JEKJAPAIIMSI O COOTBETCTBHM

JEKJAPAHT, IPHHAMAIOINHIA JEKJIAPAIIMIO O COOTBETCTBHHA

AO "Canoghu Poccus”

Csedenus o peeucmpayuu opeanuzayuu: Mexcpationnan uncnerxyun Qedepanbhotl hanozo06oi cnyxncbut Ne 46 no
2. Mockse 01.01.2008, OF'PH 1027739079940, oama npuceocenus OTPH 19.08.2002.

Adpec: 125009, 2. Mockea, yn. Teepcras, 8. 22. Tenedhon/shaxe: 8 (495) 721-14-00/721-14-11

B nuye: Ienepanvrsiti dupexmop Monowe O.A.

Hosepennoe mujo: Knoxosa F0.C., dogepennocme 6/n om 01.12.2017

SAABJIAET, YTO
aexapcemeennoe cpedcmeo: Jlosan, mabnemu noxpeimole naerounoti oborouxoti 12.5 mz 10 wim., ynaxosxu

auelkoesie kowmypuble (3), nauku kapmonnwie, PY Ne TT N0I15897/01 om 30.11.2009 (dama 3amenst
16.08.2017) evioano AO "Canogpu Poccun", cepusn 2130918, napmus 57385 ynaxosox, z0den do 31.08.2020,
npoussodcmea Canexa @apmacvomuxanc a.c., Crosayxkan Pecnybnura, Saneca Pharmaceuticals a.s.,
Nitrianska 100, 920 27 Hlohovec, Slovak Republic, koo OKII[2 21.20.10.142, koo TH B3 3004900002,
konmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneoiic Ne 9085312233 om 06.11.2018

COOTBETCTBYET TPEBOBAHNSIM

TIN015897/01-301109 usm. Ne 1-8

AEKJIAPAITUS TIPHHATA HA OCHOBAHHUH

npomoxon ucnormanuii Ne 3331 0 om 13.11.2018 HJT 000 HI] "®APMOEOFPOHA", ammecmam
axxpeoumayuu POCC RU.0001.21 /140, Cepmugpuxam POCC SK. OMO8.C27396 om 14.11.2018

L Knoxosa 10.C.
GTIHCh $. 1.0
CBEAEHUS O PEI'MCTPAIINA

OPTAH IO CEPTHOHKAIINH, 3SAPETACTPHPOBABIINI AEKJIAPAIIHIO

RA.RU.11 M08 OPTAH IO CEPTHOHKALIHH [TPOIYKLUHH OBLI[ECTBO C OFPAHHYEHHOH
OTBETCTBEHHOCTELIO "OKPY)KHOH I[EHTP KOHTPO/IS KAYECTBA",

adpec opeanusayuu. 115280, 2. Mockea, yr. Macmepkosa, 0. 4, sm. 5, nom. I, kom. 1, adpec opzana no
cepmudburayuy: 115280, POCCHA, 20pod Mocksa, yr. Macmepkosa, 0. 4, am. 5., men, :(495)788-02-88, eb-
cavm.: oyKK.po.

AEKJIAPAIINSA O COOTBETCTBHU 3APETHCTPHPOBAHA M POCC RU JI-SK.®0M08.4.07020/18
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Saneca

Pharmaceuticals

Ceprudukar ananmza

Herwapcmeennas ghopma

TaOReTKH, TOKPLITHIE
IUIEHOYHOH 0fomouKoH

TTpodvim JOIAT®

Hoxep npodyrma 12004778 Cepun LIMS HV 649080

Homep cepuu 2130918 Pazmep soinyyennoli cepuu 657 385 YITAKOROK
\Tozupoera 12,5 mr

Jloszapran xanns (BOXKX)
CpeaHss Macca TabneTok

OAHOPOOHOCTL BOZHPOBAHHA 1O
Macce

PacnanaemocTk B BOAE
Pactreopenue
uepes 30 mus (Q)
Tocroponrne npamecu (BIAKX)
H3omep nozaprasa
Jipyrue eqHBUYHLIE NpUMECH
OGwwee conepxanne npumecesi
KoanuecTRenHoe onpeeeHne
Jlozapran kanus & 1 Taba.
Mukpobuonerudeckas 4ucToTa
- ' XTI, kareropus 3A
OGuee uneno aIpodHbIX

