JNEKJAPAIIISI O COOTBETCTBHM

JEKJAPAHT, IPHHAMAIONTHI JEKJIAPAIIMIO O COOTBETCTBHH

AO "Canogu Poccus”

Ceedenun o peaucmpayuu opzanusayuu: Mexcpationnan uncnexyun Pedepanvroii nanozoeou cxyxcbor Ne 46 no
2. Mocxee 01.01.2008, OT'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mockea, ya. Teepcxan, 0. 22. Tenegon/tharc: 8 (495) 721-14-00/721-14-11

B nuye: I'enepanvuuiti dupexmop Monsc O.A.

Hoeepennoe auyo: Cmenanoe C.C., dogepennocme 6/n om 01.12,.2017

3ASIBJBIET, UYTO

Rexapcmeennoe cpedcmeo. Jlozan, mabnemxu noxpoimote nnenounoy obonovxoti 100 mz 10 wm., ynaxoexu
Avetixoevie koHmypHbie (9), nauxu xapmonnwie, PY Ne JICP-004055/10 om 07.05.2010 (dama 3amenst
16.08.2017) ewioano AQ "Canoghu Poccun", cepus 2010619, napmus 5275 ynaxosox, zo0en do 31.05.2021,
npousgodcmea Canexa Papmacwvromuxanc a.c., Croeayxas Pecnybnuxa, Saneca Pharmaceuticals a.s.,
Nitrianska 100, 920 27 Hlohovec, Slovak Republic, xod OKII42 21.20.10.142, koo TH B3I 3004900002,
xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneotic Ne 9085339109 om 04.07.2019

COOTBETCTBYET TPEBOBAHHAM
JICP-004055/10-070510 usm. Ne 1-7

JEKJAPAITAS IIPHHATA HA OCHOBAHHHA
npomoxon ucnvimarnuti Ne 21300 om 11.07.2019 H/T 000 HI[ "®APMOBOPOHA", ammecmam

axxpedumayuu POCC RU.0001.21DJI40, Cepmugpuxam POCC SK. ©M08.C43986 om 12.07.2019

):LAT/K?“’ “’yﬁm;mﬂ JEKJIAPALIAM 12.07.2019
"NEKJIAPAITASE ,B;EﬁCTBHTEJILHA JO 31.05.2021
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CBEJEHUS O PEI'NCTPAIIHA

OPT'AH IO CEPTHO®HKAITHMH, SAPETHCTPHPOBABII AN JEKJIAPAITHIO

RA.RU.110M08 OPI4H 110 CEPTHOHKALHY ITPONVKI[HH OBIECTBO C OTPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYXXHOH LJEHTP KOHTPOJIS KAYECTBA",

adpec opzanuzayuu: 115280, 2. Mockea, yn. Macmepxoea, 0. 4, sm. 5, nom. I, xom. 1, adpec opeana no
cepmucpuxayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepxoea, 0. 4, am. 5., men.:(493)788-02-88, eeb-
catim: oyxx.pep.

JTEKJAPAIIUA O COOTBETCTBHMU 3APErHCTPHPOBAHA M POCC RU J-SK. ®M08.4.29970/19
,Il',ATA PEI'HCTPAIIHH 12.07.2019

(le{ ) Junenko Kb,

nohHncs Pyxopogutens OC
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Ceprudukar anaiuza

Cpeanns sacca TabneTok

OHHOPOD.HOCTI) OO3HPOBAHHA MO Macce

OoHOPOOHOCTb MACChI NOAEAEHBIX
Tabnerox

PacnanaemocTs

PacTBopenne

tepes 30 MuH (Q)

MecToponnue npumeck (BIXKX)
H3omep nosaprana

Hpyrue eaMHH4HbIe NPHMECH
OBiee cozepxanue npiumeceit
Muxpobsuonornueckan YHcToTA
- ') XII, kateropua 3A

Obwee uncno a’pobnbix
MHKPOOPTraHu3MOB
O6wee uHcno rpnbos

Orcyterene Escherichia coli
KonanvecTBeHHOe onpegeneHue
Jlosaprad kanua B 1 Tabn.

