TEKJIAPAIISI O COOTBETCTBUM

JEKJIAPAHT, IPHHUMAIOIUN JEKJTAPAIIUIO O COOTBETCTBHU

AQ "Canogu Poccun"

Ceedenun o pezucmpayuy opzanusayuu: Mescpationnan uncnexyus Qedepanvroii Hanozo60i cayicbor Ne 46 no
2. Mocree 01.01.2008, OT'PH 1027739079940, dama npucecenun OI'PH 19.08.2002.

Adpec: 125009, 2. Mocxesa, yr. Teepexan, 0. 22. Tenegpon/daxc: 8 (493) 721-14-00/721-14-11

B nuye: Nenepanvuwrti Oupexmop Morowe O.A.

Hoeepennoe nuyo: Cmenanos C.C., dogepennocms 6/n om 01.12.2017

3AABJ/MIET, UTO

nexapcmeernoe cpedcmeo: Jlosan Ilnioc, mabnemxu noxpsimote naero4nou cbonouxoti 30 mz+ 12.5 mz 15 wm.,
ynaxoexu Aueiikoguie koHmypruie (6), nauxu xapmonnwvie, PY Ne JICP-000084 om 29.05.2007 (0dama 3amenvt
15.08.2017) suidano AO "Canoghu Poccus”, cepua 3181118, napmua 8777 ynaxoeox, ecoen 0o 31.10.2021,
npouseodcmea 3enmuaa x.c., Yeuwicxan Pecnybnuxa, Zentiva k.s., U kabelovny 130, 102 37 Prague 10, Dolni
Mecholupy, Czech Republic xod OKIIH2 21.20.10.142, ko0 TH B3/ 3004900002, xoumpaxm Ne
250/40056192/F-2 om 20.10.2010, unsotic Ne 9085322672 om 08.02.2019

COOTBETCTBYET TPEBOBAHUAM
JICP-000084-290507 (HI 42-14443-06 uam. Ne 1-9)

JEKIAPAITASA ITPHHSATA HA OCHOBAHHN
npomoxon ucneimarui Ne 4450 om 19.02.2019 HJI 000 HIL] "®APMOEOPOHA", ammecmam axxpeoumayuu
POCC RU.0001.21DJI40, Cepmugpuxam POCC CZ DOM0O8.C34208 om 20.02.2019

JATA IPHHATHA AEKJIAPAIITAN 20.02.2019

Crenanos C.C.
O.H.O

CBEJEHIS O PETUCTPAIINA

g 1O CKB s
AfL IO CEPTHOHUKAITHY, 3APETHCTPAPOBABII NI TEKJIAPAHHIO

RA.RU.1I ®MO8 OPIAH 110 CEPTHOHKAIIHH ITPOIVKLHH OBI[ECTBO C OTPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)XHOH LEHTP KOHTPOJIT KAYECTBA",

adpec opzanusayuu: 115280, 2, Mockea, yn. Macmepxoea, 0. 4, am. 5, nom. I, xom. 1, adpec opzana no
cepmucpuxayuu: 115280, POCCHA, 20pod Mockea, yr. Macmepxosa, 9. 4, am. 5., men.:(495)788-02-88, aeb-
catim: oyxx.po.

AEKJIAPAIIIA O COOTBETCTBHH 3APETHCTPUPOBAHA M POCC RU J-CZ.®M08.A.16298/19

Junenwo HLB.
Pyrosogutens OC




ZeNTIVA

A SANOFI COMPANY
Cepruduxar ananusa cepun Ne 0423

Cpentisia Macca TabNETOK, NOKPLITEIX
nacHouHO# oBonoukoit 0,399 r
OnHOPOAHOCTE A03UPOBAHHS
IO COACPXKAHKEIO

Hazeanue npodyxma Jlozan naioc
Houstep npodyxma 11009388_0003 Cepusn LIMS HV 1381882
Homep cepuu 3181118 Obpazey HV 5002821
Hozuposxa 50 MT; 12,5 MI’ Cepua LIMS MZT 1379816
JSexapcmeennan TabneTKH, TOKPLITHIE Obpasey MZP 4992474
dopma NNEHOoYHOi obonotuKoit
90 TabneTok, NOKPSITHIX .
Pazvep ynaxosxu INEHOYHOH ofoNouKoM Pazmep svinyujennoit cepuu 8777 YI1AK.
Tun ynaxosru Brncrep 6 X 15 Cmpana-umnopmep Poccus
Tamavemeromg -+ 23112018
31.10.2021
cpoka zo00rHocmu
Creyugpuxayus JICP-000084-290507
Homep pezucmpayuonnozo yoocmoeepenus JICP-
000084
Hensimanue Pezyromamsr Hopater
Onucaxne
Onucanue
onmMcaHue COOTBETCTBYET TabnaeTkn npoonroearol GopMEI CBETNO-

