NEKJAPALIAS O COOTBETCTBAH

JEKJIAPAHT, IIPUHHUMAIOIIMH JEKJIAPAITUIO O COOTBETCTBHHA

AO "Carogu Poccun”

Ceedenus ¢ pezucmpayuu opzanusayuu. Mexcpaionnas uHCNeKyus (Dedepanvroii Hanozoeot cryoctvt Ne 46 no
2 Mocxee 01.01.2008, OT'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

Adpec: 125009, z. Mockea, yn. Teepcxan, 8. 22. Teneghon/gaxc: 8 (495) 721-14-00/721-14-11

B nuye: enepanvuvtii dupexmop Monoic O.A.

Jlosepennoe auyo: Cmenanos C.C., dosepenrocmy 6/u om 01.12.2017

3ASABJISIET, UTO

nexapcmeennoe cpedcmeo: Jlozan, mabnemxu noKpbimyie NAEHOYHOU obonouxoii 50 m2 10 wm., ynaxoexu
Aveilxoasie KoRmypryie (3), nauxu kapmonnvie, PY Ne I N015897/01 om 30.11.2009 (oama 3amenvt
16.08.2017) svidano AO "Canoghu Poccun", cepusa 2030619, napmus 50193 ynaxoeox, zoden 0o 31.05.2021,
npouseodcmea Canexa Papmactiomuxanc a.c., Croeaykan Pecnybruxa, Saneca Pharmaceuticals a.s.,
Nitrianska 100, 920 27 Hilohovec, Slovak Republic, ko0 OKIIZ{2 21.20.10.142, xo0 TH B3] 3004900002,
xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, unseotic Ne 9085339945 om 11.07.2019

COOTBETCTBYET TPEEOBAHUAM

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

JNEKJAPALIAS IIPUHSATA HA OCHOBAHUHA

npomoxon ucnvimanui N 22420 om 18.07.2019 HJ1 OO0 HIJ “ODAPMOBFOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21®J140, Cepmugpuxam POCC SK. OM08.C44435 om 18.07.2019

NATA JIRVIHSITHS NEKIAPALIAM 18.07.2019
PATIH EAEHCTBUTEILHA /10 31.05.2021
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' CBEJIEHHUSA O PETICTPALIH

OPTAH ITO CEPTHOHKAITAH, 3APETACTPUPOBABIINH JEKJIAPAIIAIO

RA.RU.11®M08 OPTAH 110 CEPTHOHKALIHH TPOQVKUHH OFIIJECTBO C OTI'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOM IJEHTP KOHTPOJIA KAYECTBA",

adpec opzanusayuu: 115280, 2. Mockea, ya. Macmepxosa, 0. 4, am. 5, nom. I, xom. 1, adpec opearna no
cepmudpuxayuu: 115280, POCCHA, z0pod Mocxea, yn. Macmepxosa, 0. 4, am. 5., men.:(495)788-02-88, seb-
caiim: oyxx.po.

IEKJAPAITUS O COOTBETCTBHM 3APETHCTPHPOBAHA M POCC RU J-SK. PMO8.A.30585/19

Hunenxo U.b.
Pyxosoautens OC
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S Saneca

Pharmaceuticals

CepTudukar agajausa

Hexapcmeennan gopya

TabaeTxy, NOKPEITHIE
wero4Hoi oGonouxoii

Tpodykm JIOZATI®

Hoxep npodyxma 12004853 Cepus LIMS HV 707436

Homep cepuu 2030619 Pazmep ewinyuennol cepuie 50 193 YTTIAKOBOK
Hozupoexa 50 Mr

Cpenusn Macca TaGeTok
OnHOPOAHOCTL JO3HPOBAHHA MO Macce

OnHopoaHOCTs N0 Macce MoJeReHHbIX
Tabnerok

Pacnazaemocts
Pacteopenne
qepes 30 Mun (Q)
IlocToponune npumecn (BIHKX)
Hzomep nosaprana
Ilpyrue ennHi4HBIE NpUMECH
Obtitee conepxanne npumeceii
Konuuecteennoe onpegencune
Jlozapran kanus 8 1 TaGn.
Muxpobuonoruveckan uncroTa
- I'b XII, kateropns 3A

O6wee uncno aypobHbIx
MHKpPOOPraHH3MOB
Obiee uncno rpudos

Orcytereue Escherichia coli

0,1976-0,2184 r

18/20 Tabn. ve Gonee £ 7.5 %, 2/20 tabn. He
Gonee + 15 % oT yctaHoBneHHOH cpeaHeii
Macchl

