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Cepruduxkar anaausa

Ipooyxkm JIO3AIT®
Homep npoodyxkma 12004851 Cepus LIMS HV 715323
Homep cepuu 2120120 Pasmep evinywennoii cepuu 5 439 YITAKOBOK
Josuposka 100 mr
Jlexapcmeennas popma  TabIETKH, OKPHITHIE
IUICHOYHOH 000JI04KOH
Pasmep ynaxosxu 90 Tabmn.mmo Jlama npoeedenus ananusa 27.01.2020
Jlama npoussoocmea 09.01.2020 Cneyugurayus JICP-004055/10-070510
Jlama ucmeuenus cpoxka 31.12.2021 Homep pecucmpayuonnozo JICP-004055/10
200HOCMU y00CmoeepenusL:
Cmpana-umnopmep Poccus Ne
GMID 762458
AU Jlosapman xkanus, cepusi 10102-190902 Yoncoyszsn Tanvs @apmacvromuxan Ko., 340, Jiangkou Development
Zone, Huangyan District, Taizhou City, Zhejiang Province
HcnbiTanne Hopmbi Pe3yabTarsl
Onucanue
Onucanue Beunbie nin noutu Oenblie COOTBETCTBYET COOTBETCTBYET
MPOJOJITOBATHIC
JIBOSIKOBBIITYKJIBIC TAOJIETKH,
TOKPBITHIE IIJICHOYHOM
000J104KOi1, C puCKOIi ¢ 00eHnX
CTOPOH
HoaauHHOCTH
Jlozapran kamus (BOXX) OnnHAKOBOE BpeMsI yJIep KaHHsA| ITOJIOKHUTEIBHBIA Pe3yIbTaT COOTBETCTBYET
OCHOBHOTO MMHKa
Cpennsist Macca TabJIETOK 0,3933-0,4347 r 0.4097 r COOTBETCTBYET
OZHOPOJHOCTH TI0 Macce 18/20 Tabun. He 6osee 5 % COOTBETCTBYET COOTBETCTBYET
2/20 tabu. ve 6omnee 10 % ot
YCTaHOBJICHHOW cpeaHel
Macchl
OIHOPOIHOCTH MacChI 18/20 nmonoBuHOK TabI. HE COOTBETCTBYET COOTBETCTBYET
MOJEJIEHBIX Ta0JIETOK 6onee = 7,5 %,
2/20 1moJ0BHHOK Tabll. He
oosee + 15 %
OT YCTaHOBJICHHOH cpeiHel
Macchl
Pacmamaemocts He 6ouee 30 MuH 8 MuH COOTBETCTBYET
PacrBopenne
yepe3 30 muH (Q) He MeHee 75 % 102;99;100;99;99;99 % COOTBETCTBYET
IlocTopoHHue npuMecH
(BIKX)
Wzomep nosaprana He 6onee 0,2 % H/0 COOTBETCTBYET
Jpyrue enunnunble npumecu | He 6oxee 0,2 % H/O COOTBETCTBYET
Ooee conepxanue npumeceii | ue 6onee 0,5 % H/O
MuxkpobuoJoruieckast
YHUCTOTA
- I'® XII, kateropus 3A 7
O6mee YHCIO adPOBHBIX He Gonee 1000 KOE/r 0 KOE/r 1 codirerer 1lyel
MHKPOOPTaHH3MOB uss ) ,/\ '
O6mee uncno rpubos He 6onee 100 KOE/r 0 KOE/r coo:iej/”ﬁy
Ay
Ortcyrerue Escherichia coli OTCYTCTBHE B | T OTPUIATENBHEII PE3YIIBTa €00’ /cfdé’“} eT
KosmmyecTBeHHoe :
onpejeIeHue
Jlozapran kanus B 1 a0 0,0950-0,1050 r 0,0996 r COOTBETCTBYET

COOTBeTCTByeT crleumbmcaunn
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Cepruduxkar anaausa

Ipooyxkm JIO3AIT®

Homep npooyxma 12004851 Cepuss LIMS HV 715323

Homep cepuu 2120120 Pasmep evinywennoii cepuu 5 439 YITAKOBOK
Josuposka 100 mr

Jlexapcmeennas hopma  TaOIETKH, TOKPBITHIE
IUIEHOYHOH 000JI0UKOIt

Pasmep ynaxosxu 90 Tabmn.mmo Jlama npoeedenus ananusa 27.01.2020

Jama npouzeoocmea 09.01.2020 Cneyugurayus JICP-004055/10-070510

Jlama ucmeuenus cpoxka 31.12.2021 Homep pecucmpayuonnozo JICP-004055/10

200HOCMU y00CmoeepenusL:

Cmpana-umnopmep Poccus Ne

GMID 762458

ADPU Jlozapman xanus, cepus 10102-190902 Yorcoyszsan Tanvs @apmacviomuxan Ko., 340, Jiangkou Development

