TEKJAPAIIASI O COOTBETCTBUHA

JEKJIAPAHT, IIPHHUMAIOINAN JEKJIAPAITAIO O COOTBETCTBHH

AO "Canoghu Poccun"

Ceedenua o pezucmpayuu opzanuayuu: Medxcpaiionnas uncnexyun Pedepanvroi Hanozoeol caysxcbor Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739079940, oama npucecersus OI'PH 19.08.2002.

Aodpec: 125009, 2. Mockea, yn. Teepckan, 0. 22. Tenedhon/hawc: 8 (493) 721-14-00/ 721-14-11

B nuye: I'enepanvnutii Oupexmop Monxc O.A.

Hosepennoe nuyo: Cmenanoe C.C., dogeperrocms 6/n om 01.12.2017

3AABISIET, UTO
nexapcmeernoe cpeocmeo; Jlozan, mabremxu nokpvimoie naenowrnou oborouxoi 100 m2 10 wm., ynaxoexu

Aueiixoevie KoumypHvie (9), nauxu kapmonnwie, PY Ne JICP-004055/10 om 07.05.2010 (0ama 3amenb:
16.08.2017) evidano AO "Canogpu Poccun”, cepust 2020619, napmus 5447 ynaxoeox, zoden do 31,.05.2021,
npouseoocmea Canexa Papmacviomuxanc a.c., Choeayxan Pecnybauka, Saneca Pharmaceuticals a.s.,
Nitrianska 100, 920 27 Hlohovec, Slovak Republic, koo OKIT[2 21.20.10.142, xod TH B3J] 3004900002,

| xoumpaxm Ne 250/40056192/F-2 om 20.10.2010, uneotic Ne 9085339109 om 04.07.2019

COOTBETCTBYET TPEBOBAHHSIM
JICP-004055/10-070510 usm. M 1-7

JEKJIAPAITUA ITPHHATA HA OCHOBAHHHA
npomoxon ucnoimanuu Ne 21310 om 11.07.2019 HJT OO0 HL] "PAPMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21DJT40, Cepmugpuxam POCC SK. OM08.C43987 om 12.07.2019

;[A&rﬁhﬁmmgm JMEKJIAPAIIAH 12.07.2019
STMEKJAPANVGT IEHCTBUTENBLHA IO 31.05.2021

q Crenanos C.C.
ke Deraapannt 4 ®.HN.0

- CBEJEHUS O PETHCTPAITAA

OPTAH II0 CEPTHOHKAIIUH, 3APETHCTPHAPOBABIIHWI JEKTIAPAITAIO

RA.RU.11®M08 OPTAH ITO CEPTHOHKAIIHH ITPONYKITHH OBLECTBO C OI'PAHHYEHHOMH
OTBETCTBEHHOCTAIO "OKPY)XHOH ITEHTP KOHTPOJIT KAYECTBA",

adpec opeanusayuu: 115280, &. Mockea, yn. Macmepxoea, 0. 4, am. 3, nom. I, xom. 1, adpec opeana no
cepmucpuxayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepxoaa, 0. 4, am. 5., men.:(495)788-02-88, ee6-
catim: Oykx.pg.

,I[EKJIAPAJIHH O COOTBETCTBHH 3APETHCTPHPOBAHA X POCC RU J-SK. ®M08.4.29971/19

CRIKpHRHON

LEHTP KOKTpORS

KadecTaan Hunenxo B,

PyxoBomutene OC
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Saneca
Pharmaceuticais

CepTuduxar ananunza

Cpeanss macca Tabnetok

OIlHOPOIlHOCTh HOMPOBAHNA MO MACCe

OAHOPORHOCTL MAcCh! NOARNEHEIX
TabneTox

PacnanaemocTs

PacreopenHe

yepes 30 Mun (Q)

TocTopounne npumecn (BIMKX)
Haomep noszaprana

Jlpyrie eqnHiHbIe NpUMecH
Obiuee coseprxanue npumMeceii
MukpoGHonornyeckan YHETOTA
- ' XI1I, kateropus 3A

Ofwee vHcno a3pobHbIX
MHKPOOPraHH3MOB
O6wee 1ucno rpubos

Orcyrereue Escherichia coli
Koanyecrsennoe onpeneneHue
Jlozapran kanua B 1 Ta6n.