MHKPOOPTAHHIMOB
Obuee uncno rputos

Orcyrerene Escherichia coli

RT (06pazua) = RT {cranpapra)
0,0998-0,1103 r

18/20 rabut. ne 6onee = 7.5 %, 2/20
Tabn. #e 6onee + 15 % or

YCTAHOBIICHHON CcpefHel Macch!
He Gosiee 30 MuH

He MeHee 75 %
ue Gonee 0,2 %
He Gonee 0,2 %

He Honee 0,5 %

0,011875-0,013125r

He Honee 1000 KOE/r

He Gonee 100 KOE/r
OTCYTCTBHEB | T

Paziep ynaxossu 30 rabn, Hama npogedenun anaruza 01.10.2018
Ulama npouzsodcmaa 10.09.2018 Creyughuxayus T N0O15897/01-301109
\ama ucmevernus cpoxa  31.08.2020 Hosep pezucmpayuonnozo 11 NO15897/01
Lodrocmu voochogepeHua.
Cmpana-umpopmep Poccusn Mo
HcneiTanne Hopmmii Pesyastarsi
Onucanne
Onucanne TalNeTKH OBallbHbIE COOTBETCTRYET
NBOSKOBRKINYKABIE BEA0I0 HIH TTOYTH
6en0ro UBETa, NOKPLIThHE MAEHOYHO
0603049K0#
MonanHKeCT:

MONOKHTEALHBIA PE3YJILTAT
0,1050 r
COOTBETCTBYET

6 MHH

102; 100; 98; 97:97: 102 %
< 0,05 %

< 0,05 %

< 0,05 %

0,012338 r

0 KOE/r

0 KOEr
OTpHUATENLHBIH PE3YNBTAT

CootBercreyer TpedosaHEIM cnendguKanum.

HacTosuliM s HOATREPIKAAK, YTO BHIUCYKa3aHHAA HHDOPMaLiks RBALETCH BEPHOI ¥ Tounoi, [TpoussoacTao ganHoH cepim
TIPOLYKT4, BKJIFO4as YIIAKOBKY H KOHTPONb Ka4eCTBa HAa COOTBETCTBYIONIMX OOBEKTAX, NOHOCTLIO COOTBETCTBYET TPeBoBaAHNAM
Hannexamett npoussoacTeentod npaktiky {GMP) EC, MCCTHBIX PEryATOPHBEX OPraHOB, 3 TAKKE CIICIM(UKALIHAM, YK23aHHLIM B
Perucrpaynonnom yaoctosepeniy CTpane-nMrioprepa. 1o pesynsTaTtam NpoBepxHt 3anuceil 0 IPOMIBOLCTBE, YIIAKOBKE ¥ aHaIH3e
cepuu OBLIO YCTAHOBACHO COOTRETCTRIE Tpebopauuam GMP.

Paspemeno k npoaaske

«{anexa GapmackioTukanc a.¢.», Huipuancka 100, 920 27 norosew, Cnosauxas Pecny6nuka
Ten. (+421) 33 736 1111, Garc: (+421) 33 730 0830, E-mail: {+421} 33 730 0850, e-mall: saneca@saneca.com - www.saneca. com
ICO: 46 833 323 - IC DPH $K2023599842 - Tartabanka 8.5 - ¢.u. 2920123416/1100
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Sanecs

by = ey e
HretMmace

CrpaHuna 2 w3 2

Ceprudukar avannsa

Tpodyim JIO3ATI®

Hoxep apodykma 12004778 Cepus LIMS HY 649080

Houmep cepuu 2130918 Pasuep soinvayennot cepuy 657 385 YITAKQOBROK
\osuposra 12,5 mr

Hexupemeennds opma  TabRETKH, NOKPLITHIE
mieHoMHol oboroykoi

Pazyvep ynakoeku 30 ratin. Hama nposedenus aranisa 01.10.2018

\Hlama npouzendcmea 10.09.2018 Creyugurayun 11 N015897/01-301109
Vama uvemevenus cpoxa  31.08.2020 Hosmep pezucmpayuonnozo FINO15897/01
eodHoCH U yoéocmosepeHus:

