JEKJIAPAITHSI O COOTBETCTBUH

AEKJIAPAHT, IPHHEMAFONIUN JEKJIAPAIIUIO O COOTBETCTBUH

AQ "Canoghu Poccus”

Ceedenus o pezucmpayuu opzanusayuu: Mescpationnan urcnexyw Qedepanbroii Hanozoeod cayoichel Ne 46 no
2. Mockse 01.01.2008, OT'PH 1027739079940, dama npucecenus ONPH 19.08.2002.

Aopec: 125009, 2. Mockaa, yn. Teepckan, 0. 22, Teneghon/daxc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanonoii dupexmop Monac O.A.

Hosepennoe nuyo: Cmenanos C.C., dosepennocms 6/ om 01.12.2017

SAABJBIET, YTO

Rexapcmeennoe cpeocmeo. Josan uwoc, mabremxu nokpuimeie naenounot: obonoyxos 50 mz+ 12.5 mz 15 wnt.,
Ynaxoexu avetikoesle konnypuwie (6), nauxu xapmonrvie, PV Ne JICP-000084 om 29.05.2007 {Sama 3amenu
15.08.2017) surdano AO "Canogu Poccus®, cepus 3390518, napmua 4312 ynaxosox, zoen do 30.04.2021,
npouseodcmea 3enmusa k.c., Yewickan Pecnybnuxa, Zentiva k.s., U kabelovny 130, 102 37 Prague 10, Dolni
Mecholupy, Czech Republic, xed OKII2 21.20.10.142, xod TH B3] 3004900002, xowmpaxm Ne
250/40056192/F-2 om 20.10.2010, uneoiic Ne 9085310257 om 22.10.2018

COOTBETCTBYET TPEBOBAHHSIM
JICP-000084-290507 (HI 42-14443-06 uam. Ne 1-9}

JAEKJTAPATIUSA IIPHHATA HA OCHOBAHII
npomoxon uchvimarnuid Ne 3234 6 om 02, 11,2018 HiT 000 HI] "OAPMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21DJ140, Cepmugpuxam POCC CZ GMO8.C26699 om 02.11.2018

JATA TIPUHATHSA JEKJIAPAIIH 06.11.2018
JERTAPARYA NEUCTBUTEILHA JO 30.04.2021

-

Crenanon C.C.
O.HO

CBE/JIEHHS O PET'HCTPAIIVIH

OFTAH 10 CEPTHOUKALIMH, 3APET MCTPUPOBABINMIi AEKJIAPAINNUTIO

RA.RU 11 OMO8 OPI'AH 110 CEPTH@HKALIHH ITPOJVKI[HH OBILECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPVIKHOH IIEHTP KOHTPOJIZ KAYECTRA "

adpec opzanuzayuw; 115280, 2. Mocksa, yn. Macmepxosa, 9. 4, am. 5, nom. I xom, 1, adpec opaana no
cepmucpuxayuu: 115280, POCCHA, zopod Mockaa, ya. Macmeprosa, 9. 4, sm. 5., men.:(495)788-02-88, aeb-
caiint: oyrk.peh.

AEKJIAPAIIUA O COOTBETCTBHAH 3APETMCTPUPOBANHA M POCC RU A-CZ.DMOS.A.06195/18
AATA PETUCTPALIAA 06.11.2018

( & ﬁ,{ Junenxo 1B,

noAngcy 3am. pyxosomurens OC




SANOFI

Zentiva k.s. (ouumansHelii nparonpeeMurx Zentiva a.s. or 01.01.2009 r.)
U kabelovny 130, 102 37, Ilpara, Yewckas Pecnybavka

CEPTHOHKAT AHAJIM3A Ne 3655
Jlozan nmoc, Tab.1eTKn, HOKPLITHIC IIEHOUROH 060104 Kol 50 MI+12,5 MI™ Ne90 (6 X 15)

31/05/2018
30/04/2021

Jlara narorosnenns:
[Mopen no:

Cepus: 3390518
H: ICP-000084-290507

INMOKA3ATEJIb HOPMLI PE3YJILTATHI
Onncanne npojosrosareie TabneTky ceeTiIo- COOTBETCTBYET
KENTOro LBETA, MOKPHITHIC MICHOYHOH
000104KOH, ¢ pasaensonieif nonosam
PHCKOH Ha 0DeHX CTOpOHAX
TloauHHOCTE
nosaprax Rt (obpaszua) = Rt {crannapra) COOTBETCTRYET
rUAPOXIIOPOTHARM Rt (oOpa3ua) = Rt (ctanpapra) COOTBETCTBYET
Kpacurenu B cnoe obonovky
TUTaHa JHOKCH] KentoBaTo-opaH;xeRoe OKPALIMBAHME | COOTBETCIBYET
KPACHTEb XHHONNHOBLIH JKeNThIH Rt (o6pa3na) = Rt (ctanpapra) COOTBETCTRYET
KpacuTens nodco 4R Rt (obpazua) = Rt (crannapra) COOTBETCTBYET
Cpeassas macca TableTok Or 0,380 r 100,420 1 0,402 r
OnHOpPOAHOCTb JO3UPOBAHHA Epp. @apm. AV <150 COOTBETCTBYET

PacTeopenne
- Jlozaprad Kaians

He menee 75 % (Q) uepes 30 MuHyT

Hepuon.rect

- N'uapoxnopoTtHazug He menee 75 % (Q) uepes 30 Muuyr Tlepuon.tecr
ITocroponnne npumecn
JlozapTan
- NPOAYKTHI pasznoxenus nasoprana (RRT 1,49; 1,65) | He 6onee 0,2 % <0,05%
- jobas eavHUYHAs uaeHTHOHMUMpoBaHHas npuMeck | He Gonee 0,2 % < 0,05 %
- CyMMa TpHuMecei He 6onee 0,5 % <0,05%
T'uapoxnopoTHasun
- iipuMeck B (npoxyxT pasnoxenuns ABC) He 6onee 1,0 % <0,10 %
- mobas eAMHNYHAS WACHTHOHUMPOBaHHaa npuMeck | He 6onee 0,5 % 0,2 %
- €IMH{YHAA HEHISHTHOHLMPORAHHAS IPHMECE He bonee 0,2 % <0,10 %
- CYMMa npHMeceit He 6omnee 1,5 % 0,2 %
KoanyecTrenHOe ONpeaeaeHne
- A03apTaHa Kajus Ot 47,5 Mr oo 52,5 mr 490 Mr
- THAPOXIIOPOTHAZNIA Or 11,9 Mr no 13,1 mr 12,4 Mr

Mukpo6unooruecKan YMCTOTA

['® X1 4.1, erp. 160, kateropus 3A

Heroanrle nipenapaTsl 1714 NepopaisHOro
IPHMCHCHHA

OBiee yncno adpoOHEIX MHKPOOPTraHH3MORB
(TAMC)

O6bmee ynco apoxoxeit u rpubdos (TYMC)
Otcyrerere Escherichia coli

He Bonee 10° KOE/r
He Bonee 10° KOE/r
OTcyTcTBMe B 1 T

Hepuon.tect

SAKJIIOUEHHE: CootsercryeT TpeOGOBaHMAM CrielIMHKALHK.

AD «Canopu Poceuss
Anpec: 125008, Mocksa, yn. Teepckas, 22, Ten.: (495) 721-1400. ®akc: {485) 721-1411. www.sanofi ru




SANOFI

Zentiva k.s. (odunmanpuplii npaponpeeMHuk Zentiva a.s. ot 01.01.2009 r.)
U kabelovny 130, 102 37, Tpara, Yetuckas PecrryGnnka

CEPTHOHUKAT AHAJIH3A Ne 3655
Jlozan nimoc, Tabnerku, NIOKPLITLIC KIeHOMHOI 06o10uKoii 50 MI'+12,5 MI™ Ne90 (6 X 15)

Jara uarorornenns:  31/05/2018
Tonen no: 30/04/2021
Cepua: 3390518

HJI: JICP-600084-290507

Hacrodmmm s noarsepinalo, 9To HHGOPMALKA, TPECTABICHHAS Bbillle, ABAAETCA HOJTMHRON H JOCTOBEPHON.
Haunas napTas npoAykTa 6b1ia NPOU3BEAEHA, BKITIOYAs YIIAKOBKY/MapKHPOBKY H KOHTPOb KAYECTBA, HA YKA3AHHOM
NPEANPUATHH(SX) B [IOJIHOM COOTBETCTRMM ¢ TpeboBanusamu Halutexxaweil npoussoacTeerHoi npakraku (GMP)
MECTHOTO KOHTPOJIMPYIOIEro OpraHa, a TaKKe €O CHeUM(UKAIMIMH, YKA3aHHBIMH B PerucTpauMoHHOM
YAOCTOREPCHHM CTPaHbI-UMIOPTEpa Wi ailioM crnetndHKaLMH A1 HCCHEAYEMBIX MEAHLUHHCKUX TIPENapaTos.
OtyeThl 0 MPOM3BOACTBE, YNAKOBKE M AHAJIM3C CEPHH OBbUTH TNPOBEPEHBbl H MPURHAHBI COOTBETCTRYHOLUMMH
Tpedoranuam GMP

