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| JAEKJIAPAIIAS O COOTBETCTBUHA

| IEKJIAPAHT, IPHHUMAIOWINYA NEKJIAPALIMIO O COOTBETCTBHH

| AO "Canogpu Poccus"

2. Mockee 01.01.2008, OF'PH 1027739079940, dama npucsoenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mockea, yn. Taepckasn, 0. 22, Teneghon/paxe: 8 (495) 721-14-00/721-14-11
B muye: Fenepanorviti onpernop Mownxe O.A.

Hosepennoe muyo: Cmenaros C.C., dosepennocmes 6/w om 01.12.2017

3ASIBJIAAET, YUTO

ynaxoexu suetikogsie Konmypusie (2), nauxu kapmonnoie, PY Ne JICP-000084 om 29.05.2007 (dama samenot
15.08.2017) ewdano AO "Carnoghu Poccus", cepus 3210919, napmus 25788 ynakosok, 200exn 00 31.08.2022,
npouszsodcmea 3enmuaa K.c., Yewcran Pecnybnuxa, Zentiva k.s., U kabelovny 130, 102 37 Prague 10, Dolni
Mecholupy, Czech Republic, kod OKIIL2 21.20.10.142, koo TH B3J] 3004900002, xoxmparm Ne
250/40056192/F-2 om 20.10.2010, uneotic Ne 9085352853 vm 07.11.2019

COOTBETCTBYET TPEEOBAHUSIM

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

HNEKNAPAILIUA TIPUHSITA HA OCHOBAHHH

npomoron ucnoimani Ne 34830 om 18.11.2019 Hi1 000 HL "®APMOBEOPOHA", ammecmam
axkkpedumayun POCC RU.0001.21®JI40, Cepmuchukam POCC CZ.PMO8.C54692 om 18.11.2019

it TS AEKNAPALIANA 18.11.2019
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Caedenun 0 pezucmpayutr opeanusayuu: Mescpationnasn uncnexyus Bedepanvroii Hanozoeol cayxcool Ne 46 no

Rexapemaennoe cpedcmeo: Jlozan Inoc, mabaemxu noxpotnvie naenounol obonovkot 50 M2+ 12.5 m2 15 wim.,

o (& e
CBEIEHMS O PETHCTPAITAM

OPTAH NO CEPTH®UKALUH, 3APETMCTPHPOBABIIHH JEKJAPALIHIO

RA.RU. 11 ®MO8 OPIAH 10 CEPTU®HKALIMH ITPONYKLHH OBLECTBO C OTPAHHYEHHOH
OTBETCTBEHHOCTbBIO "OKPY)KHOH LJEHTP KOHTPO/NA KAYECTBA",

adpec opeanuzayun. 115280, 2. Mockea, yn. Macmepkosa, 9. 4, am. 5, nom. I, kom. 1, adpec opzana no
cepmugpurxayuu: 115280, POCCHJ, 20pod Mockea, yn. Macmepxaaa 0. 4, am. 5., men.:(495)788-02-88, eetr-
caiim: oyxK.pgh.

AEKJAPALMSA O COOTBETCTBHH 3APETHCT PHPOBAHA M POCC RU A-CZ.®DM08.4.45135/19
HATA PETUCTPALUNM 18.11.2019
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ZESNTIVA

A SANOFI COMPANY
Cepraduxar anaausa cepuu Ne 4010

Haseanue npodykma Jlozan nawoc

Homep npodykma  11009386_0050 Cepus LIMS HV 1422075
Homep cepuu 3210919 Oépazey HV 5197024
Ao3upoaxa S50MI; 12,5 MID Cepus LIMS MZT 1419805
Slexapcmaennasn TaGneTkH, NOKPLITHIE
dhopma nneHo4HoM obonoukoit Obpasey MZF 5186346

30 TabneTok, MOKPHITLIX .
Pazmep ynaxosxu eHOUHOH 060NoKOH Pazvep avinyujennoli cepuu 25 788 YIIAK.
Tun ynaxoexu Brucrep 2 X 15 Cmpana-umnopmep Poccua
ome pocasocnss 000019

