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AEKJIAPAIINSL O COOTBETCTBIA

AEKJTAPAHT, IIPTHUMAIOITHHA JEKJIAPAIIMIIO O COOTBETCTBUNA

AOQ "Canoghu Poceus

3apezucmpuposaro : Meacpaiionnas uncnexyus MHC Poccuu Ne39 no 2. Mockee OI'PH 1027739079940 om
19.08.2002

Adpec: 125009, 2. Mocxkea, yn. Tsepckan, 0. 22. Tenechon:8 (495) 721-14-00

B nuye: I'enepansnptii dupexmop Adaman H.B.

Hosepennoe nuyo: Cmenanos C.C., dosepennocme 6/n om 01.12.2017

3AABIAET, YTO .
Aexapenmeennoe cpedcmso. Jlosan, mabnemicu noxpeimuie nienounoi oborouxoti 50 mz 10 wm., ynaxosxu
avelixosble Koumypuvie (9), nauxu xapmounsie, PY Ne IT NO15897/01 om 30.11.2009 (Oama samens
16.08.2017) swdano AO "Canopu Poccun", cepus 2540618, napmua 16643 ynaxoeox, z0den oo 31.05.2020,
npoussoocmea Canexa Papmacviomuxanc a.c., Croeayxan Pecny6iuxa, Saneca Pharmaceuticals a.s.,
Nitrianska 100, 920 27 Hlohovec, Slovak Republic, x0d OKITJ2 21.20.10.142, xod TH B2 3004900002,
koumpaxm Ne 250/40056192/F-2 om 20.10.2010, uneotic Ne 9085306543 om 20.09.2018

COOTBETCTBYET TPEEOBAHHUAM

11 NO15897/01-301109 usm. Ne 1-8

AEKJIAPAITHIA IIPUHSITA HA OCHOBAHUHA

npomoxon uchvimanuit No 2806 0 om 28.09.2018 HJI 000 HI "®APMOFOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21®J140, Cepmugpuxam POCC SK, ®MO8.C23956 om 28.09.2018

; AATA ITPUHATAA JEXJIAPAIIAH 25.09.2018

JEKIAPAUNS NEACTBUTEILHEA 10 31052020
PO f%( ;

Crenanos C.C.
DO

CBEJEHMS O PETUCTPAIINU

OPTAH 1O CEPTHOUKATIAMN, 3APEI'HCTPHPOBABIIIAN JEKJAPATTHIO

RA.RU.11PMO8 OPTAH 110 CEPTHOHKAL[HH ITPONYKIIHH OFI{ECTBO C OT'PAHHYEHHONH
OTBETCTBEHHOCTBIO "OKPYXXHOH HEHTP KOHTPOJIT KAYECTRA",

aopec opzaruzayuu: 115280, 2. Mocxea, yn. Macmepxosa, 0. 4, am. 3, nom. I, xom. 1, adpec opzana no
cepmugpuxayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepioea, 3. 4, sm. 5., men, :{495)788-02-88, geb-
caim: oykx.pe. :

| AEKJAPATIHA O COOTBETCTBUH 3APETHCTPUPOBAHA M POCC RU A-SK.DMO8.A.02602/18

lIATAﬂBEI‘ HCTPATIMN 28.09.2018

-
s
' (,?@// JTunenxo H.B.

HoAmuch Pyxosonutens OC




SANOFI

Canexa QapmackroTHkanc a.c., Crosauxas PecnyBiinka
Hurpunancka 100, 920 27 Mnarosew

CEPTH®HUKAT AHAJIH3A

Jlozan, TAGKETKH, NOKPLITLIE MVIEHOIHOI 060109K0i 50 Mr No 90

Hara u3rorosnenus: 07/06/2018

T'onen no;
Cepusa: 2540618

HZ TI N015897/01-301109

31/05/2020

ITOKA3ATEJIL HOPMbI PE3YJLTATHI
Onucanue Benrvle nnu noury Gesbie npononroearsie COOTBETCTBYET
ABOSKOBBLINYKIbIE TAONETKH, NOKPEITHIE
TLIeHOYHOR 060/104KOH, ¢ pHUCKOI ¢ 0benx
CTOPOH
Hoymu=HocTh
- Jlozapran kanug (BOXX) Cooreercrayer RT HOTIOKHTENBHO
Cpenusas Macca 1 rabnerox 0,2080 r = 5 %, 0.2043 r
Onpnopoanocte
- 110 Macce Tpebopanue Esp. ®apmakonen COOTBETCTBYET
- o Macce noaeneHublx Tabnetok | TpeGoeanue Esp. ®apmaxonen COOTBETCTRYET
Pacnapaemocrs Esp. ®apm.be Gonee 30 Mun 7 MuH
PacrBopenue He Menee 75% uepes 30 muu (Q) COOTBETCTBYET
Hpumecn (BIXKX)
- H30MEP JIo3apTaHa re Gonee 0,2% COOTBETCTBYET
- APYIHe €AHHUYHBIC [IPHMECH He Gonee 0,2% <0.05%
- CyMMa npuMecei He Sonee 0,5% <0.05%
Kojnuecrpennoe onpeaenenne
(BIXKX)
Jlozaprana kanus B 1 Ta6n. ot 0.0475 r 0o 0,0525 r 0.0482 r
MukpobHoI0raYecKas IHETOTA
- XII Kareropua 3A COOTBETCTBYET

