AEKJIAPAIIVA O COOTBETCTBUH

| IEKJIAPAHT, IIPHHHMATOINHI JEKAAPAIIIIO O COOTBETCTBHH

| 40 "Canogu Poccun" ‘

3apezucmpuposaro : Mesicpaitonnan uncnexyus MHC Poccuu Ne39 no z. Mocxee OFPH 1027739079940 om
i 19.08.2002

| Adpec: 125009, & Mocxea, yn. Teepexas, o. 22, Teneghon:8 (495) 721-14-00

i B nuye: I'enepanvuuiii oupexmop Adaman H.B.

i Hoeepennoe nuyo: Knoxosa 10.C., dosepennocniv 6/n om 01.12.2017

3AABJIAET, UTO
| rexapcmeennoe cpedcmeo: Jlozan, matnemicu noxpuimsre nenounodi obonoukos 12.5 mz 10 WiNL., YRAKOBKY
1 avetixogule konmyprute (9), naviu kapmonnvie, PY No IT NO15897/01 om 30.11.2009 (dama 3amenst
| 16.08.2017) suidano A0 "Canogpu Poccus”, cepun 2090718, napmus 21236 ynaxoeox, zoden do 30.06.2020,
| npouseodcmea Canexa @apmacviomuxanc a.c., Crosaykas Pecnybnura, Saneca Pharmaceuticals a.s.,
| Nitrianska 100, 920 27 Hlohovec, Slovak Republic, koo OKIT2 21.20.10.142, k00 TH B3 3004900002,
xoumpaxm Ne 250/40056192/F-2 om 20.10.2010, unsotic Ne 9085305853 om 13.09.2018

COOTBETCTBYET TPEEOBAHUAM
IT NO15897/01-301109 uzm. Ne 1-8

JEKJIAPAITAA IIPHHATA HA OCHOBAHUH
npomoxon ucnermanuii Ne 2684 0 om 18.09.2018 HIT 000 HI] "®APMOEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 ®JI40, Cepmugdpuxam POCC SK. @M08.C23041 om 18.09.2018
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CBEJEHUS O PETUCTPALIHA

OPT'AH ITO CEPTUDHKAITMH, 3APETHCTPUPOBABIIHHA JEKIAPAITIIO

RA.RU. 11 QMO8 OPIAH IO CEPTHOHKALIHH TPONVKIHH OBUIECTBO C OI PAHUYEHHOIH
OTBETCTBEHHOCTBIO "OKPYKHOH LEHTP KOHTPOJIAT KAYECTBA",

adpec opeanuzayuu: 115280, 2. Mocxsa, yn. Macmeprosa, 0. 4, sm. 5, nom. I, xom. 1, adpec opaana no

cepmugpuxayuy: 115280, POCCHA, 20pod Mocxea, yr. Macmepxosa, 9. 4, am. 5., men. :(495)788-02-88, eeb-
caitn: oyxx.pa.

,H,EK.JIAI?@JIPIH O COOTBETCTBHU 3APETHCTPHPOBAHA A POCC RU A-SK. DMO8.A.01198/18
AATAPETAC

ALTUH 18.09.2018
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SANOFH]

Caneka MapmaceloTHKaIC a.¢., Cnoeaukas Pecny6nnka

Hurpuancka 100, 920 27 Inarosen,

CEPTHOUKAT AHAJTU3A

Jlozam, TalJieTKH, IOKPLITHIE IA€HOYHOH 06os10uKoii 12,5 mr Ne 90

Hara naroropnenus: 10/07/2018
30/06/2020

Tosen no:
Cepus: 2090718

HI 11 N015897/01-301109

HOKA3ATEJDb HOPMbI PE3VJIBLTATDI
Onucanue IIPOAONTOBaThIE JBOSKOBBITYKIILIE COOTBETCTBYET
Ta0JETKH, NOKPBITHIE IIEHOYHOMH
0005109K0i 0T Heroro A0 NeYTH
Oenoro Heera
Hoanuunoets (BIXKX)
- Jlozaprtan kamus Rt (o6pa3na) = Rt (crannapra) COOTBETCTRYET
- Cpennsas Macca | Tabnerku ot 0,0998 r 10 0,1103 1 0,1044 r
- OgHOpOAHOCTS 110 Macce Esp. ®apmakones (2.9.5) COOTBETCTRYET
PacnagaemocTh B BoJie He 6onee 30 MUHYT 4 MUHYT
Pacreopenne He Menee 75% (Q) gepes 30 munyT COOTBETCTBYET
INocToponnue npumecu (BIKX)
- M3soMep nozaprana e bousee 0,2% COOTBETCTBYET
- JlpyTye enuHIYHEIC TPHMECH He bousee 0,2% <0,05%
- CyMmma npumeceii He 6osee 0,5% <0,05%
MukpoORoJIOTHYeCKAH YHCTOTA I'® XI1, kateropus 3A COOTBETCTBYET
KoummuecTBeHHOe onpemesieHNe
Jlozapran xanug B 1 Tabnerke oT 0,011875r 10 0,013125r 0,012352 ¢

3AKJIIOYEHHME: CooteetcTByeT TpeGOBaHUAM CIEIHBHKALHH.

