JNEKJAPAIVISI O COOTBETCTBHH

JNIEKJIAPAHT, IPUHAMAIOIIHAN JEKJIAPAIHIO O COOTBETCTBHH

AO "Canoghu Poccun”

Csedenus o pezucmpayuu opzanusayuu: Mexcpaiionnas uxcnexyun Pedepansroii Hanozogot cayxcbsi Ne 46 no
2. Mocxee 01.01.2008, OT'PH 1027739079940, dama npucsoenus OT'PH 19.08.2002.

Adpec: 125009, 2. Mockea, yn. Teepckas, 9. 22. Tenepon/parc: 8 (495) 721-14-00/ 721-14-11

B nuye: enepansrurit dupexmop Monac O.A.

[Joeepennoe auyo: Cmenanos C.C., dosepennocmo 6/n om 01.12.2017

3AABJSET, UTO

| sexapcmeentoe cpedcmeo. Jlosan, mabRemxu noxpoimbsie neHOYHOU obonouxoit 50 mz 10 wum., ynaxoaxu
suetixogvle xoumypHble (3), nauru kapmonnsie, PY Ne I1 N015897/01 om 30.11.2009 (0ama 3ameHo!
16.08.2017) swidano AO "Canoghu Poccus®, cepus 2780919, napmus 49895 ynaxosox, zoden do 31.08.2021,
npouseéodcmea Canexa Papmaceromuxanc a.c., Crosayxas Pecnybnura, Saneca Pharmaceuticals a.s.,
Nitrianska 100, 920 27 Hlohovec, Slovak Republic, xod OKIIH2 21.20.10.142, xod TH B3 3004900002,
konmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneotic Ne 9085352394 om 04.11.2019

COOTBETCTBYET TPEBOBAHHUAM
ITN015897/01-301109 usm. Ne 1-8

JEKJAPALIHA TIPHHATA HA OCHOBAHHHA
npomokon ucnoimanuti Ne 34173 om 13.11.2019 HJT 000 HL] "®APMOSEOPOHA", ammecmam
arkpedumayuu POCC RU.0001.21 ®J140, Cepmugpuxam POCC SK.OM08.C54396 om 14.11.2019

JATA NIPUHSITUS AEKIIAPALMA [4.11.2019
E HCTBHUTEJILHA O 31.08.20;
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Yoo’ CBEJEHHAS O PETHCTPALIAA

OPTAH ITO CEPTHOHKAIIAH, 3APETHCTPHPOBABIINH JEKIAPAIIHIO
RA.RU.11M08 OPI4H ITO CEPTH®HKALIHH TPORYKLHH OFUJECTBO C Ol PAHHYEHHOH
OTBETCTBEHHOCTH IO "OKPYKHOH I[EHTP KOHTPOJI KAYECTBA",
adpec opzanusayuu.: 115280, . Mocksa, yn. Macmepxosa, 9. 4, am. 5, nom. I, kom. 1, adpec opzana no
cepmudgpuxayuu: 115280, POCCHA, 20pod Mocxea, yn. Macmepxoea, 0. 4, am. 5., men.:(495)788-02-88, aeb-
caiim: oyxx.pg.
JEKJAPAIIMSI O COOTBETCTBMH 3APET'UCTPHPOBAHA M POCC RU J-SK. @M08.A.44765/19
AATAREFRMCEPAIIAH 14.11.2019
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CepTHdHKAT aHAIH3A

Cpenusin macca rafnerox
OAHOPOAHOCTE A03UPOBAHHA IO MaCCe

OAHOPOAHOCTE MO Macce NOASASHHEIX
TabneTok

Pacnamaemocts
PacTeOpenne
yepes 30 MuH (Q)
IocTopounue npimecn (BIAKX)
Haomep nosapraHa
JApyrue eqHHBMHBIE TPHMECH
O6uwee conepaHue npraMeceii
KoauuecTsenHoe onpeaenexne
Jlozapran kanud B 1 Tabn.
MurpoGuoornyeckan YHCTOTa
- ' XII, kateropua 3A

OGwmee wHeno a3poGHBIX
MHKPOOPraHH3IMOB
O6wee qucno rputos

Otcytereue Escherichia coli

0,1976-0,2184 r

18720 Tabn. ve 6onee + 7,5 %, 2/20 Tabn. He
Gonee + 15 % oT ycraHoBnenyolt cpeaneti
MAacCHl

18/20 nonosuuok Tabn. He Gonee + 7,5 %,
2/20 nonouHok Tabn. He Gonee + 15 % or
yeranosiexrofi cpeaHeit macent