WENTOro LBETA, MOKPLITHIE MICHOYHOA
obonoykoit

¢ puckoit Ha obeux croponax. 0,380-0.420 r

Pacreopenue
Jo3apran kanng

Odobpeno cneyuanucmom omoena Konmpons xavecmea «3enwmusa . c. Jlagka Nubywe

Crpannua 1 w3 3

OJHOPOAHOCTE
N03apTaH Kanua COOTBETCTBYET AV =150
CHAPOXIOPOTHAIKA COOTBETCTBYET AV =150
IToaANHHOCTE
No3apTaH COOTBETCTBYET Bpema yaep¥uBaHHs OCKOBHOIO NUKa Ha
XPOMATOIPaMMe HCNLITYEMOro PaCTBOpa
ROMKHO COBMNARATE ¢ BPEMEHEM YACPKHBAHKA
OCHOBHOTO [IMKA Ha XpoMaTorpaMme
CTAHAAPTHOrO PacTBOPA NO3APTAHA KAMHA.
I'HAPOXTOPOTHAIHA COOTBETCTBYET Bpems yaepnBaHUA OCHOBHOIO THKA Ha
XpOMaTOrpaMMe HCMBITYEMOTO pacTBopa
DOKHO COBNAAATE ¢ BPEMEHEM YASPHKHBAHHA
OCHOBHOTO fHKA Ha XpOMaTorpaMMe
PACTBOp TMRPOXNOPTHAIHAA
Kpacurens, Bxonawmii B cocras 060n0uku
THTAHA ZHOKCHIL COOTBETCTBYET COOTBETCTBHE UBETY 06pasua
Kpacurens, BXoaswuumii 8 coctas 0G0M04KH
XHHOJIMHOBBLHA XKeNThiit COOTBETCTBYET Bpema yaepacuparua ocuosroro muka XK na
XPOMATOIPAMME HCTIBITYEMOTO PacTeopa
JOMKHO COBNANATH C BPEMEHEM YAEPKHBAHHUA
COOTRETCTBYHLUETO MHKA Ha XpOMaTorpaMMe
XK crannaptHoro pacteopa. JlonycTumoe
OTKJIOHEHHE BPEMEHH YAEPHKHBAHUA
CPAaBHHBAEMOTO MHKA COCTaBAAET +5 0.
kpacuTens NyHUOBLIH 4R (moknco 4R) COOTBETCTBYET Bpems yaepxHBaHHA OCHOBHOCO MHKA NOHCO

4R Ha xpoMaTOrpaMMe HCIBITYEMOro
PacTROpa A0MKHO COBMANATE C BpEMEHEM
YACPKHBAHHA COOTBETCTBYIOWIETO NMHKA HA
xpomarorpamme noHco 4R crangaprHoro
pacteopa. lonycTuMoe OTKNIOHEHHE BPEMEHH
YACPIKMBAHKMA CPABHMBAEMOTO MHKA
cocTasnaeT +5 %.

06.02.2019

Jata nevatu: 06.02.2019




ZENTIVA

A SANOF| COMPANY

Cepruduxar anannsa cepun Ne 0423

Hassanue npodyxma Jlozan nmioc

cpoka 20dHoCmU
Creyughukayun

000084

Houep npodykma  11009388_0003
Homep cepuu 3181118

Hozuposxa S50MT; 12,5 MTT
Jexapcmeaennan TabIe TKH, MOKPBITHIE

dopma nneHo4HoM obonoukoii
90 TabneToK, NOKPEITHIX

Pazmep ynaxosxu S =
Tun ynaxosxu Bnuctep 6 X 15
Tama vemeneng -+ 23112018

31.10.2021

JICP-000084-290507
Homep pezucmpayuonnozo yoocmogeperus JICP-

Cepun LIMS HV

Obpazey HV

Cepus LIMS MZT

Obpazey MZP

Pazmep goinyujennot cepuu

Cmpana-usnopmep

1381882
5002821
1379816

4992474

8 777 YNIAK.

