JEKJIAPAIIAA O COOTBETCTBHUU

JAEKJAPAHT, IPUHUMATOINUIH JEKJIAPAIINIO O COOTBETCTBUHA

AQ YCanogu Poccus”

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

Aopec: 125009, 2. Mockea, ya. Tsepcran, 0. 22. Terepon:8 (495) 721-14-00

B auye: l'enepanvnuiii oupermop doamvsn H.B.

Hosepennoe nuyo: Knoxoea K0.C., dosepennocme b/w om 29.01.2016 2,

3ASIBJISIET, UTO

Aexapcmeennoe cpedcmeo. Jlozan mabnemry noxpoimbie niaenounol oborouxoit 100 mz 10 wm., ynoxoexu
Avetikosvle konmypuuie (6), nauku xkapmounnvie, PV Ne JICP-004055/10 om 07.05.2010 (0ama nepeogopmaenus
24.11.2013) evioano 3enmusa a.c., cepust 2321117, napmus 8170 ynaxoeok, eooen 0o 31.10.2019,
npouseoocmea Canera Qapmacviomuraic a.c., Crosaykas Pecnybauxa, Saneca Pharmaceuticals a.s.,
Nitrianska 100, 920 27 Hlohovec, Slovak Republic, koo OKII2 21.20.10.142, koo TH B3/ 3004900002,
koumparxm Ne 250/40056192/F-2 om 20.10.2010, unsosnic No 9085271504 om 22.11.2017

COOTBETCTBYET TPEEOBAHUAM

ACP-004055/10-070510 uzm. Ne 1-5

JEKJIAPAITHSA ITPHHATA HA OCHOBAHHUH

HpOmMOKOR uchbrmanui No 2992 0 om 28.11.2017 HIT OO0 HIL] "OAPMOBOPOHA", ammecmam
axxpeoumayuu POCC RU.0001. 21 D140, Cepmuguxam POCC SK.OM08.C01431 om 28.11.2017

gt "Ii!lt,”r

JATA TTPUHAT) T8l IEKJTAPALUAM 28.11.2017
gﬁKﬂIAPAunﬂ ﬂi{,ﬁ&TBI/ITEJII)HA JO 31.10.2019

ey
yd 2l Kiokoea 10.C.
HOAIKCH DO.H.O

CBEJEHUS O PETUCTPALTUU

OPI'AH 110 CEPTH®HUKAIIVH, 3APETHCTPHPOBABIINH JJEKJIAPALTHIO

RA.RU.1I QMO8 OPTAH 110 CEPTHOHKAILIHH ITPOOYVKIHH OFLECTBO C OI' PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYVXHOH IIEHTP KOHTPOJIA KAYECTBA",

adpec opzanuzayuu: 1050062, Poccun, 2. Mockea, @ypmannviit nepeynox, 10, 1, adpec opzana no
cepmugurxayuu: 115280, Poccun, 2. Mockea, yn. Macmeproga, 4, 5, men.:(495)788-02-88, seb-caiim: oyxx.pg.

IIEKJIAPAHI/IH O COOTBETCTBHH 3APEIT'MCTPUPOBAHA N POCC SK.DM08./184001
JATA] EE[“I/ICT 'III/II/I 28.11.2017

/f%g’[ Kauan E.B.
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Canexa Qapmackiorukanc a.c., Crosamkas Pecry6nmka

Hurpuancka 100, 920 27 Tharosen

CEPTHOUKAT AHAJA3A

Jlozan, TablieTKH, HOKPLITLIE ITeHOUHOi 060 104Ko0ii 100 Mr Ne 60

Jata n3rotosaenns: 02/11/2017
I'onen no: 31/10/2019
Cepus: 2321117

HJT JICP-004055/10-070510

HOKA3ATEIL HOPMBI PE3VJILTATDHI
Omncanue IIPOJIONITOBATHIE ABOSKOBHITYKIIBIC COOTBETCTBYET
TabJIETKH, IOKPEITHE INICHOTHOM
oBonoukoii or 6enoro 10 nouTH Henoro
LIBETA, C PACKOM ¢ 00EHX CTOPOH
Hopanmaocts (BOAX)
- JIozapran xains Rt (06pa3na) = Rt (crannapra) COOTBETCTBYET
- Cpeausis Macca 1 Tabnerku o1 0,3933 r 10 0,4347 r 04116
~ OXHOPOAHOCTS 11O Macce Egp. ®apmaxones (2.9.5) COOTBETCTBYET
- OnnopomuocTs HO Macce Esp. ®apmakomnes (2.9.5) COOTBETCTBYET
HNOAENEHHEIX TabNeToK
- Pacnanaemocts B Bozie He 6oaee 30 MunyT 5 MHHYT
Pacreopenne ne Menee 75% (Q) yepes 30 MunyT COOTBETCTRYET
Hocroponnue npumecn (BIIKX)
- M3omep nozaprana He Gozee 0,2% COOTBETCTBYET
- [lpyrue equHKYHEIE HPHMECH He bonee 0,2% <0,05 %
- Cymma npumeceii He boxee 0,5% < 0,05 %
Muxpobnoaornyeckas uncrora I'® X1I, xateropus 3A COOTBETCTBYET
Koandecreennoe onpenenenne
- Jlozapran kamms B 1 TabneTke ot 0,0950 r 10 0,1050 ¢ 0,1021 r

3AKJIIOYEHME: CoorsercTsyer TpeDOBaHUAM criennpUKaLML.