0,3933-0,4347r

18/20 tabn. ue Gonee 5 %

2120 Ta6n, we Gonee 10 % ot
YCTaHOBMEHHOA cpefHell Maceh

18/20 nonoeuHoK Tabn. ve 6onee £ 7,5 %,
2120 nonosunok Tabn, ve Gonee £ 15 %
OT YCTaHOBNeHHOH cpeauell Macchl

He Gonee 30 MuH

He meHee 75 %

ue Gonee 0,2 %
He Gonee 0,2 %
He Gonee 0,5 %

ne Bonee 1000 KOE/r

He Bonee 100 KOE/r

OTCYTCTBHE B 1 T

0,0950-0,1050 r

Hpodyxm JIOZATT®
Homep npodykma 12004851 Cepun LIMS HV 707269
Houep cepuu 2020619 Pasaep asinyupennoii cepuu 5 447 YIIAKOBOK
Hozuposxa 100 mr
fexapcmeennan dhopua  TAGNETKH, NOKPBITBIE
meHouHOH ofonoyKoil
Pasyep ynaxosaxu 90 Tabn. Hama nposedenun ananusa 28.06.2019
Hama npouzsodcmea 07.06.2019 Creyugpuxayun JICP-004055/10-070510
Hama uemevenus cpoxa  31.05.2021 Homep pezucmpayuonvozo JICP-004055/10
200KOCIU YOOCIROBEPEHURA:
Cmpana-usmopinep Poccetin MNe
Henbivanue Hopmpl Pesyabrathb
Onncanne
Omcanne TaGNETKH OBATBHBIE BOAKOBBIMYKIILIE COOTBETCTBYET
Oenoro Hau mouTH 0eNOro UAETA, ¢ PHCKOI
JANR AefeHun Ha ABE YacTH Ha 00eHx
CTOPOHAX, TIOKPHITBIE NICHOYHOI
ofonoykoii
MonnnunocTe
Jo3aprau kanus (BIXX) RT (obpa3ua) = RT (cTaunapra) MNONOMHUTENLHBIH pelynsTaT

04109 r

COOTBETCTBYET

COOTBETCTBYET

5 MiH

98, 95,97,96;,97. 97 %

0 KOE/r

0 KOE/r

OTPHUATENBHE PE3yALTAT

0,0970 r

CootBeTcTBYeT TpeGoBannaM cneuHPHKALHH,

«Canexa PapmMacblOTHRANC a.c.n, Hutpuancka 100, 920 27 Moroseu, Cnosauxas Pecny6nuka
Ten (+421)33736 1111, Gakc: (+421) 33 730 0890, E-mail. (+421) 33 730 0890, e-mail saneca@saneca com - www.saneca. com

ICO: 46 833 323 - IC DPH $K2023599842 - Tanabanka a.s - c.u 2920123416/1100
Koaisepuacskni pornctp panomols cyna Taaks, paigen Sa wouep acTaaxu 1086117
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CepTudukar anajania

Tipooyikm JIOTATI®

Homep npodysma 12004851 Cepus LIMS HV 707269

Hoxep cepun 2020619 Paasvep svtnyiyentoli cepuu 5 447 YITAKOBOK
Hozuposxa 100 mr

fexapcmeeinnan gopra  TabnerTkn, NOKpLITLE
naeHounoit 06omoukoii

Pazyep ynaxoexu 20 7abn. Hama nposedenun ananua 28.06.2019

Hama npouzecdcmea 07.06.2019 Creyuguranun JICP-004055/10-070510
Hama wcmevenun cpoxa  31.05.2021 Hosep pecucmpayuonnozo JICP-004055/10
200HOCHM ydocmogepenust:

Cmpana-umnopmep Poccua Mo

HacToswum A NoATBEPHAAID, YTO BLIEYKa3aHHaA HHAOPMAUMA ABNAETCA BEPHOH 1 To4HOM. [IpousBoacTo daHHol ceprn
ApOAYKTA, BKNIOUAR YNAKOBKY H KOHTPONb Ka4€CTBA HA COOTBETCTBYHOLUHMX 00BEKTaX, MONHOCTBIO COOTBETCTBYET TPEGOBAHHAM
Haanexaweit npoussoacteennoi npaktHkd (GMP) EC, MECTHBIX PErynaTOPHBIX OPTAHOB, 3 TAKKE CHEUN(HKALMAM, YKa3aHHLIM B
PerucTpauvonHoM YAOCTOBEPEHHH CTPaHbt-HMNOpTepa. [To pe3ynbTaram npoBepkH 3anKHceH 0 NPOH3BOACTBE, YNIAKOBKE M aHATH3E
ccpum OLUID YCTAaHOBNEHO cOOTBETCTBHE TpebGosannam GMP,