18/20 nonosuuok Tabn. ne Gonee + 7,5 %,
2/20 nonosunok Tabn. ne Gonee £ 15 % ot
YCTaHOBASHHOE CcpeaHeit Maccal

He Gonee 30 MHH

He MeHee 75 %
He Bonee 0,2 %
ne Gonee 0,2 %
He Gonee 0,5 %

0,0475-0,0525 r

He Gonee 1000 KOE/r

He Gonee 100 KOE/r
OTCYTCTBHEB 1 T

Pazsep ynarosxu 30 Tabn. Hama npoeedenun ananuza 28.06.2019
Hama npouzeodcmea 13.06.2019 Cheyugpurayua I1 NO15897/01-301109
Jama ucmevenun cpoxa  31,05.2021 Homep pezucmpaifuonnozo [1 NO15897/01
zo0HoCmY Yyoocmogepenua:
Cmpana-umnopmep Poccus 3
Henbitaune Hopmbi PesynrraT
Onucauie
Onucanue Bensie sk nosit Genbie npogonroearsie COOTBETCTRYET
IBOAKOBLINYKILte TAGNETHH, NOKPEITHE
nmeHo4Hoti obonoykoii, ¢ puckoif ¢ obenx
CTOPOH.
TMoannuaOCTL
Hosapran kanns (B3XX) RT{(o6pajua) = RT (crannapTa} TIONOKHTENbHBIA PEIYNLTAT

0,204l r
COOTBETCTBYET

COOTBETCTBYET

10 mun

95.0; 95.0;92;96.0;97.0.99.0 %

0,0514r

0 KOE/r

0 KOEfr
OTPHUATERLHBI pe3yabTaT

CooTtBercrByeT TpeGopaHuaM cieuHpHKALHA.

wCanera PapmacblOTURANC a.C.», HuTpaancka 100 920 27 Morosew, Cnosaukan Pecnybnuka
Ten. {+421) 33 736 1111, ®akc (+421) 33 730 0830, E-mail (+421) 33 730 0890, e-mail saneca@saneca com - www saneca. com
ICO 46 833 323 - IC DPH SK2023599842 - Tartabanka a 5 - c.u 2920123416/1100

Kasmmemriecsii pef ncip panoshoro cysa Twasa, paigen Sa, wouep actassu 10600
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CepTudukar anaamusa

Saneca
Pharmaceuticals

TTpooyxm JIO3AT®
Homep npodyxma 12004853 Cepus LIMS HV 707436
Homyep cepun 2030619 Pazvep svinyuyesnoli cepui 50193 YITAKOBOK
Hozuposka 50 Mr
Sexapcmeennan gopyva  TaGNETHA, NOKPLITEIE
mrerouHolt ofonoykoi
Pazsmep ynaxoexu 30 Tabn. Hama npogedenus ananusa 28.06.2019
Hama npouzeodcmea 13.06.2019 Creyugpuranus [T NO15897/01-301109
Hama ucmevernun cpoxa  31.05.2021 Hoxep pecucmpayuonnozo IT NO15897/01
200HOCH YOOCmOBepeRuA:
Cmpana-ustnapmep Pocenn MNe

Hacrosmmy 5 noaTeepkaato, 4To BhlleYKa3aHHas MHopMaLua aBaseTca BepHodi 1 TouHOi. [IpOM3IBOACTRO AaKHOH CepHu
NPOAYKTa, BKNIOYaR YNAKOBKY U KOHTPO/Ib KAYECTBA HA COOTBETCTBYIOWMX 00BEKTaX, ONHOCTEIO COOTBETCTRYET TpeGOoBaHHAM
Hannexateii npou3ssoacteenHoi npakTuku (GMP) EC, MeCTHBIX perynaTOPHEIX OPraHos, 2 TAKxe creunbHKANnIM, YKa3aHHEIM B
PerucrpalioHitom yAOCTOBEPEHHH CTpaHLl-HMnopTepa. 1o pesynsTataM NpoBepkH 3aMUcel 0 NPOHIBOACTEE, YNIAKOBKE H 4HANN3E
CEPHH GbLI0 YCTAHOBNEHO COOTBETCTBNE Tpedosanuam GMP.

