AEKJIAPAIIUSI O COOTBETCTBUHA

AEKJAPAHT, IPUHUMAIOUIUI JEKJAPALIAIO O COOTBETCTBUU

AO "Canogu Poccua”

3apeaucmpuposano : Mescpaiionnas uncnexyus MHC Poccuu Ne39 no 2. Mockee OFPH 1027739079940 om
19.05.2002

Aopec: 125009, &. Mockea, yn. Teepckas, 0. 22. Teneghon:8 (495) 721-14-00

B auye: I'enepansuviii oupexmop Aoaman H.B.

Hosepennoe nuyo: Knokosa F0.C., dosepennocme 6/1 om 01.12.2017

SAABJISAET, UTO

Aexapemeennoe cpeocmeo: Jlozan mabremiu nokpeimete nienounoi obonoyxoii 50 m2 10 wm., YRakoexu
Avelikosvie Konmypnuuie (6), nauku kapmounsie, PY Ne IT NO15897/01 om 30.11.2009 (Oama 3amenvl
16.08.2017) evr0ano AO "Canodpu Poccus", cepus 2340518, napmus 24758 ynakoeox, zooer 0o 30.04.2020,
npoussoocmea Canexa @apmacviomuranc a.c., Croeayxas Pecnyénura, Saneca Pharmaceuticals a, S5
Nitrianska 100, 920 27 Hlohovec, Slovak Republic, koo OKII2 21.20.10.142, koo TH B2/ 3004900002,
xoumparm Ne 250/40056192/F-2 om 20.10.2010, ungotic Ne 9085298069 om 10.07.2018

COOTBETCTBYET TPEEOBAHUSIM
IIN015897/01-301109 usm. Ne 1-8

JEKJAPAITUSI IPUHATA HA OCHOBAHHUH
npomoxon ucnsimanui Ne 2019 0 om 17.07.2018 HJT OO0 HI] "®APMOFOPOHA " ammecmam
axxpeoumayuu POCC RU.0001.21 ©JI40, Cepmugpurxam POCC SK.®OMO08.C18581 om 17.07.2018

JLATA TIPHHSITUSE JAEKTAPALIMH 17.07.2018
JEKJIAPAIIASI IEACTBUTEILHA JIO 30.04.2020
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o : Knoxosa 10.C.
D : oeri (?'p qnmlq\_. & /ﬂommcr, ©.H.0
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CBEJEHMS O PETUCTPAIIMU

OPTAH IO CEPTU®HUKAIINH, 3APETUCTPUPOBABII NI JAEKJIAPALITUIO

RA.RU.11®PMO08 OPTAH ITO CEPTHO®HKALIHH TPOLYKIHH OBIJECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYJKHOH HEHTP KOHTPOJIS KAYECTBA",

aopec opeanuzayuu. 115280, 2. Mockea, yr. Macmepxosa, 0. 4, sm. 3, nom. I, konm. 1, aopec opzana no
cepmucpuxayuu: 115280, POCCHA, z0pod Mockea, yn. Macmepxkoga, 0. 4, sm. 5., men.:(495)788-02-88, eet-
caium: oyxK.pg.

AEKJIAPALIUA O COOTBETCTBHH 3APET'MCTPUPOBAHA N POCC SK. DPM0O8./107385

JATA PEFUCTPAIIIH 17.07.2018
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SANOFI

Canexa ®apmaceloTHKaC a.c., Cnosauxas Pecry6mmka
Hutpuancka 100, 920 27 Tnarogen

CEPTH®HKAT AHATH3A

Jozan, Tab1eTKH, MOKPHITHIE IIEHOYHO oboao0uxoii 50 mr Ne 60

Hata wsrorosnenus: 25/05/2018

Ionen mo:
Cepusi: 2340518

HJI TIN015897/01-301109

30/04/2020

INOKA3ATEJIb HOPMBI PE3YJbLTATBI
Onucanue benkie nnu noutn Genbie npononrosatsie COOTBETCTBYET
ABOSIKOBBIMYKJIbIE TabNeTKH, NOKPHITHIE
TJIEHOTHOH 000NIOYKOH, ¢ pHCKOI ¢ 06enx
CTOPOH
IomnuunocTe
- Josapran kanus (B2XKX) CooreerctByer RT NOJIOXKHTESIEHO
Cpennss macca 1 Tabaerok 0,2080 r + 5 %, 0,2063 r
OnnopoanocTs
- TIO Macce TpeGoraune Esp. ®apmakonen COOTBETCTBYET
- 110 Macce noaeneHHbIx Tabaerok | TpeGoranue Erp. ®apmaxonen COOTBETCTRBYET
Pacnanaemocts EBp. ®apm.He 6onee 30 mun 8 MuH
PactBopenne He MeHee 75% uepes 30 mun (Q) COOTBETCTBYET
Ipumecu (BRIKX)
- H30Mep J103apTaHa He bonee 0,2% COOTBETCTBYET
- APYTHE €IMHHYHbIE PUMECH He Gonee 0,2% <0.05%
|- CyMMa npuMeceii He bonee 0,5% <0.05%
Konuuecrsennoe onpenenenne
(BOXKX)
- Jlozaprana xanus B 1 Tab. ot 0,0475 r no 0,0525 r 0.0499 r
Mukpobuonoruueckas uncrora
-IO. X1 KaTeropus 3A COOTBETCTBYET

3AKJIIOYEHHE: CoortserctByer TpeGoBanmmm cnenupUKanyH.

