AEKJIAPAIIASA O COOTBETCTBUMA

AEKJAPAHT, IPHHUMAIOI{HAHA JEKJIAPAITHIO O COOTBETCTBHH

AO "Canogpu Poccua"

Ceedenun o pezucmpayuu opeanusayuu: Mexcpationnas uncnexyus edepanvioii nanoz06oti cayscbor Ne 46 no
2. Mocxee 01.01.2008, OF'PH 1027739079940, dama npucecenus OF'PH 19.08,2002.

Adpec: 125009, 2. Mocxea, yn. Teepcxan, 0. 22. Tenehon/paxc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanvrviii dupexmop Monac O.A,

Hosepennoe nuyo: Knoxoea 10.C., dosepennocmy 6/ om 01.12.2017

3AABJSAET, YTO

aexapcmeennoe cpedcmeo. Jlosan Ilntoc, mabremxu noxpeimele nieHounot oborouxoii 50 ma+ 12,5 mz 15 wm.,
ynaxoexu fueiixoesie kowmypruie (2), nauxu xapmonnsie, PV Ne JICP-000084 om 29.05.2007 (dama samenv
15.08.2017) evtdano AQ "Canoghu Poccur”, cepus 3700819, napmus 38435 ynaxoeox, zoden do 31.07.2022,
npoussoOcmea 3ermusa k.c., HYewckan Pecnybnuxa, Zentiva k.s., U kabelovny 130, 102 37 Prague 10, Dolni
Mecholupy, Czech Republic, koo OKITI[2 21.20.10.142, x0d TH B3] 3004900002, xoumpaxm Ne
250/40056192/F-2 om 20.10.2010, unsoiic Ne 9085348604 om 01.10.2019

COOTBETCTBYET TPEBOBAHUSM
JICP-000084-290507 (H[T 42-14443-06 wam. Ne 1-10)

JEKJIAPAITAS TIPHHATA HA OCHOBAHHHA
npomoxon ucnsimanuii Ne 29639 om 07.10.2019 HIT 000 HI] "PAPMOFOPOHA", ammecmam

awxpedumayuu POCC RU.0001.21 DJI40, Cepmughuxam POCC CZ.PM0O8.C50420 om 08.10.2019

Knoxosa I0.C.
O.H.0

CBEJEHMHSA O PETUCTPAIINIHN

OPT'AH ITO CEPTH®HKAIINMN, 3APETHCTPUPOBABIIHHA NEKJIAPAITHIO

RA.RU. 11OM08 OPIAH I1O CEPTHOHKAIIHH ITPORYKIHH OFI[ECTBO C OT PAHHYEHHOH
OTBETCTBEHHOCTBIQ "OKPY)XHOH ITEHTP KOHTPOJII KAYECTBA",

adpec opzanuzayuu: 115280, 2. Mockea, yn. Macmepxosa, 9. 4, sm. 5, nom. I, xom. 1, adpec opeana no
cepmucpuxayuu: 115280, POCCHA, 20pod Mocxea, yn. Macmeproea, 0. 4, sm. 5., men.:(495)788-02-88, eeb-
caiim: oyxx.pep.

AEKJAPAIIISL O COOTBETCTBHH 3APETHCTPHPOBAHA M POCC RU J-CZ.DM08.A.39474/19
JATAPETHEFPATIUN 08.10.2019

\ {
2] {jjh Hunerxo U.B.

Pyrorogurens OC




ZeNTIVA

A SANOF| COMPANY

Ceprudukar ananusa cepun Ne 3491

Hazsanue npodyxma Jlozan nmoc

Homep npodykma  11009386_0050 Cepun LIMS HV 1415537
Homep cepuu 3700819 Obpazey HV 5168325
Hozuposxa 50MTI; 12,5 MTI Cepun LIMS MZT 1414179
Jexapcmeennas TalNeTKH, MOKPEITLHIE Obpasey MZP 5162016
dopma neHoYHo#H obonoukoii

30 TabneTok, NOKPLITHIX .
Paszmep ynarkosku MEHOUHOH 06ONONKOM Pazmep seinyuennoti cepuu 38 435 YIIAK.
Tun ynaxoexu Banctep 2 X 15 Cmpana-umnopmep Poccus

