umnopmep Poccnin

U naa
ootz 17062019
31.05.2022
CPOKaG 200HOCHIU
Creyugduxayua JICP-000084-290507
Homep pezucmpayuonnozo ydocmosepenusn JICP-
000084

PacTBOpeHUE
JlosapTaH kanua
% OT 3aABNEHHOTO KONMU4ECTBA Yepe3 30 Mun Tlepronwyeckuti Tect He menee 75 % (Q) uepes 30 munyT

TnapoxnopoTthasna
% OT 3aA1BICHHOTO KoMHYecTEa Yepes 30 Tepronwuecknit Tect He menee 75 % (Q) uepes 30 Munyr
MHH

PoacreenHbIe npuMecH

103apTaH
€AMHUYHLIE IPOAYKTEL Pa3NOKEHUs <0,05% He Gonee 0,2 %
(OBY 1,49, 1,65)
JAPYTHE €ARHHYHBIE WACHTHOHIHPOBAHHBIE <0,05% Re Gonee 0,2 %
NpHMeECH
obinee conepxkanue npHMeced <0,05 % He Sonee 0,5 %
TunpoxnopoTnasun

npunmeck B (npoaykT pasnosxenns ACB) <0,10% He Gonee 1,0 %
ZApPYTHE EAHHHYHBIE RACHTHOHLUMPOBAHHBIE 0.2% e Gonee 0,5 %

TIpHMECH
REHAEHTH(DHUMPOBAHHBIE COMHHUHbIE <0,10% He Honee 0,2 %
NPHMECH
obee conepxatne npuMeceit 0,2 % He Gonee 1,5 %

KonmsecTrennoe onpenenenye nosaprana 49,5 mr 47,5-52,5 mr
kanus B 1 Tabnerke, NoKpeITOl RReHOYHOl
obonouxoit

KonuvectsenHoe onpenencune 12,6 mr 11,9-13,1 mMr
ruapoxnopréaznaa s 1 tabnerke, nokpeirod
nnenoyHol obonoukoi
MHukpobuoaoryyeckan yucroTa

Muxpobionoruyeckas YACTOTA HEBOAHLIX
NeKapCTBEHHEIX NPENapaToB A MPHEMA
BHYTPB
ob1ee UHCNO KU3HECTOCOBHBIX A3pOGHEX ITeproapmeckuii Tect He Gonee 10° KOE/r
OpraHH3MOB
obliee HCTO APONOKEBSIX H ILTECHEBBIX TepHonmyeckuii Tect He Gonee 10° KOE/r
rpubon
oteyrersue Escherichia coli Tepnopmiecknii Tecr OTCYTCTBHEB I T

Ymeepoicdeno omdenom kxowmpons Sxy6 Marycux ZEeNTIVA | Gemuarea Yo/,

Kabenoshu 13
Kayecmea ((381’""”6“, K.Cc.» mo.nnHCL/ 37 HPLﬂ.I'B 10 :

Mexomynu
04-07-2019 Crannpa 2 n3 3 Pacneyarano: 04.7.2



LSNTIVA

A SANOF! COMPANY
CepTuduikar anannsa cepun Ne 2463

Haszeanue npodykma Jloszan naoc

Howmep npooyxma  11009386_0050 Cepun LIMS HV 1408517
Homep cepuu 32060619 Obpazey HV 5135720
Hosuposxa S0 MT; 12,5 MI' Cepus LIMS MZT 1406198
Hexapcmaennasn TabNETKH, NOKPRITLIE
Gopma nneHouHoH obonoukoi O 2 jeerss b
30 TabneToK, NOKPBITHIX .

Pazmep ynaxosxu TIEHOUHOH O6OTOUKOI Pasmep euinywennoil cepuu 26 030 YIIAK.
Tun ynaxosxu Bancrep2 X 15 Cmpana-umnopmep Pocena
gama npousgodcmeda 17.06.2019

ama ucmevenud 430 000

cpoxa 200HOCHU
Crneyuguxayua JICP-000084-290507

Homep pezucmpayuonnozo ydocmosepenus JICP-
000084

3AKJIIOYEHHE: CootsetcTRyeT TpeGoBaHIAM CrieHH(pHMKaLINL.

Hacrogwuy noareepiaato, YTO BCE CTANMH NPON3BOJICTEA ZAHHOH CEPHH TOTORONG NPOAYKTA NONHOCTHI COOTBETCTBYIOT
Tpeboranuam Hamnexaitefi nponzronctaentoit npaxtukyn (GMP) EC, a Taioxe (b npenenax EC) TpeGopannam, ykasaHHBIM B
PerncTpalHOHHOM YAOCTOBEPEHHH CTPAHEI-HMIIOPTEpA.

