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Cepruduxkar anaausa

Tpooyxkm JIO3AN® TAB.ITIO.90X100MT
Homep npodyxma 12004942 Cepus LIMS HV 741 314
Howmep cepuu KT9F21A Pasmep evinywennoii cepuu 5426 VITAKOBOK
Josuposka 100 mr
Jlexapcmeennas popma TabIETKU, TOKPHITHIE
IUIEHOYHOIT 060109KOMH
Pasmep ynaxosxu 90 tabu. o Llama nposedenus ananusa 13.12.2021
Hama npoussoocmsa  01.12.2021 Cneyughuxayus JITI-Ne(000173)-(PI'-RU)-250321
Jlama ucmeuenus cpoxa 30.11.2023 Howmep pecucmpayuonnoeo JITI-Ne(000173)-(PT-RU)
200HOCMU yoocmoeepeHusL:
Cmpana-umnopmep Poccus Ne
GMID 803599
A®U cepus: Jlozapran kamus, Cepust mp-mist: 10102-21071001, Woxonzsa Teauasro @apmackiotukan Ko., JIta., Jiangkou
Development Zone, Huangyan District, 318020, Taizhou City, Zhejiang Province, CN
HUcnbiTanue Hopmbi PesyabTartsl
Omnucanue
Omnncanue Bensle nimm nmouty Gesble MPOAOITOBaTHIe COOTBETCTBYET COOTBETCTBYET
JIBOSIKOBBIITYKJIbIE TAOJIETKH, TOKPHITHIE
IUIEHOYHOU 000JI0YKOH, ¢ pUCKOH ¢ 00enx
CTOpPOH
HopsmmuHOCTHL
Jlozapran xanus (BOXX) | OaunnakoBoe BpeMs yAep>KaHUS OCHOBHOTO MOJIOKUTEIILHBIN COOTBETCTBYET
HMKa pe3yJbTar
Cpennsist Macca 1 0,3933-0,4347 r 0.4093 r COOTBETCTBYET
TabNeTKA
OpHoponHocTs 1o Macce | 18/20 tabum. ve Gonee 5 % COOTBETCTBYET COOTBETCTBYET
2/20 Tabmn. e 6onee 10 % OT yCTaHOBIICHHOM
cpenHeil Macchl
OHOPOIHOCTH MacChl 18/20 nonoBuHOK Tabin. He 6onee = 7,5 %, COOTBETCTBYET COOTBETCTBYET
HO/ICNEHHBIX TabJICTOK 2/20 nosnoBUHOK Tabi. He 6onee = 15 %
OT YCTAaHOBJIEHHOU CpeHEN Macchl
Bpewms pacianaemoct B | He 6ostee 30 MuH 7 MHUH COOTBETCTBYET
BOJIE
PacrBopenne
yepe3 30 muH (Q) He Menee 75 % 102;94;97;100;101;99 % COOTBETCTBYET
Hocroponnue npumecu
(BKX)
H3zomep no3aprana He Oonee 0,2 % H/0 COOTBETCTBYET
Jpyrue eaMHn4HbIE He 6oiee 0,2 % <0.05 % COOTBETCTBYET
pUMECH
Oo6miee copepkanue ue 6oiee 0,5 % <0.05 % COOTBETCTBYET
npumecein
MuxkpoouoJoruieckas
YHCTOTA
- I'® XII, kateropus 3A
Oo0riee uncno adpobusix | He Oosee 1000 KOE/r 0 KOE/r COOTBETCTBYET
MHKPOOPTaHH3MOB
OO01iee uncno rpudos He 6osee 100 KOE/r 0 KOE/r
OrtcyrcrBue Escherichia | orcyrctBue B 1T OTpHLIATEIbHBIN Pe3yJIbTaT |
coli
KosmmyecrBennoe
omnpejejeHne
Jlozapran kanus B 1 Tabn. | 0,0950-0,1050 r 0,1014r

COOTBeTCTByeT crleumbmcaunn
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Cepruduxkar anaausa

Tipooyxkm JIO3AN® TAB.ITIO.90X100MT

Homep npodyxma 12004942 Cepus LIMS HV 741 314

Homep cepuu KT9F21A Pasmep evinywennoii cepuu 5426 VITAKOBOK
Josuposka 100 mr

Jlexapcmeennas popma TabNETKU, MOKPHITHIE
IUICHOYHOI 000JI0YKOM

Pasmep ynaxosxu 90 tabu. o Llama nposedenus ananusa 13.12.2021

Hama npoussoocmsa  01.12.2021 Cneyughuxayus JITI-Ne(000173)-(PI'-RU)-250321
Jlama ucmeuenus cpoxa 30.11.2023 Howmep pecucmpayuonnoeo JITI-Ne(000173)-(PT-RU)
200HOCMU yoocmoeepeHusL:

Cmpana-umnopmep Poccus Ne

GMID 803599

A®U cepus: Jlozapran kamus, Cepust mp-mist: 10102-21071001, Woxonzsa Teauasro @apmackiotukan Ko., JIta., Jiangkou
Development Zone, Huangyan District, 318020, Taizhou City, Zhejiang Province, CN