He Gonee 30 mMuu

He MeHee 75 %
He Gonee 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 | T

Tlpodyxm JO3ATI®
Houmep npodyxma 12004779 Cepun LIMS HV 711448
Homep cepuu 2780919 Pazmep seinyuyensoir cepuu 49 895 YITAKOBOK
Ho3uposexa 50 Mr
Jexapcmeennas Gopya  TabNETKH, TIOKPHITHIE
nieRo4Ho#H ofGonoukodt
Pasmep ynaxoexu 30 TaGn. Hama npoeedenun ananuza 14.10.2019
Hama npouzeodcmsa 26.09.2019 Creyugpuxayus I1 NO15897/01-301109
Hama ucmewenun cpoka  31.08.2021 Homep pezucmpayuonnozo I1 N015897/01
200HOCmY YO0CmOBEPeHUA:
Cmpana-umnopmep Poccns M
Henbrranne Hopwmut PesynbvaTh
Onuncanne
Onucanne Bennte wn noaTn Genbie NPORONTOBATLIS COOTBETCTBYET
BOAKOBBIMYKNLIE TabneTkH, NOKpeITHE
wieHoHoit 06omouKod, ¢ puckoli ¢ obenx
CTOpOH.
IoanuuuocTn
Jozapran kanns (BIXX) RT(o6pa3ua) = RT (cTangapta) TIONIOKHTENRLHBIH pe3ynbTaT

0,2006 r
COOTBETCTBYET

COOTBETCTBYET

8 Mun

97,95, 96; 101;99; 101 %

0,0507 r

0 KOE/r

0 KOE/r
OTpHUATENBHBIH Pe3yNLTaT

CooTBercTBYeT TpefoBaHHAM clieuHdHRKALIH.

«Canexa PapmacoroTWKanc a.c.», Hurpuancka 100, 920 27 Mnoroeey, Cnosaukan 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 SK2023598842 - Tartabanka a_s - ¢ u. 292012341611100
KOMMOPHSCHHN DOrvcTE DAROHION0 Cyna TMass, paanen S5, Houep scraexy 1080 1/T
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CepTudukar anaamnza

Ilpooyxkm JOIAI®

Homep npodykma 12004779 Cepun LIMS HV 711448

Homep cepuu 2780919 Pazsmep soinyuyennoii cepuu 49 895 YITAKOBOK
Hozuposxa 50 Mr

Jlexapcmeennan hopma  TaBNETKH, NOKPHITHIE
nneHouHol obonoukoit

Paimep ynarkoexu 30 tabn. Jlama npogedenun anaruza 14.10.2019

Hama npouzeodemea 26.00.2019 Cneyugpurayun I1 NO15897/01-301109
Hama ucmevenun cpoxa  31.08.2021 Homep pezucmpayuonnozo IT1 NO15897/01
200HOCMU ydocmosgepenus;

Cmpana-unnspmep Poccus ANe

HacToAHM 2 TOATBEPXAAID, YTO BHIICYKa3aHHaA HHpopMaLUa ABNgeTca BepHoH v TouHoi. [ponzsoncTao xanHo# cepun
NPOAYKTA, BKNI0MaA YNAKOBKY H KOHTPOJL KAYECTBA HAa COOTRETCTRYIOIHNX 00bexTax, MONHOCTRIO COOTBCTCTBYCT TpeboBanuam
Haanexautedt nponssoacteenuoit npaktiku (GMP) EC, MeCTHBIX PEryaSTOPHBIX OPraloR, a Takxke cnelUdHKaLMAM, YKA3AHHEIM B
PervctpauroHHOM yIOCTOBEPEHHH CTPAHBI-uMIOpTepa. [To pe3ynbTaTaM NpoBepky 3anHceH 0 MPOU3IBOACTRE, YNAKOBKE H AHANM3E
cepHH OO YCTAHOBNEHO COOTBETCTBHE TpeboBaHuaym GMP.

