. JAEKJTAPALIMA O COOTBETCTBUHA

I JNEKJAPAHT, IPUHIMAIOIIANI AEKJIAPAITHMIO O COOTBETCTBHI

AO "Canogu Poccus”

3apeaucmpupoeano : Meocpaitonnan uncnexyus MHC Poccuu Ne39 no 2. Mockee OI'PH 1027739079940 om
19.08.2002

Adpec: 125009, 2. Mocrea, yn. Teepcxasa, 0. 22, Teneghon/daxc: 8 (495) 721-14-00/721-14-11

B nuye: I'enepanonviii dupexmop Mowse O.A.

Hoeepennoe mugo; Cmenanoe C.C., dueepennocnte 6/n om 01.12.2017

3AABJHIET, UTO
rexapcmeennoe cpedcmeo: Jlosan, mabnemxy noxpeimeie wieHounod obonouroti 100 mz 10 uon., ynaxoaru

Aueiixogoie KonmypHvle (3), navku xapmonnvie, PY Ne JICP-004055/10 om 07.05.2010 (dama samens
16.08.2017) evioaro AO "Canoghu Poccun®, cepun 2620618, napmus 16444 ynaxosox, zodewn do 31.05.2020,
npoussoocmea Canexa Papmacvromurane a.c., Crosayran Pecnybruxa, Saneca Pharmaceuticals a.s.,
Nitrianska 100, 920 27 Hlohovec, Slovak Republic, xod OKIT2 21.20.10.142, xod TH B3I 3004900002,
xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, ungodic Ne 9085307269 om 26.09.2018

COOTBETCTBYET TPEBOBAHHAM

JICP-004055/10-070510 usm. Ne 1-7

JEKJTAPANMA IPUHATA HA OCHOBAHMHA

npomoxor ucneimanuii Ne 2858 0 om 04.10.2018 HIT 000 HI[ "GAPMOEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21DJI40, Cepmugpuxam POCC SK.OM08.C24398 om 05.10.2018

| ,ILATé,;E&PTH_gSITI/IH TEKJIAPATIAH 05.10.2018
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CBEIEHWS O PETUCTPAIIAN

i ‘

|| OPTAH ITO CEPTU®HKAIMH, 3APErICTPHPOBABITHIA JEKJIAPAIIATO

|| RA.RU.11®MO8 OPIAH IO CEPTHOHKALIMH ITPONVKITHH OFIECTBO C OFPAHHYEHHOH

| OTBETCTBEHHOCTBIO "OKPY)KHOH LIEHTP KOHTPOJIS KAYECTBA",

| adpec opzanusayuu: 113280, 2. Mockea, ya. Macmepxosa, 0. 4, sm. 5, nom. I, xom. 1, adpec opeana no

| cepmugpurayuu: 115280, POCCHH, 20pod Mockea, yn. Macmeproea, 9. 4, am. 5., men.:(495)788-02-88, ge6-
caiim. oyxx.pa.

| JAEKJIAPAIIAS O COOTBETCTBHMY 3APETHCTPUPOBAHA N POCC RU J-SK.DM08.4.03130/18
JAATA PETUCTPATIHH (5.10.2018

/};// / . JNunenxo U.B.
i Pyrosogutens OC




SANOFI

Canexa dapmackloTHKane a.c., Cnosaukas Pecny6auka

Hutprancka 100, 920 27 I'narosens

CEPTU®HKAT AHAJIM3A

Jlozan, TadJeTKH, NOKPBITEIE IIEKOYHOH 00010uKol 100 Mr Ne 30

Hara usroronnenus: 12/06/2018
31/05/2020

Tonen no:
Cepua: 2620618

HJI JICP-004055/10-070510

INOKA3ATEJIb HOPMbI PE3YJILTATHI
Onucanue IPOJIONTOBaThIE ABOSKOBLINYKIIbIE COOTBETCTRBYET
TAbNETKH, HOKPHITHIE TUNIEHOYHOM
0601040 01 Oes10r0 10 ToUTH 6eaoro
LBeTa, ¢ pUCKOi ¢ obenx cropou
Hopmmunocts (BIAKX)
- Jlozapran kanus Rt (ob6pasua) = Rt (craumapra) COOTBETCTBYET
- Cpennsis macca 1 TabneTku o1 0,3933r 10 04347 r 00,4003 r
- OHOPOHOCTS IO Macce Egrp. ®apmakones (2.9.5) COOTBETCTBYET
- OTHOPOZHOCTE MO Macce Esp. ®apmakones (2.9.5) COOTBETCTBYET
NOAETIEHHBIX TabNeToK
- PactmagaeMocTs B BOIE He 6osiee 30 MUHYT 3 MuH
PacTrBopenue ne MeHee 75% (Q) gepes 30 MEHHYT COOTBETCTBYET
Hoctoponnue npumecu (BIKX)
- Msomep nozaprana He Gonee 0,2% COOTBETCTBYET
- Jpyrue eauHUYHbBIE IPHMECH He Gonee 0,2% <0.05%
- Cymma npuMmeceii He Hosee 0,5% <0.05%
Mugkpobuosiornyeckas 4HcTOTA I'® X1, kateropust 3A COOTBETCTBYET
KoangecTBennoe onpeaeacane
- Jlozaptan xanus B | Tabnerke ot 0,0950 r o 0,1050 r 0,0980Tr

3AKJIIOYEHME: CootBeTcTBYeT TpeGoBausM criel(puKaLyH.