HacrosimuM s moaTBep /a0, 4To BbllIeyKazaHHas HHGOPMaLMs SBISETCA BEPHOH 1 TOYHOH. [laHHAs cepust Npou3BeeHa, BKIoYas
YIMaKOBKY U KOHTPOJIb KaueCTBa, Ha HIXKEYTIOMSHYTOH MPON3BOACTBEHHOM IJIOIAIKE B TIOJTHOM COOTBETCTBHU C TPEOOBAHUSIMU
Hannexxameit mponsBoactBenHo# npakTuku (GMP) MECTHBIX perysiTOpHBIX OPraHoB U creldUuKanusIMiu PerucTpaioHHOTo
YAOCTOBEPEHUs CTPaHbI-UMITOpTepa- crienudukanusiMu HopmatusHoit JlokyMeHTaMu. 3anucy 1o MpOU3BOJICTBY, yIaKOBKE U
KOHTPOJIIO Ka4ecTBa CepUM ObUTH MPOBEPEHBI U NMIPU3HAHBI COOTBETCTBYIOIIUMH TpeboBaHusiM GMP. MapkupoBka B OJIHOM
COOTBETCTBUU C IOCJIEAHEH yTBep:kaAeHHON B MuHucrepcTBe 3npaBooxpanenus Poccuiickoit denepanun Bepcueii MakeToB
YIAKOBOYHBIX MaTE€PUaAJIOB U MHCTPYKLIUEH 10 METUIIMHCKOMY IPUMEHCHHUIO.

BeinmymeHo auist mpogasku

IIpousBoacTBeHHAs MIOINALKA: MecTo BbIyCKa U KOHTPOJISI KA4eCcTBa:
«Caneka dapmacbsroTukaic a.c.», Hurpuancka 100 «Caneka ®apmacproTukaic a.c.», Hurpuancka 100
920 27, I'norosen, CnoBankas PecriyOmika 920 27 I'moroser Pecy6nuka CiioBakust
Perucrpannonnsiit Homep: V-15/2019 Perucrpannonnsiii Homep: V-15/2019
Cepruduxar GMP Ne: SK/019V/2020 Ceprupuxar GMP Ne: SK/019V/2020
YTBep:k1eHO YIOJTHOMOYeHHBIM JIHIOM: Vicenova Maria (moamuce) Jara: 13.12.2021
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Certificate of analysis
Saneca

Pharmaceuticals

Product LOZAP ® TBL.FLM.90X100MG

Product number 12004942 Batch LIMS HV 741314

Batch number KT9F21A Released quantity 5426 PACKS
Dosage strength 100 mg

Dosage form film-coated tablets

Packaging size 90 tbl flm Date of analysis 13.12.2021

Manufacture date 01.12.2021 Specification LP-No(000173)-(RG-RU)-250321
Expiry date 30.11.2023 Marketing authorisation ~ LP-No(000173)-(RG-RU)
Importing country Russia No.

GMID 803599

API lot: Losartan potassium, Manuf. batch: 10102-21071001, Zhejiang Tianyu Pharmaceutical Co., Ltd.,

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

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 weight of 1 tablet 0.3933 2t00.4347 g 0.4093 g complies
Uniformity of mass 18/20 tbl. NMT =+ 5 %, complies complies
2/20 tbl. NMT =+ 10 % 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 7 min complies
Dissolution of active substance
after 30 min. (Q) NLT 75 % 102;94;97;100;101;99 % complies
Purity (HPLC)
Losartan isomer NMT 0.2 % ND complies
Other individual impurities NMT 0.2 % <0.05 % complies
Total impurities NMT 0.5 % <0.05 % complies
Microbiological quality
- GF XII, category 3A
Total aerobic bacteria NMT 1 000 CFU/g 0 CFU/g complies
Total Fungi NMT 100 CFU/g 0 CFU/g complies
Absence of Escherichia coli absencein 1 g negative complies
Content
Losartan potassium in 1 tbl. 0.0950 g t0 0.1050 g 0.1014 g complies
Conformity with the specification.
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Saneca Certificate of analysis

Pharmaceuticals

Product LOZAP ® TBL.FLM.90X100MG

Product number 12004942 Batch LIMS HV 741 314

Batch number KTOF21A Released quantity 5426 PACKS
Dosage strength 100 mg

Dosage form film-coated tablets

Packaging size 90 tbl flm Date of analysis 13.12.2021

Manufacture date 01.12.2021 Specification LP-No(000173)-(RG-RU)-250321
Expiry date 30.11.2023 Marketing authorisation ~ LP-No(000173)-(RG-RU)
Importing country Russia No.

GMID 803599

API lot: Losartan potassium, Manuf. batch: 10102-21071001, Zhejiang Tianyu Pharmaceutical Co., Ltd.,

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

1 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: Viceno%éria Certified on: 13.12.2021

i Saneca Pharmaceuticals a.s.
i Nitrianska 100
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