Saneca

Pharmaceuticals
Crpannua 1 u3 2
Cepruduxkar anaausa
Ipooyxkm JIO3AII®
Homep npooyxma 12004853 Cepuss LIMS HV 730702
Homep cepuu 2180221 Pasmep svinywennoui cepuu 68 940 YITAKOBOK
Josuposka 50 mr
Jlexapcmeennas gpopma  TabONETKH, TOKPBITHIE
IJIEHOYHOM 000JI0UKOA
Pasmep ynaxosxu 30 Tabmn.mmno Jlama npoeedenus ananusa 23.03.2021
Jlama npoussoocmea 23.02.2021 Cneyugurayus 11 N015897/01-301109
Jlama ucmeuenus cpoxa 31.01.2023 Homep pezucmpayuonnozo 11 N015897/01
200HOCMU yoocmogepenusi No:
Cmpana-umnopmep Poccust
GMID 682486
ADU: Jlo3zapran kanust, cepust 10102-200912, Wxorsa Taubst Papmacerotukai Ko., JIta, Jiangkou Development
Zone, Huangyan District, 318020, Taizhou City, Zhejiang Province, CN
HUcnbiTanue Hopmbi PesyabTarsl
Onncanue
Onwucanue Benple wmu  moytu  Oenble| COOTBETCTBYET COOTBETCTBYET
MIPOIOJITOBATHIE
JIBOSIKOBBINYKJIbIE  TaOJETKH,|
MOKPBITBIE TJIEHOYHOT|
000JI09KO, C PUCKOH C 00euX|
CTOPOH
MMopnuHHOCTH
Jlozapran kanus (BOXX) OpanHaKoBOE BpeMsl yJIepKaHHs| IOJIOKHUTEIBHBIA Pe3ybTaT COOTBETCTBYET
OCHOBHOTO TTHKa
Cpennsist Macca 1 TabneTku 0,1976-0,2184 r 0.2060 r COOTBETCTBYET
OnHOPOJHOCTH 110 Macce 18/20 Tabu. He Gonee +7,5 % COOTBETCTBYET COOTBETCTBYET
2/20 Tabu. we 6omnee +15 % ot
YCTaHOBJIGHHOHU cpeiHel
Macchl
OIHOPOIHOCTh MACCHI 18/20 monoBuHOK TabII. HE COOTBETCTBYET COOTBETCTBYET
M0JICJIEHHBIX TA0JIETOK Ooutee = 7,5 %,
2/20 nonoBuHOK TabI1. HE
6omee + 15 % or
YCTaHOBJICHHOM CpeHeit
Macchl
PacmiajaemMocTh B BojiEe He 6oiaee 30 MuH 9 MuH COOTBETCTBYET
PacrBopenne
yepe3 30 muH (Q) He meHee 75 % 86,94,83,86;85;89 % COOTBETCTBYET
IHocTopoHHMe npuMecH
(BIKX)
W3omep no3apTana ue 6omee 0,2 % H/0 COOTBETCTBYET
Jpyrue enunnunble npumecu | He 6oxee 0,2 % H/0 COOTBETCTBYET
Ooee coneprxkanue npumeceii | ne 6onee 0,5 % H/0 COOTBETCTBYET
. a0 “CAye
KoauuyecTBeHHoe
onpejaeneHue
Jlozapran kamus B 1 Tabu. 0,0475-0,0525 r 0.0500 r
MuxkpobuoJoruieckas
YHCTOTA
- I'd XII, xareropust 3A
OO61miee 4ucio a3poOHBIX e 6oaee 1000 KOE/r 5 KOE/r
MHKPOOPraHH3MOB
Ob6uiee gncio rpudoB He 6onee 100 KOE/r 0 KOE/r
Orcyrcreue Escherichia coli OTCYTCTBHE B 1 T OTPHIATENBHBIH pe3yIbTaT

CooTBeTcTBYET TPeOOBAHUSIM cHlelM(PUKALUH.
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Cepruduxkar anaausa
Ipooyxkm JIO3AIT®
Homep npooyxma 12004853 Cepuss LIMS HV 730702
Homep cepuu 2180221 Pasmep evinywennoii cepuu 68 940 YITAKOBOK
Josuposka 50 mr
Jlexapcmeennas ¢popma  TabIETKHU, TOKPBITHIC
IUICHOYHOH 000JI04KOH

Pasmep ynaxosxu 30 Tabmn.mmno Jlama npoeedenus ananusa 23.03.2021
Jlama npoussoocmea 23.02.2021 Cneyugurayus 11 N015897/01-301109
Jlama ucmeuenus cpoxa 31.01.2023 Homep pezucmpayuonnozo 11 N015897/01
200HOCMU yoocmogepenusi No:
Cmpana-umnopmep Poccus
GMID 682486

ADU:

Jlozapran kanus, cepust 10102-200912, Wxonzsan Taubs @apmacerotukan Ko., JIta, Jiangkou Development
Zone, Huangyan District, 318020, Taizhou City, Zhejiang Province, CN

