JTEKJAPAIIAA O COOTBETCTBHHA

JEKJAPAHT, MPUHAMAIOHIHH JEKJTAPAITAIO O COOTBETCTBHH

AOQ "Canoghu Poccun"”
Ceedernus o pezucmpayuu opeanusayuu; Mexcpailonnan uncnexyus Qedepanshoil narozoeod cayichs Ne 46 no

2. Mocree 01.01.2008, OT'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

Adpec: 125009, &. Mocxsa, ya. Teepcxan, 0. 22. Tenegpon/parc: 8 (495) 721-14-00/721-14-11
B nuye: Fenepanvuwiti dupexmop Mousie O.A.

Hoaepennoe auyo,; Knoxoea }0.C., dosepennocns 6/ om 01.12.2017

3ASIBJISIET, UTO
nexapcmeennoe cpedcmeo: Josan Ilnioc, mabremxu noxpoimole nieHounod obonoyxoti 50 mz+ 12.5 me 15 wim.,

Ynaxoexu sueiikogsie konmypHuie (2), navku xapmonneie, PY Ne JICP-000084 om 29.05,2007 (dama 3amenv
15.08.2017) avidarno AO "Canogru Poccus", cepun 3090918, napmusa 26515 ynaxoeox, zo0en do 31.08.2021,
npouseodcmea 3enmusa k.c., Qeuwscxan Pecnybauxa, Zentiva k.s., U kabelovny 130, 102 37 Prague 10, Dolni
Mecholupy, Czech Republic, xo0 OKIIZ[2 21.20.10.142, koo TH B3 3004900002, xonmpaxm Ne
250/40056192/F-2 om 20.10.2010, uneoiic Ne 9085315219 om 28.11.2018

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

JEKJAPATIFAI IPHHSATA HA OCHOBAHBRH
npomoxon ucneimaruii Ne 36530 om 07.12.2018 H/T O00 HL] "®APMOBEOPOHA", ammecmam

axxpedumayun POCC RU.0001.21DJ140, Cepmugpuxam POCC CZ.OM08.C29445 om 10.12.2018

Knoxora H0.C.
d.N.0

TT‘m-'m'!

CBEJIEHMUS O PET'MCTPAIINA

OPT'AH IO CEPTHOHUKAIMH, 3APETACTPHPOBABINWIA NEKJTAPAIIAIO

RA.RU.11®OM08 OPTAH O CEPTHOHKAILIHH ITPOAYKILHH OBL{ECTBO C O PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)XHOH I[JEHTP KOHTPOJIA KAYECTBA",

adpec opzanusayun. 115280, 2 Mockea, yr. Macmepxoea, 0. 4, sm. 5, nom. 1, kom. 1, adpec opzara no
cepmugpuxayuu. 115280, POCCHA, 20pod Mockea, yn. Macmeprosa, 0. 4, am. 5., men.:(495)788-02-88, eeb-
caiim: oykx.pa.

JEKJIAPAITAS O COOTBETCTBHH 3APETUCTPHPOBAHA M POCC RU J-CZ.dM08.4.09618/18

PAITVIM 10.12.2018

¢ (@Jj\ Hunenxo K.b.
L of"’? ar s y nomhuts Pyxosomutens OC
fkfk(g;rriztd);tfcatézfu’r§' ;
/%)\“‘\’{"N’ 2r2tﬁﬂ ".




Z@NTIVA

A SANOF! COMPANY
Ceprudurar ananmu3sa cepuu Ne 4513

Hassawue npodykma Jlozan nmwoc

CpoKa 200HOCHIY

Homep apooykma 11609388_0002 Cepust LIMS HV
Homep cepuu 3690918 Obpasey HV
Hozuposka S0MIC; 12,5 MD Cepust LIMS MZT
Hexapemsennan TabneTky, TIOKpBITEIE Obpasey MZP
dopma naeroyHoi obonoukoi
Pazwep ynaxoaxu 30 TaGAeTOK, NOKpHITEIX Pazuep suinyuyennol cepuy
) naenoyHoi 06ono4Koi i
Tun ynaxoeru bauncrep 2 X 15 Cmpana-usnopmep
Aamanpmseoest 3500201
31.08.2021