Palpeweno k npogane

Tpon3BoacTBeHHAR NAOWIALKA: MeceTo BRINYCKA H KOHTPOAS KauecTBa:
«Canexa PapmaceloTHKANG a.c.», Hutpuatcka 100 «Canexa QapMacsioTHRANC a.¢.», Hutpuancxa 100
92027, I'noroseu, Cnosaukas Pecniybnunka 920 27 IN'norobeu, Pecny6nnka Cnosakus
Pervctpauvonusiil Homep: VL 059/13-2 Peructpaunonusiii Homep: VL 059/13-2
Ceptudnkar GMP Ne: SK/009V/2017 Ceprudukar GMP Ne: SK/009V/2017
YTeepaxneno, ynonuoMotennoe anuo : Kapnosckaa Mapuana [Harta: 01.07.2019

«CaHexa PapmMacblTMRAAL a.¢.», Hutpuancka 100, 520 27 Mnoroeew, Cnosauxas PecnyBnuxa

Ten.. (+421) 33 736 1111, daxc: (+421} 33 730 0890, E-mail: (+421) 33 730 0890, e-mail: saneca@saneca com - www.Saneca com

ICO: 46 833 323 - 1C DPH SK2023599842 - Tanabanka a.§ - ¢.u. 2920123416/1100
Ki P A PBCHCTD pOA cyas Tueea, painen Sa. nouep Bcrasss 10601/




Page 1 of 2

Certificate of analysis

Saneca
Pharmaceuticals

Product LOZAP ®
Product number 12004853 Batch LIMS HV 707436
Batch number 2030619 Released quantity 50193 PACKS
Dosage strength 50 mg
Dosage form film-coated tablets
Packaging size 30 tb! fim Date of analysis 28.06.2019
Manufacture date 13.06.2019 Specification P NO15897/01-301109
Expiry date 31.05.2021 Marketing authorisation P N015897/01
Importing 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) identical RT positive
Average mass of 1 tablet 0.1976 g0 0.2184 ¢ 02041 g
Uniformity of mass 18/20 tbl. NMT = 7.5 %, complies
2/20 tbl, NMT = 15 % from
determined average mass
Uniformity of mass of divided tablets 18/20 half tbl. NMT + 7.5 %, complies
2/20 half tbl. NMT + 15 %
from determined average mass
Disintegration time in water NMT 30 min 10 min
Dissolution active substance
after 30 min. (Q) NLT 75 % 95.0;95.0;92;96.0,97.0;99.0 %
Purity HPLC
Losartan isomer NMT 0.2 % ND
Other impurities each NMT 0.2 % ND
Sum of all impurities NMT 0.5 % ND
Content
Losartan potassium in 1 tbl. 0.0475gt00.0525 ¢ 0.0514 g
Microblological quality
- GF XII, category 3A
Total acrobic bacteria NMT 1 000 CFU/g 0 CFU/g
Total Fungi NMT 100 CFU/g 0CFU/g
Absence of Escherichia coli absenceinl g negative
Conformity with the specification.

Saneca Pharmaceuticals a.s. - Nitrianska 100 - 920 27 Hiohovec - Slovenska republika
Tel: (+421)33 736 1111, Fax: (+421) 33 730 0890, E-mail saneca@@sanech COM - wWww.5aneca.com

0 46 833 323 - 1€ DPH: 5K2023599842 - Tatrabanka a.5. - & 0. 2920123416/1100
Obchedny 1egistes Ok sandho sidu Tmave. Oddel Sa Viokis &islo 106017
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Certificate of analysis
Product LOZAP ®
Product number 12004853 Batch LIMS HV 707436
Batch number 2030619 Released quantity 50193 PACKS
Dosage strength 50 mg
Dosage form film-coated tablets
Packaging size 30 tbl im Date of analysis 28.06.2019
Manufacture date 13.06.2019 Specification P NO15897/01-301109
Expiry date 31.05.2021 Marketing authorisation P N015897/01
Importing country Russia No.

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 EU GMP requirements, the focal 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 release site:
Saneca Pharmaceuticals a.s, Nitrianska 100 Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hiohovec, Slovak Republic 920 27 Hiohovec, Slovak Republic
Authorisation number : VL 059/13-2 Authorisation number : VL 059/13-2
GMP Certificate No : SK/009V/2017 GMP Certificate No : SK/Q09Vi2017
Ve

'

Certified by QP: Karlovska Mariana Certified on: 01.07.2019

Saneca Pharmaceuticals a.s. - Nittianska 100 - 920 27 Hichovec - Slovenska republika
Tel: (+421)33 736 1111, Fax; (+421) 33 730 0890, E-mail saneca@saneca.com = www.Saneca.com

ICO 46 833 323 - IC DPH: SK2023509842 - Tatrabanka a.5. - & 0 2920123416/1100
Cbchodny registar Okseandho sicu Tmave, Oddiel Sa VioZke &izls 1080 1IT



