NEKJIAPAITFISI O COOTBETCTBUAN

JNEKJIAPAHT, IPHHUMAJIOIIHIA TEKJIAPAITHIO O COOTBETCTBHH

AO "Canogu Poccua"

Ceedenus o pezucmpayuu opzanuzayuu. Meocpationnan uncnexyus Pedepansroit Rano2060i cayicoslt Ne 46 no
2 Mockee 01.01.2008, OI'PH 1027739079940, dama npucecenun OFPH 19.08.2002.

Adpec: 125009, 2. Mockaa, ya. Teeperan, 8. 22. Tereghon/paxc: 8 (495) 721-14-00/721-14-11

B nuye: Ienepanvuwiii oupexmop Monow O.A.

Joeepennoe mujo: Cmenanoe C.C., dosepennocmv 6/n om 01.12.2017

3AABJAET, 9TO

nexapemeennoe cpedemeo: Josan, mabiemiu nokpuimbie nienoynot obonovxoti 50 mz 10 wm., ynaxoeru
Rueiikossie Kounypubte (3), nauxy kapmonnve, PY Ne IT NOI15897/01 om 30.11.2009 (Dama 3amennt
16.08.2017) ewidano AQ "Canodu Poccus", cepusn 2730818, napmus 49954 ynaxoeox, 200en 0o 31.07.2020,
npoussodcmea Carnexa Dapmacsiomuxanc a.c., Cnosayxan Pecnybnuka, Saneca Pharmaceuticals a.s.,
Nitrianska 100, 920 27 Hlohovec, Slovac Republic, xod OKITA2 21.20.10.142, xo0 TH B3] 3004900002,

| xonmparan Ne 250/40056192/F-2 om 20.10.2010, uneosic Ne 9085310119 om 19.10.2018

COOTBETCTBYET TPEBOBAHIAM

I N015897/01-301109 usm. Ne 1-8

JEKJIAPAITHISI IPUHATA HA OCHOBAHHMM

npomoxon ucneimanuii Ne 3139 0 om 30.10.2018 HJT OO0 HI] "®APMOLOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 ©/140, Cepmucpuxam POCC SK. @M08.C26384 om 30.10.2018

JAT: hmnﬁ;ms{ JEKJAPAITMH 30.10.2018

Crenanoe C.C.
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CBEJEHMS O PETUCTPAIINNU

OPTAH Y10 CEPTUOUKAIMY, 3APETHCTPHPOBABIIHIA JEKIAPAITAIO
RA.RU.11 MO8 OPTAH ITO CEPTHOHKAITHH IPONYKIIHH OFLIECTBO C OIPAHHYEHHOH
OTBETCTBEHHOCTbBIO "OKPYXHOU HEHTP KOHTPOJIA KAYECTBA",
adpec opeanusayuu: 115280, 2. Mocxsa, yn. Macmeproga, 0. 4, am. 5, nom. I, xom. 1, adpec opeana no
cepmudpurxayuu: 115280, POCCHA, 20ped Mockea, ya. Macmeprosa, 9. 4, am. 5., men.:(495)788-02-88, ee6-
caiim: oyxx.peh.
JAEKJAPAIIMA O COOTRETCTBHHA 3APETHCTPHPOBAHA M POCC RU J-SK. ®M08.4.05807/18
JATA PEFTHACTPAIIMIL 30.10.2018
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SANOFI

CaHeka QapmacsioTHraIc a.c., CloBaukas PecnyGnuka
Hurpuancka 100, 920 27 I'narosen

CEPTHOHKAT AHAJIM3A
Jlozan, Tab/1eTKH, MOKPBITHIE IICHOUHOH 06010uK0i 50 Mr Ne 30

[ara msrorornenus: 07/08/2018
loaen no: 31/07/2020
Cepus: 2730818

HJL T NO15897/01-301109

HOKA3ATEJL HOPMBbI PE3YJABTATHI
Onncanne benbie 1Ay noury Gesbie COOTBETCTBYET
NPOACIFOBATHIE ABOSKOBBITYKAIE
TabNeTKH, IOKPBITHIE TJIEHOYHOH
obonoukoil, ¢ pucko# ¢ obenx
CTOPOH
INoannanocts
- Jlozapran kamas (B3XKX) Coorsercraver RT NOJOKHTENLHO
Cpennss macca | Tabnerox 0,2080 r+ 5 9%, 0,2048 r
Onanopoxsocts
- 1O Macce Tpebosanue Erp. Gapmakornen COOTRETCTBYET
- 10 Macce NOAENeHHBIX TabneTok Tpebosanye Epp. Gapmakonen COOTRETCTRYET
Pacnapaemocth EBp. ®apm.He Gonee 30 mun 7 MUH
PactBopenne He meHee 75% yvepes 30 muH () 101;102;101;101;100;
101%
Hpumecn (BIXKX)
- M30Mep no3apTaHa He Gonee 0,2% COOTBETCTBYET
- IPYFHE €IUHHYHbBIE MPHMECH He bonee 0,2% <0.05%
- CyMMa npHMeceit He Gonee 0,5% <0.05%
Ko/in1ecTBeHHOE oNIpenenenne
(B3XKX)
- Jlozaprana kamua 8 1 tada. 01 0,0475r no 0,0525r 0,0508r
Muxkpo0nosioruueckas YHCTOTA
- .. XII xareropus 3A
Obmee uncino a>poGHBIX He 6onee 1000 KOE/r 0 KOE/T
bakrepuii
Obmee yncno rpubos He 6onee 100 KOE/r 0 KOE/r
Ortcyretre Escherichia coli OTCyTCTBHE B 1 T OTCYTCTBYET

3AKJIJOYEHHE: CooTsercTBYeT TpeGOBAHMAM CTIEHH(HKALIHH.

