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Ceprudukar anajausa

Lipodyxm JIO3AN® TAB.ITIO.90X100MT
Homep npooyxma 12004942 Cepus LIMS HV 743 837
Howmep cepuu 508172A Pasmep evinywennoii cepuu 5427 YITAKOBOK
Jozuposka 100 mr
Jlexapcmeennas TabJIETKH, HOKPBITHIC
gopma IUICHOYHOH 000J109KOM
Pasmep ynaxosxu 90 tabu. o Jlama nposedenus ananuza 01.03.2022
Jama npouszsoocmea  16.02.2022 Cneyugpuxayus JITT-Ne(000173)-(PT'-RU)-250321
Jlama ucmeuenus 31.01.2024 Homep pecucmpayuonnoco JITT-Ne(000173)-(PT-RU)
CpoKa 200HOCMU yoocmosepenusi:
Cmpana-umnopmep Poccus Ne
GMID 803599
HcnbiTanne Hopmbi Pe3yabTaThl Ouenxa
Onucanue
Onncanue Bensle nim o4ty Gerble MPOOITrOBaTHIe COOTBETCTBYET COOTBETCTBYET
JIBOSIKOBBIITYKJIbIE TAOJIETKH, TOKPHITHIE
IUICHOYHOU 000JI0YKOH, ¢ pUCKOH ¢ 00enx
CTOpPOH
opnuHHOCTH
JlozapraH kanus OnMHAaKOBOE BPeMs Y/ICp)KaHHsl OCHOBHOTO | IOJIOXKUTEIIbHBIH PE3yJIbTaT | COOTBETCTBYET
(BOXKX) M1Ka
Cpennsist Macca 1 0,3933-0,4347 r 0,4069 r COOTBETCTBYET
TabNeTKA
OpHopoxHoCcTs 1o Macce | 18/20 tabi. He Gonee + 5 % COOTBETCTBYET COOTBETCTBYET
2/20 tabux. ne 6omee £10 % ot
YCTaHOBJICHHOM cpesiHeil Macchl
OHOPOIHOCTH MacChl 18/20 nonoBuHOK Tabi1. He Gonee = 7,5 %, | COOTBETCTBYET COOTBETCTBYET
MOJICTEHHBIX TaOIETOK 2/20 nosnoBUHOK Tabi. He 6onee = 15 %
OT YCTAaHOBJIEHHOW CpeHEN MacChl
Bpewms paciagaemoctr B | He 6onee 30 MuH 6 MuH COOTBETCTBYET
BOJIC
PacrBopenne
yepe3 30 muH (Q) He Menee 75 % 101;101;102;101;100;102 % | coorBercTBYeT
Iocroponnue npumecu
(B2KX)
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
MuxkpobuoJoruieckas
YHCTOTA
- I'® XII, kateropus 3A
Oo0riee uncino adpobusix | He 6oee 1000 KOE/r 0 KOE/r COOTBETCTBYET
MHKPOOPTaHH3MOB
O6mmee uncino rpudos He 6onee 100 KOE/r 0 KOE/r COOTBETCTBYET
OrtcyrcrBue Escherichia | oTcyrctBue B 1 1 OTpPHUIATEIbHBIN Pe3yabTaT | COOTBETCTBYET
coli
KosmyecrBennoe
omnpejejieHue
Jlo3apran kanus B 1 0,0950-0,1050 r 0,1005r COOTBETCTBYET
TalII.

CooTBeTCTBYET cnenupuKanuu
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Lipodyxm JIO3AN® TAB.ITIO.90X100MT

Homep npooyxma 12004942 Cepus LIMS HV 743 837

Howmep cepuu 508172A Pasmep evinywennoii cepuu 5427 YITAKOBOK
Jozuposka 100 mr

Jlexapcmeennas TaONeTKH, MOKPHIThIE

gopma IUICHOYHOH 000J109KOM

Pasmep ynaxosxu 90 tabu. o Jlama nposedenus ananuza 01.03.2022

Jama npouszsoocmea  16.02.2022 Cneyugpuxayus JITT-Ne(000173)-(PT'-RU)-250321
Jlama ucmeuenus 31.01.2024 Homep pecucmpayuonnoco JITT-Ne(000173)-(PT-RU)
CpoKa 200HOCMU yoocmosepenusi:

