JNEKJIAPAIIMISI O COOTBETCTBUU

JAEKJIAPAHT, IPMHAMAIOUTHAA XEKJAPALIMIO O COOTBETCTBHH

AQ "Canodhu Poceus”

Ceedenun o pezucmpayuu opeanusayuu.; Mexcpationrnas uncnexyus Gedepanvroi nano20607i cavarclur Mo 46 no
2. Mocxee 01.01.2008, OI'PH 1027739079940, dama npuceoenus OFPH 19.08.2002,

Aodpec: 125009, 2. Mocrea, yn. Teepcran, 8. 22. Tenegpon/paxc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanvrbtii dupexmop Mousic O.A.

Hoeepennoe nuyo: Cmenaros C.C., dosepennocms 6/w om 01.12.2017

3ASNBIAET, YTO
Aexapcmeennoe cpedcmeo. Jlozan, mabGremru noxpoimste naenouHol obonowxoi 100 mz 10 wm., YRAKosKH

Avelixogoie Konnypruie (3), nouxu xapmonnsie, PY Ne JICP-004055/10 om 07.05.2010 (Oama 3amenbt
16.08.2017) evioano AO "Carnogu Poccus”, cepus 2851018, napmus 16380 ynaxoeox, 2o0den do 30.09.2020,
npouseoocmsa Canexa Papmacviomuxanc a.c., Crosayxas Pecnybnuka, Saneca Pharmaceuticals a.s.,
Nitrianska 100, 920 27 Hlohovec, Slovak Republic, xod OKIT2 21.20.10.142, x0d TH B3 3004900002,
xoumpaxm Ne 250/40056192/F-2 om 20.10.2010, unsoiic Ne 9085310745 om 25.10.2018

COOTBETCTBYET TPEEOBAHM SIM

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

JAEKJIAPATIVIS ITPHHATA HA OCHOBAHHUHA

npomoxon ucnvtmanutt Ne 3168 0 om 30.10.2018 HJI 000 HI] "®APMOFOPOHA" ammecmam
axxkpedumayuy POCC RU.0001.21DJI40, Cepmugpuram POCC SK.OMO8.C26403 om 31.10.2018

JATA ITPHHATHAA REKJIAPATIAM 371.70.2018
pSER

R0y,
P ,‘_;@»@Eﬁcmmmm IO 30.09.2020

go. i wCanogn Poccus» / Crenanoe C.C.
3 Tanadi Russia AD
LI S Bk napanm ©.U.0

eiees® CBEJIEHHASA O PETUCTPAIIAN

OPT'AH IO CEPTHOMKAITAH, 3APEI'UCTPUPOBARIIIMIL AEKJAPAITHIO

RA.RU.11PM08 OPTAH IO CEPTH®HKAITHH ITPOAVKIIHH OFLECTBO C OI'PAHHYUEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH HEHTP KOHTPOJIT KAYECTBA",

adpec opzanuzayuu: 115280, 2. Mocxea, yn. Macmepxoea, 0. 4, sm. 5, nom. I xom. 1, adpec opzana no
cepmugurayuu. 115280, POCCHA, 20p0d Mocksa, ya. Macmepxoea, 6. 4, am. 5., men.:(495)788-02-88, geb-
caim: oyxK.pe.

AEKJIAPAITAS O COOTBETCTBUH 3APETICTPHIPOBAHA M POCC RU A-SK. DM08.4.05843/18
HJATA'PEFACTPAYIVH 31.10.2018
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SANOF]

Caneka ®apmackioThkanc a.c., Cnopaukas PecnyGnuka
Hurpuancka 100, 920 27 Tnaroeel