3nech s MOATBEPXARIO, WTO NpHBENEHHAA Bbille WHPOPMALMA SBIACTCA MPABHIBLHON W TOYHOM.
Hannast cepust NPOAYKTA NPO3BENEHA, BKIHOYAS YIAKOBKY/MapKHPOBKY H KOHTPOIb KAueCTBa, Ha
YKa3aHHOM HIDKC TNPOW3BO/JCTBEHHOH NJIOU[AJIKe B IIONHOM COOTBETCTBHH TpeGoBanusM GMP
MECTHOTO PETHCTPAUMOHHOTO OpraHa M 3aperHCTPHpOBAHHOH Ha DBIHKE CTPaHbl-HMHOPTEpa
crenu(UKallii MM HODMATHBHOH NTOKYMEHTALMM Ha NPOAYKT S HCCICAYEMBIX MENHUHHCKHX
NpenaparToB. 3alMCH IPOM3BOACTBEHHOIO IIPOLIECCA, YIIAKOBKH W aHATH3a 1IPOBEPEHB! H IIPHU3HAHbI

COOTBETICTBYIOMIMMH TpeboBanuam GMP.
Pemenne: Brinyuien 18/10/2018 VYnomioMoueHHOe THLO; Karlovska Mariana

AG «Canodin Pocensy
Appec. 128009, Mockea, yn. Teepcrkas, 22. Ten. (495) 721-1400. ®arc: (495) 721-1411. www sanofi.ru




narmaceuticals

Page 1 of 2

Certificate of analysis

Product LOZAP @
Product number 12004779 Betch LIMS HF 647819
Batch nuntber 2730818 Released quamity 49954 PACKS
Dosage strength S0 mg
Dosage form film-coated tablets
Packaging size 30 tbi Date of analvsis 24.08.2018
Manufacture date 07.08.2018 Specificaion P NO15897/01-301109
Lxpiry date 31.07.2020 Marketing aithorisation P NCG15897/40)
Importing country Russia No.
Test Limits Results
Appearance '
Description white to off-white,oval, complies
hiconvex film-coated tablets,
half-scored on both sides
Identification
Losartan potassium (HPLC) identical RT positive
Average weight of 1 tablet 0.1676 g t0 0.2184 g 0.2048 ¢
Mass variation 18720 thl NMT = 7.5 %, complies

2/20 thl. NMT £ 15 % from
determined average mass

Uniformity of mass of divided tablets 18/20 half tbl. NMT 2 7.5 9%, complies
2720 half tbl. NMT £ 15 %
from determined average mass

Disintegration time in water NMT 30 min 7 min
Dissolution active substance
after 30 min. (Q} NLT 75 % 105;,102;100;101;100:101 %
Purity HPLC
Losartan isomer NMT 0.2 % ND
Other impurities each NMT 0.2 % <0.05 %
Sum of all impurities NMT 0.5 % <0.05 %
Content
Losartan potassium in 1 tbi. 0.0475 g 10 0.0525 ¢ 0.0508 g

Microbiological purity
- GF XII, category 3A

Total acrobic bacteria NMT 1000 CFU/g O CFU/g
Total Fungi NMT 100 CFU/g 0 CFu/g
Absence of Escherichia coli absenceint g negative

Conformity with the specification.

Saneca Pharmaceuticals a.s. - Nittiaaska 100 - 820 27 Hichover - Slovensia republiha
Vel (421532736 1117, Fax. (14213 33 730 0890, E-mail 5aNeCca@TaneCa Com - www.Sa0E0a SOl
00 46 §32 323 - 1 DPH SKZ023586647 - Yavrabarksas - € 0 2920423415/1100
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Certificate of analysis

Product LOZAP®

Product number 12004774 Barch LIMS HIY 647819

Batch wember 2730818 Released quantin 49054  PACKS
Dosage strength 50 mg

Posage form film-coated iablets

Packaging size 30 1bl Date of analysis 24.082018
Manufacture date 07.08.2018 Specification P NGI15897/01-301 109
Fxpiry date 31.07.2020 Muarketing authorisarion P N015897/01
Importing country Russia Ne.

Fhereby confirm that the above informaticn is authentic and accurate. This batch of product has been manufactured including packaging
and quality control at site fully operating in compliance with U GMP requirements, the local Regulatory Authority and  the marketing
authorisation of the importing country, The batch processing, packaging and analysis records were reviewed and found to be in
compliance with GMP,

Release 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 Hiohovec, Slovak Republic
Authorisation number : VL 059/13-2 Authorisation number : Vi, 059/13-2
GMP Certificate No : SK/009V/2017 GMP Certificate No : SKA00V/2017

A '
e gt

Certified by QP: Karlovskd Mariana Certified on: 18.10.2018

Saneca Pharmaceuticals a.s. - Nitnausha 190 - 820 27 Hiohovec - Slovenska iepublika
Tel (14271)33 736 1137, Fax (+421}1 33 730 GBYS, E-mail; SaNEUEEHEANECE COM ~ WwwW SATIECE.COM
1CG 46833 3 IS DPH SK2G2358GB42 - Tauabanka a s « & o 2920723415/ 140
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