JEKJAPAIIIS O COOTBETCTBUU

AEKJAAPAHT, IPUHMMAONI M TEKJAPATIHIO O COOTBETCTBHH

| AO "Canogu Poccus”

Ceedenus o pecucmpayuu opzanuzayuu: Mexcpationnas uncnexyus Pedepansoii Haro2060% cavaichvl N 46 no
a. Mocxse 01.01.2008, OF'PH 1027739079940, dama npucecenus OFPH 19.08.2002.

Adpec: 125009, 2. Mocxea, yn. Teepckas, 0. 22. Tenegon/haxc: 8 (495) 721-14-00/ 721-14-11

B nuye: lenepanorwiii oupexmop Monoe O.A.

Hosepennoe nuyo: Cmenanoe C.C., dogepennocms 6/1 om 01.12.2017

SAABJALT, UTO

nrexapemeennoe cpeoctnso. Jlozan, mabremicu nokpeimvie nieHowHO 06ongykoti 50 M2 10 wm., ynaxosxu
suetikoevte KoumypHoie (9), nauxu xapmownnsie, PV Ne TT NO15897/01 om 30.11.2009 (Cama zamens
16.08.2017) swidano AO "Carogu Poccun”, cepus 2770818, napmus 16678 ynaxosox, z0den do 31.07.2020,
npoussodcmea Canexa Papmacsiomuranc a.c., Crosayxan Pecnybnuxa, Saneca Pharmaceuticals a.s.,
Nitriamska 100, 920 27 Hlohovec, Slovak Republic, xod OKIT2 21.20.10.142, xod TH B3/ 3004900002,

| xoumparxm Ne 250/40056192/F-2 om 20.10.2010, unsoiic Ne 9085310786 om 25.10.2018

P,

COOTBETCTBYET TPEEOBAHHUAM

IT NO15897/01-301109 uzm. Ne I-8

il AEKJTAPAIYHS TIPHHATA HA OCHOBAHUM

npomoxon ucnoimanuti Ne 3218 0 om 01.11.2018 HJT OO0 HI[ "®APMOBOPOHA". ammecmam
arxxpedumayuu POCC RU.0001.21®0J140, Cepmudpuram POCC SK.OMO8.C26577 om 01.11.2018

| MATA TIPHHATHS JEKIAPALUY 01.11.2018
; (M AEMCTBHUTEJILHA O 31.07.2020

Ctenanos C.C.
©.1.0

CBEJIEHMSA O PETHCTPAIIIHA

i RA.RU.11®M08 OPTAH IO CEPTHQHKAIIHH IIPOFVKIJHH OFLIECTBO C OT PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH IIEHTP KOHTPOJIA KAYECTBA"
adpec opzariusayuu. 115280, 2. Mockea, yn. Macmepxoea, 9, 4, sm. 5, nom. I xom. 1, adpec opzana no

| editm: eyxx.pe.

AALAPELHACTPAIN 01.11.2018
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OPTAH 10 CEPTH®HUKALMY, SAPETHICTPHPOBABIINI JEKJIAPALIIIO Y

| cepmupuxayuu: 115280, POCCHA, 20p0od Mocxsa, yn. Macmepxoea, 0. 4, sm. 5., men. :(495)788-02-88, eeb- ..

| AEKJAPALNS O COOTBETCTBUH 3APETHCTPHPOBAHA A2 POCC RU JJ-SK.OMOS.A06035/18 ||




SANOFI

Canexa ®apmaceioThkanc a.c., Cinosaukas Pecniy6nnka
Hurpunancka 100, 920 27 I'naroseny

CEPTUOPHUKAT AHAJIAU3A

Jlozan, Ta6/1eTKH, NOKPBLITHIE IIEHOYHOI 060M0uKk0# 50 M Ne 90

Jata usrorosnenus; 09/08/2018

Toxen no:
Cepusi: 2770818

HI{ TI NO15897/01-301109

31/07/2020

HOKA3ATEJbL HOPMbBI PE3YJbTATHI
Onncanne benbie vnn nouru Genbte npogonropareie COOTBETCTBYET
ABOSKOBBITYKIIbIE TAONETKH, OKPLITHIE
rIEHOUHOH 060N0YKOH, ¢ puCKOi ¢ obeux
CTOPOH
TloataHNOCTD
- Jlozapran kanug (BOXX) CoorgercrByer RT NOJACKHTENLHO
Cpenngs mMacca 1 tabnertok 0,2080 r+ 5 %, 0.2037r
Onnopoanocre
- 110 Macce Tpeboranue Esp. Gapmakoneu COOTBETCTBYET
- Mo Macce noaenenHebix Tabaetok [ TpeGosanue Esp. Gapmaxonen COOTBETCTBYET
Pacnanaemocts Esp. ®apm.ze 6onee 30 mun 7 MHH
PactBopenne He meHee 75% uepez 30 mun () 09:098,97:95;97:97%
Iipamecn (BI)KX)
- H30MEp JIO3apTaHa He Oonee 0,2% COOTBETCTBYET
- APYTHe eAHHMYHBIE NPUMECH He bonee 0,2% <0.05%
- CyMMa fipumMeceii He Bonee 0,5% <0.05%
Koamuecrsennoe onpeaenenme
(BOXX)
Jlosaprana kamug B | rabn. or 0,0475 r no 90,0525 r 0.0489r
Muxkpobnoiorgyeckas UHCTOTa
- I'.®. XII xateropus 3A
Obee yucno azpodubIx He 6onee 1000 KOE/r 0 KOE/r
Oakrepuii
Obmiee yncno rpudos He 6osee 100 KOE/r 0 KOE/r
OrcyrerBue Escherichia coli OTCYTCTBHE B 1 T OTCYTCTBYET

3AKITFOUEHME: CootseTcTByeT TpeGoBaHHAM CHElH(HKAIIH.

