EKJAPAIIASI O COOTBETCTBUHA

JAEKJIAPAHT, IPHHMMAIOIAIA JEKJIAPAITHIO O COOTBETCTBHHA

AQ "Canoghu Poccun"

Ceedenun o pezucmpayuu opzanusayuu: Mexcpationnaa uncnexyus Qedepanbroii Hanoz0801 crysscbvt Ne 46 no
2. Mockse 01.01.2008, OT'PH 1027739079940, dama npuceoenua OI'PH 19.08.2002.

Adpec: 125009, 2. Mocxkea, ya. Teepckan, 0. 22. Tenegpon/paxc: 8 (495) 721-14-00/721-14-11

B nuye: I'enepanvhuiii Oupexmop Mounc O.4.

Hosepennoe nuyo.: Knorxoea FO.C., oosepenrocms 6/n om 01.12.2017

3AABJUIET, UTO
rexapemeennoe cpedcmeo. Jlozan, mabnemsu noxpuimsie nienounoil obonouxoi 100 mz 10 wm., ynaxoexu

Aayelixoabie kownypuvie (9), naurxu xapmonnwe, PY Ne JICP-004055/10 om 07.05.2010 (dama 3amensi
16.08.2017) emdano AO "Canogu Poccus”, cepusn 2440919, napmus 5488 ynaxoeox, 200en do 31.08.2021,
npouzeodcmea Canexa Papmacvlomuxanc a.c., Crosayxas Pecnybnuxa, Saneca Pharmaceuticals a.s.,
Nitrianska 100, 920 27 Hlohovec, Slovak Republic, koo OKII[2 21.20.10.142, xod TH B3 3004900002,
xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneotic Ne 9085348752 om 01.10.2019

COOTBETCTBYET TPEEOBAHUSIM

JICP-004055/10-070510 uam. Ne 1-7

JEKJIAPAIIAA MIPHHATA HA OCHOBAHUH

npomowon ucnvtmanuti Ne 30050 om 09.10.2019 HJ/T OO0 HI[ "PAPMOEOPQOHA", ammecmam
axkpedumayuu POCC RU.0001.21®JI40, Cepmugpuxam POCC SK. OM08.C50694 om 09.10.2019

FOTERrN EXJIAPAIMA 10.10.2019
AL IR 1 i/
A

AL [EXNSTBHUTEILHA MO 31.08.2021
nCanopM Poccusr.

Sa slia_AO
S / Knoxosa 10.C.

LRSS
; 'onm:cx, O.H.0

b

CBEIAEHUS O PETUCTPAIINHA

OPT'AH 10 CEPTHOWKAIIAH, SAPETHCTPHPOBABIIHAM JEKJIAPAIIIIO

RA.RU.11®MO08 OPI’AH ITO CEPTHOHKALIHH TPONVKLHH OBLECTBO C OI'PARHYEHHOH
OTBETCTBEHHOCTbIO "OKPY)XXHOH LJEHTP KOHTPOJIA KAYECTRA",

adpec opzanuwsayuu: 115280, 2. Mockasa, yn. Macmepxoga, 0. 4, am. 5, nom. I, xom. 1, adpec opzarna no
cepmucpuxayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepxoga, 0. 4, am. 5., men.:(495)788-02-88, aeb-
caiim: oyxk.pep.

Hunenko 1.B.
Pyxosomurens OC
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Saneca

O

Ceprudukar anaausa

Cpennss Macca Tabnetok

ORHOPOJIHOCTB JO3HpOBAHHA MO Macce

OnHOPOAHOCTD MACCHE IOAENEHEIX
TabneTox

Pacnapaemocte

PacTeopenne

uepes 30 muu (Q)

MocToponune npumecn (BIWX)
H3omep nozaprana

Opyrue eanunvHee npaMecH
O6iee conepxanue npumeceh
MukpoGuonornueckas 4ncrota
- ' XII, kareropus 3A

O6uee yHCN0 a3pobHEIX
MHKDOOPraHH3MOR
OG6uwee ukcno rpHbos

Oreyterane Escherichia coli
KonuuecTBeHHO® Onpeaesenne

Jlosaptan kanua 8 | TaGa.