1371759
4954484
1375192

4950545

26 515 YIIAK,

Poccus

Odobpeno creyuaricmom omdera KoHmpoas kavecmesa «3enmusa k. ¢.» Jlaaka JInOywe

Crpanuua 1 13 3

Creyughuxayus JICP-000084-290507
Homep pezucmpayuonnozo yoocmosepenua JICP-
000084
Henotmanue Pesyasmamst Hopmunt
Onucaune
Onucanne
OITUCAHIE COOTBETCTBYET 1a0:1eTK1 NIPONONTOBATOH GOPMBL CBETNO-
JENTOTO LBETA, MOKPLITLIE ATCHOUHOM
0060104 KOH
Cpeanns macca TabRETOK, MOKPHITHIX
f11eHOMHON 0007104KOH 0,402r ¢ puckoit Ha ofeux croponax. 0,380-0420r
OAHOPOAHOCTE TO3HPOBAHKS
IO COREPHAHMIO
OJIHOPOAROCTE
N03aPTaH Kaaus COOTBETCTBYET AV <150
FHAPOXIOPOTHAIHE COOTBETCTBYET AV <150
HNoaauuHocts
JE03apTaH COOTBETCTRYET Bpess yaepxusanms 0CHOBHOIO [THKA Ha
XPOMaTOFpaMME HCNBITYEMOTO PactTROpa
JOIIACHO COBNANATE C BPEMEHEM YIePAUBAHUS
OCHOBHOTO NIMKA Ha XpOMaTorpaMme
CTAHAAPTHOFO PACTBOPA N03aPTaHa KATHS.
THAPOXNOPOTHAZNI COOTBETCTBYET Bpems yaepxHUBaHHA QCHOBHOIO NMKA Ha
XPOMATOrpaMMe HCHLITYEMOTO PACTBOPA
JOJBKHO COBNANATH © BPEMEHEM YASPKHBAHUS
OCHOBHOI'O [HK& Ha XPOMATOIPaMMe
PacTBOp THAPOXIOPTHA3HAS
Kpacurens, Bxoasuiui B coctas 060R0YKY
THTAHA JHOKCHI COOTRETCTRYET coOTBETCTBME UBETY 00pasua
KpacuTens, BXOJsiUKIE B cOCTaB 000I0YKH
XUHOIMHOBLIH HeNTHIH COOTRETCTRYST Bpems ynepsuBanus ocrosroro nuka XK na
XPOMATOTPAMMeE HCTIHITYEMOTO PacTBOpa
IOMKHO COBNARATH € BPEMESHEM YACPHHBAHMA
COOTBETCTRYIOIENO THAKA HA XPOMATOTpaMMe
XK cranaaptroroe pacreopa. Joaycrumoe
OTKROHEHHE BPEMEHH YIACPKHBAHKA
CPABHHBAEMOTO NTHKA COCTABARET =3 %6,
kpacutens mynuossii 4R (nouco 4R) COOTBETCTRYET Bpems yrepaxuBadng 0CHOBHOTO MHKa NIOHCO
4R Ha XpOMaTOrpaMME MCTIBITYEMOro
pacTBoOpa AONKHO COBIALATH C BpEMEHEM
YIRepKUBaHUA COOTBETCTRYIOIIETO NHKA Ha
xpomarorpamme nouco 4R craspapraocro
pacTBopa. JlonycTUMOe OTKIIOHEHHE BPEMEHH
YACPKHUBAHNA CPABHHBIEMOTO NHKA
cocrasnaer =5 %.
Pacteopenne
Hozapral Kaaus

21.11.2018

Jata nevartn: 21.11,2018




ZEeNTIVA

A SANOFI COMPANY

Ceprudurat aHaanza cepan Ne 4513

Haseanue npodykma Jlozan minoe

cpoxa 200HOCHU
Creyuguxayus

000084

JICP-600084-290507
Howmep pecucmpayuonnozo yoocmogepenus JICP-

Homep npooykma  11009388_0002 Cepusn LIMS HY 1371759
Homep cepuu 3090918 Obpasey HV 4954484
Hosuposka 50 M 12,5 MFP Cepus LIMS MZT 1375192
Hexapemeennas Taﬁ.ﬂeTKH,ul'IOKpblTble 3 Obpasey MZP 4050545
dopma nieHouHOH obonouKoi

30 rabneroK, NOKPHITEIX y
Pasmep ynaxosxu ICHOHOMN OBOI0UKOT Pasmep eninmyujenHol cepuu 26 515 YIIAK.
Tun ynarosxy Bnucrep 2 X 15 Cmpana-umnopmep Poccus
damanpaaroens 5.0 01

31.08.2021

%6 OT 3aABJICHHOTO KOJIHAeCTRa Yepes 30 MuH

FuapoxsopoTHazsn
% OT 3a8BIEHHOTO KOIHUeCTRA 4epes 30
MHH

Poncraestbie NpUMecH

J03apTan
CAMHHYHBIC TPOAYKThHE PA3NONKEHHS
(OBY 1,49, 1,65)
ApYTHE eANHHMBLIE MAEHTHHIHPOBAHKbIE
npuMecH
obImee colepKaHne puMece
Fuapoxaoporuasug

npuMecs B (npoayxr paznoxenns ACB)
JAPYTHE CAUHUUYHBE WICHTHHHUKPOBANHDIE
npUMecH

