AEKJIAPAIIUASA O COOTBETCTBHAHA

JAEKJIAPAHT, MPHHAMAFIOLHHA JEKJAPAITAIO O COOTBETCTBHH

AO "Canogpu Poccusn"
Ceedenun o pezucmpayuu opzanuzayui: Mexcpaiionnan uncnexyus Dedepanoroii nano2060i cayxicvt Ne 46 no

2. Mocxee 01.01.2008, OFPH 1027739079940, dama npucecenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mockea, ya. Teepcxas, 0. 22. Tenegpor/cpaxc: 8 (495) 721-14-00/ 721-14-11
B nuye: I'enepanouerti dupexmop Monxe O.A.

Hosepennoe auyo: Knoxoea 10.C., dosepennocmy 6/ om 01.12.2017

3ASABISET, YTO
nexapemeennoe cpeocmeo.: Jlozan, mabnremxu noxpuimole nienounol oGonovxoiti 50 m2 10 wum., ynaxoexu

Ayelixoguie kowmyprvie (3), nauxu kxapmonnwie, PY Ne IT N015897/01 om 30.11.2009 (0ama 3amerbl
16.08.2017) evioano AQ "Canoghu Poccus”, cepun 2040419, napmus 50088 ynaxoeox, 200ex o0 31.03.2021,
npoussodcmsa Canexa Papmaceiomuxanc a.c., Cnosayxan Pecnybnuxa, Saneca Pharmaceuticals a.s.,
Nitrianska 100, 920 27 Hlohovec, Slovak Republic, xod OKII[2 21.20.10.142, xod TH B3I 3004900002,
koumparxm Ne 250/40056192/F-2 om 20.10.2010, uneotic Ne 9085331194 om 23.04.2019

COOTBETCTBYET TPEGOBAHHSAM
1T N015897/01-301109 uzm. Ne 1-8

JAEKJIAPATTAA IIPHHSATA HA OCHOBAHHHA
npomoxon ucnsimanui Ne 12010 om 30.04.2019 HJI OO0 HL] "®APMOBOPOHA", ammecmam

axkpedumayuu POCC RU.0001.21®D140, Cepmugpuram POCC SK. @©M08.C39346 om 30.04.2019

G

,.‘-;.y SITRS AEKIIAPAIINH 06.05.2019
TEUBUTEIBHA JIO 31.03.2021
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CBEJEHUS O PETUCTPAIINHA

OPI'AH ITIO CEPTHOHNKAIIVN, 3APETHCTPHPOBABIIUMA JTEK/IAPAITHIO

| RA.RU HIOMO08 OPITAH IO CEPTHOHKALIHH ITPOOVKIHH OFIJECTBG C OrPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)XHOW IJEHTP KOHTPOJIA KAYECTBA",

adpec opzanusayuu: 115280, 2. Mockea, yn. Macmepxosa, 9. 4, 3m. 5, nom. I, xom. 1, adpec opzana no
cepmuguxayuu: 115280, POCCHA, 2opod Mocxkea, yn. Macmepxosa, 0. 4, sm. 5., men.:(495)788-02-88, geb-

T-E . ;. o)
FISECOOTBETCTBHAHN 3APETHCTPHPOBAHA M POCC RU [1-SK. ®M08.4.23081/19
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tenn konpong

. Kavan E.B.
HOANHCH 3am. pyxosomutens OC
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Pharmaceuticals

CepTuduKaT aHAIH3A

Cpearsa macca Tabnetok
OpHopoaHoCTL JO3HPOBAHKA NO Macce

OQHOpPOIHOCTL MO Macce MOACACHHEIX
TabneTok

Pacnagaemocts
Pacrsopenne
vepes 30 aun {(Q)
MocToponnne npumecn (BIKX)
H3omep nosaprana
Npyrue egunnyHble NpuMecn
Ob6uee conepxkaHue npumeceit
Konnuecrsennoe onpeneaenne
JlosaptaH kanua B | Tabn.
Muxpobucnorsueckan 9HcToTa
- ' XII, kareropua 3A
O6iuee yHeno a3pobHbX