3neck 1 IOATBEPXKAAIO, YTO NPHBENEHHAS BEIIE HH(OPMALNS SBIAETCS NPABHIBHON ¥ TOYHO,
/lanuas cepus mpoxykTa npousBenenHa, BKIIOYAs YNaKOBKY/MapKHpPOBKY ¥ KOHTPOIb Ka4ecTBa, Ha
YKa3aHHOH HHXE NPOM3BOACTBEHHON ILIOMAZKe B NOTHOM COOTBETCTBHH TpeboBanmam GMP
MECTHOTO PETHCTPALHOHHOTO OpraHa M 3aperc
cnenuduKauuy UM HOPMATHBHOMN [OKYMEHTALH:
TIpenapaToB. 3anKcH NPOH3BOICTBEHHOTO MIpoLecca,

COOTBETCTBYIOIIHUMH Tpebosanusm GMP.

Pemenwue: Brmymen 02/07/2018

Afapec: 125008, Mockea, yn. Teepcran, 22. Te

AD «CaHothu Poccusis

YnonHOMOYeRHOE nuno: Karlovska Marian

n.: (485) 721-1400. Qakc: (495) 721-1411. www.sanofi’

TPHPOBAHHON Ha PBIHKE CTpaHB-MMIOPIEpa
Ha TPOJYKT /I MCCIEAYEMEIX MEIUITMHCKHX
YIaKOBKH M aHaH3a NPOBEPEHEI H NPH3HAHE
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Certificate of analysis

Saneca

Product LOZAP®
Product number 12004780 Buatch LIMS HY 644806
Batch number 2340518 Released quantity 24758 PACKS
Dosage strengih 50 mg
Dosage form film-coated tablets
Packaging size 60 tbl Date of analysis 02.07.2018
Manufaciure date 25.05.2018 Specification P NO15897/01-301109
Expiry date 30.04.2020 Marketing authorisation P N015897/01
Importing couniry Russia No,
Test Limits Results
Appearance
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 tablet 0.1976 g 10 0.2184 ¢ 0.2063 g
Mass variation 18720 thl. NMT = 7.5 %, complies
2/20 thl. NMT = 15 % from
determined average mass
Uniformity of mass of divided fablets 18/20 half tbl. NMT = 7.5 %, complies
2/20 half tb. NMT = 15 9%
from determined average mass
Disintegration time in water NMT 30 min & min

Dissolution active substance
after 30 min. (Q)
Purity HPLC
Losartan isomer
Other impurities each
Sum of all impurities
Content
Losartan potassium in 1 th).
Microbiological quality
- GF X1, category 3A
Total acrobic bacteria
Total Fungi
Absence of Escherichia coli

NLT 75 %

NMT 0.2 %
NMT 0.2 %
NMT 0.5 %

0.0475 g0 0.0525 ¢
NMT 1 000 CFU/g

NMT 100 CFU/g
absenceinl g

100,97;99;100;99:99 %

ND
<0.05 %
<0.05 %

0.0499 ¢
0 CFU/g

0 CFU/g
negative

Conformity with the specification.

Seneca Pharmaceuticals a.s. - Nitrianska 160 - 920 27 Hiohovec -
Tel {+421)33 736 1111, Fax: {+421)33 730 08%
ICO: 46 833 322 - 18 DPH. SK2023559842 - Tatrabanka as. - 0.282012341651100

Sbchodnj 1eaistes Dkruandhe sisu Tmava, Oodsl: Sa. Viokka Esle 0BT

Slovenska republika

8, E-mail: sanecai@saneca.com — www.saneca com

Pharmaceuticals
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Certificate of analysis

Sanecs

Pharmaceuticals

Product LOZAP ®

Product number 12004780 Barch LIMS HY

Batch number 2340518 Released quantity

Dosage strength 50 mg

Daosage form film-coated tablets

Packaging size 60 tbl Dare of analysis
Manufacture date 25.05.2018 Specification

Lxpiry date 30.04.2020 Markeiing authorisation
Importing country Russia No.

644806
24758 PACKS

02.07.2018
P NO15897/01-301109
P NO15897/01

I hereby confirm 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 EU GMP requirements, the local Regulatory Authority and the marketing
authorisation of the importing country. The baich processing, packaging and analysis records were reviewed and found to be in

compliance with GMP.

Release for sale

Manufacturing site: Quéfit}’ control and release site:
Saneca Pharmaceuticals a.s, Nitrianska 100 Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hiohovec, Slovak Republic 920 27 Hiohovec, Slovak Republic
Authorisation number: VL 059/13-2 Authorisation number : VL 059/13-2
GMP Certificate No : SK/009V/2017 GMP Certificate No : SK/009V/2017
v e

g tnns

Certified by QP: Karlovskd Mariana Certified on: 02.07.2018

Saneca Pharmaceuticals a.s. - Nitrianska 100 - 820 27 Hichovec - Stovenské republika
Tel: (+421) 33 735 1111, Fax: (+4213 33 730 0890, E-mail: sanecafisaneca.com - Www.Saneca.com
ICO: 46 833 323 - 1€ DPH SK20235009842 — Talrabanka a.s. ~ & U 2920123416M1100

Otichodny resister Chiesnébe sidu Tenava. Oddie! Sz Vialka &slo: 108017