3AKIIOYEHHME: CootBeTcTBYeT TPeGOBAHUAM ClIEUH(PHKALIAH,

37eck A IOOTREPIKAAID, YTO MPHBENCHHAS BBIIIE HH(pOPMAIHA SBIACTCS NPAaBMIbHOM U TouHON. Jlannas
CCpUs NPORYKTA IPOU3BENICHA, BKIIIOYAs YIAKOBKY/MApKHPOBKY H KOHTPOJb KauyecTBa, Ha YKa3aHHOI
HHXE€ NPOH3BOACTBEHHON MICINAJKE B HOJHOM COOTBETCTRHH tpeborannaM GMP wmectnoro
PErMCTPaHOHHOro Oprata i 3aperuCTPHPOBAHHONM HA PLIHKE CTPAHBI-HMIOPTEpA Clenu(HKALEE HIH
HOPMAaTHBHOH NOKYMEHTAlWM HA NPOLYKT A HMCCICAYEMBIX MENHIMHCKHX NpenaparToB. 3aiucH
TIIPOU3BOICTBEHHOIO NIPOLECCa, YNIAKOBKH M aHAIM3a NPOBEPEHBI U IPH3HAHBI COOTBEICTBYIOLIMMH
Tpedosannam GMP.

Pemrenne: Beimyuien 11/09/2018 YnonnomoueHHoe 1umo: Karlovska Mariana

AQ «Carogm Poccus»
Appec: 125009, Mockea, yn. Teepckan, 22. Ten : (485) 721-1400. ®arc (495} 721-1411. www.sanofi.ru
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Certificate of analysis

Saneca

Pharmaceutic

e

i<

Praduct LOZAP &
Product number 12004777
Batch niumber 2540618
Dosage strength S0 mg

Dosage form

Packaging size 90 1bi
Manufacture dute 07.06.2G18
Lxpiry date 31.05.2020
Importing country Russia

Bateh LIMS HIY
Released guantity

film-coated tablets
Dare of analysis
Specification

Marketing authorisation

No.

643944
16 643

22.06.2018

PACKS

P NO15897/01-301109

P NO15897/01

Test Limits Results
Appearance -
Description white to off-white,aval, complies
biconvex film-coated 1ablets,
half-scored on both sides
Identification
Losartan potassium (HPLC) identical RT positive
Average weight of 1 tablet 0.1976 gto0.2184 ¢ 02043 ¢
Mass variation 18/20 tbl. NMT + 7.5 %, complies
/20 thl. NMT + 15 % from
determined average mass
Uniformity of mass of divided tablets 18/20 half tbl. NMT = 7.5 %, complies
272G half tbt. NMT 2 15 %
from determined average mass
Disintegration time m water NMT 30 min 7 min

Dissolution active substance
after 30 min. (Q)
Purity HPLC
Losartan isomer
Other impurities each
Sum of all impurities
Content
Losartan potassium in [ tbl.
Microbielogical quality
- GF XD}, category 3A
Total aerobic bacleria
Total Fungi
Absence of Escherichia coli

NLT 75 %

NMT 0.2 %
NMT 0.2 %
NMT 0.5 %

0.0475g10 0.0525 ¢
NMT 1 000 CFlrg

NMT 100 CFU/g
absencein i g

99.99,100;98;100;98 %

ND
<0.05 %
<0.05 %

0.0482 g
0 CFU/g

0CFU/g
negative

Conformity with the specification.

Sanecs Pharmaceulicals 2.5 - Ninanska 105 - 822 27 Hichovec

Sigvenshka republika

Tel («471)33 736 1114 Far. (14713 33 730 0800, E-mail. SEARLATSANECA COM - wWaw SENECa rom

32% I DPH SKI02

kg w0

160 4B B

Dlartradieg ro

Treagei Cubenl

£47 - Tavabenka 2 & - & U 2920123436/7100




Saneca
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Certificate of analysis

Product LOZAP &

Product number 12004777 Bareh LIMS HIY 645944

Bateh number 2540618 Released quaniny 16643 PACKS
Daosage strengrh S0mg

Dosage Jorm film-coated tablets

Packaging size 90 tbl Date of unalysis 22.06.2018
Manwfacure date 07.06.2018 Specification P NO{3897/01-301 109
Expiry: dute 31.05.2020 Marketing authorisation P NO15897/01
fimparting country Russia No.

| 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 batch processing. packaging and analysis records were reviewed and found to be in
compliance with GMP.

Release for sale

Manufacturing site: Quality control and refease site:

Saneca Pharmaceuticals a.s, Nitrianska 100 Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hlohovec. Stovak Republic 920 27 Hlohovec, Slovak Republic
Authorisation number : VL 059/13-2 Authorisation number : VL 059/13-2
GMP Certificate No ; SK/009V/2017 GMP Certificate No : SKAO06V/2017

-~ ~
[a, ilezn A
Certified by QP: Karlovska Mariana Certified on: 11.09.2018

Seneca Pharmaceuticals a.s. - Nasansha 100 - 920 27 Hiohover - Slovensha republike

Tel {+421F33 736 1111 Fax: (#4271 33 730 0AGD. E-mai sanes EHSENECE COM - wARW SANECA SOt

B0 46 833323 - I8 DPH SKZG23509847 - Teliabanke & & - & § 282071 23818:4100

Chhoary ipeins G tiesdars st T ren Tnel S5 48abin duon 10054



