ZEeNTIVA

A SANOF| COMPANY

Cepruduxar anaausa cepuu Ne 4776

Haszeanue npodyxma Jlo3zan miarwc

Homep npooykma
Howmep cepuu
Jlosuposka
Jlexapcmeennas

gopma

Pasmep ynaxosxu

Tun ynakoexu

11009388_0050
3641119

50 MTI'; 12,5 MI'
TaOJICTKH, TOKPBITHIC
IJICHOYHOH 000JI0YKOM

90 TabneToK, MOKPHITHIX
TUICHOYHOH 000J104KO0#t
Brucrep 6 X 15

Cepusi LIMS HV 1427868
Obpasey HV 5225901
Cepusi LIMS MZT 1426286
Obpaszey MZP 5219198
Pazmep svinywennoii cepuu 8 640 YIIAK.
Cmpana-umnopmep Poccus

Jlama npoussoocmea 19.11.2019
Jlama ucmeuenus 31.10.2022
cpoxa 200HOCHU

Cneyuguxayus JICP-000084-290507
Homep pecucmpayuonnozo
yoocmosepeHust JICP-000084
Hcnoimanue Pesynomamot Hopmul
Onucanue
Ornucanue
OIMCaHHe COOTBETCTBYET TabJICTKU MTPOOATOBaTON GOPMEI CBETIIO-
JKENTOTO [BETA, TIOKPHITHIC TNICHOYHOU
000I09KOH ¢ pHCKOH HAa 00EHX CTOPOHAX.
Cpennsst Macca 1 Ta0neTku, TOKPBITOM
MJIEHOYHOM 000JI0UKOM 0,397 r 0,380-0,420 r
ORHOPOJHOCTD AO3UPOBAHUS -
OJHOPOJHOCTb 10 COJACPKAHUIO
JIO3apTaH KaJlus COOTBETCTBYET AV <150
TUAPOXJIOPOTHA3U COOTBETCTBYET AV <15,0
INonnuHHOCTB
JI03apTaH COOTBETCTBYET Bpewms ynepxuBaHusl OCHOBHOTO IIMKA Ha
XpOMaTorpaMMe HCIIBITYEMOT0 pacTBOpa
JIOJDKHO COBIAaTh C BpEMEHEM Y KUBaHUSA
OCHOBHOT0O THKa HA XpOMAaTOTpaMMe
CTaHAAPTHOTO PacTBOpA JI03apTaHa KaJHsl.
THIPOXIIOPOTHAZU COOTBETCTBYET Bpewmst ynepxuBaHusi OCHOBHOTO IIMKa Ha
XpoMarorpaMMme UCHBITYEMOro pacTBopa
JIOJDKHO COBIAaTh C BpEMEHEM Y KUBaHUSA
OCHOBHOTO ITHKa Ha XpOMaTorpaMme
CTaHAAPTHOTO PAaCTBOPa THAPOXIIOPTHA3HIA
Kpacutens, Bxoadmuii B coctaB 00010YKH
THUTAaHA TUOKCHU]T COOTBETCTBYET COOTBETCTBHE I[BETY 00pasa
Kpacurens, Bxosmumii B cocTaB 0007109KH
XUHOJIMHOBBIN KENThIN COOTBETCTBYET Bpewms ynepxuBanust ocHoBHoro nuka XK Ha

XpoMaTorpaMMe HCIIBITYEMOI'0 pacTBOpa
JIOJDKHO COBIAaTh C BpEMEHEM YIEeP)KUBaHUSA
COOTBETCTBYIOILIETO MTHKa HAa XpOMaTorpaMMe
cra”naptHoro pacrsopa XK. JJonmycrumoe
OTKJIOHEHHE BPEMEHH yAEPKUBAHUS
CpaBHMBAEMOIO IMHKa cocTaBisieT +5 %.

Ymeepoicoeno omoenom

KOHmMpOoJisl Kadvecmeda «3enmuea,

K.Cc.»

