JEKJIAPAIINSA O COOTBETCTBHH

JE AHT, IPAHAMAIOIHI AEKJIAPAIIHIO O COOTBETCTBHHA

AQ "Canoghu Poccua”

Ceedehius o pezucmpayuu opzanusayuu: Mexcpaiionrnan uncnexyus Qedepanbioii Hano20680u ciyxcovr No 46 no
2. Mockse 01.01.2008, OT'PH 1027739079940, dama npuceoernus OT'PH 19.08.2002,

Adpect 125009, 2. Mockea, ya. Teepcxan, 0. 22. Tenegpor/daxc: 8 (495) 721-14-00/ 721-14-11

B nuyg: I'enepanvustii dupexmop Monoic O.A.

,ﬂoaepinnoe auyo. Cmenanog C.C., dosepennocmu 6/n om 01.12.2017

3ASIR/ISIET, YTO

nexapgmeennoe cpedcmeo: Jlozan Inioc, mabremsu noxpeimete nrenounot oborouxoit 50 me+ 12.5 m2 15 wm.,
ynaxaExu Avelikoavle kKoHmypHbe (2), nayku kapmonnvie, PY Ne JICP-000084 om 29.05.2007 (0ama 3amenw
15.08.2017) evidano AO "Canopu Poccunr”, cepus 3860419, napmus 26300 ynarxosox, zoden 0o 31.03.2022,
npous?odcmea 3enmuesa x.c., Yewcxan Pecnybnuxa, Zentiva k.s., U kabelovny 130, 102 37 Prague 10, Dolni
Mechqlupy, Czech Republic, oo OKII[2 21.20.10.142, koo TH B3 3004900002, xokmparxm Ne

25 0/4?0561 92/F-2 om 20.10.2010, uneotic Ne 9085336733 om 13.06.2019

COOTBETCTBYET TPEBOBAHHUAM

JICP-(00084-290507 (H[ 42-14443-06 uam. Ne 1-10}

JE AL A IIPUHATA HA OCHOBAHHA

npomakon ucnwmanuii Ne 17179 om 20.06.2019 HJT OO0 HL] "PAPMOEOPOHA", ammecmam
axxpegumanuu POCC RU.0001.21 DJI40, Cepmugpuxam POCC CZ.OMO8.C42465 om 20.06.2019

I!wﬂﬂ AEKJAPAIINM 20.06.2019

As-

AEKJ]. ALHHH M‘ﬁCTBHTEHI)HA A0 31.03.2022
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[Pirremes® CBEJIEHUSA O PET'HCTPAIIM

OPTAH IO CEPTHO®HKAIIAH, 3APETHCTPHPOBABIITAN JEKJAPAIIAIO
RA.RU. 11PM08 OPTAH IO CEPTHOUKALIHH IPONYKIIHH OBL[ECTBO C OI PAHHYEHHOH
OTBEVCTBEHHOCTBIO "OKPYXHOH IJEHTP KOHTPOJIT KAYECTBA",

adpec ppzaruzayuu: 115280, 2. Mockea, yn. Macmepxoea, 0. 4, sm. 5, nam. I, kom. 1, adpec opzana no
cepmutbukaz;uu 115280, POCCHA, zopod Mocksa, ya. Macmepxosa, 0. 4, am. 5., men.:(495)788-02-88, seb-

p’}{ Junenxo U.B.

noafrch PyxopoanTene OC




ZeNTIVA

A SANOFI COMPANY
CepTidukar anaansa cepun Ne 2041

Hazeanue npodyxma Jlozan nawoc

Hoxep npodykma  11009386_0050 Cepus LIMS HV 1402794
Hoasep cepuu 3860419 O6pazey HV 5107437
Hosuposra 50 MI; 12,5 MID Cepun LIMS MZT 1399331
Hexapcmeennas TaﬁJ'IBTKPI,vIIOl{prTLle Obpasey MZP 5089442
dopma nneHouHoH obonoykoit
30 tabneToK, NOKPLITHIX -

Pazyep ynaxosku IeHO4HOH ofonouKo Pazmep soinyuyennoit cepun 26 300 YTIAK.
Tun ynaxosxu baucrep 2 X 15 Cmpana-umnopmep Poccus
gamz Z,z:::ssodcmsa 30.04.2019

AMAa UCMENERUZ 31 03.2022
cpoxka zodHocmu
Creyughuxayus JNICP-000084-290507
Homep pezuempayuonnozo ydocmoeepenua JICP-
000084
Henvimanue Pesyromamet Hopmei
Onucanue

Onucanne

OnUcaHHe COOTBETCTRYET TabneTkn npoaonrosatol OpMEI CBETNO-

Cpennsas macca TabneTok, NOKpPLITLIX

nneHouHol obonoukoii 0,398 r 0,380-0420r

OnHOPOOHOCTL AO3HPOBAHHA
N0 COACPHAHHIO

WENTOTO LIBETA, MOKPHITHIE [MICHOYHOMH
obonoukoll ¢ pHckoi Ha 0Genx cTopoHax.