Hama npouzecdcmea
Hama ucmeyenun
CPOKA Z00HOCMHU

27.08.2019
31.07.2022

Creyughurxayun JICP-000084-290507
Homep peaucmpayuonnozo ydocmosepenun JICP-
000084
Henwmanue Pespnsmamot Hopmet
Onucanne
Onucanue
onucaHue COOTBETCTBYET Tabnetku npoacarosarodi GopMel cBETIO-
HKeNTOrO LBETA, NOKPLITHIE TIAEHOUHON
0bono4kol ¢ puckoii Ha oBenx cropoHax.
Cpeanas Macca TabIeTOK, MOKPHTHIX
naeHoYHok obonoukoii 0403 r 0.380-0,420r
OnHOPOAHOCTE NO3HPOBAHKS
N0 COAEPKaHNI0
OJHOPOJAHOCTH
Jlo3apTaH Kanus COOTBETCTBYET AV <150
FHAPOXNOPOTHASH COOTBETCTBYET AV <150
IMoannuuocts
no3apTaH COOTBETCTBYET Bpems yaepxHBaHHS OCHOBHOrO MHMKA Ha
XpOMATOrpaMmMe MCMBITYEMOro pacTBopa
AGIKHO COBMANATH C BPEMEHEM YAEPIKHUBAHHSA
OCHOBHOI0 MHKA Ha XPOMATOTPAMME
CTAHQAPTHOTO PACTBOPA NO3APTAHA KATHA.
THOPOXNOPOTHAIMA COOTBETCTBYET Bpema yaepiuBaHus OCHOBHOIO MHKa Ha
XPOMaTOrpaMMe HCMBITYEMOro PACTROPA
BOMKHO COBNAINATE C BPEMEHEM YACP>XHMBAHHS
OCHOBHOIO [THKA Ha XpOMaTorpaMme
pacTBOp rHAPOXNOPTHA3MAA
Kpacurens, pxonsuuit B cocrae 060104KH
THTaHa THOKCHA COOTBETCTBYET COOTBETCTBHE LBETY 00pa3ua
Kpacurens, sxoaaumii 5 coctas o6onouxu
XHHOJWHOBEIH JKeNThIH COOTBETCTBYET Bpema ynepikuBanus ocopHoro nuka XK Ha
XpOMaTOrpaMMe HCRBITYEMOrO pacTROpa
JOJDKHO COBMALATE ¢ BpEMEHEM YAepHHBaAHHS
COOTBETCTBYIOLIETO MHKA HA XPOMATOrpaMMe
XX craunaprHoro pacteopa. JlonycTumoe
OTKJIOHEHHE BPEMEHH YACPKHBAHHA
CPaBHMBAEMOr0 MHKA COCTaBnAeT +5 %.
KpacHTeb nyHuoBsit 4R (monco 4R) COOTBETCTBYET Bpema ynep#uBaHHa 0CHOBHOTO TIHKA NOHCO
4R Ha XpoMaToTpaMMe HCTLITYeMOro
pacTBOpa A0MKHO COBNARATE C BpeMEHEM
| YAep:KMBaHHA COOTBETCTRYIOMIErO MMKA Ha
xpoMartorpamme noxco 4R crannapraoro
_\f pacTBopa. JlonycTHMOE OTKNOHEHHE BPEMEHH
YAEPHHBAHHA CPABHUBACMOrQ [TMKA
' | coctaBnger +5 %.

Ymeepoicoeno omdenom konmpons
Kauecmea «3enmuea, k.c.»

25-09-2019

«3eHTHBA, KC» Y

KabGenopust 130 102
! 37 [para 10 JonsHu
| Mexonynsi

Pacmeuwarano: 25.9,2019

Jlanka JTHGYReS
Mloanuc

ZeNTIVA

Crannna 1 m3 3




ZCNTIVA

A SANOFI COMPANY
Ceprudukar anaausza cepun Ne 3491
Hazeanue npodyxma Jlozan nikoc

Homep npodyxma  11009386_0050 Cepus LIMS HV 1415537
Homep cepuu 3700819 Ob6pazey HV 5168325
Hozuposxa 50 M 12,5 MI Cepus LIMS MZT 1414179
JSlexapcmeennasn TabRETKH, NOKPBIThIE O6pasey MZP 5162016
dopma IIeHO4HO# o6onoukoii

30 TabneToK, MOKPHITLIX
MeHouHok obonoukol
Tun ynaxoexu Bructep 2 X 15 Cmpana-umnopmep Poccua
Hama npouzsodcmea 27.08.2019

Hama ucmevenusn 31.07.2022
CpoKa zodHocmu

Creyughuxayus JICP-000084-290507

Homep pezucmpayuonnozo ydocmosepenus JICP-
000084

Pazvep ynaxosxu Pazmep svinyujennon cepuu 38 435 YIIAK.

