Saneca

Pharmaceuticals
Crpannua 1 u3 2
Cepruduxkar anaausa
IIpodyxm JIO3ATI® TAB, TITIO, 90X50 mr
Homep npodyxma 12004939 Cepusi LIMS HV 741208
Homep cepuu 489781A Pasmep evinywennoii cepuu 23 377 YIIAKOBOK
Josuposka 50 mr

Jlexapcmeennas popma TaONETKU, MOKPHITHIE
IUICHOYHOI 000JI0YKOM

Pasmep ynarosxu 90 tabu. o Jama npoeedenus anaiuza 10.12.2021

Jama npouseoocmea  26.11.2021 Cneyugurayus JITI-Ne (000168)- (PI'-RU)-220321
Jlama ucmeuenus cpoxa 31.10.2023 Howmep pecucmpayuonnoeo JITT-Ne (000168)- (PT-RU)
200HOCMU yoocmoeepeHusL:

Cmpana-umnopmep Poccus Ne

GMID 803597

A®U cepus: Jlozapran kammst, Cepust np-yist: 10102-21070501, Ysxonzsa Tansst @apmackiornkan Ko. JITn.,
Jiangkou Development Zone, Huangyan District, 318020, Taizhou City, Zhejiang Province, CN

HUcnbiTanue Hopmbi PesyabTaThl
Onucanue
Omnncanue Benbre nim moutn Genble IPOOITOBATEIE | COOTBETCTBYET COOTBETCTBYET
JIBOSIKOBBIITYKJIbIE TaOJIETKH, TOKPHITHIE
IUICHOYHOM 000JI0YKOH, C PHUCKOit ¢ 006enx
CTOPOH
opuHHOCTH
JlozapTtan xanus (BOXX) OpanHaKoBOE BpeMs yAep:KaHUs MTOJIOKHUTEJIBHBII COOTBETCTBYET
OCHOBHOTO ITHKa pe3ynbTar
Cpennsisi Macca TabIeTOK 0,1976-0,2184 r 0,2025r COOTBETCTBYET
OnHOPOJHOCTH IO Macce 18/20 Tabm. ue 6onee £7,5 % COOTBETCTBYET COOTBETCTBYET
2/20 tabun. He 6onee £15 % ot
YCTaHOBJICHHOW CpeIHEW MacChl
OHOPOIHOCTH MacChl 18/20 nonoBunok tabi. He 6onee + 7,5 %, | COOTBETCTBYET COOTBETCTBYET
MOJICTICHHBIX TabJIETOK 2/20 nosnoBuHOK Tabi. He 6ojee + 15 % ot
YCTaHOBJIEHHOM CpeIHEN MaccChl
Pacnanaemocts He 6onee 30 MuH 8 MuH COOTBETCTBYET
PacrBopenne
yepe3 30 muH (Q) He meHee 75 % 95,88;90;96;91;96 % COOTBETCTBYET
IMocTopoHHUe NpUMecH
(BIXKX)
H3omep no3aprana He 6oxnee 0,2 % H/0 COOTBETCTBYET
Jpyrue equHUYHbIE IPUMECH He 6oxee 0,2 % H/O COOTBETCTBYET
Oo6miee conepkanne npumeceir | He 6oiee 0,5 % H/O COOTBETCTBYET
KonuuyecTBeHHoe onpeesieHne
Jlozapran kanust B 1 TabI1. 0,0475-0,0525 r 0,0501 r COOTBETCTBYET
Muxkpoonoaornyeckas
YHCTOTA
- I'® XII, xareropus 3A
Oobmee 9uciio adpoOHBIX He 6onee 1000 KOE/r 0 KOE/r
MHUKpPOOPTaHN3MOB N Y
Oo6mee yncio rpudos He 6osee 100 KOE/r 0 KOE/r L 500mEET BYET
Orcyrcreue Escherichia coli orcyrcTBue B 1 ¢ oTpHIare CaytTal| _cogTalic By
~E1 At k-Ehhel
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Cepruduxkar anaausa

IIpodyxm JIO3ATI® TAB, TITIO, 90X50 mr

Homep npodyxma 12004939 Cepusi LIMS HV 741208

Homep cepuu 489781A Pasmep evinywennoii cepuu 23 377 YIIAKOBOK
Josuposka 50 mr

Jlexapcmeennas popma TaONETKU, MOKPHITHIE
IUICHOYHOI 000JI0YKOM

Pasmep ynarosxu 90 tabu. o Jama npoeedenus anaiuza 10.12.2021

Jama npouseoocmea  26.11.2021 Cneyugurayus JITI-Ne (000168)- (PI'-RU)-220321
Jlama ucmeuenus cpoxa 31.10.2023 Howmep pecucmpayuonnoeo JITT-Ne (000168)- (PT-RU)
200HOCMU yoocmoeepeHusL:

Cmpana-umnopmep Poccus Ne

GMID 803597

A®U cepus: Jlozapran kammst, Cepust np-yist: 10102-21070501, Ysxonzsa Tansst @apmackiornkan Ko. JITn.,
Jiangkou Development Zone, Huangyan District, 318020, Taizhou City, Zhejiang Province, CN