0,3933-0,4347r

18/20 Tabn. ne Gonee 5 %

2/20 taGn. e Gonee 10 % ot
YCTaHOBNEHHOI cpeaHeii Maccel

18/20 nonoeHHOk Tan. He Gonee + 7.5 %,
2/20 nonoexHoK TabN. He Gonee = 15 %
OT YCTAHOBNIEHHOH Ccpeaneii Macchl

He Qonee 30 auu

He MeHee 75 %

He Gonee 0,2 %
He Gonee 0,2 %
He Gonee 0.5 %

He Gonee 1000 KOE/r

He Gonee 100 KOE/r

OTCYTCTEHE B | T

0,0950-0,1050 r

TTpodyxm JIO3ATI®
Hoxep npodyxma 12004776 Cepus LIMS HV 710327
Homep cepuu 2440919 Pazvep evinyuyennoit cepuu 5 488 YIIAKOBOK
Hoszupoexa 100 mr
Hexapcmeennan hopya  1abIeTKH, NOKPLITHE
nnenoyHol oGonoukoi
Pazvep ynaxoexu 90 Tatn. Hama npoeederun ananuza 19.09.201%
Hama npouzeodcmea 06.09.2019 Creyugurayun JICP-004055/10-070510
Hana uemevenun cpoka  31.08.2021 Hoxep pecucmpayuonnozo JICP-004055/10
200H0CmU Yydocmosepenua:
Cmpana-umnopmep Poccua Mo
HenviTanue Hopmbt PesyabTaTe:
Omncanne
Onucauue TA0METKH OBANBHBIE ABOAKOBLITYKIbiE COOTBETCTBYET
Genoro WK nouTH Genoro useta, ¢ pHoKodt
ANA NeNeHnR Ha ABe 4acTH Ha ofeux
CTOpOHAX, MOKPbIThIE MIEHOMHOT
obonoyxok
MoannHHOCTE
Jlozapran xamia (B33X) RT (o6pasna) = RT (crangapta) NONMKHTENbHLI pe3ynbTatT

04105 r

COOTBETCTRYET

COOTBETCTRYET

4 MHH

100; 98; 100; 96; 98; 98 %

H/O

<0.05%
<0.05%

0 KOE/r

0 KOE/r

OTPHUATENBHBIT PE3YNLTAT

0,0991 ¢

CoOTBETCTBYET TPeGOBAHHAM CleUHPHKALHH.

«CaHera DapMacbTHHANC a.C.», HuTpuancka 100, 920 27 Moroseu, Crosauxan PecnyGnuxa
Ten.: (+421) 33 736 1111, ®akc: (+421) 33 730 0890. E-mail: (+421) 33 730 0890. e-mail SANECA@PSANECA.COM - Www SANECa. com
1CO: 46 833 323 - IC DPH SK2023599842 - Tartabanka a.5 - ¢ u. 29201234 161100
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Ceprudukart ananuza

Tipodyxm JO3AII®

Homep npodykma 12004776 Cepua LIMS HV 710327

Hoxep cepuu 2440919 Pazsep asnyvigennoi cepun 5488 YITAKOBOK
Hozupogra 100 mr

Hexapcmeennan ghopma  TaBRETKH, NOKPBITHIE
naerovHOi obonoyKoii

Pazuep ynaxossu 90 Tatn. Hama nposedenun anasuza 19.09.2019

Llama npouzeodcmea 06.09.2019 Chneyugpuxayus JICP-004055/10-070510
Hama ucmevenun cpoka  31.08.2021 Hostep pezucmpayuonnozo JICP-004055/10
200H0CHU Yoocmogeperun:

Cmpana-umnopmep Poccin Ne

Hactoaumym a noareepxaalo, 4To RellieyxasaHHas HHGOPMALMA ABRACTCA BEPHOM M TOMHOH. Iponzeoacreo aanuok cepun
MPOAYKTA, BK/IOYAA YNIAKOBKY ¥ KOHTPOML KAUECTBA HA COOTBETCTBYIOMIMX 0GBEKTaX, MONHOCTRIO COOTBETCTRYET TPEGOBAHMAM
Haanexaweit nponssoncreennofi npaktirs (GMP) EC, MECTHBIX PEryIaTOpHBIX OPraHoB, 4 TAKXKe cneUHHKaLMAM, YKa3aHHBIM B
Perucrpaumnontom yaoctosepenun crpausl-umnoprepa. Ilo pesynstatam nposepku 3amuceil o NPOMIBOACTBE, YNAKOBKE H aHanu3e
cepHH GbIN0 YCTAHOBIIEHO COOTBETCTRHE TpeGoranuam GMP.

