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IlocTopoHHue npuMecH
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OTpHLIATENNbHBIN pe3ynbTaT

Ipooyxkm JIO3AIT®
Homep npooykma 12004852 Cepuss LIMS HV 721278
Homep cepuu 2640620 Pasmep evinywennoii cepuu 23 250 YITAKOBOK
Josuposka 50 mMr
Jlexapcmeennas popma  TabIETKH, OKPHITHIE
IUICHOYHOH 000JI04KOH
Pasmep ynaxosxu 90 Tabmn.mmo Jlama npoeedenus ananusa 25.06.2020
Jlama npoussoocmea 04.06.2020 Cneyugurayus I N015897/01-301109
Jlama ucmeuenus cpoxka 31.05.2022 Homep pecucmpayuonnozo I N015897/01
200HOCMU yoocmoeepenusi No:
Cmpana-umnopmep Poccus
GMID 762455
ADU: Jlosapman xkanus, cepusi 10100-200117, Yoxncsyssan Tesanvro @apmacvromuxan OO0, Jiangkou Development
Zone, Huangyan District, Kumau-318 020 Taizhou, Zhejiang Province
ewHcnbiTanue Hopmbi PesysbTaThl
Onucanue
Onucanue Beunbie nin noutu Oenblie COOTBETCTBYET COOTBETCTBYET
MIPOOJITOBATHIE
JIBOSIKOBBIITYKJIBIC TAOJIETKH,
TOKPBITHIE IIJICHOYHOM
000J104KOi1, C puCKOIi ¢ 00eHnX
CTOPOH
HoaauHHOCTH
Jlozapran kanus (BOXX) OnuHaKoBOE BpeMsl yAepKaHUs| IOJIOKUTENIbHbIN pe3yIbTaT COOTBETCTBYET
OCHOBHOTO TIHKa
Cpennsist Macca TabJIETOK 0,1976-0,2184 r 0,2044 r COOTBETCTBYET
OZHOPOJHOCTH TI0 Macce 18/20 Tabun. ne 6onee +7,5 % COOTBETCTBYET COOTBETCTBYET
2/20 tabu. ne 6onee 15 % ot
YCTaHOBJICHHOH cpeaHei
Macchl
OIHOPOIHOCTH MacChI 18/20 nosioBUHOK Ta0I1. HE COOTBETCTBYET
MOJEJIEHHBIX Ta0JIETOK 6onee = 7,5 %,
2/20 mos0BUHOK Tabll. He
oosiee + 15 % ot bu Pace
YCTaHOBJIGHHOH cpeiHel
Macchbl i Russic
Pacmagaemocts He Goniee 30 MuH 8 MuH
PacrBopenne
yepe3 30 muH (Q) He menee 75 % 99;98,95,98;97,98 %

COOTBETCTBYET

COOTBCTCTBYCT

COOTBCTCTBYCT

COOTBETCTBYET

COOTBCTCTBYCT

COOTBETCTBYET

COOTBETCTBYET

COOTBeTCTByeT TpeﬁOBaHﬂflM cneumbmcamm.
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Cepruduxkar anaausa

Ipooyxkm JIO3AIT®

Homep npooykma 12004852 Cepuss LIMS HV 721278

Homep cepuu 2640620 Pasmep evinywennoii cepuu 23 250 YITAKOBOK
Josuposka 50 mMr

Jlexapcmeennas hopma  TaOIETKH, TOKPBITHIE
IUIEHOYHOH 000JI0UKOIt

Pasmep ynaxosxu 90 Tabmn.mmo Jlama npoeedenus ananusa 25.06.2020

Jama npouzeoocmea 04.06.2020 Cneyugurayus I N015897/01-301109

Jlama ucmeuenus cpoxa 31.05.2022 Homep pecucmpayuonnozo I N015897/01

200HOCMU yoocmoeepenusi No:

Cmpana-umnopmep Poccus

GMID 762455

ADU: Jlozapman xanus, cepust 10100-200117, Yocoyzsan Tesanvio Papmacviomuxan 00O, Jiangkou Development