Poccusn

% OT 3aABNCHHOrO KONNYECTRa Hepes 30 MUH

MnpoxnopoTnasmu
% OT 3aABNCHHOIO KONUYECTBa uepes 30
MHH

Poacrsenusie npumecu

J03apTaH

€AHHHYHBIE NPONYKTH! PAINOKEHHA
(OBY 1,49, 1,65)

Ipyrie €AMHUYHBIE HACHTHHLNPOBaHHBIE

npHMecH

obulee cogepxanHue npumeceH
Mnpoxnoporxasua

npumecs B (npooykt paznoxkenus ACB)
Zpyrye eIHHHYHBIE HACHTHHLHPOBAHHBIE
NpHMECH

HEHIEHTHHHLHMPOBAHHEIE CAHHHYHEIE
NPHMECH

obiuee conepxaHne npumecett

KonuyectsenHoe onpeneneHue nozapraHa
kanHa B | TabneTke, NOKpHITOM NACHOUHOI
ofonoukoii

KonuuecTBeHHoe onpenenehue
ruapoxnoprhasnaa B |1 TaGnerke, nokpeiToi
nncHouHokl oBGonouxoi
Muxpobfuonornyeckan YHCTOTa

MuxpoBuonornyeckas YHCTOTA HEBOAHBIX
JIEKAPCTBCHHBIX NpPENaparos A8 MpHEMA
BHYTPb
obulee YHCO KN3HecnocoOHbIX a3polHbIX
OpraHH3MOB
oﬁmee YACIO OPOHIKEBLIX H NICCHEBRIX
rpubos
orcytcreue Escherichia coli

IMepuon Tect

IMepuon Tect

<005 %

<005%

<0.05 %

<0,10 %
02%

<0,10 %
0,2%
49,2 mr

12,4 mr

IMepuoa.tect
[Mepuon.Tect

Ilepnoa.tect

He menee 75 % (Q) uepes 30 MunyT

He menee 75 % (Q) uepe3 30 MuuyT

He Oonee 0,2 %

He Gonee 0,2 %

He Gonee 0,5 %

He Gonee 1,0 %
ue Bonee 0,5 %

He bonee 0,2 %
He Gosee 1,5 %
47,5-52,5 Mr

11,9-13,1 mr

He Gonee 10° KOE/r
ne Gonee 102 KOE/r

OTCYTCTEBHER | T

3AKIIIOYEHHE: CooTteeTcTBYeT TpeGoBaHHAM CrieUMGUKALIHH,

Odobpeno cneyuanucmom omdena Kormpons kavecmea « 3enmusa x. ¢. Jlapka Jlnbywe

Crpanuua 2 n3 3

06.02.2019

Jarta neuatu: 06.02.2019




ZeNTIVA

A SANOFI COMPANY
CepTudukar anaanza cepun Ne 0423

Haszeanue npodykma Jlozan natoc

Howmep npooyema  11009388_0003 Cepus LIMS HV 1381882
Hovep cepuu 3181118 Obpazey HV 5002821
Hosuposxa S0MF; 12,5 MIC Cepusa LIMS MZT 1379816
flexapcmeeunan TabNEeTKH, NOKPbITbIE

dopya naeHoYHON obonouKoH Obpasey MZP REEZTE
Pasmep ynarxosxu GO A S Ty Pasvep ewnyuennoii cepuu 8777 YIIAK.

nneHo4Ho#H obonoukoti
Tun ynaxosxu Bructep 6 X 15 Cmpana-umnopmep Poccua
Jome tpocec0ete 2112013
31.10.2021
CpOKa 200HOCMU
Creyudpuxayun JICP-000084-290507
Homep pezucmpanuonnozo ydocmosepenus JICP-
000084

Hacrosmmm noarsepxaato, 4To BCC CTaIHH NPOHIBOACTEA A2HHOH CEPHH FOTOBOIO NPOAYKTA MONHOCTEIY COOTBETCTRYIOT
Tpebosannam Haanexameii nponzsoacteenyoft npakthi (GMP) EC, a taioke (B npeaenax EC) TpeforanHamM, YKa3aHHBIM B
PeructpallioHHOM YAOCTOBEPEHHH CTPAHLI-HMNIOPTCPA.

YTBEPXJIEHO K BHIITYCKY
MecTo NpoH3BOACTBa H KOHTPOS KavyecTBa:
«3eHTnBa K.C.» (ouinanbHbil npasonpeeMuuk «3eHTHBa a.c.» ¢ 01.01.2009) Ten.: +420 267 241 111
Y kabenosnnl 130, 102 37, Mpara 10, Jomun Mexonynsl, Yenickas PecnyGnunka Dakc: +420 267 243 627

Juuensus Ha npouzBoacTBe Ne 25473/2/INS/98 (nocneanee uimenenue 282125/2018)
Ceprudukatr GMP Ne coct. 105698/2014, 79633/2016, 22684/2017

Ooobpeno cneyuanucmom omoead Konmpona kavecmsa «3enmusa k. c. Jlapka Niubywe 06.02.2019