HEHACHTU(GHUMPOBAHHBIE EAHHHYHbIC
ApHMECH

ofuiee conepakie npuMeceH

KoMyecTBeHHOE ORPEeicHHE N03apTaHa
kanus B 1 Tabaerke, MOKphITOH rulenoMHOH
oGonoykoit

KomuectBeHHOE ONIPEAENEHHE
ruapoxiaoprrasiia B 1 Tabnerke, NOKpuITOH
MACHOUKHOR 000I09KOH
MuxpoGHoIorHYecKas 1HCTOT2

MukpoOHonoruueckas YHCTOTA HCROIHBIX
AEKAPCTEEHHBIX MPENAPATOR A8 NIpHeMa
BHYTPL
obniee YHC0 KUIHECNOCOOHBIX A3pOGHBIX
OpraHH3MOB
obilee YHCI0 APOAOKEBRIX W 111ECHEBLEX
rpubos
orcyrereue Escherichia coli

Tleproanyeckas npoBepxa

[tepronnyeckas nposepxa

< 0,05 %

< 0,05 %

<(0,05%

<0,10%
0.2 %

<0,10%
02%
409 M1

12,3 mr

[Tepuoaryeckas nposepka
Ieproauyeckas nposepra

Tleproauyeckas nposepxa

He menee 75 % (Q) vepes 30 MuHyT

He menee 75 % (Q) vepes 30 MuHyT

He Gonec 0.2 %

He Oonee (0,2 %

ne Sonee 0,5 %

e donee 1.0 %
ne Goaee 0,5 %

ne donee 0,2 %
ne Gonee 1,5 %

47,5-52,5 mr

159131 mr

He Gonee 10 KOE/r

He Gonee 107 KOE/r

OTCYTCTBHE B 1 T

SAKJIKOUEHHE:

Odobpeno cheyuanucmom omoeid KOHIMPOIA Kaueched « 3eHMUea K. ¢.» JNagka JInbyue

CooTBeTcTBYET TPeOORAHMAM CIICLH(HKALINN.

Crpanuna 2 u3 3

21.11.2018

Hara neuatu: 21.11.2018




ZENTIVA

A SANOFI COMPANY
Ceprudurar anaansa cepun Ne 4513

Hazsanue npodykma Jlozan niloc

Homep npodyxma 11009388_0002 Cepus LIMS HV 1371759
Howmep cepuu 3090918 Obpazey HV 4954484
Hozuposka S0 MI5; 12,5 MIU Cepusn LIMS MZT 1375192
Hexapemeennas TabneTKH, TIOKpBITEIE O6pasey MZP 4950545
hopma NIeHoYHO# 000nouKoH
Pasmep ynaxosku 30 TaGRET?K, NOKPBITBIX Pazsep sulnymeHnon cepiu 26 515 YIIAK.
AJIeHO4HOIt 0600u KO
Tun ynaxosxu Baucrep 2 X 15 Cmipaua-umnopmep Poccus
Hamapoaotenss 3500201
31.08.2021

CpOKa ZOOHOCHIN

Creyughurayus JICP-000084-290507
Homep pesucmpayuonnozo yoocmosgepenus J1CP-
000084

Hacroammm NeATBSpKAALO, YTO BCS CTAINH NPOHIBOACTEA JIAKHOH CEPHH MOTOBOTO NPOIYKTA MONHOCTEIO COOTBETCTRYIOT
TpeboBanmsm Hannexane npoussogetseHnol npaktkn (GMP) EC, a tarore (B npeienax EC) rpebosaHHaAM, yKa3aHHBIM B

PervcTpaliuoHHOM YAOCTOBEPEHAM CYPaHb-UMIOpTEpa.
YTBEPXKJIEHO K BLIHTYCKY

MecTo NPOH3BOACTBA H KOHTROJLR KaueCcTBa.

