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CepTHduKaT aHajan3a

A®H, npouzeodumeis

Hpodykm JO3AITE
Hoxep npodyxnia 12004851 Cepun LIMS HV
Hovep cepuir 2861119 Paszvep avimygennoit cepun 5519 YINAKOBOK
Hozuposra 100 mr
Jexapcmeennan popra  TabNETKH, NOKPLITHIE
nneHouHol ofonouxoit
Pazvep ynaxosku 90 tabn.nno Hama npogedenus anannza 10.12.2019
Hama npouzeodensa 20.11.2019 Crenyudpuxayus JICP-004055/10-070510
Hama ucmeuenus cpoka  31.10.2021 Hoyep pecucmpaiuonnozo JICP-004055/10
200H0CH yoocnioaepenus:
Cmpana-uvmoepmep Poccus o
GMID 762458

Hozapman kawua - Haesyzan Teseio Papvaceromurat 000, Jiangkou Development Zone, Huangyan District,
FKumaii-318 020 Taizhou, Zhejiang Province

«CaHeka PapmackoTMKAAG a.c.n Hurpuancka 100, 920 27 Morosetl. Cnosaukas PecnyBnuka

Ten (+421} 33 736 1111, axe: (+421) 33 730 0850, E-mail: (+421) 33 730 0830 e-mail saneca@saneca.com - www Saneca com

1ICO: 46 833 323 - 1IC DPH SK2023599842 - Tartabanka a.5 - ¢.u 2920123416/1100
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Cyna Teass pamas 5a Houep era 105517

HceawiTanue Hopmbi PesyabTatni
Onucanune
Ouucalmc beasle nan noyTH dDenvie COOTBETCTBYET COOTBETCTBYET
npo.uonrosa'rble
ABOAKOBBLINYKIILIE Taﬁnemu,
NOKPBITHIE [LNEHOYHOI
ofonoukoil, ¢ puckoit ¢ ofenx
CTOPOH
Mo THHHOCTE
JlozapTan kanua (BIXX) On#HaKoBOE BPEMA YAEPKAHHA| MONOKHTENLHBI Pe3ynETAT COOTBETCTBYET
OCHOBHOIO NiHKA
Cpenngs Macca TabneTok 0,3933-04347 r 040271 COOTBETCTBYET
OaHopoAHOCTE NO Macce 18/20 taba. ve Gonee 5 % COOTBETCTBYET COOTBETCTBYET
2/20 1abn. ne Gonee 10 % or
ycTanoBacHHOH cpeaneit
Macchl
OaHOpOAHOCTL MACCE] 18/20 nonosHBOK Tabn. He COOTBETCTBYET COOTBETCTBYCT
noaeneHux TabnetTox Gonee £ 7,5 %,
2/20 nonosuHok Taba. Ke
Gonee + 15 %
OT ycTaHosaeHHoH cpeaned
MACCHI
Pacnapaemocts He Bonee 30 mun 7 mun COOTBETCTBYET
PacTBopenne
yepes 30 Mun (Q) He MeHee 75 % 99:97:98;99; 100:99 % COOTRETCTBYET
ITocTopoHHKE NPHMECH
(B3¥KX)
HM3omep nozaprana He Gonee 0,2 % H'o COOTBETCTRYET
Jlpyrue eiMHHUHLIE IpHMecH | He Gonee 0,2 % =0.05 % COOTBETCTBYET
OBiwee cogepxanHe npumeceii | He Gonee 0,5 % <0.05 % COOTBETCTBYET
Mukpobuojoruveckan
YHCTOTA
- T X1, kateropus 3A
O6ee uHco a3pobHEIX e Gonee 1000 KOE/T 0 KOE/r COOTBETCTBYET
MHKPOOPraHH3IMOB
O6uee uncno rpubor ue Gonee 100 KOE/r 0 KOE/r COOTBETCTBYET
Orcyteraue Escherichia coli oTCyTCTBHE B | T OTPHUATEABHEIH Pe3yILTaT COOTBETCTBYET
KoauuecTBeHHoe 1 36 i opp 1
ornpeaeacHne y &\’o YANEQ S
JlosapraH kanua B | Tadn. 0,0950-0,1050 r 0.1013r COOTBET! ‘&t‘\ ’&4 /] ) R
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CepTHdHKAT aHAIH3A