13-12-2019

Xenena Ckonajiosa

Crpanuna 1 u3z 4
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ZEeNTIVA

A SANOF| COMPANY

Cepruduxar anaausa cepuu Ne 4776

Haszeanue npodyxma Jlo3zan miarwc

Howmep npooyxma 11009388_0050

Homep cepuu 3641119

Jlosupoexa 50 MT; 12,5 MI'
Jlexapcmeennas TaOJICTKH, TOKPBITHIC
gopma TUICHOYHOH 000JI0UKOMH
Pazmep ynaxosxu 90 TabJIETOK, TOKPBITHIX

[JIEHOYHOU 000JI0UYKOM

Tun ynakoexu Brucrep 6 X 15

Jlama npoussoocmea 19.11.2019
Jlama ucmeuenus 31.10.2022
cpoxa 200HOCHU

Cneyughuxayus JICP-000084-290507
Homep pecucmpayuonnozo
yoocmosepeHust JICP-000084

Cepus LIMS HV

Obpaszey HV

Cepus LIMS MZT

Obpaszey MZP

Pazmep svinywennoii cepuu

Cmpana-umnopmep

1427868
5225901
1426286

5219198

8 640 YIIAK.

Poccus

KpacuTenb myHIoBbIH 4R (moHCO 4R)

PactBopenue

Jlozapran kanus
% OT 3asiBIIeHHOr0 KOoMuyecTBa yepe3 30 MuH

I'mapoxnopoTuasun
% OT 3asiBIEHHOr0 KoJaudecTna yepes 30
MUH

Tecr Ha npumecu

JI03apTaH
€IMHUYHBIE TIPOTYKThI PA3I0KEHUS
(OBYV 1,49, 1,65)
JIpyTHe eNHUIHBIC NACHTH()UIINPOBAHHEIE
MIpUMECH
obiee cojepixaHue IpuMeceit
I'unpoxnopoTtnasun

npumech B (mpoayxr pasnoxenus ACB)
JpyTHe eNHUYIHBIC NACHTH()UIIPOBAHHEIE
HpUMECH

HEUJCHTU()UIIUPOBAHHBIC €IMHHYHBIC
HpUMECH

obuiee cosepikaHue IpuMeceit

KonnyecTBeHHOE OnpeaeneHue 103apTaHa
Kaynust B 1 TabieTke, MOKPHITOH IIIEHOYHOH
o6ooukoit

KonuuecTBeHHOE onpeseneHue
THAPOXJIOpTHA3uIa B 1 TabneTke, MOKPHITOH
TUIEHOYHOM 0605104YKOi

COOTBETCTBYET

[lepuoauueckuii Tect

Ilepuoanueckuii Tect

<0,05%

<0,05%

<0,05%

<0,10 %
0,2 %

<0,10 %
0,2%
495 mr

12,5 mr

Bpewms ynepkuBaHus OCHOBHOI'O MTUKA IIOHCO
4R Ha XpOMATOrpaMMe HUCIIBITYEMOTrO
pacTBopa JIOJDKHO COBIIA/IATh C BpEMEHEM
Y/Iep)KUBAHUsI COOTBETCTBYIOIIETO MMKA HA
XpOMarorpaMme CTaHIapTHOTO PAaCcTBOpa
moHco 4R. JIonycTuMoe OTKIIOHEHHE BPEMEHH
Y/Iep)KUBAHUSI CPABHUBAEMOTO TTHKA
cocrasjsier =5 %.

He menee 75 % (Q) uepe3 30 MunyT

He menee 75 % (Q) uepe3 30 MunyT

He 6osee 0,2 %
He 6onee 0,2 %

ue 6oiee 0,5 %

He 6omee 1,0 %
ue 6oiee 0,5 %

He 6oiee 0,2 %

He 6onee 1,5 %
47,5-52,5 mr

11,9-13,1 mr

Ymeepoicoeno omoenom
KOHMPOs. Kauecmea «3enmuea,
K.C.»

13-12-2019

Xenena Ckonajiosa

Crpanuna 2 u3 4

ZGNT'VA «3eHTUBA, K.C.» Y':-
<5 Kabenosnsr 130 19275
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ZEeNTIVA

A SANOF| COMPANY
Cepruduxar anaausa cepuu Ne 4776

Haszeanue npodyxma Jlo3zan miarwc

Howmep npooyxma 11009388_0050 Cepusi LIMS HV 1427868

Homep cepuu 3641119 Obpasey HV 5225901

Jlosupoexa 50 MT'; 12,5 MI' Cepusi LIMS MZT 1426286

Jlexapcmeennas TabNeTKH, TIOKpBITEIE Obpasey MZP 5219198

Gopma TUICHOYHOH 000JI0UKOMH

Pazmep ynaxosxu 90 TabJIETOK, TOKPBITHIX Pazmep svinywennoii cepuu 8 640 YIIAK.
TUICHOYHOH 000JI0UKOMH