YTBEPXAEHO K BLITYCKY
Mecto npoH3BOACTBA H KOHTPONA KayecTBa:
«3eHTHBa K.C.» (oHuKANLHLI NpaBonpeeMHNK «3eHTHBA a.c.» ¢ 01.01.2008) Ten.: +420 267 241 111
¥ kabenossn 130, 102 37, Mpara 1¢, Joaun Mexonynw, Yemckas PecnyGiuxa Qake: +420 267 243 627

Jlnuewsna Ha nponssoacTeo Ne 25473/2/INS/98 (nocnensee usmenenne 107641/2018)
Ceprudukar GMP Ne coct. 105698/2014, 79633/2016, 22684/2017

VYmeepacoeno omoenom xonmpons Axy6 Marycux ZGNTIVA ;32121:33, &f-‘» /o
a OBHE () L2
Kavecmsq «3enmuaa, K.c.» Moonxce/ 37 Tpara 10 fighs

04-07-2019 Cranuna 3 n33 Pacneuarano: 04.7.



LZCNTIVA

Manufacturer batch certificate No. 2463

Name of product Lozap plus

Product number  11009386_ 0050 Batch LIMSHV 1408517
Batch number 3200619 Sample HV 5135720
Strength 50 MG; 12,5 MG
Dosage form film-coated tablets Batch LIMS MZP 1406198
Package size 30 tbl fim Sample MZP 5124243
Package type BLI2X 15 Released quantity 26030 PACKS
Manufacture date  17.06.2019 ) i . Russi
Expiry date 31.05.2022 mporting country  Russia
Specification LSR-D00084-290507
Marketing authorisation No. LSR-000084
Test Results Limits
Appereance
Appearance
appearance complies Light yellow, obleng film-coated tablets
scored on both sides.
Average mass of | film-coated tablet 0402¢ 0.380g100420g
Uniformity of dosage
units - content
uniformity
losartan potassium complies AV <15.0
hydrochlorothiazide 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.
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 ebtained with the
hydrachlorothiazide 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, ks. Jakub Matu§ik i 04 -07- 201

—
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Zentlive, ks,

U ksbelovay 130
102 37 Prahs 10

Deolil Mbcholupy

Print: 4.7.2019
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LZENTIVA

Manufacturer batch certificate No. 2463

Name of product Lozap plus

Product number  11009386_ 0050 Batch LIMS HV 1408517
Batch number 3200619 Sample HV 5135720
Strength 30 MG; 12,5 MG
Dosage form film-coated tablets Batch LIMS MZP 1406198
Package size 30 tbl fim Sample MZP 5124243
Package type BLIZX 15 Released quantity 26030 PACKS
Manyfacture date §7.06.2019 ); , p .
Expiry date 31.05.2022 mporting country  Russia
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
s0l. should corvespond to the RT of the
respective peak in the chromatogram
obtained with the P4R standard sol. The
acceplable deviation of the RT of the
compared peaks is 5%

Dissolution test

Losartan potassivm

% 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 0.2 %
{RRT 1.49, 1.65)
other known impuritics individually <0.05 % NMT 0.2 %
total impurities <0.05 % NMT0.5%
Hydrochlorothiazide
impurity B (degradation product ACB) <0,10 % NMT 1.0%
other known impurities individually 02% NMT 0.5%
unknown impurities individually <0.10 % NMT 0.2 %
total impurities 0.2% NMT L.5%
Assay of losartan potassium in | 49.5 mg 47.5mgto 52.5 mg
film-coated tablet
Assay of hydrochlorothiazide in | 12.6 mg 11.9mgio 13.1 mg

film-coated tablet

Micrabiological quality
Microbiological quality of non-aqueous

preparations for oral use

total viable aercbic 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 (1 g)

Si snitve, k.8,
Approved by QP Zenn'va, ks JakUb Mﬁthlk 0 [} '07' ng Z@E“!?g\{a ; ﬁkutt:lnvny 130

102 37 Prahe 30
Dolaf Mocliolupy

Page 2 of 3 Print: 4.7.2019




LENTIVA

Manufacturer batch certificate No. 2463

Name of product Lozap plus

Product number  11009386_ 0050 Batch LIMS HV 1408517
Batch number 3200619

Strength 50 MG; 12,5 MG ‘;"m‘;ﬂ‘fzs MZP figggg
Dosage form film-coated tablets alc

Package size 30 tbl flm Sample MZP 5124243
Package type BLI2X 15 Released quantity 26 030 PACKS
Manufacture date  17.06.2019 I » .
Expiry date 31.05.2022 mporting country  Russia
Specification LSR-000084-290507

Marketing authorisation No.  LSR-000084

CONCLUSION : Conformity with specification.

1 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)
U kabelovny 130, 102 37, Prague 10, Dolni Mecholupy, Czech Republic
Manufaciure Autorization Number :25473/2/INS/98 ( last change 352900/2018)
GMP Centificate No.sukls 254516/2017, 342333/2018, 352900/2018

Tel: 4420 267 241 111
Fax: +420 267 243 627

Zontlve, k.8,

U kahulovny 150
102 37 Froks 10

Delnt Mtcholigy

Jakub Matusik g, 7. e ZEMTIVA |
Print: - 4,7.2019 r.

i

Approved by OP Zentiva, k.s.
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