Hpodykm JO3AIT®

Housep npodvinta 12004851 Cepus LIMS HV 714355

Hoxep cepun 2861119 Pazyep solnyijennoli cepuil 5519 YITAKOBOK
Hozupoera 100 mr

Jexapemeennan chopsa  1abneTKH, NOKPLITLIE
naexouHo# ofenoykoii

Paziep ynaxosaxu 90 Ta6n.nno [ama npogedenus anatuza 10.12.2019

Hama npoussedcmsa 20.11.2019 Cneyugdurayus JICP-004055/10-070510
Hama nemevenun cpoxa 31,10.2021 Hoxep peziempanuoinozo JNICP-004055/10
eodnocmu ydocnioaepenua:

Cmpana-wvunopnep Poccuna Ae

GMID 762458

APH, npouzeodumere  Mozapman ke - HYxesyzan Teaneio Qapyaceiomurar O0Q, Jiangkou Development Zone, Huangyan District,
Kumait-318 020 Taizhou, Zhejiang Province

Cooreercrene cneundnkaunn
HacToflum £ NOATBEP:AAl0, YTO BHLUEYKA3aHHAA HHGOPMALIKA ABNAETCA BEPHOI W TOYHOH, HCMIONL30BAHHDLIE YIIAKOBOYHbIE

MaTepianbl NONHOCTHI0 COOTBETCTBYHOT 0A00PEHHBIM MAKETAM, 3arPYKEHHBIM B Nporpammy «Vistas M nepemeHHan siHpopManHs

{HOMEp CEpHM, CPOK FOJHOCTH, AATA MPOH3BOACTBA) BEPHA H HAHECEHA B COOTBETCTBYIOWHE NoAs. [lponssoacTBo AaHHOH cepui

NPOAYKTa, BKNIOYAA YNAKOBKY W KOHTPOAb KA4ECTBA HA COOTBETCTBYIOMNX 0OLEKTAX, MOMHOCTEIO COOTBETCTRYET TPEeGOBAHHAM
Haanesxaweii nponseoacteenHoit npakthkd (GMP) EC, MECTHBIX perylaTopHLIX OPraHoB, a TAKKe CreuH(pHKALHAM, YKa3aHHBIM B
PerucrpalHoHHOM yAOCTOBEPEHHH CTpaHLI-UMNopTepa. [1o pe3ynsTaTaM npoBEpKH 3amuceil 0 IPOM3BOACTEE, YNAKOBKE H aHANK3e

cepHH OblNo ycTaHOBNEHO cooTBETCTBHE TpeboBaHuam GMP.

Pazpeweno k npoaaxe

TponsBoAcTBEHHAN MIOWAAKA: MecTo BhINYCKA H KOHTPOARA KAYECTBA:
«Caneka dapmacbiOTHKaNC a.c.», Hutpuancka 100 «Canexa dapmacsioTHRaIC a.c.», Hutphancka 100
92027, I'noroseu, Cnopaukas PecyGanka 920 27 'noroseu Pecny6nuka Cnosakki
PeructpaunoHusifi Homep: VL 059/13-2 Pernctpaunonusiii Homep: VL 059/13-2
Cepriduxar GMP Ne: SK/009V/2017 Ceprudmrar GMP No: SKAO09V2017

yTBEp)KIIEIIO YNOJAHOMOUYEHHBIM JTHLIOM XonukoBcka Hpocnaaa JHara:
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Certificate of analysis

Product LOZAP ®

Product number 12004851 Batch LIMS HV 714355

Batch number 2861119 Released quantity 5519 PACKS
Dosage strength 100 mg

Dosage form film-coated tablets

Packaging size 90 tbl flm Date of analvsis 10.12.2019
Manufacture date 20.11.2019 Specification LSR-004055/10-070510
Expiry date 31.10.2021 Marketing authorisation LSR-004055/10
Importing country Russia No.