«3eHTHBAE K.C.» {odHLHanLHEI npaBonpeeMyHK «3exTHBa a.c.» ¢ 01.01.2009) Ten.: +420 267 241 111
Y kabenosum 130, 102 37, Ipara 10, Jomu Mexonynsl, Yewckan Pecnydiinka ®akc: +420 267 243 627
JNuieHsus ra npoussoactso Ne 25473/2/INS/98 (nocnenHee namenenne 282125/2018)

Cepruduxar GMP Ne coer. 105698/2014, 79633/2016, 22684/2017

Od06peno cneyuanucnom omoena Kowmpos kayecmea « 3enmuga x. c.» Jlagka Jinbyie 21.11.2018

Crpanuna 3 u3 3 Hara newarn: 21.11.2018



ZSNTIVA

Manufacturer batch certificate No. 4513

Name of product Lozap plus

Product number  11009386_ 0002

Baich number 3090918

Strength 50 MG; 12,5 MG
Dosage form film-coated tablets
Package size 30 tbi flm

Package type BLIZX 15
Manufacture date  25.09.2018

Expiry date 31.08.2021
Specification LSR-000084-290507

Marketing awthorisation No.  LSR-000084

Batch LIMS HV 1371759
Sample HY 4954484
Batch LIMS MZP 1370962
Sample MZP 4950545
Released quantity 26515 PACKS

Importing country  Russia

Limits

Test Resulis
Appereance
Appearance
appearance complies
Average mass of | film-coated tablet 0402 ¢
Uniformity of dosage
units - content
uniformity
losartan potassium complies
hydrochlorothiazide complies
Identification
losartan complies
hydrochlorothiazide complies
Colorant in coating layer
titanium dioxide complies
Colorant in coating layer
quineline yellow complies

Light yellow, oblong film-coated 1ablets
scored on both sides.
0.380pt00420p

AV =150
AV=150

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,
The retention time of the principal peak
in the chromatogram obtained with the
test solution shouid correspond to the
retention time of the principal peak in
the chromatogram obtained with the
hydrochlorothiazide standard solution.

concordance sample colour

The RT of the principal peak of QY in
the chromatogram obtained with the test
sol. should correspond ¢o the RT of the
tespective 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, Libufe Hladks %

21 -4- 2018

r/

Page 1 of 3

rnhn, e,

U kageloviyy 120
102 8% Frohe 16
Dolnf Macholupy

Privit:  21.11.2018

LGN LA

S,

-]




ZENTIVA

Manufacturer batch certificate No. 4513

Name of product Lozap plus

Product number  11009386_ 0002 Batch LIMS HV 1371759

Batch number 3090918 Sample HV 4954484
Strength 50 MG; 12,5 MG

Dosage form film-coated tablets Batch LIMS MZP 1370962
Package size 30 tbl fim Sample MZP 4950545
Package type BLIZ X 15 Released quantity 26515 PACKS
Manufacture date 25.09.2018 I /i I Russi

Expiry date 31.08.2021 mporling country ussia
Specification LSR-000084-290507

Marketing authorisation No.  LSR-000084

poneeau 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 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 Mot less than 75 % (Q) at 3¢ 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%
Hydrachlorothiazide
impurity B {degradation product ACB) <0.10 % NMT 1.0 %
other known impurities individually 0.2 % NMT 0.5 %
unknown impurities individually <0.10 % NMT 0.2 %
total impurities 02% NMT 1.5 %
Assay of losartan potassium in 1 49.9 mg 47.5mgto 52.5 mg
film-coated tablet
Assay of hydrochiorothiazide in 1 123 mg 11.9mgto 13.1 mg

film-coated tablet
Microbiological 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 10* CFU/g
Absence of Escherichia coli Periodical {est absence (1 g)
i o fa D st g,
. .;..!'O)Aii'ffﬂ*\ P U kebelavay 12
Approved by QP Zentiva, k.s. / ) Ao A
"ng. Libusie Hladks an, § Dol Meohokiy
i )

Page 2 of 3 Print: 21.11.2018
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ZENTIVA

Manufacturer batch certificate No. 4513

Name of product Lozap plus

Product number  11009386_ 0002 Batch LIMS HV 1371759
Batch number 3090918 Sample HV 4954484
Strength 50 MG; 12,5 MG

Dosage form film-coated tablets Batch LIMS MZP 1370962
Package size 30 tbl fim Sample MZP 4950545
Package type BLI2X I5 Released quantity 26515 PACKS
Manufacture date 25092018 I ti y Russi
Expiry date 311082021 mporting couniry ussia
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. (Jegal successor of Zentiva a.s. as of 1.1.2009)

U kabelovny 130, 102 37, Prague 10, Dolni Mecholupy, Czech Republic
Manufacture Autorization Number :25473/2/INS/98 ( tast change 282125/2018)

GMP Cenificate No.sukls 105698/2014, 79633/2016, 22684/2017

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

FENTVA | TR
Approved by QP Zentiva, k.s. LGN ‘;‘ﬁﬂ’aﬂé’:?&;;
Ing. Libufe Hladks : e ¢

Page3of 3 Print: 21.11.2018
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