JNEKJIAPAITHSI O COOTBETCTBUH

i NEKJAPAHT, MPHHAMAIOII A JTEKIAPAITHIO O COOTBETCTBYM
AQ "Carnoghu Poccun”

Ceedenun o pezucmpayuu opeanuzayuu: Mexcpationnan uncnexyus Oedepansrou nano2oeoti cayoicbet Ne 46 no
2. Mocxse 01.01.2008, OI'PH 1027739079940, dama npucevenun OI'PH 19.08,2002,

Adpec: 125009, 2. Mocwea, ya. Teepcras, 9. 22, Tenegon/tparxc: 8 (495) 721-14-00/721-14-11

B nuye: lenepanvrviii dupexmop Monac O.A.

Hoeepennoe auyo: Cmenanoe C.C., dosepennocms 6/n om 01.12.2017

1 3ASMIBJBIET, YTO

| Rexapcmeennoe cpedcmso: Jlozan, mabreniky noxpoInvte MAeHouHON oboaouroi 50 mz 10 wm., yraxoexu
Ayetixogole Konmypuvle (9), nauxu kapmonnwvie, PY Ne I N015897/01 om 30.11.2009 (dama samens:

| 16.08.2017) svidano AO "Canogpu Poccun", cepun 2760818, napmus 16753 ynaxoeox, 20dex do 31.07.2020,

npouseodcmea Canera Papmacviomuxanc a.c., Cnosayrxan Pecnybruxa, Saneca Pharmaceuticals a.s.,

Nitrianska 100, 920 27 Hlohovee, Slovak Republic, xod OKIIJ2 21.20.10.142, ko0 TH B3 3004900002,

xonmparim Ne 250/40056192/F-2 om 20.10.2010, uneodic Ne 9085310786 om 25.10.2018

COOTBETCTBYET TPEBOBAHUAM

I N015897/01-301109 uzm, Ne I-8

JEXJIAPATIMA ITPNHATA HA OCHOBAHUH

npomoxon ucrprmanuti Ne 3217 0 om 01.11.2018 HIT OO0 HI] "@APMOEOPOHA", ammecmam
axkpedumayuy POCC RU.0001.21 140, Cepmuguxam POCC SK.PM08.C26576 om 01,11.2018

|| RATA TIPHESITHS NEXTAPATQHM 01.11.2018
: ERJIAPAMH:IEIZCTBHTEJILHA IO 31.07.2020

Crenanon C.C.
O HU.O

CBEJEHUES O PETHCTPAIIUN

OPTAH IO CEPTHO®HKAIIH, 3APEPI/ICTPKPOBABIHE17[ HJEKJIAPAHUIO -
RA.RU. 11 OM08 OPIAH ITO CEPTH®HKAITHH ITPOOVKILIHH OFI[ECTBO C Or PAHH‘EHHGPI
OTBETCTBEHHOCTbIO "OKPY)KHOH IIEHTP KOHTPOJIT KAYECTBA", .
aopec opeanusayuu: 115280, z. Mockea, yn. Macmepxoea, 0. 4, am. 5, nom. I, xom. 1, adpec opzana no .
| cepmugpurayuu: 115280, POCCHA, 20pod Mockea, yn. Macmeprosa, 0. 4, am. 5., men.: (495)788—02—88 Beﬁ-
caiim: oyxr.pg. -
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Canexa ®apmaceioTrkaic a.c., Craopaukan Peciy6inka
Hurpuancka 100, 920 27 'naroseu

CEPTHOHKAT AHAJAN3A

Joszan, Tab1eTKH, IOKPBITHIE IACHOYHOM 0060040l 50 mr Ne 90

Hara usrotornenus: 08/08/2018

T'onen no:
Cepus: 2760818

HJAITNO015897/01-301109

31/07/2020

TMMOKA3ATEJIb HOPMbI PE3VJILTATHI
Onuncanue benrie unu noutH Oenkie poAOITOBaTHIE COOTBETCTRYET
JBOSKOBLINYKIBIE TaONeTKN, MOKPHITHIE
fuleHOoYHOH 0B0NMOUKOH, ¢ prHCKoi ¢ ofenx
CTOpOH
Ioannnnocrn
- Jlozapran kanus (B3XKX) Cooteercteyer RT T10JIO2KHTE/IbHO
CpenHns macca | tabnerok 0,2080 r £ 5 %, 0.2039r
Oanopoanocrs
- TiO Macce Tpeboranue Erp. ®apmakonen COOTRETCTBYET
- 10 macce nodenenHbx tabnerox | Tpebosanne Epp. dapmakonen COOTBETCTRYET
Pacnanaemocrn Esp. ®apm.He Honee 30 Mun 7 MuH
Pacreopenue He menee 75% uepesz 30 mun () 97.,95;96,95,97,95%
Tlpumecn (BIKX)
-~ M30MEp JI03apTaHa He bonee 0,2% COOTBETCTBYET
- IpYrHe eQ{HHYHBLIE NPUMECH He Gonee 0,2% <0.05%
- CYMMa npuMecei He Honee 0,5% <0.05%
KounvectBenHnoe onpejgenenne
(BIXKX)
Jlozaprana kanua B 1 Tabn. or 0,0475r no 0,0525r 0.0486r
MukpoGnosiorsdeckan YHCTOTA
- @, XII kareropus 3A
Ob1ee yneno a3poOHBIX He Gonee 1000 KOE/r 0 KOE/r
bakrepuii
Obmee uncno rpudos He Gonee 100 KOE/r 0 KOE/r
Otcyrcreue Escherichia coli OTCYTCTRHE B 1 T OTCYTCTBYET

3AKJIHOYEHME: CooTBeTcTBYeT TpeOOBaHMAM Crielu(pHUKALIIH.