GMID 762458

APl . manufacturer  Losartan Potassium - ZHEJIANG TIANYU PHARMACEUTICAL CO,, LTD. - Jiangkou Development
Zone, Huangyan Distriet, China-318 020 Taizhou, Zhejiang Province

Test Limits Results Evaluation
A;Jp;arance 1 . - o
Description white to off-white,oval, complies .
biconvex film-coated tablets, SIS
half-scored on both sides
Identification
Losartan potassium (HPLC) identical RT positive complies
. 4027 )
Average weight of 1 tablet 039331004347 g 04027 ¢ complies
i H . i o, ies
Uniformity of mass 18/20 tb]. NMT = 5 %, complies complies

2/20 thl. NMT % 10 % from
determined average mass

Uniformity of mass of divided tablets] 18/20 half tbl. NMT % 7.5 %, complies

2/20 half thl NMT 4 15 % e
from determined average mass
Coh 1S Il . . . . "Ir |
Disintegration time in water NMT 30 min Tmn complies
Dissolution active substance
- . " u . . Q
after 30 min. (Q) NLT 75 % 99:97:98:99:100:99 % SmTlie
Purity HPLC
Losartan isomer NMT 0.2 % ND complics
. . ) (), o .
Other impurities each NMT 0.2 % 0.05 % complies
. .o o5
Sum of impurities NMT 0.5 % <0.05 % complies
Microbiological quality
- GF XII, category 3A
Total aerobic bacteria NMT 1 000 CFU/g 0CFU/g complies
Total Fungi NMT 100 CFU/g 0CFuU’g ~ complies
Absence of Escherichia coli absencein | g negative :
Content
Losartan potassium in 1 tbl. 0.0950 gt0 0.1050 g 0.1013 g

Saneca Pharmaceuticals a.s. - Nitrianska 100 - 920 27 Hiohovec - Stovenskd repubkka
Tel: (+421) 33 736 1111, Fax: (+421) 33 730 0890, E-maik: saneca@saneca.com ~ www.saneca.com

GO, 46 832 323 - 1€ DPH SK2023599842 - Tatrabanka a.s. - & 0 2920123416/1100
Gbchadny register Oktesnsho sikfu Trnava Oddet Sa Viodua tisia 1080217
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Certificate of analysis

Produce LOZAP ®

Product number 12004851 Barch LIMS HY 714355

Batch mumber 2861119 Released grantin 5519 PACKS

Dosage strength 100 mg

Dosage form film-coated tablets

Packaging size 90 th! flm Date of analvsis 10.12.2019

Manufucture date 20.11.2019 Specification LSR-004055/10-070510

Expiry date 31.10.2021 Marketing authorisation LSR-004055/10

fmporting country Russia No.

GMID 762458

AP manufacturer  Losartan Porassium - ZHEJIANG TIANYU PHARMACEUTICAL CO.. LTD. - liangkou Development
Zone, Huangyan District. China-318 020 Taizhou, Zhejiang Province

Conformity with the specification.

1 hereby certify that the above information is authentic and accurate, and that the packaging materials used are in compliance with
Artworks in Active Boom in Vista and that the variable information (lot number, expiry date, production date) is correct and located in the
appropriate fields. This batch of product has been manufactured including packaging and quality control at site that is fully functional in
accordance with ELl GMP requirements. local regulatory authoritics and the marketing authorization of the importing country. Batch
processing. packaging and analysis records have been reviewed and found to comply with GMP.

Reilease for sale

Manufacturing site: Quality control and release site:

Saneca Pharmaceuticals a.s, Nitrianska 100 Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hlohovec, Slovak Republic 920 27 Hlohovez, Slovak Republic
Authorisation number :  V-15/2019 Authorisatton number :  V-15/2019

GMP Certificate No : SK/Q09V/2017 GMP Cenificate No : SK/009V/2017
Certified by QP: Ho!iéi?oxé Jaroslava Certified on: 21.01.2020
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Saneca Pharmaceuticals a 5. - Mitnanska 100 920 27 Hichovec - Slovenska repubka
Tel {+421) 33 736 1111, Fax: {+421)33 730 0830 E-mail sanecafysaneca com — www.5aneca.com

ICO 46 833 323 - IC DPH SK2023599842 - Tatrabanka a.s — & G 2920123416/1100
Goerodny ragier Quresndhe sy Trnava Odaed 58 Viste 1060177




