ZeNTIVA

Cepruduxar anaaunsa cepuu Ne 3666

Haszeanue npooyxma Jlo3zan miarwc

Homep npooykma 11009388 0051 Cepus LIMS HV 1457830

Homep cepuu 3710620 Obpaszey HV 5368104

Jlozupoexa 50 MTI; 12,5 MI' Cepusa LIMS MZT 1456051

Jlexapcmeennas TabNeTKH, TIOKpBITHIE Obpasey MZP 5359143

Gopma IUICHOYHOU 000JI0YKOM

Pazmep ynaxosxu 90 TabJICTOK, TOKPBITHIX Pazmep svinywennoii cepuu 8 710 YIIAK.
IUICHOYHOU 000JI0YKOM

Tun ynaxosxu bmuctep 2 X 15 Cmpana-umnopmep Poccus

Jlama npouzeoocmea 30.06.2020

Jlama ucmeuenust 31.05.2023

cpoxa 200HOCHU

Cneyugpuxayus JICP-000084-290507
Homep pecucmpayuonnozo
yoocmosepenus JICP-000084

Hcnoimanue Pesynomamot Hopmui
Onucanue
Onucanue
onucaHue COOTBETCTBYET TaOJETKU MPOAOIITOBATON (POPMBI CBETIIO-KEJITOTO

I[BETa, MOKPHITHIE INICHOYHOH 000IOUKOH C pHCKOH|
Ha 00enX CTOpPOHAX.
Cpennsist Macca 1 TabIeTKH, ITOKPHITOH
[IJIEHOYHOH 000JI0YKOi1 0.400 r 0,380-0,420 r

OIHOPOJHOCTH 03UPOBAHMS -
OJTHOPOIHOCTD TI0 COACPIKAHHIO

JI03apTaH KaJlus COOTBETCTBYET AV <150
TUAPOXJIOPOTHA3UL COOTBETCTBYET AV <150
IToamMHHOCTE
JI03apTaH COOTBETCTBYET Bpemst  ynepikuBaHMS =~ OCHOBHOTO  IHKa  HAl

XpOMaTorpaMMme HCIBITYEeMOTO PacTBOPa IOJDKHO
COBMAJaTh C BPEMEHEM YACPKUBAHHUS OCHOBHOIO
MUKa Ha XpOMarorpaMme CTaHJapTHOTO PacTBOPA
JI03apTaHa Kajusl.
THIIPOXIIOPOTHAZHU]T COOTBETCTBYET Bpemss  ynepkuBaHHS ~OCHOBHOTO IHKa HA
XpOMaTOrpaMMe HCIBITYEMOTO PacTBOPa JOJKHO
COBIIQJIaTh C BPEMEHEM YJIICPXKHBAHHUS OCHOBHOTO
[MKa Ha XpOMaTorpamMme

CTaHJapTHOTO PacTBOpa FHAPOXIOPTHAZUIA
Kpacurenb, Bxomsmiuii B coctaB 000J104KH

TUTaHA JTUOKCHT COOTBETCTBYET JenToBaTo- opaHKeBOE OKpAIINBaHUE
Kpacurens, BXoasmuii B cocTaB 000JI0YKH
XHHOJIMHOBBIN JKEIITHIN COOTBETCTBYET Bpemst ynepxuBanust ocHoBHoro mnuka XK H
XpoMaTorpaMme HUCHBITYEMOro pacTBopa aom{cHa
coBmagaTh c BpEMEHEM yIepKUBAHU

COOTBETCTBYIOLLIETO IMKa Ha XpoMmaTorpamme
craupaptHoro  pacrteopa XK.  omycrumod

OTKJIOHCHHE BpPEMCHHU yACpKUBAHU
CPABHUBAEMOT'O [TMKA COCTABJISIET i5 QeI ""*’mj
IIyHUOBBIH 4R COOTBETCTBYET "1
COBIAJIATh c BpeV/ ,ﬂel\/@ e y;[ep)KHBaHM [
COOTBETCTBYIOLIETO  IIHJ: ; L‘*v a, XpOMaTOI‘paN*M o
CTaHJapTHOTO  PacTBO] /A &ﬁ{ Ilony\ xTI/IMO >
OTKJIOHEHHE Bpel /fﬁ
CPAaBHHBAEMOTO TIHKa CO. bl {seT 5 °/ Q /2
N\
Ymeeporcoeno Jakub Matusik 11-09-2020 ZeNTIVA 6\\{ {%3’(*)’51’02
al 0)395’
Ynonnomouennoim nuyom /Mopmnuce/ X Hp\»‘a 10 Jombim
«3enmuea, x.c.» M mmx;t
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ZeNTIVA

CepTudukar aHajamnsa cepuu

Haszeanue npooyxma Jlo3zan miarwc

Homep npooykma 11009388 0051

Homep cepuu 3710620

Jlozupoexa 50 MT'; 12,5 MI'
Jlexapcmeennas TaOJICTKH, TOKPBITHIC
gopma TUICHOYHOH 000JI0UKOM
Pazmep ynaxosxu 90 TabJICTOK, TOKPBITHIX