Cmpana-umnopmep Poccus Ne

GMID 803599

Hacrosium st moATBepIKAalo, 4To BhILICyKa3aHHas nH(oOpMaILHs sBIsIeTCS BepHO 1 ToUHOM. JlaHHas cepust mpou3BeieHa,
BKJIIOYas yIIAKOBKY U KOHTPOJIb KAU€CTBA, HA HIDKEYTIOMSHYTOI MPON3BOCTBEHHOM IIOIAIKE B TIOTHOM COOTBETCTBHH C
TpeboBanusamu Hamanexarueit nponssoacteenHoit npaktuku (GMP) MeCTHBIX peryisiTOpHBIX OPTaHOB U CHeLHUKALIUSIMA
PeructpaimoOHHOTO yJ0CTOBEPEHNUsI CTpaHbI-UMIIOpTepa- crerubukainusimu Hopmarusroii JJokyMeHTaliy. 3amicH mno
TIPOM3BOJICTBY, YIIAKOBKE M KOHTPOJIIO Ka4eCTBa CEpHH OBLIN NMTPOBEPEHHI U IPU3HAHBI COOTBETCTBYIOMMMH TpeboBannsiM GMP.
MapkupoBka B IOJHOM COOTBETCTBUU C IOCIIEHEH yTBepKAeHHOH B MuHucrepcTBe 31paBooxpanenus Poccuiickoi
®Denepannu Bepcrueil MakeTOB YIIaKOBOYHBIX MAaTE€pUANIOB U MHCTPYKIUEH 10 MEUIUHCKOMY IPUMEHEHUIO.

BeinymeHo aJist mpogasku

HpOH3B0}ICTBeHHaﬂ mwiIomaaKka:

«Caneka ®apmacproTukaic a.c.», Hurpuancka 100
920 27, I'norogen, CioBaikas PecryOmrka
Perucrpanmonusnii Homep: V-15/2021
Ceptudpurxar GMP Ne: SK/019V/2020

YTBepKIeHO YNOJIHOMOYEHHBIM JUIOM: Vicenova Maria
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Mecto BBIIIYCKA U KOHTPOJIA Ka4yeCcTBa:

«Caneka ®dapmacbsroTukaic a.c.», Hurpuancka 100
920 27 I'morosen Pecniy6nrika CioBakust
Perucrpanmonnsiit Homep: V-15/2021
Ceprugpurar GMP Ne: SK/019V/2020

Jara: 08.03.2022
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Certificate of analysis

Product LOZAP ® TBL.FLM.90X100MG
Product number 12004942 Batch LIMS HV 743 837
Batch number 508172A Released quantity 5427 PACKS
Dosage strength 100 mg
Dosage form film-coated tablets
Packaging size 90 tbl flm Date of analysis 01.03.2022
Manufacture date 16.02.2022 Specification LP-No(000173)-(RG-RU)-250321
Expiry date 31.01.2024 Marketing authorisation ~ LP-No(000173)-(RG-RU)
Importing country Russia No.
GMID 803599
Test Limits Results Evaluation
Tppearance :
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 gt00.4347 g 0.4069 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 6 min complies
Dissolution of active substance
after 30 min. (Q) NLT 75 % 101;101;102;101;100;102 % 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 1000 CFU/g 0 CFU/g complies
Total Fungi NMT 100 CFU/g 0 CFU/g complies
Absence of Escherichia coli absenceinl g negative complies
Content
Losartan potassium in 1 tbl. 0.0950 g t0 0.1050 ¢ 0.1005 g complies

Conformity with the specification.
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Pharmaceuticals
Product LOZAP ® TBL.FLM.90X100MG
Product number 12004942 Batch LIMS HV 743 837
Batch number 508172A Released quantity 5427 PACKS
Dosage strength 100 mg
Dosage form film-coated tablets
Packaging size 90 tbl flm Date of analysis 01.03.2022
Manufacture date 16.02.2022 Specification LP-No(000173)-(RG-RU)-250321
Expiry date 31.01.2024 Marketing authorisation ~ LP-No(000173)-(RG-RU)
Importing country Russia No.
GMID 803599

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.

Manufacturing site:

Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hlohovec, Slovak republic
Authorisation number : V-15/2021

GMP Certificate No : SK/019V/2020

"

Certified by QP: Vicenova Maria
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Saneca Pharmaceuticals a.s.

Release for sale

Quality control and release site:

Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hlohovec, Slovak republic
Authorisation number : V-15/2021

GMP Certificate No : SK/019V/2020

Certified on: 08.03.2022

: Saneca Pharmaceuticals a.s.
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