OJHOPORHOCTE
no3apTaH Kaaus COOTBETCTBYET AV = 150
THAPOXNOPOTHAIHA COOTBETCTBYET AV =150
MoanunuocTh
nozapTaH COOTBETCTBYET Bpems yacp:kuBaHHA OCHOBHOTO NMKA HA
XPOMATOrpaMMe HCILITYEMOro pacTsopa
JIOMKHO COBIIANATE C BPEMEHEM YAEPKUBAHUN
OCHOBHOTO NHKA HA XPOMAaTOrpaMMe
CTaHZApPTHOTO PACTBOPA JI03apPTaHA KANHA,
rBAPOXN0POTHAIMA COOTBETCTBYET Bpems yaepauBaHHa oCHOBHOTO NHKA HA

Kpacurens, Bxoastumii B coctas 06onouku

XpOMaTOrpamMe HCNLITYEMOro pacteopa
JIOMKHO COBIIANATE C BPEMEHEM YIepKHUBAHUN
OCHOBHOTO MHKA Ha XPOMaTOrpaMMe

PacTBOp FHAPOXAOPTHAZHAA

THTAHA IHOKCHI COOTRETCTRYET COOTBETCTBHE UBETY 0Opasua

Kpacurens, Bxonawnii 8 coctas 060/104kH

XHHONHHOBLIN KENTHIH COOTBETCTBYET Bpemsa yaepxupanus ocHoBHOTo nuka XK Ha

XPOMATOrpaMMe HCNBITYEMOro pacTeopa
ZIOJKHO COBIANATD C BPEMEHEM YACDIKHBAHUA
COOTBETCTBYIOUIErO MIKA HA XpoMaTorpamve
XX crangaprroro pacteopa. onycrumoe
OTK/IOHEHHE BPEMEHH YAEPKHBAHHS
CPaBHHBAEMOTO MiHKa cocTasnger +5 %.

Kpacutenb nyHuoslit 4R (noxco 4R) COOTBETCTBYET Bpems yaepkHBasna 0CHOBHOTO NUKa NIOHCO

4R Ha XpoMaTorpaMMe HCLITYEMOTO
pacTBopa NOMKHO COBNANATE ¢ BPEMEHEM
YAEPHHUBAHNWA COOTBETCTBYIOLIErD TIHKA Ha
XpomarorpamMme nouco 4R craHpaprHoro
pacteopa. JIomycTUMOE OTKIOHEHHE BPEMEHH
YEPIKUBAHHUA CPABHHBACMOTO IMHKA
cocTapnier +5 %.