CEPTUO®HKAT AHAJIN3A

Jlozan, Tab/reTKH, IOKPLITHIE IEHOHHO#H 060/ 1049Kkoii 100 M1 Ne 30

Hara usrorosnenns: 03/10/2018

Topnen po:
Cepus: 2851018

HJ JICP-004055/10-070510

30/09/2020

IMOKA3ATEJIb HOPMBI PE3YJbLTATHI
Onucanue HPOJONTOBATEIE NBOSKOBBINYKALIC COOTBETCTBYET
TaOJETKH, IOKPLITHIE IICHOYHOH
0bos10uK0H 0T 6esoro 10 NoYTH
Denoro uBeTa, ¢ pHcKoi ¢ obenx
CTOPOH
IMoanunanocers (BIIKX)
- Jlozapran xanus Rt (o6pasna) = Rt (crannapra) COOTBETCTBYET
- Cpeansas macca 1 tabretkn o1 0,3933 r 1o 0,4347 r 0,4114r
- OnHOPOMHOCTE 1O Macce Egp. ®apmakones (2.9.5) COOTBETCTBYET
- OMHOPOMHOCTE 110 Macce Egp. ®apmakomnes (2.9.5) COOTBETCTBYET
HOJE/IEHHBIX TabNeToK
- PacniazaemocTh B Boge He Donee 30 MuHyT 4 MUH

PacrBopeHue He MeHee 75% (Q) uepes 30 munyT 101;102:100;102;99:102%
ITocropounne npumecn
(BI7KX)
- MzoMep nozaprana He Honee 0,2% COOTBETCTRYET
- Jipyrue enMHUYHEIE TIPHMECH He Gonee 0,2% <0.05%
- CymmMa npuMeceii ne 6oxnee 0,5% <0.05%
Muxpobuosorndeckasn
YHCTOTA
- 'O XIII, xateropus 3A He bonee 1000 KOE/r 0 KOE/r
Ob1ee YnciIo a3pobHBIX He bosee 100 KOE/r 0 KOE/T
OaxTepmii OTCYTCTBHE B 1 T OTCYTCTBYET
O6miee yncno rpubos
Orcyrcreue Escherichia coli
Koanuecrsennoe onpeeienne
- Jlozapran xanus B 1 Tabnerke o1 0,0950 1 10 0,1050 1 0,0997 r

3AKJTIFOYEHHE: CooteerctByeT TpeGoBanusm CTIeHHpHKAIHH.

Hacrosumm s moxrsepxnaro, 4ro mHbOpMAanms, IpecTaRieHHAS BBLIE, ABIHMCTCA TOMIMHHON 1
AoCToBepHOH. JlaHHAs naprTus nponykra ObLla NPOW3BEACHA, RKIHOYAS YIIZKOBKY/MapKHPOBKY #
KOHTPOJIb  KauecTBa, Ha YKA3aHHOM MNPEANIPUATHH(SX) B TIONHOM COOTBETCTBHH C TPEGOBAHHAMH
Hazxnexameit nponsponcreennoi npaktiky (GMP) mecTHOTO KOHTPOIHPYIOIETO Oprada, a TaKxKe co
crennpHKAMAMY, YKA3aHHBIMM B PerHCTPalmONHOM Y10CTOBEpeHHH CTpaHsI-UMIIOpTEpa Wik (aiinom

AO «Canodn Poccns»

Aapec: 125009, Mockea, yn, Teepcras, 22. Ten.: (495) 724-1400. Gaxe: {495) 721-1411. www sancfi ru




SANOF!

Canexa ®apmaceioTHkanc a.c., Cnosaikas Pecniy6anka
Hutpuancka 100, 920 27 ['narosen

CEPTUOUKAT AHAJIU3A

Jlosan, TabiieTKH, NOKPBITHIE ILAIEHOYHOH 060109k 100 Mr Ne 30

Jlata usrorosnenus: 03/10/2018

Fomen no: 30/09/2020
Cepus: 2851018

HJI JICP-004055/10-070510

CrIeUM(PUKAINY JUIS HCCIEAYEMBIX MERHIMHCKHX penaparoB. OTYETH O NPOM3BOACTBE, YNAKOBKE M
aHaNK3e CepHH ObUTH IIPOBEPEHE! H IPH3HAHEI COOTBETCTBYIOIHMH TpedopannsM GMP