Pewenue: Bemyuen 23/10/2018

AQ «Canothu Poccuay

31ech 2 NOATBEPKAAO, UTO NIPHBEASHHAS BhIIIC HH(OPMAILHS ABJIAETCS IPABUILHON U TouHOM, [JaHHas
CepHs NPOAYKTa NMPOK3BENEHA, BKIIOUAS YIAKOBKY/MApKHPOBKY H KOHTpPOJb KAdecTBa, Ha YKa3aHHOI
HIDKE TIPOW3BOACTBEHHOH IUIOIAAKE B NONHOM COOTBETCTBUH Tpebobanuasm GMP  mecTHOro
PETHCTPALHOHHOTO OPraHa W 3aperMCTPHPOBAHHON Ha PHIHKE CTPAHBI-UMIOPTEPa CElHUKaIlHH HIH
HOPMAaTHBHOH JOKYMEHTALUMH HA TPOAYKT I HMCCIEAYEMBIX MEIHLUMHCKMX MpPEnapaToB. 3arHcH
HPOH3BOJCTBEHHOIO IIpOllecea, YINAKOBKM H aHalH3a TNPOBEPEHBl M IPH3HAHEI COOTBETCTBYIOIIHMH
TpeGopanngm GMP.

YnongoMoueHHOE THNO: Farkasova Emilia

Anpec 125009, Mockea, yn. Teepckas, 22. Ten . (495) 721-1400 Gaxe {4953 7211411, www sanofi.ru
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Certificate of analysis

Product 1LOZAP ®
Product number 12004777 Barch LIMS HY 648006
Batch nuniber 2760818 Released quaniiny 16 753  PACKS
Duosage strength 50 mg
Dasage forn film-coated 1ablets
Packaging size 90 tbl Dare of analvsis 24.08.2018
Manufacture date 08.08.2018 Specification P NO15897/01-3011409
Expiry date 31.07.2020 Marketing aithorisation P NOT5897/G1
fmporting couniry Russia No.
Test Limits Results
Appearance - i
Description white to off-white,oval, complies
biconvex fitm-coated tablets,
half-scored on both sides
Identification
Losartan potassium (HPLC) identical RT positive
Average weight of 1 tablet 01976 g0 02184 g 0.2039¢
Mass variation 18/201bl, NMT = 7.5 %, complies
2/20 tbl. NMT £ 15 % from
determined average mass
Uniformity of mass of divided tablets 18/20 half thl. NMT = 7.5 %. complies
2/20 halfth. NMT £ 15 %
from determined average mass
Disintegration time in water NMT 30 min 7 min

Dissolution active substance

after 30 min. (Q) NLT 75 % 97;95,96;95:97:95 %
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 thi. 0.0475 g 10 0.0525 ¢ 00486 g
Microbiological purity
- GF X1, category 3A
Total acrobic bacteria NMT 1 000 CFU/g 0 CFU/g
Total Fungi NMT 108 CFU/ G CFu/g
Absence of Escherichia coli absenceinl g negative

Conformity with the specification.

Saneca Pharmaceuticals a.s. - Nittiansha 100 - 420 27 Hiohoves - Slovenska republika
Tel {+421)33 738 1411, Fax 4421 22 730 G894, E-mail saneca@sanesa com — www Saneca com
0 46 B33 322 - 1 DPH SKZ023509642 - Tavabankaa s ~ & & PE201Z341601100
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Certificate of analysis

Product LOZAP &

Product number 12004777 Batch LIMS 11 648000

Bateh nuniber 2760818 Released quantity 16753 PACKS
Daosage sirengih 50 mg

Dosage form film-coated 1ablets

Packaging siz¢ 90 1bl Date of analysis 24.08.2018
Manufaciure daie 08.08.2018 Specification PNOI15897/01-301109
Expiry duate 31.07.2020 Marketing authorisation P NG15897:0)
Impaorting counry Russia No.

I herelry confirm that the above information is authentic and accurate. This batch of product has beer manufactured including packaging
and quality control at site fully operating in compliance with EU GAMP requirements, the local Regulatory Authority and  the marketing
authorisation of the importing country. The batch processing, packaging and analysis records were reviewed and found 1o 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 Hiohovec, Siovak Republic 920 27 Hlohovec, Slovak Republic
Authorisation number ; VL 059/13-2 Authorisation number : VL 059/13.2
GMP Certificate No : SK/AO0QV/2017 GMP Certificate No : SK/C09V/2017

Certified by QP: Farkasova Emilia /Qi 'f Certified on: 23.10.2018

Saneca Pharmaceuticals a.s. - Nitnansiag 106 - 920 27 Hichiovee - Slovenské repubiine
Tel (4421133736 1117 Fax {+427) 33 730 0896, £ -mat saneca@saneca con - www Saneca con
O 46 £33325 - 10 DPH SK202359
-
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