Cmpara-umnopmep Poccun No

IIpoussoacTBeHHAN MoIEaaKAa: MecTo BeIycKa M KOHTPOJIS KAYeCTsa:
«Canexa @apMachioTHKAIC 2.¢.», Hurpuancka 100 «Canexa ®apmaceiorixanc a.c.», Hutpuancka 100
92027, T'norosen, Cnoratikas Pecny6inka 920 27 T'noroseu Pecnybarka Crobakus
Perucrpauuonnnii Homep: VL 059/13-2 Perucrpaunonnzlit homep: VL 059/13-2
Ceprudmrar GMP Ne: SK/009V /2017 Cepruduxar GMP No: SK/AO09V/2017
YTRepaIeH0, YAOTHOMOYEHHOE JHLIO: ®apracosa Imumus dara:  25.10.2018

«Lariera P2pMaceioTkkanc a.¢.n, HiTpsancka 100, 920 27 Moroseu, Cnokauxas Pecnybnnka
Ten: {(+421) 33736 1111 Qarg: (+421) 33 730 0860, E-mail {+421) 33 730 0890, e-mail: saneca@saneca.com - www.Saneca. com
HCO: 46 833 323 - 1C DPH SK2023599842 - Tartabanka a.s - ¢.u. 2920123416/1100
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Certificate of analysis

Produict LOZAP ®
Product number 12004778 Bareh LINIS 1110 649080
Batch numnber 2130918 Released guaniin: 57385 PACKS
Dosage strength 12,5mg
Dosage form film-coated tablets
Packaging size 30 thl Dare of analysis 01.10.2018
Manufacture due 10.09.2018 Specification P Nol53897/01-301109
Expiry dare 31.08.2020 Marketing authoriscation P NO15897/01
Importing couniry Russia No.
Test Limits Results
Appearance
Description while 1o off-white,oval biconvex complies
film-coated tablets
Identification
lL.osartan potassium (HPLC) identical RT positive
Average weight of 1 tablet 00998 g100.1103 ¢ 01050 g
Uniformity of mass 18/20 thl. NMT 2 7.5 %, complies
2/20 bl NMT = 15 % from
determined average mass
Disintegration time in water NMT 30 min 6 min
Dissolution active substance
after 30 min. (Q) NLT 75 9% 102:100;98;97:97;102 %
Purity HPLC
Losartan isomer NMT 0.2 % <0.05 %
Other impurities each NMT 0.2 % <{(.05 %
Sum of all impurities NMT 0.5 % <0.05 %
Content
Losarian potassium in § thl. 0.011875 gt0 0013125 g 0.012338 ¢
Microbioclogical purity
- GF X1, category 3A
Total aerobic bacteria NMT 1 000 CFU/g 0 CFU/g
Total Fungi NMT 100 CFU/g 0 CFU/g
Absence of Escherichia coli absence in 1 g negative
Conformity with the specification.

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 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. - Nitranska 100 - $20 27 Hichovec - Siovenska repubiliks
Tel {+421533 735 1111, Faw (4421153 7300880, E-mat. SANECalESaNBCa.COM - waw Saneca com
€0, 48 B33 323 - i€ DPH. SK20Z3598842 - Tarabanka 5. — & ( 28201234 16/t 100
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Certificate of analysis

Product LOZAP %
Product number 12604778 Barcl LINS Hi 649080
Buteh number 2130918 Released guantiry 37385  PACKS
Dosage strengih 12,5 mg
Dasage form film-coated tablets
Packaging size 3016l Dare of analysis 01.10.2018
Manufacture dare 10.09.2018 Specification P Nol13897/01-301169
Expiry date 31.08.2020 Marketing authorisation P NG15897/01
Importing coumry Russia No.
Manufacturing site: Quality control and release site:
Saneca Pharmaceuticals a.s, Nitrianska 100 Saneca Pharmacewticals a.s, Nitrianska 100
920 27 Hichovec, Slovak Republic 920 27 Hlohavee, Slovak Republic
Authorisation rumber ; VL 059/13-2 Authorisation number : V0 ¢59/13-2
GMP Centificate No : SKA000Y/2017 GMP Certificate No - SK/G09V/2017
|
: o L
Certified by QP: Farkasovd Emitia  °f | Certified on: 25102018
[ S

Saneca Pharmaceuticals as, - Ndnzrnska 103 - 920 27 Hichovec - Sigvenska republika
Tel (1421333 736 1131, Fax (4421133 730 0690, E-mizif SANeca@saneca com ~ ww Saneca com
ICO 46 633323 - 1€ DPH SKI0I3599842 - Talisbanka s -~ & @ 2920123416/1100
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