JNEKJAPAIIASA O COOTBETCTBHU

AEKJAPAHT, IIPHHAMAIOIIHI AEKJIAPAITHXO O COOTBETCTBHAU

AO "Canodu Poccus"

3apezucmpuposano : Mesxcpationnas uncnexyus MHC Poccuu Ne39 no 2. Mocxse OFPH 1027739079940 om
19.08.2002

Adpec: 125009, 2. Mockea, yn. Teepcxas, 8. 22. Tenechon:8 (495) 721-14-00

B muye: I'enepanvuutil dupexmop Adaman H.B.

Hoeepennoe auyo: Knoxosa KO.C., dosepennocnn 6/w om 01.12.2017

SAMBJIAET, YTO

Aexapcmeennoe cpedemeo. Jlosan, mabremyu noxpuimsie nienounol oborovxoi 50 mz 10 wm., ynaxosku
Auetixogble KonmypHuvie (6), navku kapmonnvie, PY Ne II N0O15897/01 om 30.11.2009 (dama 3amenui
16.08.2017) svrdano AQ "Carnogu Poceun”, cepus 2630618, napmus 24870 ynaroeox, z00en do 31.05.2020,
npouzsodcmea Canexa Qapmacviomuxanc a.c., Crosayxan Pecnybnura, Saneca Pharmaceuticals a.s.,
Nitrianska 100, 920 27 Hlohovec, Slovak Republic, xod OKII[2 21.20.10.142, koo TH B3 3004900002,
xonmparcm Ne 250/40056192/F-2 om 20.10.2010, uneoiic Ne 9085305874 om 13.09.2018

COOTBETCTBYET TPEBOBAHHUSIM
IINO15897/01-301109 uzm. Ne 1-8

| JEKJIAPAIIS IPHHSTA HA OCHOBAHHN
nponioxon uchvimanuit Ne 2740 0 om 21.09.2018 HIT OO0 HI] "®APMOEOPOHA", ammecmam
axxpedumayuu FOCC RU.0001.21 /140, Cepmuduram POCC SK, dMO8.C23333 om 21.09.2018

I{ATWTHH AEKJIAPALIVM 24.09.2018
f S I/ICTBI/ITE.HLHA A0 31.05.2020

y 7
% Knoxosa I0.C.
ﬁmucx: QN0
CBEAEHWA O PETUCTPAITMA

OPI'AH 110 CEPTH®UKAITIH, 3APEI'YUCTPAPOBABINANA NEKJIAPAITHIO

RA.RU. 11 ®@M08 OPTAH IO CEPTHOHKALTHH IIPOIVKITHH OFLECTBO C O PAHHYEHHOH
OTBETCTBEHHOCTAIO "OKPYXXHOH IIEHTP KOHTPOJIA KAYECTBA",

adpec opzaruzayuu: 115280, 2. Mockea, yn. Macmepxoea, 9. 4, sm. 5, nom. I, xom. 1, adpec opzana RO
cepmugpurayuy: 115280, POCCHA, 20pod Mocxkea, yn. Macmepxoea, . 4, ant. 5., men.:(495)788-02-88, eeb-
caiim. oyrr.pip.

HEKJIAPAITAA O COOTBETCTBYH 3APETACTPHPOBAHA N POCC RU J-SK.OM08.A.01647/18
I[ATA PEI‘I’ICTPAHBI'I 24.09.2018
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Cancka PapmacoioTHRasc a.c., Crosalikas PecnyGnuka
Hutpnancka 100, 920 27 'narosen

CEPTH®HUKAT AHAJIM3A

Jlozan, Ta0/1eTKH, NOKPBITLIE IIEHOYHOH 06010uK0i1 50 M Ne 60

Jlara warorosnenns: 21/06/2018

Toned no:
Cepus: 2630618

HJ TIN015897/01-301109

31/05/2020

HOKA3ATEJIb HOPMBI PE3YJIBTATHI
Onncanue Bensle WK nouty denvie NpoOAOArOBATHIC Coor7ercTBYyeT
[ABOAKOBBINYK/blE TAOJETKH, NOKPHITHIE
nencyHol 060n04YKoH, ¢ puckoii ¢ obeux
CTOPOH
HoanmusaocTs
- Jlozapran kamus (B2XX) Cooreercreyer RT MOJIOKHTENBHO
Cpennaa Macca 1 Tabnerox 0,2080 r+ 5 %, 0,2063 r
OAHOPOAHOCTD
- N0 Macce TpeGopanue Epp. ®apMaxoneu COOTBETCTBYET
- 110 Macce nogeneHHelx Tabnerox | Tpeboranue Enp, dapmaxonen COOTBETCTBYET
Pacnapaemoctb EBp. ®apm.He Sonee 30 muy 7 MHH
PacTeopenne ne menee 75% uepez 30 mun (Q) COOTBETCTBYET
Tpumecu (BOXX)
- H30Mep J1o3apTaHa ne Gonee 0,2% COOTBETCTRYET
- Ipyrye eJHHHYHBIE NPHUMECH He bonee 0,2% <0.05%
- CyMMa npuMeceii ne Honee 0,5% <0.05%
Konunyecrsennoe onpenenenue
(BOXX)
- Jlosaprana kasins B 1 1abn. ot 0,0475 r 1o 0,0525 r 0,0497 r
Miuxkpobuonoruyeckas 4ucToTa
-T.0, X1 kareropus 3A COOTBETCTBYET