31.08.2022

cpoka 200HoCmU

Creyugpuxayus JICP-000084-290507
Homep pezucmpayuonnozo ydocmosepenus JICP-
000084
Henvimanue Pesynomamet Hopmue
Onucanue
Onwucanne
OTHCaHHE COOTBETCTBYET TabneTku npoaonroeatoi Gopmel ceeTnO-
HKENTOFD LIBETA, TIOKPBITHIE NNECHOYHOT
060n04koii ¢ puckoit Ha ofenx cToponax.
Cpeneas mMacca TaGReTok, NOKPLITHIX
nacHoynol oGonoukoit 0,400 0,380-0420 r
OaHOPORHOCTE A03UPOBAHKA
10 COASPKAHHIO
OJHOPOAHOCTh
NO3apTaH Kanus COOTBETCTBYET AV =150
THAPOXACPOTHAIH COOTBETCTBYET AV =150
MMonnunHOCT
f103apTaH COOTBETCTBYET Bpema ynep»HBaHUA OCHOBHOTO NHKa Ha
XPOMaTOIrPaMME UCTIBITYEMOrO PacTBOpa
JOJDKHO COBMNAAATE C BPEMEHEM YAEPHHBAHMA
OCHOBHOTO [TMKA Ha XpOMaTOrpaMMe
CTAHAAPTHOTC PACTBOPA N03aPTaHa KaHs,
THAPOXNOPOTHAZH COOTBETCTBYET Bpems ynepxHBaHHA OCHOBHOIO NHKa Ha
XPOMATOrpaMMe UCTILITYEMOrC PacTBopa
JIOJKHO COBNAAATE C BPEMEHEM YACPXHBAHMSA
OCHOBHOTO MHKA HA XPOMATOrpaMMe
PacTBOp rHAPOXNOPTHAIHAR
Kpacurens, Bxoaaumii B coctas ofonouku
THTaHA NHOKCHA COOTBETCTBYET COOTBETCTBHE UBETY 06Gpasua
Kpacurtens, sxonawmnit 8 coctas 060m04KkH
XHHONHHOBLIA KENThA COOTBETCTBYET Bpema ynepaxueaHus ocHoBuoro nuka XK Ha
XpOMaTOrpaMMe HCNBITYEMOrO PacTeopa
JI0JDKHO COBNAAATH C BPEMEHEM YACPHHBAHHA
COOTBETCTBYIOWEro NHKA Ha XPOMaTorpaMme
XOK cranpapthoro pacteopa, JonycTumoe
OTK/IOHCHHE BPEMEHH YACPKHBAHMA
CpaBHHBAEMOrO MHKA COCTaBRAeT +5 %,
KpacHTeNb NyRUOBLIH 4R (notico 4R) COOTBETCTBYET Bpema yaepKHBAHHA OCHOBHOTO [IHKA NOHCO
4R Ha XpoMaTorpaMMe HCMBITYEMOoro
pacTeopa ACMKHO COBNAAATH C BPEMEHEM
YIAEpKHBAHHA COOTBETCTRYIOLIETO MHKA Ha
XpomMarorpamme nouco 4R crannaptHoro
pacteopa, JonycTuMoe OTKNGHEHHE BPEMEHH
YIEPKUBAHHA CPABHHBAEMOrO IKKA
cocTasnser =5 %.

Ymsepocdeno omderom xonmpons
Kayecmea «3eHmuea, K.c.»

01-11-2019

EBa Marynskopa
fMoanucs/

Cranspa 1 n3 3

«3eHTHEA, K.C» Y
KaGenosuet 130 102
37 Ipara 10 Jonenu
Mexonynel

Pacneuatano: 01.11.2019

ZENTIVA




ZeNTIVA

A SANOF| COMPANY

Cepruduxar anaauza cepun Ne 4010

Hazeanue npodykma Jlozan nmoe

cpoxa 2odnocmu

Homep npodyxma  11009386_0050
Homep cepuu 3210919
Hozuposxa 50 MI; 12,5 MI
Sexapcmeaennan TabNeTKH, NOKPHITEIE
dopma nneHouHoi oGonoukoi
o ey 30 TabneTok, NOKPEITBIX
nneHouHoH obonoukoii
Tun ynaxosxu brnuctep 2 X 15
e ocscenss 300901
31.08.2022

Cepus LIMS HV

Obpazey HV

Cepua LIMS MZT
Obpazey MZP

Pazvep avinyujennoli cepuu

Cmpana-umnopmep

1422075
5197024
1419805

5186546

25 788 YHAK.