Pajpemeno k npoaamxe

TlpoH3BORCTBEHH AN NAOLWAAKA: MecTo BRINYCKA H KOHTPOAA KaYecTBa:
«Canexa dapmaceloTikaic a.c.», Hurpuarcka 100 «Canexa PapmackioTHkanc a.c.», Hurpuancka 100
92027, I'noroseu, Cnoeaitkas Pecry6inxa 920 27 'noroseu Pecny6nuxa Cnosakns
PeructpauaoHHpii Homep: VL 059/13-2 Perucrpaunonnstii Homep: VL 059/13-2
Ceprudurar GMP Ne: SK/009V/2017 Ceprudukar GMP Ne: SK/009V/2017
YTBepxaeHo, ynoJHoOMo4eHHoe THLO 3 Papkacosa Dmunms Hara: 30.10.2019

aCanexa PapmMackioTUKanc a.c.», Hutpuancka 100, 820 27 MCnoroeeu, Cnoeaukan PacnySiuka
Ten. (+421)33 736 1111, @axc: (+421) 33 730 0890, E-mail: {+421) 33 730 0890. ¢-mail- saneca@saneca.com - www.sangca com
ICO: 46 833 323 - IC DPH SK2023599842 - Tartabanka a.5 - ¢.u, 2920123416/1100

KOMMEaC KA PArMCTR PAROHNOND CYI THOBA, Paten S3. nodep scTasas 10601/
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Certificate of analysis

Product LOZAP ®
Product number 12004779 Batch LIMS HV 711448
Batch number 2780919 Released guantity 49895 PACKS
Dosage strength 50 mg
Dosage form film-coated tablets
Packaging size 30 tbl Dare of analysis 14.10.2019
Manufacture date 26.09.2019 Specification P NO15897/01-301109
Expiry date 31.08.2021 Marketing authorisation P N015897/01
Importing country Russia No.

Test Limits Results

Appearance

Description white to off-white,oval, complies

Identification

Losartan potassium (HPLC)
Average mass of 1 tablet
Uniformity of mass

Uniformity of mass of divided tablets

Disintegration time in water
Dissolution active substance
after 30 min. (Q)
Purity HPLC
Losartan isomer
Other impurities each
Sum of all impurities
Content
Losartan potassium in 1 tbl.
Microbiological quality
- GF X1, category 3A
Total acrobic bacteria
Totat Fungi
Absence of Escherichia coli

biconvex film-coated tablets,
half-scored on both sides

identical RT positive
0.1976 gt0 0.2184 g 0.2066 g
18/20 tbl, NMT £ 7.5 %, complics

2/20 tbl. NMT % 15 % from
determined average mass
18/20 half thl. NMT + 7.5 %, complies
2720 half thl. NMT + 15 %
from determined average mass

NMT 30 min 8 min

NLT 75 % 97,95,96;101;99;101 %
NMT 0.2 % ND

NMT 0.2 % ND

NMT 0.5 % ND

0.0475g100.0525 g 0.0507g

NMT 1 000 CFU/g 0 CFU/g

NMT 100 CFU/g 0 CFU/g

absencein 1 g negative

Conformity with the specification.

Saneca Pharmaceuticals 8.8 - Nitrianska 100 - 920 27 Hichovet - Slovenska republika
Tel {+421) 33 736 1111, Fax: (+421) 33 730 0890, E-mail. saneca@saneca.com - www, saneca com

ICO 46833323 - 1€ DPH SK2023599842 - Tatrabanka a.s. - & U 2020123416/1100
Cbchodny regresles Okresnaho dodu Tinave Oodsl Sa, Vi tsko 108017
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Certificate of analysis

Product LOZAP ®

Product number 12004779 Batch LIMS HV 711448

Batch number 2780919 Released quantity 49895 PACKS
Dosage strength 50 mg

Dosage form film-coated tablets

Packaging size 30thl Date of analysis 14.10.2019
Manufacture date 26.09.2019 Specification P NO15897/01-301109
Expiry date 31.08.2021 Marketing authorisation P N015897/01
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 Hlohovec, Slovak Republic 920 27 Hlohovec, Slovak Republic
Authorisation number : V-15/2019 Authorisation number : V-15/2019
GMP Certificate No : SK/009V/2017 GMP Centificate No : SK/AQ09V/2017
P
i
Certified by QP: Farka%ova Emilia /L Certified on: 30.10.2019

Saneca Pharmaceuticals a.s. - Nirianska 100 - 920 27 Hiohovec - Slovenska republika
Tel: {(+421) 33 736 1111, Fax: (+421) 33 730 0890, E-mait saneca@saneca.com — www saneca com

ICO 46 833 323 - IC DPH. SK2023599842 - Tatrabanka a.s - & O 2920123416/1100
Obchoony fegrter Okieshdho ey Tmevs. Oddel Sa Viotha tislo 10001/T