Ymaepaucdeno omdenom xonmpons JNangka JIubyue ZENTIVA | Senmuea kes Y

Kkavecmaa «3enmuea, K.c.» Monanuce/

KaGenoswel 130 102
37 [para 10 JonsHa
Mexonyner

04-06-2019 Cranuna 1 w3 3 Pacnevarano: 4.6.2019




ZSNTIVA

A SANOF! COMPANY
CepTriuxar anaania cepun Ne 2041

Hazaanue npodyxma Josan nmoc

Hovmep npooykma  11009386_0050 Cepusn LIMS HV 1402794
Homep cepuu 3860419 Obpazey HV 5107437
Hosupoexa S50MT; 12,5 MIC Cepun LIMS MZT 1399331
Mexapcmaennasn TaﬁJICTKH,vI'IOKpblTI:Ie Obpasey MZP 5089442
dopma mneHo4uHo# obonoukoit
Pasuep ynaxosku ﬁ::gf:;;“&;gﬂ?:;?&x Pazmep suinyugennoii cepuu 26 300 YNNAK.
Tun ynaxosru baucrep2 X 15 Cmpana-umnopmep Poccus
a Npous
:ggza "i’me:e"”‘:;msa SUil
31.03.2022
cpoka 2o0Hocmu
Creyugpurayus JICP-000084-290507
Homep pezucmpanuonnozo ydocmoaepenus JICP-
000084
PacTBopenue
Jlozapran kanua
%o OT 3aABACHHOTO KOMHYECTRA Yepes 30 mun Tepuoanuecknii rect He menee 75 % (Q) 4epe3s 30 munyT
IMapoxnoporuasun
% OT 3aRBICHHOTO KOJIHYECTRA Yepes 30 TNepuoanuecknii Tect He menee 75 % (Q) uepes 30 muuyr
MHH
PoncreeHHble npHMecH
no3apTaH
COHHHYHEIE IPOAYKThI PAIOXKEHHUS < 0,05 % He Gonee 0,2 %
(OBY 1,49, 1,65)
ApyTie eAHHAMHLIE HACHTAGHUUUPOBAHHBIE <0,05 % ne Gonee 0,2 %
npuMecH
obiee corepxative npusecei < 0,05 % He 6oaee 0,5 %
'mapoxnopotHazua
npumech B (npoayxT pasnoxenns ACB) <0,10 % He Gonee 1,0 %
APYTHE EAUHHUHBIE HASHTHDHUHPOBAHHEIE 02% ne Gonee 0,5 %
APHMECH
HEWAEHTHOHUMPOBAHHEIE EAXHUYHbIE <0,10 % ue Gonee 0,2 %
mpUMECH
obutee coacpxaHue npUMecei 0,2% He Gonee 1,5 %
Konuuectsennoe onpeaenetine nozaprana 50,3 mr 47.5-52,5 mr
Kanua B | TabNETKE, NOKPLITOH MIEHOUHOH
oBonouKoit
Konu4ecteeHHoe onpenenexne 12,7 mr 11,9-13,1 mr
FUAPOXNOpTHa3KIa B | TabneTxe, NOXphITOH
nnenoyHolt obonoukof
MukpoBuonoryyeckas yHcToTa
MukpoBHonoruyeckan YMCTOTa HEBOAHBIX
NEKAPCTBEHHBIX MPEMAPATOB A NPHEMA
BHYTPb
ofiee YHCNO HHIHECTOCOGHBIX A3POOHBIX [Tepnoouueckuit Tect He Gonee 10° KOE/r
OPralH3IMOoB
ofllee YHCN0 APOROKEBEIX H MACCHEBbIX [Mepuonuveckuii Tect He Gonee 10* KOE/r
rpudos
orcytereue Escherichia coli [Tepnoguuecknii Tect OTCYTCTBHE B 1 T
Ymsepoicoerno omdenom xonmponn Jlanka JIubye ZGNTIVA | Senmeake» ¥
Kavecmea «3enmuea, K.c.» MMoanucs/ L dr L] (DT
37 lNpara 10 Jonkhu
Mexonynut

04-06-2019 Crannma 2 n3 3 Pacneuarano: 4.6.2019



ZeNTIVA

A SANOF! COMPANY
Ceprudukar anannza cepun Ne 2041

Haszsanue npodyxma Jozan nuoc

Homep npodykma  11009386_0050 Cepus LIMS HY

Hoxep cepuu 3860419 Obpazey HV

Hozuposxa 50 M 12,5 MIC Cepus LIMS MZT

Jlexapcmeennas TalneTKH, NOKPLIThIE

dopma mneHovHo# obonoukofi Gz T

Pazwep ynakoexu S ALl R Pazvep auinyujenroii cepuu
naeHo4Ho# obonoukoi

Tun ynaxoexu bnucrep 2 X 15 Cmpana-uvnopmep
Ronaniocacbms 30,401
31.03.2022
CpoKa zo0HoCMU
Creyuchuxayus JICP-000084-290507
Hoxep pezucmpayuonnozo ydocmoeepenusn JICP-
000084

1402794
5107437
1399331

5089442

26 300 YITAK.

Poccus

3AKJIIOYEHHE: CootBetcTayeT TpeboBaHHAM crieuMdHKaLIIH.

Hactonumym nontsepxaato, To Bee CTanuy NPOHIBOACTEA NAHHOA CEPHM TOTOBOTO NPOMIYKTA NOMHOCTBIO COOTBETCTRYIOT
TpeGosanuam Hannexkaweit nponasoacreentoii npaktuxu (GMP) EC, a tawe (B npenenax EC) Tpe6osanusm, yKa3aHHBIM B

PerucTpauvonHoM YI0CTOBEPEHHH CTPaHL-HMIOPTEpA,
YTBEPXIOEHO K BBINYCKY

MecTo Npou3BOACTBA H KOHTPOJIA KayecTsa:

«3eHTHBa K.C.» (OfMUHANEHBIA IpaBONpeeMHHK «3euTHBa a.c.» ¢ 01.01.2009)

Y kaGenomnnt 130, 102 37, Ipara 10, Jonus Mexonyne, Yemckan PecnyGnyka
JInuen3ns Ha mpoussoacTeo N 25473/2/INS/98 (nocneauee usmenenue 107641/2018)
Ceptuduxar GMP Ne coct. 105698/2014, 79633/2016, 22684/2017