MHKPOOPTaHUIMOB
O6iwee uncno rpibos

OrcyrcTaue Escherichia coli

0,1976-0,2184 r

18/20 7abn. ne Gonee £ 7,5 %, 2/20 Tabn. ue
6onee £ 15 % ot ycTanoBnetHoli cpeaHeli
MacChl

18/20 nonosinok Tabn. ue Gonee * 7.5 %,
2/20 nonosuuok tabn. ne Gonee = 15 % ot
YCTaHOBJEHHO] cpenHeli Maccel

He BGonee 30 Mun

He MeHee 75 %
He Gonee 0,2 %
He Sonee 0,2 %
tie Gonee 0,5 %

0,0475-0,0525 r

He Gonee 1000 KOE/r

He 6onee 100 KOE/r
OTCYTCTBHE B |l 1

Hpodyxm JIO3AI®
Howep npodykma 12004779 Cepus LIMS HV 702045
Hoxep cepuu 2040419 Pazvep suinyigennol cepuu 50088 YITAKOBOK
Hozuposxa 50 Mr
Hexapcmeennan ¢hopya  TabneTr, NOKPHTHIE
naeHoYHot obonoukoit
Pazvep ynaxoswu 30 Ta6n. Hama npogedenusn ananusa 18.04.2019
Hama npouzeodcmea 09.04.20(9 Cneyupusayus 1 NO15897/01-301 109
Hama ucmeuenun cpoka  31.03.2021 Houmep pezucmpayuonnozo 1 N015897/01
200H0CHIY YOOCHOBEPEHUR:
Cmpana-uvinopmep Poccus ol
Heneitanne Hopmel PezynasTathl
Onncanune
Onucanne Benvie nnn noutH Genble NPoOONTroBaTHE COOTBETCTBYET
JBOAKOBBINMYKNble TalneTkH, NoKpeITHe
NIeHou RO 0Gonoykoil, ¢ prckodi ¢ obenx
CTOPOH.
MoznnuuocTs
Jozaptan kanua (BXKX) RT(o6pa3ua) = RT (cTannapra) MOMROHTENBHBIH peIynLTaT

0,2030r
COOTBETCTBYET

COOTBETCTBYET

9 MHH

87.94;91:91.94: 90 %

0,0504 r

0 KOE/r

0 KOE/r
OTPHUATENLHBII PE3YALTAT

CooTBeTcTBYET TpefoBaHHAM cnelHpHKANHH.

«Canena QapmacbioTMHANC a.c.», HuTpuascka 100, 920 27 Mnoroseu, Cnosaukas Pecnybnuka
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 - IC DPH SK2023599842 - Tartabanka a s - c.u 2920123416/1100
KOMME{r8CxwA DAHCTD parveons CY A8 Tuasa, padfan Sa. Hosmep scrasss 10601/T
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Ceprudukar anannza

Saneca

Pharmaceuticals

fIpodyxm JOIATI®
Hoxep npodyxma 12004779 Cepun LIMS HV 702045
Houxiep cepuu 2040419 Pazyep sotnyuennoi cepuu 50088 YIIAKOBOK
Hozupoexa 50 Mr
Sexapcemeennan ghopua  TAGNETHH, NOKPLITHIE
nneHoyHoli oGonoykoii
Pazyep ynaxosxu 30 vabn. Hama nposedenur ananusa 18.04.2019
Hama npouzeodcmea 09.04.2019 Cneyugpuxayun [T N015897/01-301109
Hama ucmevenua cpoka  31.03.2021 Homep peeucmpayvonnozo [T N015897/01
200H0CmU ydocmosepenun:
Cmpana-uynopmep Poccns Ae

HacToqwus A NOATEEPXAAK0, 4TO BbIUICYKa3aHHan HHDOPMaLKa ABnAeTca BepHO# U TouHoll. [poussoncTeo nakHoli cepun
NPOAYyKTa, BKIOUASN YIIAKOBKY H KOHTPONE KAa4ECTBA HA COOTBETCTBYIOMMX 00BEKTAX, MONHOCTIO COOTBETCTBYET TPEGOBAHUSM
Hannexawe# nponssoacreennoli npaktrru (GMP) EC, MECTHBIX PEryIATOPHLIX OPTAHOB, & TakKe CMEUHDHKALNAM, YKAZAHHLIM B
PerncrpaunoHHoM ynoCcTOBEpEHHH CTPaHbl-uMnoprepa. [1o pesynstataym NpoBepKu 3anuceid 0 MPON3BOACTBE, YNAKOBKE M AHA/H3E
cepui ObITO YCTaHOBACHO cooTBeTCTBHE TpeGoBanuam GMP.

