AEKJIAPAIIWSA O COOTBETCTBUU

JEKJAPAHT, IPHHIMAIOIIHIA TEKJIAPAIIHIO O COOTBETCTBHH
AQ "Canodu Poccun”
3apezucmpuposano . Mescpationnas uncnexyua MHC Poccuu Ne39 no 2. Mockee OTPH 1027739079940 om
19.08.2002
Aopec: 125009, 2. Mockea, ya. Teepcras, 0. 22. Tenepon:8 (495) 721-14-00
B nuye: I'enepanvhurii dupexmop Adaman H B,
Hosepennoe nuyo: Knoxosa 10.C., dosepennocmp 6/u om 01.12.2017

| SAJBJBIET, UTO
| rexapcmeennoe cpedcmeo: Jlosan, mabneniu noxpeimvie nieHOYHOU obonoykol 50 mz 10 wm., ynaxoexu

| sveiixoase kowmypHue (3), nauxu xapmonnvie, PY Ne I1 N015897/01 om 30.11.2009 (dama 3amens:

| 16.08.2017) evoano AO "Canogu Poccus”, cepun 2680718, napmun 49680 ynaxosox, 200en 0o 30.06.2020,
| npouseodemea Canexa Dapmacvionyranc a.c., Crosayxan Pecnybnuxa, Saneca Pharmaceuticals a.s.,
Nitrianska 100, 920 27 Hlohovec, Slovak Republic, xod OKIIN[2 21.20.10.142, koo TH B3 3004900002,
xonmparm Ne 250/40056192/F-2 om 20.10.2010, unaotic Ne 9085305350 om 07.09.2018

COOTBETCTBYET TPEGOBAHUSIM

I N015897/01-301109 uzm. Ne 1-8

JEKJIAPATIVS ITIPHHSITA HA OCHOBAHHH

npomoxon ucneimanuii Ne 2663 0 om 17.09.2018 H/T 000 HI] "OAPMOEQOPOHA", ammecmam
axxpedumayyu POCC RU.0001.21PJI40, Cepmudpuram POCC SK.©MO8.C22940 om 17.09.2018

SETEXTAPALTHM [7.09.2018
' BUTEJILHA JO 30.06.2020

A
Knoxoza 10.C.
/D('J;D,HHCI: @.HN.0

CBEAEHUA O PETUCTPALIAA

OPTAH ITO CEPTHOHKALIUY, 3APETHCTPUPOBABIIHIA JEKJIAPAITHIO

RA.RU. 11 ®MO8 OPIAH IO CEPTHOHKAITHY TPONYVKIHH OFH[ECTBO C OFPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH IJEHTP KOHTPOJIT KAYECTBA",

adpec opeanusayuu: 115280, &. Mocxea, yn. Macmepxosa, 0. 4, sm. 5, nom. I, xom. 1, adpec opzana no
cepmupurayuu: 115280, POCCHA, 20pod Mocksa, yn. Macmepwoea, 0. 4, am. 5., men.:(495)788-02-88, ee6-
caiim: oyKK.pe.

AEKJIAPAS I’I{L;O COOTBETCTBHM 3APETMCTPUPOBAHA M POCC RU [I-SK.DM08.A.01025/18

TATAPET émym 17.09.2018
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SANOEI

Caneka MapmachioTukaic a.c., Cnoeaukas Pecny6anka
Hurpuancka 100, 920 27 I'narosely,

CEPTH®HUKAT AHAJIU3A

Jlozan, Ta0/IeTKH, NOKPLITHIE IVIEHOYHO§ 06010uK0fi 50 Mr Ne 30

Jlara nsrorosnenns: 09/07/2018

Fonen go:
Cepus: 2680718

HJA TI NO15897/01-301109

30/06/2020

HOKA3ZATEJIb HOPMBI PE3YJILTATHI
Onncanue besible nau noutH 6enbie NPOAOHIOBATHIE COOTBETCTBYET
ABOAKOBBLINYKILIE TalAeTKH, MOKPLITHIE
TieHo4Hol obonoukoi, ¢ puckoil ¢ oGenx
CTOPOH
IopaanHOCTH
- Jlozapran kanus (B3XKX) Cootsercreyer RT FOJIOXKHTENLHO
Cpennns macca 1 Taénetox 0,2080 r = 5 %, 0,2039r
Onsopoaxocth
- 110 Macce TpeGosanue Esp. ®apmakoneu COOTBETCTBYET
- 0 Macce nogeneHnkbx tabierok | Tpebosanue Enp. ®apmakonen COOTBETCTEYET
Pacnapaemocts Ep. ®apm.He 6oaee 30 mun 7 MHH
PactBopenne He MeHee 75% uepes 30 MuH (Q) COOTBETCTBYET
Hpumecu (BIKX)
~ H30MEp JI03apTaHa He Gonee ,2% COOTBETCTBYET
- ApYTHE eIMHHYHbIE PUMECH He bonee 0,2% <0.05%
- CyMMa IpHMecei He Boaee 0,5% <0.05%
Koanuecrennoe onpenenenne
{(BOXX)
- Jlozaprana kanaus 8 1 Tabn. 01 0,0475r no 0,0525r 0,0488 r
MnakpoGHoI0rHYeCKan YHCTOTA
-I@. XII KaTeropus 3A COOTBETCTRYET

3AKJIFOUEHHME: CootBeTcTByeT TpeOOoBaHUSM crielU(HKAIIHH.