Poccua

JNozaprau kanus
% OT 3aABNCHHOTO KOMUYecTea Yepes 30 Mun

I'uapoxnoporHazug
%o OT 3aABNEHHOTO KONHYECTBA Yepes 30
MHH

PoxcreenHble MpHMecn

No3apTaH

€UHMYHBIE MPOLYKTE! PA3AOHKEHHS
(OBY 1,49, 1,65)

ApYrHE €AHHUYKEIE HACHTHDHUNPOBAHHBIE

npaMecH

ofluee conepxante npuMeceii
uapoxnopornazka

npumeck B (mpoayxt pasznoskenna ACB)
JpYrHe EANHHYHBIE HACHTHPHUMPOBAHHLIE
ApHMecH

HEHACHTHHUMPOBAHHEIEC EIMHUYHEIE
npuMecH

obiltee coaepxaHHe MpUMecen

KonuuecteenHoe onpeaenenne nosapraHa
Kanua B 1 TafneTke, NOKPBITON MIEHOYHO
obonouxoi

KonuuecteeHHoe onpenenenue
THApoxnopTHa3uaa B | TabneTke, nokpeITo#
nneHo4Hol 06onoukoii
Mukpobronornyeckas YHcToTa

MukpoGuonoruieckan SHCTOTA HEBOAHBIX
NleKapCTBEHHLIX IPENAPATOR 0719 HPHEMa
BHYTpPb
ofLiee YHCNO KUIHECTOCOGHBIX a3poBHBIX
OPraHHIMOB
ofluee HCI0 APOXKEBRIX H MIECHEBRIX
rpuGos
orcyrcraue Escherichia coli

Creyughurayun JICP-000084-290507
Homep peaucmpayuonnozo ydocmosepenun JICP-
000084

PacTeopeHue

MNepuonnyeckuit Tect

IMepronnyecknii Tect

<005 %

<005 %

< 0,05 %

<0,10 %
03%

< 0,10 %
03%
49,4 mr

12,5 mr

0 KOE/r
0 KOE/r

CootsercTByeT

He menee 75 % (Q) uepes 30 mumyt

He menee 75 % (Q) uepes 30 munyt

He Gonee 0,2 %

He Gonee 0,2 %

He bonee 0.5 %

He Gonee 1,0 %
He Gonee 0,5 %

He Gonee 0,2 %
ue 6onee 1,5 %
47,5-52,5 mr

11,9-13,1 Mr

e Gonee 10° KOE/r
e Gonee 102 KOE/r

OTCYTCTBHEB I T

Ymeepoacoeno omoenom konmpons
Kavecmea «3enmusa, K.C.»

01-11-2019

EBa Marynbkosa
Monnuce/

Ctanuua 2 u3 3

«3eHTHBA, K.C.o VY
KaGenoenu 130 102
37 lNpara 10 Jonsuu
Mexonynet

Pacmewarano: 01.11.2019

ZSNTIVA




ZENTIVA

A SANOF| COMPANY
CepTudunxar anannza cepuu Ne 4010

Hazsanue npodykma Jlozan nawe

Homep npodykma  11009386_0050 Cepus LIMS HV 1422075
Homep cepuu 3210919 OGpaszey HV 5197024
Hozupoaxa SO0MI; 12,5 MI Cepua LIMS MZT 1419805
Jexapcmeennan TalNeTKH, TOKPLITEIE Obpasey MZP 5186546
dopma nneHo4Yroi obonoukot

ig::gj:;;ﬁgg:f:::&x Paznep gotnyugennoii cepun 25788 YIIAK.
Tun ynarxosxu Bnncrep 2 X 15 Cmpana-umnopmep Poccus
e powarocna? 300001

31.08.2022
cpoka 200HOCHH
Creyugpuxayus JICP-000084-290507
Homep pezucmpayuonnoeo ydocmoseperun JICP-
000084

Pazmep ynaxosku

3AKNKOYEHHE: CooteetcTyer TpeGoBaRHAM CielMdHKaLHN,

Hactosuwmm noatsepxzaaio, uto Bee CTAIMH MPOMIBOACTBA AAHHOH CEPHH TOTOBOrO NPOLYKTA NONHOCTHIO COOTBETCTBYIOT
Tpeboanuam Haanexkawe# nponssoncreennoli npaxruku (GMP) EC, a Takke (8 npenenax EC) TpeGOBAHKUAM, YKA3AHHBIM B
PerncTpaunouiom yI0CTOBEPEHHN CTPAHLI-HMIOPTEpA.