Tun ynakogxu Baucrep 6 X 15 Cmpana-umnopmep Poccus

Jlama npoussoocmea 19.11.2019

Jlama ucmeuenus 31.10.2022

cpoxa 200HOCHU

Cneyughuxayus JICP-000084-290507
Homep pecucmpayuonnozo
yoocmosepeHust JICP-000084

MuxpoOuosornyeckasi 4ucTora

MI/IKp06I/IOIIOFI/I‘{eCKa$I YUCTOTa HEBOJHBIX
JICKApCTBCHHLIX IIpErapaToB Il [IprueMa

BHYTPb
o011Iee YUCI0 JKU3HECTTOCOOHBIX a3pOOHBIX 0 KOE/r He Gosee 10% KOE/r
OpraHn3MoB
00IIIee YHCII0 IPOMKIKEBBIX M IUIECHEBBIX 0 KOE/r He 6onee 102 KOE/r
rpuboB
orcyrcrBue Escherichia coli CootsercTByeT OTCYTCTBHE B 1 T

Hndopmauus o peause

Ornucanue npoyKra Jlo3zan mroc — no3apTaH Kajaus

HanmenoBanue npousBoautenst AOU Wxonzan Tanps @apmackroturan Ko. JItg

Cepu npousBoauteast AOU 10100-190713-13

YmakoBKa ¥ MapKHpOBKa MapkupoBKa B IOJTHOM COOTBETCTBHH C ITOCTICIHUMH yTBEP)KICHHBIMHA

MaKeTaMH YIaKOBOYHBIX MaTEPHAIOB ¥ HHCTPYKIIUH MO
MEIUINHCKOMY IPIMEHEHUIO. Y TIaKOBKA B IIOJTHOM COOTBETCTBUH CO
cneudurkarpeir HopmatiuBHO# JOKyMeHTalMeH, 1 epeMeHHas
uH(opMaLusl HaHECeHa B COOTBETCTBYIOLIHE TTOJIS.

Onucanue npoayKra Jlozam miroc - THAPOXIOPTUABUA

Haumenosanue npoussogurenst AOU Onukem Jlaboparopus Jlumuren

Cepu npoussogutenst AOU RHCTP90117

YnakoBKa 1 MapKHPOBKa MapkupoBKa B IIOJTHOM COOTBETCTBHH C ITOCIECIHUMHE yTBEPKICHHBIMHU

MaKeTaMHt yITaKOBOYHBIX MATEPHAIIOB M HHCTPYKITHH 10
MEIUITMTHCKOMY MTPUMEHEHHI0. YTIaKOBKA B IIOJITHOM COOTBETCTBHH CO
cnenngukanueit HopmatuHOW fOKyMeHTanMeH, 1 IepeMeHHAs
nHpOpMaIMs HAHECEHA B COOTBETCTBYIOIIHE ITOJIA.

i
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Ymeeporcoeno omoenom Xenena Ckomnanosa ZeNTIVA -+ ;}3‘?‘”‘??’ Kf;;‘fm

S - KEOCoBHBL 1301021
KOHmMpOJIsL Kauecmea «3enmusa, B e T ot i
K.c.» Lzl MexXomyTibt ]
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ZEeNTIVA

A SANOF| COMPANY
Cepruduxar anaausa cepuu Ne 4776

Haszeanue npodyxma Jlo3zan miarwc

Jlama npoussoocmea 19.11.2019

Jlama ucmeuenus 31.10.2022

cpoxa 200HOCHU

Cneyughuxayus JICP-000084-290507
Homep pecucmpayuonnozo
yoocmosepeHust JICP-000084

Howmep npooyxma 11009388_0050 Cepusi LIMS HV 1427868

Homep cepuu 3641119 Obpasey HV 5225901

Jlosupoexa 50 MT'; 12,5 MI' Cepusi LIMS MZT 1426286

Jlexapcmeennas TabNeTKH, TIOKpBITEIE Obpasey MZP 5219198

Gopma TUICHOYHOH 000JI0UKOMH

Pazmep ynaxosxu 90 TabJIETOK, TOKPBITHIX Pazmep svinywennoii cepuu 8 640 YIIAK.
TUICHOYHOH 000JI0UKOMH

Tun ynakogxu Baucrep 6 X 15 Cmpana-umnopmep Poccus

3AKJIIOYEHMUE: CooTtBeTcTBYeT TpeOOBaHUAM CTICTIH(DUKAITHH.