Pacteopenne
JlezaptaH kanns
% OT 3aABNEHHOrO KOTHYeCTBa Yepes 30 MUK Tepuoauueckuii Tect He menee 75 % (Q) uepes 30 muuyt

l'uapoxnopotHasna
% OT 3aaBNEHHOrO KonHyecTea epes 30 [Mepuonnyeckuii Tect He menee 75 % (Q) uepes 30 MunyT
MHH

PoacTeenHble npumecn

fo3apTan
€AHHHYHLIE NPOAYKTEI pANoXKeHHs < 0,05 % He Gonee 0,2 %
(OBY 1,49, 1,65)
APYrHe ¢AHHHYHLIE HASHTHDHIMpPOBaHHbIE <005 % He 6onee 0,2 %
ApuMech
ofuiee conepskaHHe npuMeceii <0,05 % He 6onee 0,5 %
Muapoxnopornazun
npusecs B (npoaykr paiznoxenns ACB) <0,10 % te Sonee 1,0 %
ApyTHe eAHHHYHBIE HICHTHRHIHPOBARHBIC 03% He Bonee 0,5 %
OpUMECH
HEHAEHTHPHLHPOBAHHBIC CAHHHYHBIE <0,10 % ue Gonee 0,2 %
NpHMeEcH
obuiee coqepskatme npruMecei 0.3 % He Gonee 1.5 %
KonuyectsenHoe onpenencHne nosaprana 49,6 mr 475-52,5 mr
kA B 1 TabreTke, nokpoiTo# naeHoqHoM
obonoukoi
Konuuecteentoe onpeaenenne 12,2 mr 11,9-13,1 mr

rRApoXnopTHa3naa B 1 Tabnerke, NokpeiTol
nneroyHo#H obonoukoi
MukpoGHonoruyeckas uuctoTa

MuKpoGHOTOrHYECKAR YHCTOTA HEROAHBIX
JICKAPCTBEHHEIX NIPENAPATOR A0 TIpHeMa

BHYTpb
obuies MHCI0 XHIHECTIOCOBHLIX aIPOBHBIX TMepronmyeckuii Tect He Gonee 10° KOE/r
OPraHu3MoB
OBIlEE YHCTIO APOXOKEBEIX H TUTECHEBRIX Mepuoavueckwuii Tect ne Gonee 102 KOE/r
rpuGos
otcytcTaHe Escherichia coli [lepuonnyeckuii Tect oTcyTcTBHE B | T
Ymeaepowcdeno omdenos konmpons Jlanka JIubyume ZGNTIVA | «3euthea, ko Y
Kayecmea «3enmugd, K.c.» Mloanuce/ KaGenoeus 130 102
37 lpara 10 Jonenen
Mexonyne:

25-09-2019 Crannna 2 m3 3 Pacneuarano: 25.9.2019



ZENTIVA

A SANOFI COMPANY
Ceprudukar ananusa cepun Ne 3491

Hazsanue npodyxma Jlozan nimioc

Howmep npodyxma  11009386_0050 Cepus LIMS HV 1415537
Homep cepuu 3700819 Obpazey HV 5168325
Hozuposxa S50MI; 12,5 MI’ Cepus LIMS MZT 1414179
Hexapcmeennan TaONETKH, NOKPBITHIE
dopua mneHo4Holi obonoukoit e Sl

30 Tabnerok, NOKPLITBIX N
Pazmep ynarosxu [LTCHOYHOM oo (quo . Pasvep evinyujennoii cepuu 38 435 VIIAK.
Tun ynaxoaxu Bauctep 2 X 15 Cmpaua-umnopmep Poccus
o easeomms 1103201

31.07.2022

cpoka z00HoCmu
Creyugduxayus JICP-000084-290507

Homep pezucmpayuonnozo ydocmosepenus JICP-
000084

3AKJIIOYEHHME: CooTsercTByet TpeGoBanuam CHeLH(HKALMH.

