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Cepruduxkar anaausa

Saneca

Pharmaceuticals

ADU, npouszeodumens

Ipooyxkm JIO3AIT®
Homep npooykma 12004853 Cepuss LIMS HV 713998
Homep cepuu 2601119 Pasmep evinywennoii cepuu 69 694 YITAKOBOK
Josuposka 50 mMr
Jlexapcmeennas popma  TabIETKH, OKPHITHIE
IUICHOYHOH 000JI04KOH
Pasmep ynaxosxu 30 Tabmn.mmno Jlama npoeedenus ananusa 11.12.2019
Jlama npoussoocmea 26.11.2019 Cneyugurayus I N015897/01-301109 uzmenenue 1
Jlama ucmeuenus cpoxka 31.10.2021 Homep pecucmpayuonnozo I N015897/01
200HOCMU yoocmoeepenusi No:
Cmpana-umnopmep Poccus
GMID 682486

Jlozapman kanus - Yocoyszsan Tesnvio @apmacvromuran OO0, Jiangkou Development Zone, Huangyan District,
Kumaui-318 020 Taizhou, Zhejiang Province

«CaHeKa PapmacbroTUKanc a.c.», Hurpuadcka 100, 920 27 Morosew, Cnosaukas Pecny6nuka

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

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

Kommepueckuit perucTp paiioHHoro cyna Tmasa, paszen Sa, Homep sctasku 10601/T
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HcnbiTanne Hopmbi PesysbTaThl
Onucanue
Onucanue Beunbie nin noutu Oenblie COOTBETCTBYET COOTBETCTBYET
MPOJOJITOBATHIC
JIBOSIKOBBIITYKJIBIC TAOJIETKH,
TOKPBITHIE IIJICHOYHOM
000J104KOi1, C puCKOIi ¢ 00eHnX
CTOPOH
HoaauHHOCTH
JlozapTan kanus (BOXX) OnuHaKoBOE BpeMsl yAepKaHUs| IOJIOKUTENIbHbIN pe3yIbTaT COOTBETCTBYET
OCHOBHOTO MMHKa
Cpennsist Macca TabJIETOK 0,1976-0,2184 r 0,2040 r COOTBETCTBYET
OZHOPOJHOCTH TI0 Macce 18/20 Tabun. ne 6onee +7,5 % COOTBETCTBYET COOTBETCTBYET
2/20 tabu. ne 6onee 15 % ot
YCTaHOBJICHHOW cpeaHel
Macchl
OIHOPOIHOCTH MacChI 18/20 nmonoBuHOK TabI. HE COOTBETCTBYET COOTBETCTBYET
MOJEJIEHHBIX Ta0JIETOK 6onee = 7,5 %,
2/20 mos0BUHOK Tabll. He
oosiee + 15 % ot
YCTaHOBJIGHHOH cpeiHel
Macchl
Pacmamaemocts He 6ouee 30 MuH 8 MuH COOTBETCTBYET
PacrBopenne
yepe3 30 muH (Q) He menee 75 % 98;99;97;100;101;94 % COOTBETCTBYET
IlocTopoHHue npuMecH
(BIKX)
Wzomep nosaprana He 6onee 0,2 % H/0 COOTBETCTBYET
Jpyrue enunnunble npumecu | He 6oxee 0,2 % H/O COOTBETCTBYET
Ooee conepxanue npumeceii | ue 6onee 0,5 % H/O COOTBETCTBYET
KosmyecrBennoe
omnpejeneHue
Jlozapran kanus B 1 a0 0,0475r-0,0525r 0,0489 r COOTBETCTBYET
MuxkpoouoJoruyeckasi
YHUCTOTA
- I'd XII, xareropust 3A
OOb1mee 9nciio adpoOHBIX ue 6onee 1000 KOE/r 0 KOE/r
MHKPOOPraHU3MOB ¢
OGmiee 4mcio rprboB He 6ozee 100 KOE/r 0 KOE/r ALY
!
OtcyterBue Escherichia coli OTCYTCTBHE B | T OTpHLATENBHBIN pe3ysbTaT 3:(%) e”':‘CTByeTs‘ 5 A\t
1015 Sl o Tal o271~ PR |
b
CooTBeTCTBYET TPeGOBAHUAM cHeNMPUKALMH. — |l
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Ipooyxkm JIO3AIT®
Homep npooykma 12004853 Cepuss LIMS HV 713998
Homep cepuu 2601119 Pasmep evinywennoii cepuu 69 694 YITAKOBOK
Josuposka 50 mMr
Jlexapcmeennas popma  TabIETKH, OKPHITHIE
IUICHOYHOH 000JI04KOH
Pasmep ynaxosxu 30 Tabmn.mmno Jlama npoeedenus ananusa 11.12.2019
Jama npouzeoocmea 26.11.2019 Cneyugurayus I N015897/01-301109 uzmenenue 1
Jlama ucmeuenus cpoxka 31.10.2021 Homep pecucmpayuonnozo I N015897/01
200HOCMU yoocmoeepenusi No:
Cmpana-umnopmep Poccus
GMID 682486