PaspewieHo k npogaxe

TlpoM3BOACTBEHHAR MIOLLAAKA: MecTo BLINYCKA H KOHTPOJA KAYECTBAS
«Canexa QapmacbloTHKanC a.c.», Hurprancka 100 «Cauexa PapmacsioTukanc a.c.», Hutpuancka 100
92027, Inorogeu, Crosalkas Pecnybinka 920 27 [noroseu Pecny6nuxa Crosakus
Perucrpattmonneiii Homep: VL 059/13-2 PeructpauroHuuii Hosep: VL 059/13-2
Ceprudukar GMP No: SK/009V/2017 Ceprudurar GMP Ne: SK/009V/2017
YTeepxaeHo, ynoanomoyennoe anuo : [ynawosa Mapus Jara: 18.04.2019

wCanena dapmacsloTURANC a.c.», Hutpuancxa 100, 920 27 Moroseu, Cnoeauxan Pecnybnuxa

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

ICO- 46 833 323 - IC DPH SK2023599842 - Tartabanka a s - c u, 2920123416/1100

Kombepuecrsm perncTp Panciesoio cyAs Thass, paiaen Sa. wouep acasxn 10601
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Certificate of analysis

Product LOZAP ®
Product number 12004779 Batch LIMS HV 702045
Baich number 2040419 Released quantity 50088 PACKS
Dosage strength 50 mg
Dosage form film-coated tablets
Packaging size 30 tht Date of analysis 18.04.2019
Manufacture date 09.04.2019 Specification P NO15897/01-301109
Expiry date 31.03.2021 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 gto 0.2184 g 0.2030 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 tableis 18/20 half thl. NMT = 7.5 %, complies
2/20 half tbl. NMT £ 15 %
from determined average mass
Disintegration time in water NMT 30 min 9 min
Dissolution active substance
after 30 min. (Q) NLT 75 % 87,94;91;91;94;90 %
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 [ tbl. 0.0475g100.0525 g 0.0504 g
Microbiological quality
- GF XII, category 3A
Total aerobic bacteria NMT 1 000 CFU/g 0CFU/g
Total Fungi NMT 100 CFU/g 0CFU/g
Absence of Escherichia coli absencein l g negative
Conformity with the specification.

Saneca Pharmaceuticels a.3. - Nitnanska 100 - 920 27 Hlohovet - Slovenska republika

Tel: (+421) 33 736 1111, Fax: (+421) 33 730 0890. E-mail: saneca@saneca.com - www.saneca com

€0 46833323 - IC DPH $K2023599842 - Tatrabanka a s
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Certificate of analysis

Product LOZAP ®

Product number 12004779 Batch LIMS HV 702045

Batch number 2040419 Released quantity 50088 PACKS
Dosage sirength 50 mg

Dosage form film-coated tablets

Packaging size 30 tbl Date of analysis 18.04.2019
Manufacture date 09.04.2019 Specification P NO15897/01-301109
Expiry date 31.03.2021 Marketing authorisation P NG15897/01
Importing couniry Russia No.

T 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 Hlohovec, Slovak Republic 920 27 Hlohovec, Slovak Republic
Authorisation number : VL 059/13-2 Authorisation number : VL 059/13-2
GMP Certificate No : SK/Q09V/2017 GMP Certificate No : SK/009V/2017
Certified by QP: Gulasov, ia Certified on: 18.04.2019

Saneca Pharmaceuticals a.s. - Nitrlanska 100 - 920 27 Hiohovec - Slovenskd repubtika
Tel: (#+421) 33 736 1111, Fax: (+421) 33 730 0890 E-mail: saneca@@saneca.com — www saneca com

10 46 833 323 - IC DPH SK2023599842 - Tarabankaa s. - & (1 2020123416/1100
Qbechodey regisiet Olkresnding sixtu Trnava Oddiel Sa Violhs Sisia 1080177