Hacrosmm st noareepskaaro, uro nudopmans, npencrasnennas BBIIIE, SIBJIAETCS NONIMHEON H
AOcTOBepHOH. JlaHHast mapTus mpoAyKra Oblta HpOMsBedeHa, BIINOYAS YIIAKOBKY/MapKUPOBKY H
KOHTPOIIb KA4ECTBa, HA YKA3aHHOM NPEANPHATHH(AX) B NOAHOM COOTBETCTBHH ¢ TpeGOBaHMAMHU
Hamnesxaielt npoussoncreennoit npaxtuxn (GMP) Mectroro KOHTPOJIIPYIOINEr0 OpraHa, a Takke
CO crenu(UKalHAME, YKa3aHHBEIMM B Permcrpanmonnom VIOCTOBEPEHHH CTPAHBI-MMIIOPTEPA KN
(aiinom cnenubHKanME A HCCHETYEMBIX MeTMIIMHCKAX npepapartos. OTYETH O TIPOH3BOACTEE,
YIAKOBKe # aHalH3¢ Cepun OLLIH NPOBEPEHE M IPH3HAHEI COOTBETCTBYXOUIMMH TpeboBanuam GMP

Pemenne: Brmymen 21/11/2017

Agpec: 125008, Mockea, yn, Teepokas, 22, Ten.: (485} 721-1400. Gare: (485) 721-14

Ynonnomouernoe muuo: HolickoVé Jaroslava

AQ «Carothu Poccusy
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Certificate of analysis

Product LOZAP ®
Product nimber 12004673 Batch LIMS HV 637926
Buateh munber 324117 Released quantiry 8170 PACKS
Dosage strength 100 mg
Dosage form Tilm-coated tables
Packaging size 60 tbl fim Daie of analysis 16.11,2017
Manfactare dare 02182047 Specification LSR-004055/10-070510
Expiry date 31.10.2019 Marketing euthorisation LSR-004055/10
Imporiing country 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) identicat RT positive
Average weight of ! tabiet 03933 g0 04347 ¢ 04dll6 g
Mass varigtion 18/20 thl, NMT + 5 %, complies

2/20 thl. NMT = 10 % from
determined average mass
Uniformity of mass of divided tablets]  18/20 half thl, NMT = 7.5 %, complies
2/20 half th] NMT = 5%
from determined average mass

Distntegration time in water NMT 30 min 5 min
Dissolution active substance
after 30 min. (Q) NLT75% 96;95:95:95:94:94 %
Purity HPLC
Losartan isomer NMT 0.2 % ND
Other impurities each NMT 0.2 % <0.05 %
Sum of impurities NMT 0.5 % <0.05 %
Microbiological guatity
- GF X1, category 3A
Total zerobic bacteria NMT 1 000 CFU/g 0 CFurg
Total Fungi NMT 100 CFU/g 0 CFU/g
Absence of Escherichia coli absencein 1 g negative
Content
Losartan potassium in | thi. 0.0950 gt0 0.1050 g 01021 g

Conformity with the specification.

Saneca Pharmaceuticals 2.5 - Ninansha 105 - $50 27 Hidhowee - Slovenzka republing
Ter («AZ1333 736 1111, Fay (#4721, 33 730 0BSO. E-man. SANBCAG SANELH COM » wiww SENEXE SO
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Certificate of analysis

Product LOZAP &

Product number 12004673 Butch LIMS HY 637926

Batch mmber 2321117 Released guantity 8170 PACKS
Dosage strength 100 mg

Dosage form film-coated tablets

Packaging size 60 bl flm Date of analysis 16.11.2017
Muanufocture date 02.11.2017 Specification LSR-004055/10-070510
Expiry date 31.10.2019 Murketing authorisation LSR-004055/10
Importing cotntry Russia Ne,

1 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 EL GMP requirements, the local Regulatory Authority and the marketing
authorisation of the importing courtry. The batch processing, packaging and analysis records were reviewed and found to be in

compliance with GMP.

Release for sale

Manafacturing site: Quality control and release site:
Saneca Pharmacecuticals a.s, Nitrianska 100 Saneca Pharmaceuticals a5, Nitrianska 100
920 27 Hiohovec, Slovak Repubtic 920 27 Hlohovec, $lavak Republic
Authorisation number @ VI 059/13-2 Authorisation number ; VL 059/13-2
GMP Certificate No : SK/009V/2017 GMP Certificate No : SKA09V2017
Certified by QP: Hoiic‘.koyé Jarosfava Certified on: 21112017
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