JEKJIAPAIIASI O COOTBETCTBHI

HEKJAPAHT, DIPHHAMAJOIW AEKJAPAITHIO O COOTBETCTBHH

AO "Canoghu Poccun™

3apezucmpuposano . Mesicpaiionnas uncneryus MHC Poccuu Ne39 no 2. Mocree OIPH 1027739079940 om
19.08.2002

Adpec: 125009, z. Mocxsa, yn. Teepexas, d. 22. T ernehon:8 (495) 721-14-00

B muye: lenepanvuniii Qupexmop Adaman H.B.

Hoeepennoe nuyo: Knoxoea FO.C,, docepennocmo 6/n om 01.12.2017

3ASIBJISIET, YTO

JAexapcmeennoe cpedcmeo: Jlosan, mabrenticu NOKpsinble NieHOUHOT 06oRGUKOL 50 mz 10 wm., ynaroexu
AuetikogsIe KonmypHute (6), navxu kapmounsie, PY Ne IT N1 3897/01 om 30.11.2009 (dama samenv
16.08.2017) evidano AO "Canoghu Poceusn”, cepus 2620618, napmun 24476 ynaxoeox, zodex oo 31, 05.2020,
npoussoocmea Canexa Gapmaceiomuxaic a.c., Cnoeayxas Pecnybruxa, Saneca Pharmaceuticals a. s,
Nitrianska 100, 920 27 Hiohovec, Slovak Republic, ko0 OKITN2 21.20.10.142, k00 TH B3 3004900002,
xoumpaxm Ne 250/40056192/F-2 om 20.10.2010, unsotic Ne 9085305874 om 13, 09.2018

COOTBETCTBYET TPEEOBAUMSIM

1INQ15897/01-301109 usm. Ne 1-8

AEKJIAPAITI A IIPHHATA HA OCHOBAHUUA

npomoxon ucnetmanuii Ne 2739 0 om 21.09.2018 HiT 00O HI] "®APMOBOPOHA", ammecmam
arxpeoumayuu POCC RU.0001.21 7140, Cepmugpuxam POCC SK.PMOS.C2333] om 21.09.2018

Knokora 10.C.
//nﬁm:h ©.H.0
CBEJEHWS O PETHCTPAIIAN

OPFAH IO CEPTU®HKAITHHA, 3APET'HCTPUPOBABII A AEKJTAPAITHAIO

RA.RU.11 MO8 OPI'AH 110 CEPT, HOHKALTHH ITPOJVRIIHH OBUJECTBO C OrPAHHYEEHOL
OTBETCTBEHHOCTEI) "OKPYKHOH LEHTP KOHTPOJIT KAYECTBA"

aopec opzanusayuu: 115280, 2. Mocksa, yn. Macmeproea, 0. 4, am. 3, nom. I, kom. 1, adpec opzanda no
cepmuurcayu; 115280, POCCHA, 2opod Mocrea, yn. Macmepxosa, 0. 4, sm. 5., men. (495)788-02-88, geb-
caiin: oyxK.pa.

AEKJIAPAIIMA O COOTBETCTBHH 3APETUCTPUPOBAHA M POCC RU H-SK.DMO8.A.01646/18

| BATA PEERCEPATIMMY 24.09.2018
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SANOF]

Canexa ®apmacsroTikanc a.c., Croeaukas PecriyGnnka
Hurpuancka 100, 920 27 [naroseny

CEPTROHUKAT AHAJI3A

Jlosan, TabJeTKH, NOKPbITHIE IIEHOUNOH o06oa0aKoii S0 mr Ne 60

Hara usroropnenuns: 21/06/2018

l'onen no:;
Cepus: 2620618

HJI TIN015897/01-301109

31/05/2020

HOKA3ATEJD HOPMLI PE3YJBLTATLI
Ouucanue beable nnu nouru Genble NpoaonroBarkie COOTBETCTBYET
ABOAKOBBIMYKIibIEe TAONETKH, NOKPHITLIE
JIeHO4RO# 0600uKO#H, ¢ pHCcKoii ¢ 06enx
CTOPOH
NoamxnocTs
- Jlosapran kanus (BOXKX) Coorsetcteyer RT TIOUICIKHTEABHO
Cpennss macca | rabnetok 0,2080 r+ 5 %, 02064 r
OnHopomHocTs
- 10 Macce Tpeboranne Erp. ®apmakonen COOTBETCTBYET
- 10 Macee noenenHbix Tabnerok | Tpeboranue Enp. Mapmaxoneu COOTBETCTBYET
PacnajiaeMocTh Enp. ®Papm.He 6onee 30 mun 8 muu
PacTEOpeHHe He MeHee 75% uepes 30 muH (Q) COOTBETCTRYET
Iprmecu (BOXKX)
- H30Mep no3apTaka ne bonee 0,2% COOTBETCTBYET
- APYTHe eIMHUYHbIE NPHMECH He Oonee 0,2% <0.05%
- CyMMa fpHuMecei He Gonee 0,5% <0.05%
KonuuecTreHHoe onpeaenexHue
{B2XKX)
- Jlozaptana kanua 8 1 Tabn. or 0,0475 r 50 0,0525 1 0,0493 r
Mukpobuonornyeckas udcrora
-I.O. XII KaTeropus 3A COOTBETCTBYET

3AKJIIOYEHHUE: CooTretctByeT TpefoBanuaM clelH(HKAIHY.