YTBEPXJIEHO K BBIIIYCKY
MecTo NpoH3BOACTBA U KOHTPO/A KauecTea:
«3enTHBa k.C.» {oMuWANLHbIL npasonpeeMHnk «3eHTHBA a.c.» ¢ 01.01.2009) Ten.: +420267 241 111
Y xaGenoeun 130, 102 37, Tpara 10, lonxs Mexonynsi, Yemcxkas Pecnytnuka dakc: +420 267 243 627

Jluuenand na npoussoacreo Ne 25473/2/INS/98 (nocnennee uamenenue 107641/2018)
Ceprudurxatr GMP Ne coct. 105698/2014, 79633/2016, 22684/2017

Ymeaepaucoeno omdenom kormpona Ega MatynbkoBa ZENTIVA
Kavecmaa «3enmusa, k.c.» Mopnucey/

«JeHTHBA, K.Cr ¥V
KaGenoshet 130 102
! 37 Ipara 10 Joneku
Mexonynsi

01-11-2019 Cranina 3 u3 3 Pacneuatano: 01.11.2019




ZSNTIVA

Manufacturer batch certificate No. 4010

Name of product Lozap plus
Product number 11009386_ 0050 Batch LIMS HV 1422075
Batch number 3210919 Samp le HV 5197024
Strength 50 MG; 12,5 MG
Dosage form film-coated tablets Batch LIMS MZP 1419805
Package size 30 tbl fim Sample MZP 5186546
::ﬁiafe fyped BLI2ZX 15 Released quantity 25788 PACKS
anufacture date  30.09.2019 : .
Expiry date 31.08.2022 Importing country  Russia
Specification 1.5R-000084-290507
Marketing authorisation No. LSR-000084
Test Resulis Limits
| Appereance '
Appearance
appearance complies Lig:letd yelk:,\z.t :b!:ng film-coated tablets
scored on sides.
Average mass of | film-coated tablet 0.400g 0.380gt0o0420¢g
Uniformity of dosage
units - content
uniformity
losartan potassium complies AV <150
hydrochlorothiazide complies AV<i50
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 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.s.

Mer Eva Matoulkows
01 -1- 201

Page 1 of 3
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Print: 1.11.2019



ZSNTIVA

Manufacturer batch certificate No. 4010

Name of product Yozap plus

Product number  11009386_ 0050 Batch LIMS HV 1422075

Batch number 3210919 Sample HV 5197024

Strength 50 MG; 12,5 MG

Dosage form filin-coated tablets Batch LIMS MZP 1419805

Package size 30 tbl fim Sample MZP 5186546

:;ck'f;e D’Ped ?;J : 2":] 1 ; Released quantity 25788 PACKS
nitfacti 4 .0 1 . .

Ex‘; it da:: ¢ dole S Uoihos Importing country  Russia

Specification LSR-000084-290507

Marketing awthorisation No. LSR-000084

ponceau 4K complies ~ The R1 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
accepteble deviation of the RT of the
compared peaks is +5%
Dissolution test
Losartan potassium
% of declated 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,
Parity 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 % NMT0.5%
Hydrochlorothiazide
impurity B (degradation product ACB) <0.10% NMT 1.0 %
other known impurities individually 03% NMT 0.5 %
unknown impurities individually <0.10% NMT 0.2 %
total impurities 0.3% NMT 1.5%
Assay of losartan potassium in 1 49.4 mg 47.5mgto 52.5 mg
film-coated tablet
Assay of hydrochlorothiazide in 1 12.5 mg 1E9mgto 13.1 mg
film-coated tablet
Microbiological quality
Microbiological quality of non-aqueous
preparations for oral use
total viable aerobic count 0CFU/g NMT 0’ CFU/g
Total combined yeast / moulds count 0CFU/g NMT 10° CFU/g
Absence of Escherichia coli complies absence (1 g)
LONTIVA™T Zomva,
Approved by QP Zentiva, k.s. Mgr Eva Matoulkays ~ i 102w 5}"%}?
01 -1- 209 T B

Page 2 of 3 Print: 1.11.2019




ZCSNTIVA

Manufacturer batch certificate No. 4010

Name of product Lozap plus
Product number  11009386_ 0050
Batch number 3210919

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

Package type BLI2X 15
Manufacture date  30.09,2019

Expiry date 31.08.2022
Specification LSR-000084-290507

Marketing authorisation No.  LSR-000084

Batch LIMS HY
Sample HV

Batch LIMS MZP
Sample MZP
Released quantity
Importing country

1422075
5197024
1419805
5186546
25788 PACKS
Russia

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

Authorisation(s) of the destination country/countries.

APPROVED FOR RELEASE

Manufacturing and quality contro! 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
Manufacture Autorization Number :25473/2/INS/98 ( last change 352900/2018)

GMP Certificate No.sukls 254516/2017, 342333/2018

Approved by QP Zentiva, ks. wg. tva Matonlkows
01-11- 209

» 352900/2018

yra
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ZGNTIVA ; Zentiva, k.9,

U kabulavny 130

{10237 Prghe 10

'--..__“ l [+ M2.nobu,y
g

Tel: +420 267 241 1 1)

[when within the EU] with the requirements of the Marketing

Fax: +420 267 243 627

‘e an

Print: 1.11.2019