3AKJIIOYEHHE: CootBeTcTByeT TpeOOBaHHSM clieHUu(HKAIIHH,

31160]5 S HOATBCPAAAIO, HUTO HPHBCACHNANA BBLIILC HH(l)OpMaI.IHSI SBARCTCA HpaBHRbHOﬁ # TOYHOIE.
J_IaHHaH CCpHs NIPOAYKTaA MIPOHU3BENeHa, BKIIKOYAA YHaKDBKY/MapKHPOBKy A KOHTPOJIb Kavu€CTRa, Ha
YK%aHHOf‘I HHXKC HpOHSBOHCTBeHHOﬁ IIOMAaAKEe B MNOMHOM COOTBETCTBUH TpCGOBaHKSIM GMP
MCCTHOTO DPErncTpallHOHHOrO OpraHa H SapeFHCTpHPOBaHHOfI Ha peIHKEe CTpaHbI-BEMIopTepa
CI‘IELII/I(bHKaIII/IH HITH HOpMaTI/IBHOfi AOKYMCHTAIlH Ha NPOAYKT i HCCHCHYCMBIX MEAHIUHCKHX
IpenaparToB. 3anucu IIPOM3BOACTBCHHOIC IpoLecca, YIIAKOBKH H aHAIH3a IiPpOBEPEHDbI H IIPH3HAHBI

COOTBETCTBYIOIIHMH TpeboBanusaM GMP.

Pemenwe: Bainymen 06/09/2018

AQ «Canodu Poccusan

ViomsoModeHHOe nHIo: Farkasova Emilia

Aadpec: 125009, Mockea, yn. Teepekan, 22. Ten.: (495) 721-1400. Gake: (495 7211411, www . sancfi ru
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Certificate of analysis

Dissolution active substance
after 30 min. (Q)
Purity HPLC
Lesartan isomer
Other impurities each
Sum of all impurities
Content
Losartan potassium in | thl.
Microbiological quality
- GF XII, category 3A
Total aerobic bacteria
Tetal Fungi
Absence of Escherichia coli

NLT 75 %

NMT 0.2 %
NMT 0.2 %
NMT 0.5 %

00475 pt0 0.0525 g
NMT | 000 CFU/

NMT 100 CFU/g
absence in i g

Froduct LOZAP &
Froduct number 12604780 Barch LIMS HIY 643988
Batch number 2630618 Releused quantity 24870 PACKS
Dosage strengih S0 mg
Dosage form film-coated tablets
Packaging size 60 bl Date of unalysis 17.07.2018
Mannfaciure daie 21.06.2018 Specification P NO15897/01-301109
Expiry date 31.05.2020 Marketing authorisation P NO15897/01
Impaorting couny Russia No.
Test Limits Resuits
-_Appearam'e ' N h . 7
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 | tablet 0.1976 g0 0.2184 g 0.2063 g
Mass variation 18/20 thE. NMT + 7.5 %, complies
2720 tbl, NMT = 15 % from
determined average mass
Uniformity of mass of divided tablets 18/20 half thl. NMT + 7.5 %, complies
2/20 halfthl, NMT £ 15 %
from determined average mass
Disintegration time in water NMT 3 min 7 min

100;102;103;101,99:101 %

ND
<0.05 %
<0.05 %

0.0497 g
0 CFU/g

0CFU/g
negative

Conformity with the specification.
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Certificate of analysis

Product LOZAP ®

Product number 12604780 Batch LIMS HI” 645988

Barch nuniber 2630618 Refeased quantiny 24 870 PACKS
Dasage strength 30 mg

Dasage form ftim-coated tablets

Packaging size 60 thl Date of anulysis 17.07.2018
Manufactre dare 21.06.2018 Specification P NOis897/01-301109
Expiry dare 31.05.2020 Marketing autherisation P NOI3897401
fmporting 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 ELJ 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 10 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 Hlohovec, Slovak Republic
Authorisation number: VL 059/13-2 Authorisation number : VL 059/13-2
GMP Certificate No ; SK/AO00V/2017 GMP Centificate No : SK/009V/2017
)

ki

Certified by QP: Farkadovéd Emilia '/ Ay Certified on: 06.09.2018

Saneca Pharmaceuticals a.s. - Nitiansks 160 - 920 27 Hichovec - Siovenska republika
Tel (4421)33 736 1111, Fax (+421] 23 750 0890 £-mad. seneca @ Saneca.com - www. S16C0 .Com
104y 4B B33 323 10 DR SK2023550847 - 14
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