Zone, Huangyan District, Kumau-318 020 Taizhou, Zhejiang Province

Hacrostium st moaATBEpIKIak0, YTO MPEACTABICHHAS BBIIIC HHPOPMALUS SIBJISICTCS [TOUTMHHOW U TOYHOU. DTa cepus
mpemnapata Obljla H3TOTOBJICHA, BKIIIOYAs YIIAKOBKY W KOHTPOJIb Ka4eCTBA, HA YKa3aHHBIX BBIIIC TUTOMIAIKAX B ITOJTHOM
COOTBETCTBUU C TpeboBaHussMu Hajrexarel mpon3BoacTBeHHON PakTHKH (GMP) MeCTHOTO KOHTPOJIUPYIOIIETO
OpraHa ¥ B COOTBETCTBHUH CO CICIH(DUKANUIMY, YKa3aHHBIMH B PETHCTPALIMOHHOM YJIOCTOBEPCHUU CTPAHBI-UMIIOPTEPA.
OTYeTHI 10 TPOU3BOJICTBY, YIAKOBKE U aHAIHM3Y CEPUH ObUIH MPOBEPEHBI U IIPH3HAHBI COOTBETCTBYOIUMHU
TpeboBanusaM npasuit GMP. MapkupoBKa BBITIOJTHEHA B TIOJTHOM COOTBETCTBHU C TIOCICTHIMHA 0JJ00PESHHBIMHU
MunuctepctBoM 3npaBooxpanenusi Poccutickoit denepanun BepcusiMU MakeToB yrnakoBku U IMII.

Beinynieno k npoaaxe

IIpou3sBoacTBeHHASA IJIOLIA/IKA: KoHTpoJib KayecTBa M BbINYCKAOMAS MUIOIIA/IKA:
«Caneka ®apmacbsroTukaic a.c.», Hurpuancka 100 «Caneka ®apmacproTHKaic a.c.», Hurpuancka 100

92027, I'norosen, CnoBaukas Pecry0imka 920 27 I'morosen Pecniy6nuka CrioBakust

Peructpanmonnsiii Homep: V-15/2019 Peructparmonssiii Homep: V-15/2019

Ceprudurar GMP Ne: SK/019V/2020 Ceprupuxar GMP Ne: SK/019V /2020

YTBep:kaeHo ynoJHoMo4eHHbIM JuioM : Farkasova Emilia/noonuce Hara:  01.07.2020
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Certificate of analysis

Product LOZAP®

Product number 12004852 Batch LIMS HV 721278

Batch number 2640620 Released quantity 23250 PACKS
Dosage strength 50 mg

Dosage form film-coated tablets

Packaging size 90 tbl flm Date of analysis 25.06.2020
Manufacture date 04.06.2020 Specification P NO15897/01-301109
Expiry date 31.05.2022 Marketing authorisation P N015897/01
Importing country Russia No.

GMID 762455

API lot: Losartan potassium, Manuf. batch: 10100-200117, Zhejiang Tianyu Pharmaceutical Co., Ltd.,
Jiangkou Development Zone, Huangyan District, 318020, Taizhou City, Zhejiang Province, CN

Test

Appearance
Description

Identification
Losartan potassium (HPLC)

Average mass of 1 tablet

Uniformity of mass

Uniformity of mass of divided
tablets

Disintegration time in water

Dissolution active substance
after 30 min. (Q)

Purity HPLC
Losartan isomer

Other impurities each
Sum of all impurities

Content
Losartan potassium in 1 tbl.

Microbiological quality
- GF XII, category 3A
Total aerobic bacteria

Total Fungi

Absence of Escherichia coli

Limits

white to off-white,oval,
biconvex film-coated tablets,
half-scored on both sides
identical RT

0.1976 gt0 0.2184 g

18/20 tbl. NMT = 7.5 %,

2/20 tbl. NMT + 15 % from
determined average mass
18/20 half tbl. NMT = 7.5 %,
2/20 half tbl. NMT + 15 %
from determined average mass

NMT 30 min

NLT 75 %

NMT 0.2 %
NMT 0.2 %
NMT 0.5 %

0.04752t00.0525 ¢

NMT 1 000 CFU/g
NMT 100 CFU/g

absencein l g

Results

complies

positive
0.2044 ¢

complies

complies

8 min

99;98:95;98;97;98 %

Evaluation

complies

complies

complies

complies

complies

complies

complies

complies

complies

complies

complies

complies

Conformity with the specification.
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Certificate of analysis
Saneca

Pharmaceuticals

Product LOZAP®

Product number 12004852 Batch LIMS HV 721 278

Batch number 2640620 Released quantity 23250 PACKS
Dosage strength 50 mg

Dosage form film-coated tablets

Packaging size 90 tbl flm Date of analysis 25.06.2020
Manufacture date 04.06.2020 Specification P NO15897/01-301109
Expiry date 31.05.2022 Marketing authorisation P N015897/01
Importing country Russia No.

GMID 762455

API lot: Losartan potassium, Manuf. batch: 10100-200117, 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: Quallty 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
T

Certified by QP: FarkaSova Emilia % 7 l/ [// Certified on: 01.07.2020
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