3ieck s NOATBEPXKAAIO, YTO NPHMBEACHHAA Bbille HHGOPMauus SBIACTCH NPABMNBHON H TOYHOIL
JlanHas cepus NpoJyKTa MPOM3BEACHA, BKIIIOYAS YIAKOBKY/MAPKMPOBKY M KOHTPONbL KA4ecTBa, Ha
YKa3aHHOH HM)XKE NpPOU3BOACTBEHHOH NNOWANKE B [OJHOM COOTBETCTBHH TpebopaHusM GMP
MECTHOTO PErHCTPAllHOHHOTO OpraHa M 3aperHCTPHPOBAHHOH HA PHIHKE CTPaHB-HMIIOPTEPA
CIelMpUKALMY HIH HOPMATHBHON INOKYMEHTAIlHH HA MPOAYKT JUIS MCCIEAYEMBIX MEIHLMHCKHMX
Npenaparor. 3aHCH IPOH3BOJCTBEHHOTO NPOIECca, YIAKOBKH M aHAAM3a IPOBEPEHE! H NPU3HAHKI
COOTBETCTBYIOIIHUMHE TpeboBanusM GMP.

Pemenue: Bemymen 31/08/2018 YnonHomoueHHOe mvuo: Karlovska Mariana

AQ «Camodn Paccuas
Aapec: 125009, Mocksa, yn. Teepckas, 22, Ten.: (495) 721-1400. dake: (4953 721-1411. www.sanofi.ru
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Certificate of analysis

Product LOZAP &
Product number 12004779 Barch LIMS HIY 646439
Barch number 2680718 Released quantity 49680 PACKS
Dosage strength S0 mg
Dosage form film-coated tablets
Packaging size 30 tbl Date of analysis 36.07.2018
Manufacture dare 49.07.2018 Specification P NO15897/61-301109
Expiry dare 30.06.2020 Marketing authorisation P N{15897/01
Importing counry: Russia No.
Test Limits Results
Appearance
Description white to off-white oval, complies
biconvex film-coated tablets,
half-scored on both sides
Identification
lLosartan potassium (HPLC) identical RT positive
Average weight of 1 tablet 0.1976 g0 02184 ¢ 0.2039¢
Mass variation 18/20 thl. NMT =+ 7.5 %, complies

2/20 tbl. NMT = 15 % from
detenmined average mass
Uniformity of mass of divided tablets 18720 half tbl. NMT % 7.5 %4, complies
2/20 half tbh. NMT £ 15 %
from determined average mass

Disintegration time in water NMT 30 min 7 min
Dissolution active substance
after 30 min. (Q) NLT 75 % 07,101;96;100;97:96 %
Purity HPLC
Losartan isomer NMT 0.2 % ND
Other impurities each NMT 0.2 % <0.05 %
Sum of all impurities NMT 0.5 % <(.05 %
Content
Losartan potassium in 1 tbh 004751000525 ¢ 0.0488 g

Microbiological quality
- GF XII, category 3A

Total acrobic bacteria NMT 1600 CFU/g {0 CFU/g
Total Fungi NMT 100 CFU/g 0 CFu/g
Absence of Escherichia coli absencein | g nepative

Conformity with the specification.

Baneca Pharmaceuticals a.s. « Nilsianska 100 - 20 27 Hivhoves - Slovenska republia

Tel (132133 730 1111 Fax: (v42%) 33 730 OBY0, E-mail- ¢ SNEGE COM ~ WWw $3necs Com
L0 48 832 3 i€ DPK SK2023565847 - Tatisbanka g s ~ ¢ U 2U20123416:1100
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Certificate of analysis

Product LOZAP &

Product number 12004779 Barel LIMS M1 6406439

Batch number 2680718 Released quantity 49680 PACKS
Dosage strength 50 mg

Dosage form film-coated 1ablets .

Packaging size 30 1bi Date of analysis 30.07.2018
Manyfacture date 09.07.2018 Specification P NOL5897/01-301 109
Expiry date 30.06.2020 Markering authorisation P NOE5897/01
Importing country Russia No.

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 Regulaiory Authority and the marketing
authorisation of the importing country. The batch processing, packaging and analysis records were reviewed and found o 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 Hiohovec, Slovak Republic
Authorisation number : VL 0359/13-2 Authorisation number : VL 059/}3-2
GMP Centificate No : SK/009V/2017 GMP Certificate No : SK/006V2017

P Vs
,./q/ﬁ’/l {(":'}-{'
Certified by QP: Karlovska Mariana Certified on: 31.08.2018

Saneca Pharmaceuficals a.s. - Ninanska 100 920 27 Mlonover - Siovenchs repitihe
Tel (~421}33 736 111y Fax (+421) 33 730 U8SE E-mail saneca@saneca.com - wiww 5aneca com
W00 46833 223 - 18 DPH SK20D - TJahmbanke a & - € G 2920123416100
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