HacrosmuMm s moaTBep)kAar0, 4YTO BHINIEYKa3aHHAs HWH(OpMaIUs SBISIETCS BepHOM W TouHoW. [lanHas cepus
MIPOU3BE/ICHA, BKIIFOYAsl YIIAKOBKY M KOHTPOJb KaueCcTBa, Ha HIDKEYITOMSIHYTOM TPOM3BOICTBEHHO IUIOMIAIKE B ITOTHOM
COOTBETCTBUH ¢ TpeOoBanusaMu Haiexareit mpousBoacTBeHHoM npaktuku (GMP) MECTHBIX peryisTOpHBIX OPraHOB U
cnenudukanusaMu  PeructpainoHHOro
JlokyMeHTaIuu. 3amucy Mo MPOU3BOJACTBY, YIIAKOBKE U KOHTPOJIIO KayecTBa CEPUU OBUTH MPOBEPCHBI M MPHU3HAHBI
COOTBeTCTBYOIUME TpeboBanusM GMP. MapkupoBka B TIOJIHOM COOTBETCTBHH C MOCICIHCH YTBEPKICHHOW B
MunuctepctBe 3npaBooxpaHeHusi Poccuiickoir @enepanui Bepcued MaKETOB YNAKOBOYHBIX MaTepHaloB U
WHCTPYKIHEH 110 MEIUIIMHCKOMY TIPUMEHEHHIO.

HpOM3BO}1CTBeHHaSl IJIoIaaKa:

«Caneka dapmacerotTukaic a.c.», Hurpuancka 100

92027, I'norosern, CnoBaukas Pecry0inka
Perucrpaunonnsiii Homep: V-15/2019
Ceprudurar GMP Ne: SK/019V/2020

YTBep:kIeHo ynoaHOMOYeHHbIM JunoM: Vicenova Maria

Saneca
Pharmaceuticals

YAOCTOBEPECHUS

Beinymieno k npoaaxe

CTpaHbI-UMIIOpTEpa-

cnenuGUKanusIMu

HopmaTtuHOit

KoHTpoJ1b KauecTBa U BHINMYCKAOMIAS MJIOMIAIKA:

«CaHeka PapmacbloTUKanc a.c.»,

Hutpuancka 100, 920 27 Nnoroseu, Cnosaukas Pecnybnuka Ten.: (+421) 33 736 1111, dakc: (+421) 33 730 0890, e-mail: info@saneca.com
ICO: 46 833 323 - IC DPH SK2023599842 OR OS Trnava, odd.: Sa, vl.c.: 10601/T Tatra banka a.s. IBAN: SK22 1100 0000 0029 2012 3416

«Canexa @apmacprotukalic a.c.», Hurpuancka 100
920 27 I'morosen Pecniy6nuka CrioBakust
Perucrpannonnsiii Homep: V-15/2019
Ceprupuxar GMP Ne: SK/019V/2020

Jlara:

Saneca Pharmaceuticals a.s.
Nitrianska 100

920 27 Hlohovec
Slovenska republika

ICO: 46 833 323

IC DPH: SK2023599842 55
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Certificate of analysis
Saneca

Pharmaceuticals

Product LOZAP®

Product number 12004853 Batch LIMS HV 730 702

Batch number 2180221 Released quantity 68940 PACKS
Dosage strength 50 mg

Dosage form film-coated tablets

Packaging size 30 tbl flm Date of analysis 23.03.2021
Manufacture date 23.02.2021 Specification P NO15897/01-301109
Expiry date 31.01.2023 Marketing authorisation P N015897/01
Importing country Russia No.

GMID 682486

API lot: Losartan potassium, Manuf. batch; 10102-200912, 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 mass of 1 tablet 0.1976 gt0 0.2184 ¢ 0.2060 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 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 9 min complies
Dissolution of active substance
after 30 min. (Q) NLT 75 % 86;94;83;86;85;89 % 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. 0.04752t00.0525 g 0.0500 g complies
Microbiological quality
- GF XII, category 3A
Total aerobic bacteria NMT 1 000 CFU/g 5 CFU/g
Total Fungi NMT 100 CFU/g 0 CFU/g
Absence of Escherichia coli absenceinl g negative
Conformity with the specification.
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Saneca Certificate of analysis

Pharmaceuticals

Product LOZAP ®

Product number 12004853 Batch LIMS HV 730 702

Batch number 2180221 Released quantity 68 940 PACKS
Dosage strength 50 mg

Dosage form film-coated tablets

Packaging size 30 tbl flm Date of analysis 23.03.2021
Manufacture date 23.02.2021 Specification P NO15897/01-301109
Expiry date 31.01.2023 Marketing authorisation P N015897/01
Importing country Russia No.

GMID 682486

API lot: Losartan potassium, Manuf, batch: 10102-200912, 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 Maria ét / Certified on: 23.03.2021
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