Cepus cooTBeTcTBYeET TpeOoBaHMAM HopMaTHBHON JOKYMEHTAIMHM, B HACTOSIIIMI MOMEHT 3aperucTpupoBaHHOM B Poccuiickoit

CDe/:[epauHH, T10 TIEPEUYNCIEHHBIM MTOKA3aTEIAM Ka4€CTBa.

YTBEPXXJIEHO K BBIITYCKY

MecTo MPOU3BOJCTBA ¥ KOHTPOJIS Ka4ecTBa:

«3eHTHBA K.C.» (OUIHANBHBINA ITpaBoNpeeMHNK «3eHTHBa a.c.» ¢ 01.01.2009)

VY ka6enousr 130, 102 37, IIpara 10, o Mexomynsl, Yemickas Pecry6mika
JInuensus Ha pou3BoAcTBO Ne 25473/2/INS/98 (nocnenuee uzmenenue 352900/2018)
Ceprudurar GMP Ne coct. 254516/2017, 342333/2018, 352900/2018

Ymeeporcoeno omoenom Xenena CkomnanoBa
KOHmMpOJa Kavyecmea «3eHmusa,
K.C.»

13-12-2019  Crpanuua 4 uz 4

Ten.: +420 267 241 111
Daxc: +420 267 243 627

ZeN'IHWA ! «3entnea, K.c» Y x

T I_(aﬁeHOBHEIJP,fHO?'_
<5 37 Tpeia (0 Jlon <u
Mgy )

PacieuaTano: 1'3.12.—2019
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ZSNTIVA

Manufacturer batch certificate No. 4776

A

13-12- 2019

P

Name of product  Lozap plus
Product number 11009388 0050 Batch LIMS HV 1427868
Batch number 3641119 Sample HV 5225901
Strength 50 MG; 12,5 MG
Dosage form film-coated tablets Batch LIMS MZP 1426286
Package size 90 tb! flm Sample MZP 5219198
Package type BLI6X 15 Released quantity 8640 PACKS
Manufacture date 19.11.2019 Importing countr Russi
Expiry date 31.10.2022 poriing Y ussia
Specification LSR-000084-290507
Marketing authorisation No. LSR - 000084
Test Results Limits
Appereance
Appearance
appearance complies Lightdyell%w; }i)b'l:i)ng film-coated tablets
scored on both sides.
Average mass of | film-coated tablet 0.397 g 0.380gt00.420¢g
Uniformity of dosage
units - content
uniformity
losartan potassium complies AV <150
hydrochlorothiazide complies AV <150
Identification
losartan complies The retention time of the principal peak in
the chromatogram obtained with the test
solution should correspond to the retention
time of the principal peak in the
chromatogram obtained with the losartan
potassium standard solution,
hydrochlorothiazide complies The retention time of the principal peak in
the chromatogram obtained with the test
solution should correspond to the retention
time of the principal peak in the
chromatogram obtained with the
hydrochlorothiazide standard solution.
Colorant in coating layer
titanium dioxide complies concordance sample colour
Colorant in coating layer
'Sk u b ; ' b LG 1T XN : .
Approved by QP Zentiva, k.s. ZSNTIVA E"gs Bagim 10 G ina Skopalova
§ otn{ N ciholupy
i “&1
Page 1 of 4 ) P.rint:“ ¥3.2.299
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ZSNTIVA

Manufacturer batch certificate No. 4776

Name of product  Lozap plus

Product number 11009388 0050 Batch LIMS HV 1427868
gatch’:umber :;?:41(: 1192 - Sample HV 5225901
reng I
Dosage form film-coated tablets Batch LIMS MZP 1426286
Package size 90 tbl fim Sample MZP 5219198
Package type BLI6 X 15 Released quantity 8640 PACKS
Manufacture date 19.11.2019 I ti t Russi
Expiry date 31.10.2022 mporting country ussia
Specification LSR-000084-290507

Marketing authorisation No. LSR - 000084

quinoline yellow complies The RT of the principal peak of QY in the
chromatogram obtained with the test sol.
should correspond to the RT of the
respective peak in the chromatogram
obtained with the QY standard sol. The
acceptable deviation of the RT of the
compared peak is +5%.

ponceau 4R complies The RT of the principal peak of P4R in the
chromatogram obtained with the test sol,
should correspond to the RT of the
respective peak in the chromatogram
obtained with the P4R standard sol. The
acceptable deviation of the RT of the
compared peaks is 5%