Jlozapman kanus - Yocoyszsan Tesnvio @apmacvromuran OO0, Jiangkou Development Zone, Huangyan District,

Kumaui-318 020 Taizhou, Zhejiang Province

Hacrostmum s moATBeprkaao, 4To BhINICyKa3aHHAs HHOpMAIU SBISIETCS BEPHOH U TOYHOH, HCI0JIF30BAaHHBIE YITAKOBOYHBIE
MaTepuaibl HOJTHOCTEIO COOTBETCTBYIOT 0JJ0OPEHHBIM MaKeTaM, 3arpyKEeHHBIM B IIporpammy « Vista» ¥ mepeMeHHast nH(popMarys
(HOMEp cepuH, CPOK TOHOCTH, JaTa MPOU3BOCTBA) BEPHA M HAHECEHA B COOTBETCTBYOMINE MoJs. JlaHHas cepust MpoayKTa, ObL1a

MpOU3BEJIeHa, BKIIIOYasl yIaKOBKY U KOHTPOJIb KaUueCTBA Ha MMPOU3BOICTBE, MOITHOCTHIO COOTBETCTBYIOLIEM TPEOOBAHHUAM
Hannexameii npousBoacteenHoi npakTuku (GMP) EC, MecTHBIX peryisTOpHBIX OpraHoB, a Takke B PeructpanuonHom
YA0CTOBEPEHUH CTPaHbI-UMIIOPTEPa. 3alucH 10 MPOU3BOACTBY, YIIAKOBKE M KOHTPOJIO KAYeCTBA CEPUH ObLIM MPOBEPEHBI U
MIPU3HAHBI COOTBETCTBYIOMMMHE TpeOoBaHusIM GMP.

HpOM3BO}1CTBeHHaSl IJIoIaaAKa:

«Caneka dapmacsroTukaic a.c.», Hurpuancka 100
92027, I'morosen, Cnosarkas Pecrrybnnka
Perucrpannonnsiit Homep: V-15/2019
Ceprugpurxar GMP Ne: SK/009V/2017

YTBepK/1eHO0 yIOJIHOMOYEHHBIM JUIOM : X0JIMukoBa SpociaBa

BeinyuieHo k nmpojaxe

«CaHeKa PapmacbroTUKanc a.c.», Hurpuadcka 100, 920 27 Morosew, Cnosaukas Pecny6nuka
Ten.: (+421) 33 736 1111, ®dakc: (+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

Kommepueckuit perucTp paiioHHoro cyna Tmasa, paszen Sa, Homep sctasku 10601/T

KoHTpo.ib KauecTBa U BHINMYCKAOMIAS MI0MIAIKA:

«Caneka ®apmacproTHKaic a.c.», Hurpuancka 100
920 27 I'morosen Pecrry6iika CrioBakust
Perucrpannonnsiii Homep: V-15/2019
Ceptudpurxar GMP Ne: SK/009V/2017