HacrosimuM s moATBep ka0, 4To BhIICYKa3aHHAs MH(OpMaLUs ABISIETCS BEPHOH U TOYHOM. JlaHHas cepust MpoU3BeACHA, BKIIIOYas
YNaKOBKY M KOHTPOJIb KauecTBa, Ha HIDKEYNOMSHYTOH IPOM3BOACTBEHHOH IUIOMIAAKE B TOJHOM COOTBETCTBHM C TPEOOBAHHAMHU
Hamnexxameit nponsBojctBeHHol npaktuke (GMP) MECTHBIX pPeryisITOpHBIX OPTraHOB M CIENHUKANMIMH PerucTpanioHHOro
YIOCTOBEPEHUs CTpaHBI-UMIIOpTepa- crenudukamusmMu HopmaruBHol JlokyMeHTamuu. 3amich 10 MPOU3BOJCTBY, YNAKOBKE H
KOHTPOJIO KauecTBa CepuM OBUIM NPOBEPEHBI W INPHU3HAHBI COOTBETCTBYIOMMH TpeboBaHumsM GMP. MapkupoBka B HOIHOM
COOTBETCTBHU C IOCIEAHEH YTBepxkKIeHHOW B MuHucrepctse 3apaBooxpaHeHus Poccuiickoii denepanuu Bepcueil MakeToB
YMaKOBOYHBIX MaTepUAIOB U MHCTPYKLHUEH 10 MEUIIMTHCKOMY TPUMEHEHHIO.

Beimymeno fuist npogaxku

IIpou3BoacTBEHHAS MIOIIAIKA: MecTo BBINyCKA H KOHTPOJISI Ka4ecTBa:
«Caneka ®apmacproTukaic a.c.», Hurpuancka 100 «Caneka ®PapmaceroTukaic a.c.», Hurpuancka 100
920 27, I'norosen, CnoBankas PecyOnmka 920 27 I'morosen Pecryonuka CiioBakus
PerucrpaunonHsiii Homep: V-15/2019 Perucrpannonsslii Homep: V-15/2019
Ceprudurxar GMP Ne: SK/019V/2020 Cepruduxar GMP Ne: SK/019V/2020
YTBep:kaeHO0 YHOIHOMO4YeHHBIM Juuom: Vicenova Maria (moxmnuce). Jara: 13.12.2021

Saneca Pharmaceuticals a.s.
Nitrianska 100 - 920 27 Hlohovec Slovenska republika Tel: +421 33 736 1111, Fax: +421) 33 730 0890, E-mail: info@saneca.com
ICO 46 833 323 - IC DPH SK2023599842 OS OR Trnava, odd Sa VI. & 10601/T — Tatra banka a.s. IBAN: SK22 1100 0000 0029 2012 3416 Wwww.saneca.com




Page 1 of 2

Certificate of analysis
Saneca

Pharmaceuticals

741 208
23377 PACKS

10.12.2021

LP-No(000168)-(RG-RU)-220321
LP-No(000168)-(RG-RU)

Product LOZAP ® TBL.FLM.90X50MG

Product number 12004939 Batch LIMS HV

Batch number 489781A Released quantity

Dosage strength 50 mg

Dosage form film-coated tablets

Packaging size 90 tbl flm Date of analysis

Manufacture date 26.11.2021 Specification

Expiry date 31.10.2023 Marketing authorisation
Importing country Russia No.

GMID 803597

API lot: Losartan potassium, Manuf. batch: 10102-21070501, Zhejiang Tianyu Pharmaceutical Co., Ltd.,
Jiangkou Development Zone, Huangyan District, 318020, Taizhou City, Zhejiang Province, CN

Test Limits Results Evaluation
Ai)peara_nce B [
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 gt0 0.2184 g 0.2025 ¢ 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 18/20 half tbl. NMT + 7.5 %, complies complies
tablets 2/20 half tbl. NMT + 15 %
from determined average mass
Disintegration time in water NMT 30 min 8 min complies
Dissolution of active substance
after 30 min. (Q) NLT 75 % 95;88;90;96;91;96 % complies
Purity (HPLC)
Losartan isomer NMT 0.2 % ND complies
Other individual impurities NMT 0.2 % ND complies
Total impurities NMT 0.5 % ND complies
Content
Losartan potassium in 1 tbl. 0.0475 210 0.0525 g 0.0501¢g complies
Microbiological quality
- GF XII, category 3A bz
Total aerobic bacteria NMT 1 000 CFU/g 0 CFU/g o ECﬁt.yplies
Total Fungi NMT 100 CFU/g 0 CFU/g 71 \Gualies
Absence of Escherichia coli absencein 1 g negative 4 w8 T2 )ies
g M Q1 - i
Conformity with the specification. ¥
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Saneca Certificate of analysis

Pharmaceuticals

Product LOZAP ® TBL.FLM.90X50MG

Product number 12004939 Batch LIMS HV 741 208

Batch number 489781A Released quantity 23377 PACKS
Dosage strength 50 mg

Dosage form film-coated tablets

Packaging size 90 tbl fim Date of analysis 10.12.2021

Manufacture date 26.11.2021 Specification LP-No(000168)-(RG-RU)-220321
Expiry date 31.10.2023 Marketing authorisation  LP-No(000168)-(RG-RU)
Importing country Russia No.

GMID 803597

API lot: Losartan potassium, Manuf. batch: 10102-21070501, Zhejiang Tianyu Pharmaceutical Co., Ltd.,

Jiangkou Development Zone, Huangyan District, 318020, Taizhou City, Zhejiang Province, CN

I hereby certify that the above information is authentic and accurate. This batch product has been manufactured including packaging and quality
control at the below mention site in full complience with the GMP requirements of the local Regulatory Authority and with the the
specifications in the Marketing Authorization of the importing country - Normative Document specifications. The batch processing, packaging
and analysis records have been reviewed and found to comply with GMP. Labelling is in full compliance with the last approved by Ministry of
Health of the Russian Federation version of packaging and leaflet artworks.

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/019V/2020 GMP Certificate No : SK/019V/2020
Certified by QP: Vicenova Mairia Certified on: 13.12.2021

-t Saneca Pharmaceuticals a.s.
i Nitriangka 100
Saneca i 920 27 Hiohovec
g Braimaceuccas i Slovenske republika
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