Ymeaepowdeno omdenrom konmpons Jlanka Jiubyue ZENTIVA

Kavecmea «3enmusa, xk.c.» Moanuce/

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

| «3eHTHBA, K.C.» Y

Ka6enopHst 130 102
37 lpara 10 loneun
Mexonynw

04-06-2019 Crannua 3 u3 3 Pacneuatano: 4.6.2019




ZeNTIVA

Manufacturer batch certificate No. 2041

Name of product Lozap plus
Product number  11009386_ 0050

Batch LIMS HV 1402794
Batch number 3860419 Sample HV 5107437
Strength 50 MG; 12,5 MG
Dosage form film-coated tablets Batch LIMS MZP 1399331
Package size 30 tbl fim Sample MZP 5089442
‘:;‘-"“'ge WP“"d BL:)Z X15 Released quantity 26300 PACKS
/ e . ,
soyane 3 0aa0 Importing country  Russia
Specification LSR-000084-290507
Marketing autharisation No.  LSR-000084
Test Results Limits
Appereance
Appearance
appearance complies Light yellow, oblong fiilm-coated tablets
scored on both sides.
Average mass of 1 film-coated tablet 0.398 g 0380100420 ¢
Uniformity of dosage
units - content
uniformity
losartan potassium complies AV <150
hydrochlorothiazide complies AV<I150
[dentification
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 chromatagram 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

Approved by QP Zentiva, k.s. . /
Ing. Libuge Hladka

04 -06- 2019 Page 1 of 3

compared peak is 5%.
Zentlva, k.o,
U kshelovny 130

ZGNTIVA

o tes sy 80

Print: 4.6.2019
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ZSNTIVA

Manufacturer batch certificate No. 2041

Name of product Lozap plus
Product number  11009386_ 0050
Batch number 3860419

Strength 50 MG: 12,5 MG
Dosage form film-coated tablets
Package size 30 thl fim

Package type BLI2ZX 1S
Manufaciure date 30.04.2019

Expiry date 31.03.2022
Specification LSR-000084-290507
Marketing authorisation No.  LSR-000084

Batch LIMS HV 1402794
Sample HV 5107437

Batch LIMS MZP 1399331
Sample MZP 5089442
Released quantity 26300 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
tota! impurities
Hydrochlorothiazide
impurity B (degradation product ACB)
other known impurities individually
unknown impurities individually
total impurities
Assay of losartan potassium in |
film-coated tablet
Assay of hydrochlorothiazide in |
film-coated tablet
Microbiological quality
Microbiological quality of non-aqueous
preparations for oral use
total viable asrobic count
Total combined yeast / moulds count
Absence of Escherichia coli

complies

Periodical test

Periodical test

<0.05 %

<0.05 %
=(.05 %

<0.10 %%
0.2%

<0.10 %
0.2%

50.3mg

12.7 mg

Periodical test
Periodical test
Periodical test

The KT 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

9 mgto

NMT 10°C
NMT 10*C

compared peaks is £5%

NMT 02 %

NMT 0.2 %
NMT 0.5 %

NMT 1.0%
NMT 0.5 %
NMT 0.2 %
NMT 1.5%
47.5mgto 52.5mg

131mg

FU/g
FU/g

absence (1 g)

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

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

04 -06- 2019

Page2of3

Approved by QP Zentiva, k.s. / ZSNTIVA ;
Tng, Libule Hladka .

%:l S

Print Y4:42019 -

Zentiva, k.s.
U kabelowy 130
102 37 Prahs 10

upy



ZSNTIVA

Manufacturer batch certificate No. 2041

Name of product Lozap plus

Product number  11009386_ 0050 Batch LIMS HV 1402794

Batch number 3860419 Sample HV 5107437
Strength 50 MG; 12,5 MG

Dosage form film-coated tablets Batch LIMS MZP 1399331
Package size 30 tbl im Sample MZP 5089442
Package type BLIZX 15 Released quantity 26300 PACKS
Manufacture date  30.04.2019 ] i ! Russi

Expiry date 31.03.2022 mporting country  Russta

Specification LSR-000084-290507
Mavrketing authorisation No.  LSR-000084

CONCLUSION : Conformity with specification.

I hereby certify that ali 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 ( tast change 352900/2018)
GMP Certificate No.sukls 254516/2017, 342333/2018, 352900/2018

A d by QP Zentiva, k.s. / ZeNTIVA | zeotva v
pproved by QP Zenii Tng. Libuse Hladks e i’g,?;i’r::”;ﬂ'“

0 ll '06' 2019 Page 3 of 3
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