Paipeweno k npogaxe

MNponisoacTBenHan NaowWAaaAKa: MecTo BBIMYCKA H KOHTPONA Ka4ecTBA:
«Caneka PapmacsioTkanc a.c.», Hurpuancka 100 alanexa PapmaceioTHkaC a.c.», Hutpuancka 100
92027, I'norosew, Cnosaukas PecnyGauka 020 27 I'aoroeen Pecny6nuka Cnoeaxng
Peructpaunonnsiii Homep: VL 059/13-2 Peructpaunonusiit Homep: VL 059/13-2
Cepruduxar GMP Ne: SK/009V/2017 Ceprutukar GMP No: SK/009V/2017

YTBepaxaeHo, ymonRoMoueHHOe THUO: Xoau4ukosa Apociasa Hdara: 01.07.2019

«CaHeKa PapmacblOTMHAAC a.¢.», Hutpuancka 100, 920 27 Mnorosey, Cnosaukan PecnyBnuka
Ten.  (+421) 33 736 1111, ®axc (+421) 33 730 0890, E-mail (+421) 33 730 0890. e-mail° saneca@saneca.com - www $aneca. com
ICO: 46 833 323 - IC DPH SK2023599842 - Tartabanka a s - ¢ u. 20201234161 100

Komuepueckuit paructp panomiono cyns Tmasa. patasn 59, Hawep scraskd 10804/T
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Certificate of analysis

Saneca

Product LOZAP ®
Product number 12004851 Barch LIMS HV 707269
Bateh number 2020619 Released quantity 5 447 PACKS
Dosage strength 100 mg
Dosage form film-coated tablets
Packaging size 90 tbl flm Date of analysis 28.06.2019
Manufacture date 07.06.2019 Specification LSR-004055/10-070510
Expiry date 31.05.2021 Marketing authorisation LSR-004055/10
Importing country Russia No.
Test Limits Results
Appearance
Description while 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 0.3933gt0 04347 g 04109 g
Uniformity of mass 18/20 tbl. NMT + 5 %, complies
2/20 tbl. NMT + 10 % 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 5 min
Dissolution active substance
after 30 min. (Q) NLT 75 % 98;95,97;96;97;97 %
Purity HPLC
Losartan isomer NMT 0.2 % ND
Other impurities cach NMT 0.2 % ND
Sum of impurities NMT 0.5 % ND
Microbiological quality
- GF XII, category 3A
Total aerobic bacteria NMT 1 000 CFU/g 0 CFu/g
Total Fungi NMT 100 CFUig 0 CFU/g
Absence of Escherichia coli absencein 1 g negative
Content
Losartan potassium in 1 tbl. 0.0950 gt0 0.1050 g 0.0970 g

Conformity with the specification.

Saneca Pharmacauticals a.s. - Nitrignska 100 - 920 27 Hiohovec - Slovenska republika
Tel (+421) 33 736 1111, Fax: (+421) 33 730 0890, E-mail; saneca@saneca.com - www 5aneca.com

ICO. 46 833 323 - I DPH SK2023509842 - Tatrabanka as. - & 0 2920123416/1100
Dbichodny regisier Clrexndho sidu Trave. Oddiel Sa Viedka tisle 1060111
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Certificate of analysis

Product LOZAP ®

Product number 12004851 Baitch LIMS HV 707269

Batch number 2020619 Released quantity 5447 PACKS
Dosage strength 100 mg

Dosage form film-coated tablets

Packaging size 90 tbl fim Date of analysis 28.06.2019
Manufacture date 07.06.2019 Specification LSR-004055/10-070510
Expiry date 31.05.2021 Marketing authorisation LSR-004055/10
Importing country Russia No.

I 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 release site:
Saneca Pharmaceuticals a.s, Nitrianska 100 Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hiohovec, Slovak 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 : SK/009V/2017
Certified by QP: HoliékTvé Jaroskliva Certified on: 01.07.2019

-

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

ICO 46 833323 . IC DPH SK2023509842 - Tavabanka a.s. - ¢ 0 20201234161100
Obchodny regisier Okresndho s0du Tmave Oddel Sa Vialia Sisls 10001/T