Jdara:  09.01.2020
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Certificate of analysis

Saneca

Pharmaceuticals

Product LOZAP ®
Product number 12004853 Batch LIMS HV 713998
Batch number 2601119 Released quantity 69694 PACKS
Dosage strength 50 mg
Dosage form film-coated tablcts
Packaging size 30 tbl flm Date of analysis 11.12.2019
Manufacture date 26.11.2019 Specification P NO15897/01-301109 zmena 1
Expiry date 31.10.2021 Marketing authorisation P N015897/01
Importing country Russia No.
GMID
API, manufacturer Losartan Potassium ZHEJIANG TIANYU PHARMACEUTICAL CO., LTD. - Jiangkou Development Zone,
Huangyan District,China-318 020 Taizhou,Zhejiang Province
Test Limits Results Evaluation
Appearance
Description white to off-white,oval, complies complies
biconvex film-coated
tablets,
half-scored on both sides
Identification
Losartan potassium (HPLC) identical RT positive complies
Average mass of 1 tablet 0.1976 gt00.2184 ¢ 0.2040 g complies
Uniformity of mass 18/20 tbl. NMT £ 7.5 %, complies complies
2/20 tbl. NMT # 15 % from
determined average mass
Uniformity of mass of divided tablets{ 18/20 half tbl. NMT + 7.5 complies complies
%7
2/20 halftbl. NMT £ 15 %
from determined average
mass
Disintegration time in water NMT 30 min 8 min complies
Dissolution active substance
after 30 min. (Q) NLT 75 % 98;99;97;100;101;94 % complies
Purity HPLC
Losartan isomer NMT 0.2 % ND complies
Other impurities each NMT 0.2 % complies
Sum of all impurities NMT 0.5 % complies
Content
Losartan potassium in 1 tbl. 0.0475 gt0 0.0525 g complies
Microbiological quality
- GF XII, category 3A
Total aerobic bacteria NMT 1 000 CFU/g complies
Total Fungi NMT 100 CFU/g complies

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.saneca.com

ICO 46 833 323 - IC DPH. SK2023599842 - Tatrabanka a.s. - & G 2920123416/1100
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Certificate of analysis

Product LOZAP ®

Product number 12004853 Batch LIMS HV 713998

Batch number 2601119 Released quantity 69 694 PACKS

Dosage strength 50 mg

Dosage form film-coated tablets

Packaging size 30 tbl flm Date of analysis 11.12.2019

Manufacture date 26.11.2019 Specification P NO15897/01-301109 zmena 1
Expiry date 31.10.2021 Marketing authorisation P N015897/01

Importing country Russia No.

GMID 682486

API, manufacturer Losartan Potassium ZHEJIANG TIANYU PHARMACEUTICAL CO., LTD. - Jiangkou Development Zone,
Huangyan District,China-318 020 Taizhou,Zhejiang Province

Absence of Escherichia coli absenceinl g

negative complies

Conformity with the specification.

I hereby certify that the above information is authentic and accurate, and that the packaging materials used are in compliance with
Artworks in Active Boom in Vista and that the variable information (lot number, expiry date, production date) is correct and located in the
appropriate fields. This batch of product has been manufactured including packaging and quality control at site that is fully functional in
accordance with EU GMP requirements, local regulatory authorities and the marketing authorization of the importing country. Batch
processing, packaging and analysis records have been reviewed and found to comply with GMP.

Manufacturing site:

Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hlohovec, Slovak Republic
Authorisation number : V-15/2019

GMP Certificate No : SK/009V/2017

Y

Certified by QP: Holié’(ové Jarosladv‘a7

/

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

Release for sale

Quality control and release site:

Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hlohovec, Slovak Republic
Authorisation number : V-15/2019

GMP Certificate No : SK/009V/2017

Certified on: 09.01.2020
harm Is a.s
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