3/ech S MOATBEPX/IA10, YTO HPHBE/IeHHAs BBIC HHMOPMAIHT ABISETCH IPaBHIILHOH U TOYHOIH.
JaHHag ceprd NpojayKTa MPOU3BEEHA, BKIIOYA YIAKOBKY/MApKHPOBKY M KOHTPOJIb KauecTBa, Ha
yKa3aHHOH HMXKe NPOH3BOJCTBEHHOH ILIOMIAJKE B TNOJHOM COOTBETCTBHH Tpedopanuam GMP
MECTHOTO PErHCTPalHOHHOTO OpraHa H 3aperdCTPUPOBAHHON Ha PEIHKE CTPaHBI-UMIOpTEpa
CHCLAPUKALNA WM HOPMATHBHON NOKYMCHTAUMH HA TIPOIYKT VIS HCCNICAYEMBIX MEIULMHCKHX
NpenapaTos. 3ankCH IPOR3BOJICTBEHHOTO TPOIECCa, YIAKOBKH ¥ aHAIH3a IPOREPEHB! B NPH3HAHEI

COOTBETCTBYIOIIHUMHY TpeboBaHuam GMP.,

Peirenne: Bruryuien 05/09/2018

AD «Canogu Pocoussy

YnonHOMOYeHHOE TUIIO; Karlovska Mariana

Appec: 125008, Mockaa, yn. Teepckas, 22, Ten. (485) 721-1400. Gaxe: {495 721-1411. www . sanofi.ru
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Certificate of analysis

Saneca

Pharmaceutic

.

e}

Prodnct

Product number
Bareh nimber

Dosage strengih
Dosuage form
Packaging size
Manufacture dare
Expiry dute

Importing country:

LOZAP &

12004780
2620618

50 mg

Batch LIMS HTY
Released quantity

film-coated tablets

60 th]
21.06.2018
31.05.2020
Russia

Darte of analysis
Specification

Marketing authorisation
Ao,

6435987

24476 PACKS

17.07.2018
P NO15897/01-301109
P NO15897/01

Test
Appearance
Description

identification

Losartan potassium (HPLC}
Average weight of 1 tablet

Mass variation

Uniformity of mass of divided tablets

Disintegration time in water
Dissolution active substance
after 30 min, (Q)

Purity HPLC
Losartan isomer

Other impurities each
Sum of all impurities

Content

Losartan potassium in | tbl.
Microbiological quality
- GF X1, category 3A
Total aerobic bacteria

Total Fungi

Absence of Escherichia coli

Limits Results
white 1o off-white,oval, complies
biconvex film-coated tablets,
half-scored on both sides
identical RT positive
0.1976 g 10 0.2184 ¢ 0.2064 g
18/20 tbl. NMT + 7.5 %, cemplies
2/20 tbl. NMT = {35 % from
determined average mass
18/20 half tbi. NMT = 7.5 95, complies
2/20 haif thl. NMT £ 15 %
from determined average mass
NMT 30 min & min
NLT 75 % 95;96;96,95,94:98 %
NMT 0.2 % ND
NMT 0.2 % <¢.05 %
NMT 0.5% <0.05 %
0.0475 gto 0.0525 ¢ 0.04%93 ¢
NMT 1000 CFU/g 0 CFU/g
NMT 100 CFU/g 0 CFU/g
absenceinl g negative

Conformity with the specification.

5

Saneca Pharmaceuticals a.s. - Narisnska 100 - 920 27 Hichovec - Siovenshs republike

Tel (+421;33 736 1111, Fax. (+421) 33 730 0880, E-mail: sanecalSaNeca.com - www. Sanece com
I£ DI SK2023500842 - Tatabanks &5 - € 0 2201234161100

Dihdbeday sty Ghomaede: cota Yoava, Dot Sx Vi tisle g

10 46 832 323
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Sanecs

Pharmaceutical

Certificate of analysis

Product LOZAP &
Product number 12004780

Batch nuniber 2620618

Dosage strength 50 mg

Dosage form film-coated tablets
Packaging sice 60 tbl
Manufacture daie 21.006.2018

Expiry date 31.05.2020
Importing country Russia

Barch LIMS HI7 645987

Released quamity 24476 PACKS
Dare of analvsis 17.07.2018
Specification PNOT5897/01-301109

Mearketing awthorisation P NO15897/01

No.

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

Manufacturing site;

Saneca Phammaceuticals a.5, Nitrianska 100
920 27 Hiohovee, Stovak Republic
Authorisation number : VL 059/13-2
GMP Certificate No : SK/Q00V/2017

Certified by QP:

- -
Karlovska Mariana

compliance with GMP,

Release for saie

Quality control and release site;

Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hiohovec, Slovak Republic
Authorisation number: VL 059/13-2
GMP Certificate No : SK/Q09V /2017

Certified on: 05.09.2018

Saneca Pharmaceuticals a.s. - Nittanske 100 - 820 27 Hiohover - Slovenska iepubliha

Tl (4421133 730 1911 Fax {+421) 32 730 0890, E-maii sanecs@sanecs COM — www 58N6Ca com

150 46 &

Otedesng v

enradv nids Framen Ceimed Be Vindia fasn 105007

-G DPH SKZG23599867 - Tauabanks a s - & v 2870123415/7100
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