3aech sl IOATBEPX/IAIO, YTO TPHBEACHHAs BHINE MHMOPMAIHS ABISETCS IPABMIBHOH H TOUHOM, HanHasn
CEpHs IPOAYKTa NPOU3BENCHA, BKIIOYAS YIAKOBKY/MAPKHPOBKY M KOHTPOJbL KAayecTBa, HA YKA3aHHOM
HHKE TPOM3BOJCTBCHHOH IUIOMANIKE B IIOJHOM COOTBETCTBHH TpeGopammam OMP MecTHOro
PETHCTPALMOHHOIO Oprafa # 3aperHCTPHPOBAHHON HA PBHIHKE CTPaHLI-HMIIOPTEPa CIEIHGbHKALAN Kl
HOPMaTHBHOH NOKYMCHTAlM{ HA IPOAYKT JUIA HCCACHYEMBIX MEJMIMHCKHX IPENapaToB. 3amucH
TIPOM3BOACTBCHHOIO NPOLECCa, YNAKOBKH M aHAIU3a NPOBEPeHb! M NPUIHAHLI COOTBETCTBYIOLINME
tpeboBanusm GMP,

Pemenwue: Beimymen 23/10/2018 YnoaHoMo4YeHHOe TuNo: Farkasova Emilia
AD «Canegu Poccuas

Anpec: 125009, Mocksa, yn. Teepckas, 22. Ten.: (495) 721-1400. ®akc: {495} 721-1411. www . sanofi ru
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Certificate of analysis

Produci LOZAP &
Product number 12004777 Bateh LIS Hi 648007
Batch number 2770818 Released quantin: 16 678  PACKS
Losage srengih 50 mg
Dosage form film-coated tablets
Packaging size Q0 1bi Date of unalvsiy 27.08.2018
Manutucture date 05.08.2018 Specification P NOIT5897/01-301 199
Lxpiry date 31.07.2020 Markering aquthorisation P NO15897/01
lmporting country Russia No.
Test Limits Resnlts
Appearance [ 7
Description white to off-white,oval, complies
biconvex film-coated tablets,
half-scored on both sides
identification
Losartan potassium (HPLC) identical RT positive
Average weight of 1 tblet 0.1976 g10 0.2184 g 0.2037 ¢
Mass variation 18/20 thl. NMT % 7.5 %, complies

2/20 thl. NMT + 15 % from
determined average mass
Uniformity of mass of divided tablets L18/20 half bl NMT £ 7.5 %, complies
2/20 haif thl. NMT 1 15 %
from determined average mass

Disintegration time in water NMT 30 min 7 min
Dissolution active substance
after 30 min, (Q) NLT 75 % 99;98;97.95.97,97 %,
Purity BPLC
Losartan isomer NMT 0.2 % ND
Other impurities each NMT 0.2 % <0.05 %
Sum of all impurities NMT 0.5 9% <0.05 %
Content
Losartan potassium in | tbl. 0.0475 g0 0.0525 g 0.0489 ¢

Microbiological purity
- GF XIL, category 3A

Total aerobic bacteria NMT 1 003 CFU/g 0 CFl/g
Total Fungi NMT 100 CFLi/g 0 CFU/g
Absence of Escherichia col absencein | g negative

Conformity with the specification.

Saneca Pharmaceuticals a.s « Niriznsks 106 - 920 27 Hichovec - Slovenska repubiha
Tet (4423133 738 1111 Fau {5421) 33 7300850, E-mail: SRNECETSBNECE COM - www S3Raca corm

IEC 46833327 1C DPH SK2C2350%842 - Tauabanka as - 2 o ZH20123516/110G0
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Certificate of analysis

Froduct LOZAP &
Product number 12004777 Bateh LIMS H- 648007
Batch number 2770818 Released guanriny 16 678 PACKS
Dosage strength SCmg
Daosage form film-coated tablets
Packaging vize 90 th! Dere of unalvsis 27.08.2018
Muanufacnire dare (9.08.2018 Specification PNOI15897:01-301 109
Zxpiry dare 31.07.2020 Marketing authorisaiion P NO15897:01
Importing country Russia No.

[hereby canfirm that the above information is authentic and accurate. This batch of product has been manufactured including packaging
and quality controf at site fully operating in compliance with EU GMP requirements, the local Regulaory 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

Maunufacturing site: Quality control and release site:
Saneca Pharmaceuticals a.5, Nitrianska 100 Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hiohovec, Slovak Republic 920 27 Hlohovec, Slovak Republic
Authorisation number : VL 059/]3-2 Authorisation number @ VL 059/13-3
GMP Certificate No : SK/009V/2017 GMP Certificate No : SK/D09V/2017

[P .
Certified by QP: Farkasovd Emilia %%L ) Certified on: 23.10.2018

Saneca Pharmaceuticals a.5 - Nitrianska 100 - 020 27 Hiohover - Slovenska republika
Tel (4421533 736 1117 Fax (+471) 33 730 0BYG, E-mai- SeneCaifsancrs om - www SEnesa com
3. I DPH SK2023555847 - Tatrabanka &5 - & 0 29207123410.0100
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