Hacrosumm noaTsep:iciaio, uTo BCe CTAIMH MPOUIBOACTER AAHHOK CEPHH rOTOBOTO NPOAYKTA MONHOCTEIO COOTBETCTRYIOT
TpeGoannam Haanexauieit nponssoactaenHoii npakrrku (GMP) EC, a Taioke (8 npepenax EC) TpeGonanuaM, ykazaHHbIM B
PerucTpaunonnom yIocTosepeinu cTpaHl-uMnopTepa.

YTBEPXKJIEHO K BBI[TYCKY
MecTo nponsBoacTBa H KOHTPOIA KauecTea:
«3eHTHBA K.c.» (0 HuHanbHbi NpaBonpeeMHuK «3eHTHBA a.c.» ¢ 01.01 .2009) Ten.: +420 267 241 111
¥ kaberosnet 130, 102 37, Ipara 10, Honun Mexonynst, Yewckan PecnyBnnka Daxc: +420 267 243 627

Jluuensus na npouseoacreo Ne 25473/2/INS/98 (nocnexuee H3MeHeHe 107641/2018)
Ceprudukar GMP Ne cocT. 105698/2014, 7963372016, 22684/2017

Ymeepxcoeno omoenom xonmpons Jlanka JIuGywe ZeNTIVA
Kavecmea «3enmuea, k.c.» MTloanuce/

KaGenosHel 130 102
37 Ipara 10 Aoneun
| Mexonynet

25-09-2019 Crannua 3 nz 3 Pacneuarano: 25.9.2019




ZSNTIVA

Manufacturer batch certificate No. 3491

Name of product Lozap plus

Product number  11009386_ 0050 Batch LIMS HV 1415537

Batch number 3700819 Sample HV 5168325

Strength 50 MG; 12,5 MG

Dosage form film-coated tablets Batch LIMS MZP 1414179

Package size 30 tbl fim Sample MZP 5162016

::ckage ryped BLI2X 15 Released quantity 38435 PACKS
f 27.08.2019 ; i

Ex‘;’;:;{";age ate i) 2322 Importing country  Russia

Specification LSR-000084-290507

Marketing authorisation 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 0403 g 03802100420
Uniformity of dosage
units - content
uniformity
losartan potassium complies AV <150
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.
hydrochlorethiazide 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%.

s .

Z
Approved by QP Zentiva, k.s. 'ng. Libufe Hladks %/

25 "09" 2019 Page 1 of3




ZCSNTIVA

Manufacturer batch certificate No. 3491

Name of product Lozap plus

Product number 11009386_ 0050 Batch LIMS HV 1415537
Batch number 3700819 Sample HY 5168325
Strength 50 MG; 12,5 MG

Dosage form film-coated tablets Batch LIMS MZP 1414179
Package size 30 tbt fim Sample MZP 5162016
Package type BLI2X 15 Released quantity 38435 PACKS
Manyfacture date 27.08.2019 I ” ( Russi
Expiry date 31.07.2022 porting 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
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.
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 impurities individually <0.05 % NMT 0.2 %
total impurities <0.05% NMT 0.5 %
Hydrachlorothiazide
impurity B (degradation product ACB) <0.190 NMT 1.0 %
other known impurities individually 0.3% NMT 0.5 %
unknown impurities individually <0.10 % NMT 0.2 %
total impurities 03% NMT 1.5%
Assay of losartan potassium in | 49.6 mg 47.5mgto 525 mg
film-coated tablet
Assay of hydrochlorothiazide in | 122mg 11.9mgto 13.1 mg

film-coated tablet

Mierobiological quality
Microbiclogical 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)
/ ZEeNTIVA
Approved by QP Zentiva, k.s. :
fng. Libuie Hiadk4 : T
Page 2 of 3 Print:”
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ZSNTIVA

Manufacturer batch certificate No. 3491

Name of product Lozap plus

Product number  11009386_ 0050 Batch LIMS HV 1415537

Batch number 3700819 Sample HV 5168325
Strength 50 MG; 12,5 MG

Dosage form film-coated tablets Batch LIMS MZP 1414179
Package size 30 tbl fim Sample MZP 5162016
Package type BLI2X 15 Released quantity 38435 PACKS

Manufacture date 27.08.2019
Expiry date 31.07.2022
Specification LSR-000084-290507
Marketing anthorisation No.  LSR-000084

Importing country  Russia

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 EUJ 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.] .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

ZeNTIVA Zentivn, k.s h

?O;agnalgvr}‘y 130
] ] E 7 Praha 10
ng. Libule Hladk4 ) i Dolal Machohupy

Approved by QP Zentiva, k.s.
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