Pemenwue: Bemymen 22/10/2018 YnoaHomoueHHoe JH10: Holickova Jarostava

AQ «Canodw Pocousy
Aapect 125008, Mocksa, yn. Teepcran, 22. Ten.: {495) 721-1400. Gakc: 14951 721-1411. www. sanofi ru
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Certificate of analysis

Saneca
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Product LOZAP &
Product number [2004774
Bareh nuniber 2851018
Dosage strengih 160 mg

Dosage form

Packaging size 30 tbt
Manufacture date 03.10.2018
Expiry date 30.09.2020
Importing country Russia

Barcl LIS 571
Released quantipy

film-coated tablets

Bate of analysis
Specification

Markeiing authorisarion
No.

649597

16380  PACKS

18.10.2048
LSR-004055/10-070510
LSR-004055/10

Appearance
Description

Identification

Losartan potassium  (HPI.C)
Average weight of 1 tablet
Mass variation

Uniformity of mass of divided tablets

Disintegration time in water
Dissolution active substance
afler 30 min. (Q)
Purity HPLC
Losartan isomer
Other impurities each
Sum of impurities
Microbiologicai purity
- GF XII, category 3A
Total acrobic bacteria
Total Fungi
Absence of Escherichia coli
Content
Losartan potassivum in | thl.

Limits Results
white to off-white,oval, complies
biconvex film-coated tablets,
half-scored on both sides
identical RT positive
0.3933 210 0.4347 ¢ 04114
18/20 thl, NMT = 5 9, complies
2/20 thl. NMT = 10 % from
determined average mass
18/20 half thi. NMT + 7.5 5, complies
2/20 half thl NMT + 15 %
from determined average mass
NMT 30 min 4 niin
NLT 75 %

NMT .2 % ND

NMT 0.2 % <0.05 %
NMT 0.5 % <0.05 %
NMT | 000 CFU/g 0CFU/g
NMT 100 CFU/g 0 CFU/g
absencein | g negative
0.0950 g 10 0.1050 g 0.0997

101;102:100;102:99; 102 %

Conformity with the specification.

Saneca Pharmaceuticals a.s, - Nithanska 100 - 920 27 Hiahovec - Slovenska republika

Tel {(+321)33 736 1191 Fax (4421} 33 730 0690, E-mal saneca@saneca com - www saneca com
0O, 46 833 323 - IC DPH. SK20235568472 - Talrabanka as ~ & & 2820123416/1100
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Certificate of analysis

Product LOZAP ®

Product number 12004774 Barch LINIS Y 649397

Bateh number 2851018 Released guamin: 16 380 PACKS
Dasage sirengih 100 mg

Dosage form film-coated 1ablels

Packaging size 30 thl Date of analysis 18.10.2018
Manufacture date 03.16.2018 Specification LSR-004055/16-070510
Fxpiry duie 30.09.2020 Markering authorisation LSR-0040558/10
Importing cowniry Russia No.

I hereby coniirn that the above information is authentic and accurate. This batch of product has been manufactured including packaging
and quality control at site fully operating in compliance with EL) 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 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 Hlohovec, Slovak Republic 920 27 Hlohovec, Slovak Repubtic
Authorisation number : VL 059/13-2 Authorisation number: VL 059/13-2
GMP Certificate No : SK/009V/2017 GMP Certificate No : SK/009v/2017
Certified by QP: Holitkova Jaroslava Certified on: 22.10.2018
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Saneca Pharmaceuticals a.5. - Nilriansha 100 - 920 27 Hichovec - Slovenska repubiika
Tel{+421)33 736 1131, Fax (+421} 33 730 6800, £-mai: SENeCASBNECA COM ~ Wi SENECS COm
IEC 46 8233 323 - IS DPH SK2023580842 ~ Talratankz s - ¢ 0 2820123476/1100
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