Paspeweno k nponaxe

MpousBoacTBeHHAn naowanKka: MecTo BLINYCKA H KOHTPOAR KaYecTBA:
«Canexa PapaacbioTHkanc a.c.», Hurpxancka 100 «Canexa QapMackioTHKANC a.€.», Hurpyancka 100
92027, I'noropeu, Cnosaukas Pecny6auka 920 27 I'noroseu Pecny6auka Cnopakks
Pernctpaunonnsiii Homep: VL 059/13-2 Peructpaunonnsiii nomep:; VL 059/13-2
Ceprhdnkar GMP No: SK/O09V/2017 Ceprudurar GMP Ne: SK/009V/2017
Yrsepokaeso, ynoaHomoventoe auuo: Papracosa DU Hara:  20.09.2019

«CaHexa PapmacbiOTURanNC a.c.», Hurpuancka 100, 920 27 Morosey, Cnosauxan Pecnybnuxa
Ten.: (+421) 33 736 1111, ®akc: (+421) 33 730 0890, E-mail. (+421) 33 730 0890, e-mail: saneca@saneca,com - www.5aneca, com

ICO: 46 833 323 - IC DPH SK2(023599842 - Tartabanka a.s - ¢.u. 2920123416/1100
[ p A PETMCTP pav cyns Tmase, pasnen Sa, wowep sctansk 10601/T
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Certificate of analysis

Saneca
Pharmaceuticals

Product LOZAP ®
Product number 12004776 Batch LIMS HV 710327
Batch number 2440919 Released quantity 5 488 PACKS
Dosage strength 100 mg
Dosage form film-coated tablets
Packaging size 90 tbl Date of analysis 19.09.2019
Manufacture date 06.09.2019 Specification LSR-004055/10-070510
Expiry date 31.08.2021 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 potassium (HPLC) identica] RT positive
Average weight of 1 tabiet 0393381004347 ¢ 04105¢
Uniformity of mass 18/20 tbl. NMT + 5 %, complies

Uniformity of mass of divided tablets

Disintegration time in water NMT 30 min 4 min
Dissolution active substance
after 30 min. (Q) NLT 75 % 100;98;100;96,98;98 %
Purity HPLC
Losartan isomer NMT 0.2 % ND
Other impurities each NMT 0.2 % <0.05 %
Sum of impurities NMT 0.5 % <0.05 %
Microbiological quality
- GF XTI, category 3JA
Total zerobic bacteria NMT 1 000 CFU/g 0 CFu/g
Total Fungi NMT 100 CFU/g 0CFU/g
Absence of Escherichia coli absencein t g negative
Content
Losartan potassium in 1 tbl. 0.0950 gto 0.1050 g 0.0991 g

2/20 tbl. NMT + 10 % from
determined average mass

18/20 half thl. NMT = 7.5 %, complies
2/20 half th] NMT = 15 %
from determined average mass

Conformity with the specification.

Saneca Pharmaceuticals a.s. - Nitdanska 100 - 920 27 Hichovec - Slovenska republika
Tel: (+421)33 736 1111, Fax (+421)33 730 0890. E-mal saneca@saneca.com - www.saneca.com

ICO 48 833 323 - IC DPH SK2023569842 - Talrabanka a.5. -~ ¢ U 2920123416/1100
Obehodifty repeter Okresrdho sidu Tmava, Oddmd Sa Viotha tiske 1000 1T
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Certificate of analysis
FProduct LOZAP®
Product number 12004776 Batch LIMS HV 710327
Batch number 2440919 Released quantiry 5488 PACKS
Dosage strength 100 mg
Dosage forin film-coated tablets
Packaging size 90 tbl Date of analysis 19.09.2019
Manufacture date 06.09.2019 Specification LSR-004055/10-070510
Expiry date 31.08.2021 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 Hlohovec, Siovak Republic 920 27 Hiohovec, Slovak Republic
Authorisation number :  V-15/2019 Authorisation number :  V-15/2019

GMP Certificate No : SK/009V/2017 GMP Certificate No : SK/009V/2017

Certified by QP: Farka$ova Emilia ﬂ/ Certified on: 20.09.2019

Saneca Pharmaceuticals 5. - Nitnanzka 100 - 920 27 Hiohovec - Slovenska republika

Tel: (+421)33 736 1111, Fax {+421) 33 730 0490, E-mai saneca@saneca com - www Saneca com
ICO: 46 833 323 - IC DPH SK2023590842 — Tatrabanka a s - & 0. 2020123416/1100

Dbchodnf regisier Okroendno micy Fmavs Ooded S Violxa fsio 1080177