Pemenue: Beimymen 24/09/2018 Ynonnomouensoe nuio: Jakub Matusik

AQ «Canogu Poccuns
Appec: 125009, Mockea, v, Teepckan, 22, Ten.: (495) 721-1400. axc: {495) 721-14171. www.sanofi ru



Z@NTIVA

A SANOFI COMPANY

Manufacturer batch certificate No. 3655

Name of prodict Lozap plus
Product number  11009388_ 0002 Batch LIMS HV 1373299
Batch number 3390518 Sample HV 4962065
reng ; ¥
Dosage form film-coated tablets Batch LIMS MZP 1349719
Package size 90 tbl flm Sample MZP 4879084
f;‘:k"ge ’)’Ped BLI6 X 15 Released quantity ~ 4512 PACKS
bl r . .
E; ': ,3{ :::ee ate gégj%gé? Importing country  Russia
Specification LSR-000084-290507
Marketing authorisation No.  LSR - 000084
Test Resuits Limits
Appereance
Appearance
appearance complies Light yellow, oblong film-coated tabtets
scored on both sides.
Average mass of | film-coated tablet 0.402 p 0380 2t00420g
Uniformity of dosage
units - content
uniformity
losartan potassium complies AV < I5.0
hydrochlorothiazide complics 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 stendard 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 sot. The
acceptable deviation of the RT of the
compared peak is +5%.

Approved by QP Zentiva, k.s. Jakub Maf%ﬂg 24 -09-08 ZSNTIVA
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ZeNTIVA

A SANOF! COMPANY

Manufacturer batch certificate No. 3655

Name of product Lozap plus

Product number  11009388_ 0002 Batch LIMS HV 1373299
Batch number 3390518 Sample HV 4962065
Strength SO MG; 125 MG

Dosage form film-coated tablets Batch LIMS MZP 1349719
Package size 90 tbl flm Sample MZP 4879084
Package type BLI6X 15 Released quantity 4512 PACKS
Manufaciure date  31,05.2018 I " .

Expiry date 30.04.2021 mporting country  Russia
Specification LSR-000084-290507

Marketing authorisation No. LSR - 000084

ponceau 4R complies The RT of the principat peak of PAR in
the chromatogram obtained with the test
sol. should correspond to the KT 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 individualiy <0.05 % NMT 0.2 %
total impurities <0.05 % NMT 0.5 %
Hydrochlorothiazide
impurity B (degradation product ACB) <0.10% NMT 1.0 %
other known impurities individuatly 0.2% NMT 0.5 %
unknown impurities individually <0.10 % NMT 0.2 %
total impurities 0.2% NMT 1.5 %
Assay of losartan potassiuvm in 1 49.0 mg 475 mgto 52.5 mg
film-coated tablet
Assay of hydrochiorothiazide in 1 124 mg 11.9mgto 13.1 mg
film~coated tablet

Microbiological quality

Microbiological quality of non-agueous
preparations for oral use

total viable aerobic count Periodical test NMT [0° CFU/g
Tota} combined yeast / moulds count Periodical test NMT 10° CFU/g
Absence of Escherichia coli Periodical test absence (1 g}

Approved by QP Zentiva, k.s. JakUb Matuéik , 24 -09- 208 ZSLITIVA ?’:ﬁ%&:}g
- i Doid Mecnsiupy
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ZeNTIVA

A SANOFi COMPANY

Manufacturer batch certificate No. 3655

Name of product Lozap plus

Product number  11009388_ 0002 Batch LIMS HV 1373299
Batch number 3390518 Sample HV 4962065
Strength 50 MG; 12,5 MG

Dosage form film-coated tablets Batch LIMS MZP 1349719
Package size 90 ibl flm Sample MZP 4879084
Package type BLI6 X 15 Released quantity 4512 PACKS
Manufacture date  31.05.2018 ) ” { Russi

Expiry date 30.04.2021 mporting country ussia
Specification LSR-000084-290507

Marketing authorisation No. L3R - 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. (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 ( last change 107641/2018)
GMP Centificate No.sukls 105698/2014, 79633/2016, 22684/2017

Jakub Matusik 24wy Z@HTIVA | B o

Approved by QP Zentiva, k.s. - ’ Coini Mbeialupy
MA”‘Z i ¥
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