Dissolution test
Losartan potassium

% of declared amount in 30 minutes Periodical test Not less than 75 % (Q) at 30 minutes.
Hydrochlorothiazide
% of declared amount in 30 minutes Periodical test Not less than 75 % (Q) at 30 minutes.
Purity test
losartan
degradation products individually (RRT <0.05 % NMT 0.2 %
1.49, 1.65)
other known impurities individually <0.05 % NMT 0.2 %
total impurities <0.05 % NMT 0.5 %
Hydrochlorothiazide
impurity B (degradation product ACB) <0.10 % NMT 1.0 %
other known impurities individually 0.2 % NMT 0.5 % g A
unknown impurities individually <0.10 % NMT 0.2 %7
total impurities 0.2 % NMT 1.5 %, | ;
Assay of losartan potassium in 1 film-coated 49.5 mg 47.5 mgta $i.5 mg 4 .
tablet o)
. H e WO B
Approved by QP Zentiva, k.s. ZSNTIVA PUNA

LI | YT PRt
i Oolnl Mignolupy  Helena Skopaloys

By 121
Page 2 of 4 Print:  13.12.2019 S
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ZSNTIVA

Manufacturer batch certificate No. 4776

Name of product  Lozap plus
Product number 11009388 _0050 Batch LIMS HV 1427868
Batch number 3641119 Sample HV 5225901
Strength 50 MG; 12,5 MG
Dosage Jorm film-coated tablets Batch LIMS MZP 1426286
Package size 90 tbl fim Sample MZP 5219198
Package type BLI6 X 15 Released quantity 8640 PACKS
Manufacture date 19.11.2019 Importing country Russia
Expiry date 31.10.2022
Specification LSR-000084-290507
Marketing authorisation No. LSR - 000084
Assay of hydrochlorothiazide in 1 film-coated 12.5 mg 11.9mg to 13.1 mg
tablet
Microbiological quality
Microbiological quality of non-aqueous
preparations for oral use
total viable aerobic count 0 CFU/g NMT 10° CFU/g
Total combined yeast / moulds count 0 CFU/g NMT 102 CFU/g
Absence of Escherichia coli complies absence (1 g)

Release information

Product description
API manufacturer name
API manufacturer batch

Packaging and labeling

Product description

API manufacturer name
API manufacturer batch

Packaging and labeling

Lozap plus — losartan potassium

Zhejiang Tianyu Pharmaceutical Co., Ltd
10100-190713-13

Labelling is in full compliance with the last approved version of
packaging and leaflet artworks. Packaging is in full compliance with the
Normative Document specification and variable information is located
in corresponding fields.

Lozap plus - hydrochlorothiazide
Unichem Laboratories Ltd

RHCTP90117

Labelling is in full compliance with the last approved version of
packaging and leaflet artworks. Packaging is in full compliance with the
Normative Document specification and variable information is located
in corresponding fields.

CONCLUSION : Conformity with specification.

The batch meets the requirements of the Normative Document currently registred in Russian
Federation on the listed quality parameters.

Approved by QP Zentiva, k.s.

APPROVED FOR RELEASE : e Skopalov:
. : vl k.o ilena Skopalova
ZENTIVA 7 ek g Srope
270887 ecabs 10 She
{7 Ligint Mgnainy
4 k1)
Page 3 of 4 Print: 13,12.2019

131772019


I0398200
Stamp


ZSNTIVA

Manufacturer batch certificate No. 4776

Name of product Lozap plus

Product number 11009388 _0050 Batch LIMS HV 1427868

Batch mumber s - Sample HV 5225901

reng. y 1z,

Dosage form film-coated tablets Batch LIMS MZP 1426286

Package size 90 tbl flm Sample MZP 5219198

Package type BLI6 X 15 Released quantity 8640 PACKS

Manufacture date 19.11.2019 I ” [ Russi

Expiry date 31.10.2022 mporting country ussia

Specification LSR-000084-290507

Marketing authorisation No. LSR - 000084
Manufacturing and quality control site:
Zentiva k.s. (legal successor of Zentiva a.s. as of 1,1.2009) Tel: +420 267 241 111
U kabelovny 130, 102 37, Prague 10, Dolni Mecholupy, Czech Republic Fax: +420 267 243 627

Manufacture Autorization Number :25473/2/INS/98 ( last change 166942/2019)
GMP Certificate No.sukls 254516/2017, 342333/2018, 352900/2018

ZENTIVA Zegtlog ks, (isha Siopalova

: U Ko wy 130
. H 162 érmng . &
Approved by QP Zentiva, k.s. { Dol i onony 3 S}\_
i 121
Page 4 of 4 Print: 13.12.2019
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