0,3933-0,4347r

18/20 tadn. we Gonee 5 %

2/20 tabn. we Gonee 10 % ot
yCTaHoBNeHHOH cpenHeit Macchl

18/20 norosnHok Tabn. ve Gonee = 7,5 %,
2/20 nonosyHoK Tabn. He Gonee + 15 %
0T yCTaHOBNeHHOI cpeaneii Maccel

He Gonee 30 aun

He MeHee 75 %

He Gonee 0.2 %
He Gonee 0.2 %
He fonee 0,5 %

He Gonee 1000 KOE/T

He Gonee 100 KOE/r

otcyrcTEHEB I T

0,0950-0,1050 r

TTpodyxm JIOIATI®
Hoxmep npodyxma 120043851 Cepun LIMS HV 707268
Homep cepuu 2010619 Pazvep seinywennoii cepuit 5275 YIIAKOBOK
Hozupoexa 100 Mr
Hexapcmeennan hopma  TabNeTKH, NOKPLITHE
nnexoHol oGonovxofi
Pazvep ynaxeexu 90 tabn. Hama nposederun ananusa 28.06.2019
HAama rpouzeodcmea 07.06.2019 Creyugpuxayus JICP-004055/10-070510
Hama uemevenun cpoka  31.05.2021 Hosep pezucmpatpionnozo TICP-004055/10
200HOCHH ydocniogeperua:
Cmpana-umnopmep Poccun Ne
HenviTanne Hopmbl PesynstaTel
OnucaHue
Onucanue TalJeTKH OBANTLHBIE OBOAKOBBITYIUIbIC COOTBETCTBYET
Genoro wii NoYTH Genoro UBeTa, ¢ pHCKoi
AnA JeNeHHA Ha IBE YACTH Ha obeux
CTOPOHAX, TIOKPSITHIE MACHOMHOH
oBonoukoii
ToanuuHoC T
Jozapran xamua (B3MX) RT (o6pa3ua) = RT (cTannapra) nonmkHTeNbHLI Pe3ynabTaT

041301

COOTBETCTBYET

COOTBETCTBYET

6 MHH

98; 100; 97; 101; 99; 101 %

5 KOE/r

0 KOE/fr

OTpHUATENsHLL peaynsTat

0.,0979 r

CootBercTBYeT TpeGoBanusaM cneuudHKamnm.

«CaHera DapmacbOTHKANC a.C.» Hutpuancka 100 920 27 Mnorosey, Cnosaukas Pecnybnuka
Ten. (+421)} 33 736 1111, daxc (+421} 33 730 0890, E-may {+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
KOMMAErHMOCKai PIUCTD POROIION Cyaa Tuaea, paxten Sa, wouep scyaex 106017
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Crpannua 2 1y 2
CepTudukar aHajiuza
fIpodykm JOIATI®
Houmep npodykma 12004851 Cepun LIMS HV 707268
Hoxvep cepuu 2010619 Passep sutnyiyennoil ceput 5275 YTIAKOBOK
Hozuposra 100 mr

Jlexapcmeennan gopyma  TaBNETKH, NOKPLITHIE
wieHo4YHoH obonoukoii

Pazvep ynaxosxu 90 tabn. Hama npogedenun ananuza 28.06.2019

Hama npouzecocmea 07.06.2019 Creyugpuxayun JICP-004055/10-070510
Hama ucmewenus cpoxa  31.05.2021 Homyep pezucmpaiuonrozo JICP-004055/10
200H0CHY Yydocmosepenun:

Cmpana-usinopmep Poccua Ae

Hactoawmm A noaTeep:kAa0, 4TO BeIWEYKazavHan hHOpMauH ABAAETCE BEPHOH K TOYHOA. [[POHIBOACTEO AAHHOI CCPHH
MPOAYKTA, BKAOYAA YNAKOBKY H KOHTPOJb KAYECTBA Ha COOTBETCTBYIOMMUX 00LEKTaX, MOMHOCTHIO COOTBETCTBYET TpefoBaHuaM
Hannexameit npoussoncreedtoi npaxtky (GMP) EC, MECTHEIX pPErynaTopHBIX OpPTAHOR, A TAKXE CNELUGUKAUHAM, YKAZAHHBIM B
PervcTpauoHHOM YAOCTOBEPEHHH CTPAHbI-HMNOpTepa. [lo pe3ynbTaTtaM npoBepky 3anucel 0 NPOHIBOACTBE, YNAKOBKE H AHANH3E
cepuu BbLIo ycTaHOBAEHO COOTBETCTBHE TpeGoranuay GMP.

Paipemeno k nponacke

Tpou3BoACTBEHHAR NUIOWALKA: MecTo BEIMYCKA B KOHTPONA KayecTsa:
«Cauexa PapMacbioTHKaNC a.c.», Hurpuancka 100 «Canexa ®apmaceioTHRaNC a.c.», Hutpuaucka 100
92027, Tnoroseu, Cnosaukas PecnyGnuxa 920 27 I'noroseu Pecny6auxa Crosakus
Perrcrpaunonneil Homep: VL 059/13-2 PernctpaunonHstii Homep: VL 059/13-2
Ceprudurar GMP Ne: SK/009V/2017 Cepruduxar GMP Ne: SK/009V/2017

YTpepkaeHo, ynoanomouenHoe anuo: Xonuuxoea Slpocnasa Hdara: 28.06.2019

wCaHeKa $apmacsloTMRANC a.c.», Hutpuadcra 100, 920 27 Moroseu, Cnosaukas PecnyBnuka
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 - ¢ u 2920123416/1100
Koumapyecrui peructp pancisoro cyaa Tuasa, painen Sa, womep sctasnw 10601/T
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Certificate of analysis

Dissolution active substance

after 30 min. (Q) NLT 75 % 08:100,97;101;99;101 %
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 5 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 210 0.1050 g 0.0979 g

Product LOZAP ®
Product number 12004851 Batch LIMS HV 707268
Batch number 2010619 Released quantity 5275  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 white to off-white,oval, complies
biconvex film-coated tablets,
half-scored on both sides
Identification
Losartan potassivm (HPLC) identical RT positive
Average weight of | tablet 0.3933g1t0 04347 g 04130 ¢g
Uniformity of mass 18/20 thl. 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 6 min

Conformity with the specification.

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

Saneca Pharmaceuticals a.s. - Nitnanska 100 - 920 27 Hiohovec - Slovenskd republika
Tel: (+421)33 736 1111, Fax: (+421) 33 730 0890, E-mail sanecafsanecs COM ~ www.Saneca com

ICO 48 832 323 - IC DPH' 5K2023568842 - Tatrabankaas -& U 2920123416/1100
Obchoom) rogister Okresndbo idy Tmava Oddel Sa, Viedka Sisio: 10601T
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Certificate of analysis

Product LOZAP®
Product number 12004851 Baich LIMS HV 707268
Batch number 2010619 Released quantity 5275 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.

Manufacturing site: Quality control and release site:

Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hlohovec, Slovak Republic

Authorisation number :

VL 059/13-2

GMP Certificate No : SK/009V/2017

Certified by QP;

Holitkova Jargs_.]ava

—

Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hlchovec, Slovak Republic
Authorisation number : VL 059/13-2
GMP Certificate No ;: SK/009V/2017

Certified on: 28.06.2019

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.3aneca.com
ICO 46 B33 323 - IC DPH SK2023599842 - Talrabanka as - & 0 292012341611100

Obchadty regpater Okissnbho sidu Tmgvs. Ooded Sa Vielks Sso 10601/T