Zone, Huangyan District, Taizhou City, Zhejiang Province

HacrosmuM st noaTBepskaato, 4To BhIIIeyKa3aHHAs HHPOPManus sIBIsIeTCs BEpHOIT 1 ToqHOH. [Ipon3BoACTBO JaHHOMH cepuu IPOIYKTa,
BKJIIOYAs! YIIAKOBKY M KOHTPOJIb Ka4eCTBA Ha COOTBETCTBYIOIINX OOBEKTAX, IOJHOCTBHIO COOTBETCTBYET TpeboBaHmsiM Hamexarmeit
npousBojictBeHHOH npakTuku (GMP) EC, MeCTHBIX perysTOPHBIX OPraHOB U CHEHU(UKALUSIM PETUCTPALMOHHOTO YAOCTOBEPEHHS
HMIOPTUpYIOLIeH cTpaHbl — cnenndukanusm Hopmarusaoit Jlokymenrtauu. [1o pe3ynpratam mpoBepKH 3amuceil 0 MPOU3BOJICTBE,
YIAaKOBKE M aHAJM3€ Cepuu ObUIO YCTAaHOBJICHO COOTBETCTBHE TpeOoBaHuAM GMP. MapkupoBka B IMOJHOM COOTBETCTBHH C
MOCJIEHUMHI OJ00peHHBIMH MuHucTepcTBoM 3apaBooxpaHeHust Poccuiickoit dexmeparuy BepcHSIMH MaKETOB YIAaKOBOYHBIX
MaTepHalioB U UHCTPYKIMHU 10 MEAUIUHCKOMY IPHUMEHEHUIO.

Boinmymeno nJis mpogaxku

I[IpousBoacTBeHHAs NMJIOIALKA: MecTo BBIIIYCKAa H KOHTPOJIS KayecTBa:
«Caneka dapmacbsroTukaic a.c.», Hurpuancka 100 «Caneka ®apmacbroTukaic a.c.», Hurpuancka 100
92027, I'norosern, CnoBaukas Pecry0inka 920 27 I'morosen Pecniy6nuka CrioBakust
Peructpanmonnsiii Homep: VL 059/13-2 Peructparmonssiii Homep: VL 059/13-2
Ceprudurxar GMP Ne: SK/009V/2017 Ceprupuxar GMP Ne: SK/009V/2017
YTBep:kaeHo ynoHoMo4eHHbIM JuioM : Karlovska Mariana (moamnuce) Jara: 05.03.2020
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Saneca Certificate of analysis
Pharmaceuticals

Product LOZAP ®

Product number 12004851 Batch LIMS HV 715323

Batch number 2120120 Released quantity 5439 PACKS
Dosage strength 100 mg

Dosage form film-coated tablets

Packaging size 90 tbl flm Date of analysis 27.01.2020
Manufacture date 09.01.2020 Specification LSR-004055/10-070510
Expiry date 31.12.2021 Marketing authorisation LSR-004055/10
Importing country Russia No.

GMID 762458

API: Losartan potassium, Manuf. batch: 10102-190902, Zhejiang Tianyu Pharmaceutical Co., Ltd., Jiangkou
Development Zone, Huangyan District, Taizhou City, Zhejiang Province

Test Limits Results Evaluation
Appearance
Description white to off-white,oval, complies -
biconvex film-coated tablets, B
half-scored on both sides
Identification
Losartan potassium (HPLC) identical RT positive complies
i 409 .
Average weight of 1 tablet 0.3933 g0 0.4347 ¢ 0.4097 g coiiiliEn
Uniformity of mass 18/20 tbl, NMT £ 5 %, complies .
2/20 tbl. NMT # 10 % from CoRENES
determined average mass
Uniformity of mass of divided tablets| 18/20 half tbl. NMT = 7.5 %, complies ol
2/20 half tbl NMT 15 % E
from determined average mass
Disintegration time in water NMT 30 min 8 min oaiplies
Dissolution active substance
. N . . . . [+]
after 30 min. (Q) NLT 75 % 102;99;100;99;99:99 % coplis
Purity HPLC
Losartan isomer NMT 0.2 % ND cormplies
Other impurities each NMT 0.2 % ND complies
: < ND
Sum of impurities NMT 0.5 % complies
Microbiological quality
- GF XII, category 3A
Total aerobic bacteria NMT 1 000 CFU/g complies
Total Fungi NMT 100 CFU/g A complies
Absence of Escherichia coli absenceinlg nega: 3‘:‘? Capnfis POGCHE ,';'l".i. .} complies
Content 1, :i,. Bansf f{;gggj{{hﬁ._;__:_ 0 ]
Losartan potassium in 1 tbl. 0.0950 gto 0.1050 g complies
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Saneca Certificate of analysis
Pharmaceuticals

Product LOZAP ®

Product number 12004851 Batch LIMS HV 715323

Batch number 2120120 Released quantity 5439 PACKS
Dosage strength 100 mg

Dosage form film-coated tablets

Packaging size 90 tbl flm Date of analysis 27.01.2020
Manufacture date 09.01.2020 Specification LSR-004055/10-070510
Expiry date 31.12.2021 Marketing authorisation LSR-004055/10
Importing country Russia No.

GMID 762458

API: Losartan potassium, Manuf. batch: 10102-190902, Zhejiang Tianyu Pharmaceutical Co., Ltd., Jiangkou
Development Zone, Huangyan District, Taizhou City, Zhejiang Province

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/009V/2017 GMP Certificate No : SK/009V/2017

,'? TR A 7 ’
Certified by QP: Karlovska Mariana Certified on: 05.03.2020
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