TUICHOYHOH 000JI0UKOMH
Tun ynaxosxu bmuctep 2 X 15
Jlama npouzeoocmea 30.06.2020

Jlama ucmeuenust 31.05.2023

cpoxa 200HOCHU

Cneyugpuxayus JICP-000084-290507
Howmep pecucmpayuonnozo
yoocmosepenus JICP-000084

Ne 3666
Cepus LIMS HV 1457830
Obpaszey HV 5368104
Cepusa LIMS MZT 1456051
Obpaszey MZP 5359143
Pazmep svinywennoii cepuu 8 710 YIIAK.
Poccus

Cmpana-umnopmep

PacTBopenue

Jlozapran kanus
% OT 3asiBIIEHHOT0 KOoMuyecTBa yepe3 30 MuH

I'mapoxnopoTuasun
% oT 3asBICHHOTO KoauuecTBa yepe3 30

MHH
Tect Ha npumecu

Jlozapran
€IMHUYHBIE TIPOTYKTHI PA3JIOKCHHS
(RRT 1,49, 1,65)
Jpyrue eAMHNYHbIC NICHTU(UIMPOBAHHbIE
TIpUMecH
CyMMa IpuMmecei
I'mppoxnopoTrasux

npumMech B (mponykr pasnoxenus ACB)
JPyTUE SAMHUYHBIC HACHTH()UIPOBAHHBIC
TIPUMECH
¢/IMHIYHBIC HEUCHTU(PHIIUPOBAHHBIC
MPUMECH
CyMMa IpuMeceit
KosmdecTBeHHOE ONpeIeieH e T03apTaHa
kayus B 1 Tabserke, HOKPBITOH MJICHOYHOM
000JI0YKOM
Koym4decTBeHHOE onpeieieHue
THIPOXJIOpTHa3HIa B 1 TableTKe, TOKPHITOM
IJICHOYHOH 000J109KOM

[lepuoauueckuii Tect

[lepuoanueckuii Tect

<0,05 %

<0,05 %

<0,05 %

<0,10 %
0,3 %

<0,10 %
0,3 %
50,6 mr

12,1 mr

He menee 75 % (Q) uepes 30 MunyT

He menee 75 % (Q) uepes 30 MunyT

ue 6oiee 0,2 %

He 6omee 0,2 %

ue 6oiee 0,5 %

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

ue 6oiee 0,2 %
He 6onee 1,5 %

47,5-52,5 mr

11,9-13,1 mr

MuxkpoOuosornyeckasi 4ucTora
Mukpobuonornueckas 4ucTOTa HeBOAHBIX
JIGKapCTBEHHBIX IIPENaparoB I IpueMa
BHYTpPb

o0IIee YMCII0 KU3HECIOCOOHBIX a9pOOHBIX

OpraHusMoB
06111ee YHCIIO APOIKIKEBBIX U MIIECHEBBIX

rpuboB
orcytctBue Escherichia coli

0 KOE/r

0 KOE/r

CootBeTcTBYyET

He 6onee 10° KOE/r

He 6onee 102 KOE/r

OTCYTCTBHE B | T

Ymeepoicoeno
Ynonnomouennvim auyom
«3enmuea, x.c.»

Jakub Matusik 11-09-2020
/Tlognuce/

Crpanuna 2 u3 3
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ZeNTIVA

Cepruduxar anaaunsa cepuu Ne 3666

Haszeanue npooyxma Jlo3zan miarwc

Homep npooykma 11009388 0051 Cepus LIMS HV 1457830

Homep cepuu 3710620 Obpaszey HV 5368104

Jlozupoexa 50 MTI; 12,5 MT Cepusa LIMS MZT 1456051

Jlexapcmeennas TabNeTKH, TIOKpBITHIE Obpasey MZP 5359143

Gopma TUICHOYHOH 000JI0UKOM

Pazmep ynaxosxu 90 TabJICTOK, TOKPBITHIX Pazmep svinywennoii cepuu 8 710 YIIAK.
TUICHOYHOH 000JI0UKOMH

Tun ynaxosxu bmuctep 2 X 15 Cmpana-umnopmep Poccus

Jlama npouzeoocmea 30.06.2020

Jlama ucmeuenust 31.05.2023

cpoxa 200HOCHU

Cneyugpuxayus JICP-000084-290507
Homep pecucmpayuonnozo
yoocmosepenus JICP-000084

HNubopmanus o BITyCKe

3AKJIFOYEHUE: CooTBeTCcTBYET TPeOOBAHMIM CHETM()UKAIINH.

Jlannas cepust orBevyaer TpeboBaHusM HopmaruBHON JlOKyMEHTAalMy, 3aperHCTPHUPOBAHHON B HACTOSINCE BPEMs B
Poccuiickoit @enepanuu, Mo nepedrcIeHHBIM TOKa3aTesIM KauecTBa.