Hactoammm 2 noaTBepxkiato, 4TO HHGOPMAINA, NPEICTABNCHHAS BBIE, SBIACTCS MOUIHHHON H
aoctopepHoi. [lanHas mapTHg nposykTa ObIa IPOM3BENECHA, BKOYAs YIAKOBKY/MAPKHpPOBKY W
KOHTPOJIb KaueCTBa, HA YKA3AHHOM NPEINPHATHH(AX) B IIOJIHOM COOTBETCTBHH C TpebOBaHMAMM
Hannexameit nponssoactBeHHOM npakTuki (GMP) MecTHOTO KOHTPONHPYIOIUETO OPTaHa, a TakKe co
cnenuduKaluIMe, yKa3aHHBIMA B PErHCTpailHOHHOM YAOCTOBEPEHEH CTPAHBI-UMIIOPTEpa UK Gaiiaom
crenuUKALMH U1 MCCIeyeMbIX METHIMHCKHX mpenaparoB. OTYETH O MPOM3BOACTBE, YIAKORKE H
aHanM3e cepuM ObUIHM ITPOBEPEHE] H IIPH3HAHBI COOTBETCTRYIOMMME TpeGoBaduam GMP

Pemenue: Brimymen 12/09/2018

AQ «Canodn Pocouas

YroonHoMoueHHoe nuiio; Holickova Jaroslava

Anpec: 125009, Mockaa, yn Teepcran, 22. Ten.. (485) 724-1400 tare (4851 7211411, www.sancft.ru
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Certificate of analysis

Product LOZAP ®
Product number 12004774 Bafeh LIMS HY 645976
Baich number 2620618 Released quantity 16 444  PACKS
Dosage sirength 130 mg
Dosage form film-coated tablets
Packaging size 30 tbl Date of analvsis 02.07.2018
Manufacture date 12.06.2018 Specification LSR-004055/10-070510
Expiry date 31.05.2020 Marketing authorisarion LSR-004055/10
Importing country Russia No

Test Limits Results

Appearance "

Description white to off-white,oval, complies

biconvex film-coated tablets,
half-scored on both sides

ldentification

Losartan potassium (HPLC) identical RT positive
Average weight of 1 tablet 0393381004347 g 04093 g
Mass variation 18/20 tbl. NMT % 5 %, comptlies

2/20 tbl. NMT = i0 % from
determined average mass
Uniformity of mass of divided tablets 18/20 half tbl. NMT £ 7.5 %, complies
2/20 half thl NMT £ 15 %
from determined average mass

Disintegration time in water NMT 30 min 3 min
Dissolution active substance

after 30 min. (Q) NLT75% 100;100;100;100:100:100 %
Purity HPLC

Losartan isomer NMT 0.2 % ND

Other impurities each NMT 0.2 % <0.05 %

Sum of impurities NMT 0.5 % <0.05 %

Microbiologicat quality
- GF X11, category 3A

Total aerobic bacteria NMT T 000 CFU/g 0 CFu/g

Total Fungi NMT 100 CFLI/g G CFU/g

Absence of Escherichia coli abhsenceinl g negative
Content

Losartan potassium in 1 thl. 0.0950 g t0 0.1050 g 0.0980 g

Conformity with the specification.

Saneca Pharmaceuticals a.s. - Nilnanska 100 - 820 27 Riohoves - Siovenska republika
Tel (v421) 33 736 1111 Fax (+42%) 33 730 0890, E-mail; sanecadisaneta com ~ www Saneca com
ICO 46 833 323 - IC DPH SK2G23509842 - Tshatanka av. -0 0 2U20123418/1100

Trghidng regetet QhiestaRT sudi: Trngea Dablied Sia viskha St 10EDUT



Sanecs
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Certificate of analysis

Product LOZAP &

Product nuntber 12004774 Batch LIMS HV 645976

Batch number 2620618 Released quantity 16 444  PACKS
Dosage sirength 100 mg

Dosage forn film-coated tablets

Packaging size 30 bl Date of analysis 02.07.2018
Manufacture date 12.06.2018 Specification LSR-004055/10-670510
Expiry date 31.05.2020 Marketing authorisation LSR-004055/10
Imporiing country Russia No.

I hereby confirm that the above information is authentic and accurate. This batch of product has been manufactured including packaging
and quality controi at site fully operating in compliance with EU GMP requirements, the focal Regulatory Authority and  the marketing
authorisation of the importing country. The batch processing, packaging and analysis records were reviewed and found to be in
comphance with GMP.

Release for sale

Manufacturing site: Quality control and release sife:
Saneca Pharmaceuticals a.s, Nitrianska 100 Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hiohovec, Slovak Republic 920 27 Hlohovec, Slovak Republic
Authorisation number : VL 059/13-2 Authorisation number : VL 059/13-2
GMP Centificate No : SK/009V/2017 GMP Certificate No : SK/AO09V/2017
Certified by QP: Hoiiékoyé Jaroslava Certified on: 12.09.2618
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Saneca Pharmaceuticals a s. - Nitnanska 100 - 920 27 Highovec - Slovenska repubtika
Tel (+421)33 730 111, Fax {(+421) 33 730 0880 £-mail sanecafsaneca com — www Saneca com
0 46 €32 323 - 1 DPFH SK2023589842 - Taligbanka a s - £ 1 2920123416100

Theteaey regste: Choesne widic Triass Oode: $a Werba fiske 108D