HacTosamuM s noareepkiaw, uro HHGOPMAUUS, ITpeCTARIEHHAS BbIIIE, SBASETCS NOATHHHOH M
RocToBepHoil. JlanHas rmapTus mpojaykTa Gblla NPOH3BENEHA, BKIIOYAS YNAKOBKY/MapKHPOBKY H
KOHTPONb Ka4ecTBa, Ha YKA3aHHOM MNPENPUATHH(AX) B IOJHOM COOTBETCTBHH C TpeOOBaHMAMH
Hapnexameit nponssoacreensoi npaktik (GMP) MeCTHOro KOHTPONHPYIOMIETO OpraHa, a TaKkKe
co cnenudUKalMIMH, yKa3aHHbIME B PETHCTPAlMOHHOM YAOCTOBEPEHHH CTpaHBI-MMIIOPTEPA HIH
daiinom cnennduKamyyk 19 HCCAEAYEMBIX MEAHUMHCKAX MpenapatoB. OTYETsl O NPOHIROACTEE,
YIaKOBKe H aHQJIH3€ CEPHM OBUTH NPOBEPEHE! M PH3HAHBI COOTBETCTBYIOIMMHA TpeGopannaM GMP

Pemenue: Brunymen 10/09/2018

Appes: 125008, Mocksa, yn. Teepckan, 22. Ten.: (495) 721-1400. daxc: (495) 721-1411. www.sanofi.ru

YnonuomouenHoe nuno: Karlovska Mariana

AQ «Carohn Pocorsas
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Certificate of analysis

Froduct LOZAP &
Product number 12004781 Ratch LIAMS HI 646642
Buich number 2090718 Released quantiny 21236 PACKS
Dosage strength 125 mg
Dosage form film-coated 1ablets
Packaging size 90 thi Dute of analysis 31.07.2018
Manufacuere dare 10.07.2018 Specification P Nol5897/01-301109
Expiry date 30.06.2024 Murketing authorisation P NO15897/01
Importing country Russia No.
Test Limits Results
Appearance |
Description white to off-white,oval biconvex compthies
film-coated tablets
Identification
Losartan potasstum (HPLC) identicai RT positive
Average weight of 1 tablet 0.0998 gt00.1103 ¢ 0.1044 g
Mass variation 18/20 thl. NMT = 7.5 %, complies
2/20 thl. NMT + 15 % from
determined average mass
Disintegratior time in water NMT 30 min 4 min
Dissolution active substance
after 30 min. (Q) NLT 75 % 98:97;100;99;99;100 %%
Purity HPLC
Losartan isomer NMT 0.2 % ND
Other impurities each NMT 0.2 % <0.65 %
Sum of all impurities NMT 0.5 % <0.05 %
Content
Losartan potassium in | thl. 0611875210 0013125 ¢ 0012352
Microbiological guality
- GF X1, category 3A
Total aerobic bacteria NMT 1 600 CFU/g 0 CFU/g
Total Fungi NMT 100 CFU/g 0 CFU/g
Absence of Escherichia coli absenceint g negative
Conformity with the specification,

I hereby confirm that the above information is authentic and accurate. This batch of produet 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 to be in
compliance with GMP.

Release for sale

Saneca Pharmaceuticals a.s. - Nilnanska 100 - 20 27 Hivhovee - Slavensha republika
Tel 4421133 736 1911, Fax (+421) 33 730 08Y0, E-mad seneca@saneca.com — wwiw $anecs com
IO 46 8 IC DRI 8K

Ditrdesbid regintie Db rebodte, sicie Trmea
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Certificate of analysis

Product LOZAP &
Product number 12004781 Batch LIMS HI 646642
Barek nuntber 2090718 Released quantity 21236 PACKS
Daosage strengih 12,5 mg
Dasage form film-coated tablets
Packaging size 90 thl Dare of analysis 31.07.2018
Manufacture date 10.07.2018 Specification P Nol5897401-301109
Expiry dute 30.06.2020 Marketing quthorisation P NO15897/01
Importing country Russia No.
Manufacturing site: Quality control and release site:
Sancca Pharmaceuticals a.s, Nitrianska 100 Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hlohovec, Slovak Republic 920 27 Hlohovee, Slovak Republic
Authorisation number: VL 059/13.2 Authorisation number ; VL 059/13-2
GMP Certificate No : SKAO09V/2017 GMP Certificate No : SKA09V/2017

. ’
rffd{/ﬂ{/t')_-{;
Certified by QP: karlovska Nariana Certified on: 16.09.2018

Sangca Pharmaceuticals a.s - Ninansks 106 - 82¢ 27 Hichover - Slovensks reputika
Te {(#421333 736 1111, Faxi(+42) 33 730 0880, E-mall. saneca@saneca com - www S2ReCE Com
ICG 46 B33 323 - 10 DPH SK202350484% - Tatrgbanka e s - ¢ ¢ Z92012341R1100

Oichogry el Chrasnshs suts Tmass Daned Ba dadbia S 106047