YTBEPXJEHO K BBIITYCKY
MecTo MPOU3BOJCTBA ¥ KOHTPOJIS Ka4eCcTBa:
«3eHTHBa K.C.» (odUIHaNbHBIN TpaBopeeMHHK «3eHTuBa a.c.» ¢ 1.1.2009) Ten.: +420 267 241 111
VY kabenouer 130, 102 37, IIpara 10, o Mexomynsl, Yenickas Pecry6mrka ®daxkc: +420 267 243 627

JInnensus Ha npon3BojcTBO Ne 25473/2/INS/98 (mocnennee n3menenne 166942/2019)
Cepruduxar GMP Ne coct. 254516/2017, 342333/2018, 352900/2018

Ymeepoicoeno Jakub Matusik 11-09-2020
Ynonnomouennvim auyom /Toanuce/
«3enmuea, x.c.»

Crpanunna 3 u3 3




ZeNTIVA

Manufacturer batch certificate No. 3666

Name of product Lozap plus

Product number 11009388 _0051 Batch LIMS HV 1457830
Batch number 3710620 Sample HV 5368104
Strength 50 MG; 12,5 MG
Dosage form film-coated tablets Batch LIMS MZP 1456051
Package size 90 tbl flm Sample MZP 5359143
Package type BLI6 X 15 Released quantity 8710 PACKS
Manufacture date 30.06.2020 Importin y Russi
Expiry date 31.05.2023 porting country ussia
Specification LSR-000084-290507
Marketing authorisation No. LSR - 000084
Test Results Limits
Appereance
Appearance
appearance complies Light yellow, oblong film-coated tablets
scored on both sides.
Average mass of 1 film-coated tablet 0.400 g 0.380gt00.420 g
Uniformity of dosage
units - content
uniformity
losartan potassium complies AV <15.0
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
quinoline yellow complies The RT of the principal peak of QY in

the chromatogram obtained with the test
sol. should correspond tof v of the,, P
respective peak in the ¢* x(\ma rgm“ == NS
obtained with the QY,otamara Sol. The | \.°

acceptable dev1at|o &

f’f‘@ RT of the AN\

Approved by QP Zentiva, k.s. Jakub MatU§ik
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ZENTIVA

Manufacturer batch certificate No. 3666

Name of product Lozap plus
Product number 11009388 0051

Batch number 3710620
Strength 50 MG; 12,5 MG

Dosage form film-coated tablets
Package size 90 tbl flm

Package type BLI6 X 15
Manufacture date  30.06.2020

Expiry date 31.05.2023
Specification LSR-000084-290507

Marketing authorisation No. LSR - 000084

Batch LIMS HV 1457830
Sample HV 5368104
Batch LIMS MZP 1456051
Sample MZP 5359143
Released quantity 8710 PACKS

Importing country  Russia

ponceau 4R

Dissolution test
Losartan potassium
% of declared amount in 30 minutes
Hydrochlorothiazide
% of declared amount in 30 minutes
Purity test
losartan

degradation products individually
(RRT 1.49, 1.65)
other known impurities individually
total impurities
Hydrochlorothiazide
impurity B (degradation product ACB)
other known impurities individually
unknown impurities individually
total impurities
Assay of losartan potassium in 1
film-coated tablet
Assay of hydrochlorothiazide in 1
film-coated tablet
Microbiological quality
Microbiological quality of non-aqueous
preparations for oral use
total viable aerobic count

Total combined yeast / moulds count
Absence of Escherichia coli

complies

Periodical test

Periodical test

<0.05 %

<0.05 %
<0.05%

<0.10 %
0.3 %

<0.10 %
0.3 %

50.6 mg

12.1 mg

0 CFU/g
0 CFU/g
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%

Not less than 75 % (Q) at 30 minutes.

Not less than 75 % (Q) at 30 minutes.

NMT 0.2 %

NMT 0.2 %
NMT 0.5 %

NMT 1.0 %
NMT 0.5 %
NMT 0.2 %
NMT 1.5 %
47.5 mgto 52.5 mg

11.9mgto 13.1 mg

NMT 10° CFU/g
NMT 102 CFU/g
absence (1 g)

Approved by QP Zentiva, k.s.

Jakub Matusik 11-09- 00 ZSNTIVA
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ZENTIVA

Manufacturer batch certificate No. 3666

Name of product Lozap plus

Product number 11009388 _0051 Batch LIMS HV 1457830
gfzig:“mbe’ py e Sample HV 5368104
Dosage form ﬁlm-co;ted’ tablets Batch LIMS MZP 1456051
Package size 90 tbl fim Sample MZP 5359143
Package type BLI6 X 15 Released quantity 8710 PACKS
Manufacture date  30.06.2020 I /i / Russi

Expiry date 31.05.2023 mporiing couniry ussia
Specification LSR-000084-290507

Marketing authorisation No. LSR - 000084

Release information

CONCLUSION : Conformity with specification.

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

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

Jakub Matugik 11 -09- 70 ZSNTIVA
/

Approved by QP Zentiva, k.s. Abelovneda,
W M‘,‘k ,\'/X",/":\ g
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