Crpannua 3 13 3 Jata neuatn: 06.02.2019




ZEeNTIVA

Manufacturer batch certificate No. 0423

Name of product Lozap plus
Product number  11009388_ 0003 Batch LIMS HV 1381882
Batch number 3181118 Sample HY 5002821
Strength 50 MG; 12,5 MG
Dasage Jorm film-coated tablets Batch LIMS MZP 1379816
Package size 90 tbl flm Sample MZP 4992474
Package !yped BLI6X 15 Released quantity 8777 PACKS
Eprpdne 31202008 Iimporting country  Russia
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 | film-coated tablet 0399 0.380gto0420¢g
Uniformity of dosage
units - content
uniformity
losartan potassium complies AVLI50
hydrochlorothiazide complies AV <i5.0
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 prircipal 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 cotrespond to the
retention time of the principal peak in
the chromatogram obtained with the
hydrochlorethiazide standard solution.
Colorant in coating layer
titanium dioxide complies concordance sample colour
Colerant in coating layer
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%.

Approved by QP Zentiva, k.s. Ing. Libule Hladk4 %/’ ZeNTIVA

06 -02- 2019

Page 1 of 3

Zentiva, k.0,

U kabelo my 130
102 37 Praba 10
Doinf Macholupy

Pribit: * 6,2.2019



ZeNTIVA

Manufacturer batch certificate No. 0423

Name of product Lezap plus

Product number  11009388_ 0003 Batch LIMS HV 1381882
Batch number 3181118 Sample HV 5002821
Strength 50 MG; 12,5 MG

Dosage form film-coated tablets Batch LIMS MZP 1379816
Package size 90 tbl fim Sample MZP 4992474
Package type BLI6X IS Released quantity 8777 PACKS
Manufacture date  23.11.2018 Importi p Russi

Expiry date 31.10.2021 porling country LA
Specification LSR-000084-290507

Marketing authorisation No.  LSR - 000084

ponceau 4R complies The RT of the principal peak of P4R in
the chromatogram obtained with the test
sol, should cotrespond 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 <0.05 % NMT 0.2 %
(RRT 149, 1.65)
other known impurities individually <0.05 % NMT 0.2 %
total impurities <0.05 % NMT 0.5 %
Hydrochlorothiazide
impurity B (degradation product ACH) <0.10 % NMT 1.0 %
other known impurities individuatly 02% NMT 0.5 %
unknown impurities individually <0.10 % NMT 0.2 %
total impurities 02% NMT 1.5 %
Assay of losartan potassium in | 494 mg 47.5mgto 52.5 mg
film-coated tablet
Assay of hydrochlorothiazide in | 124 mg 11.9mgto 13.1mg

film-coated tablet

Microbiological quality
Microbiological quality of non-aqueous

preparations for oral use

total viable aerobic count Periodical test NMT 10° CFU/g
Total combined yeast / moulds count Pericdical test NMT 102 CFU/g
Absence of Escherichia coli Periodical test absence (J g)

Approved by QP Zentiva, k.s. i Ukshelamy 130
! 10287 Prahe 10

'ng- ]‘ibuge H]adké / ZeNTIVA § Zentive, k..

el Dolnl M u
06 -02- 2019 Page2 of 3 q"i’ﬂnt:l uzm;h d -




ZSNTIVA

Manufacturer batch certificate No. 0423

Name of product Lozap plus

Product number  11009388_ 0003 Batch LIMS HV 1381882
Batch number 3181118 Sample HV 5002821
Strength 50 MG; 12,5 MG

Dosage form film-coated tablets Batch LIMS MZP 1379816
Package size 90 tbl fim Sample MZP 4992474
Package type BLI6X 15 Released quantity 8777 PACKS
Manufacture date  23.11.2018 Importi r Russi

Expiry date 31.10.2021 parting couniry  Russia
Specification LSR-000084-290507

Marketing authorisation No. LSR - 000084

CONCLUSION : Conformity with specification.

I'hereby certify that ali the manufacturing stages of this batch of finished product have been carried out in full
compliance with the GMP requirements of the EU and [when within the EU] with the requirements of the Marketing
Authorisation(s) of the destination country/countries.

APPROVED FOR RELEASE
Manufacturing and quality contro! 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 282125/2018)
GMP Centificate No.sukis 105698/2014, 79633/2016, 22684/2017

Approved by QP Zentiva, ks. 0 | ibuse Hiadks ZeNTIVA | gpimwe

i 10z 97 Prahs 10

06 -0 2019  Peeedef Tt bams



ZeNTIVA

Manufacturer batch certificate No. 0424

Name of product Lozap plus
Product number  11009388_ 0003 Batch LIMS HV 1381884
Batch number 3191118 Sample HV 5002824
Strength 50 MG; 12,5 MG
Dosage Jorm film-coated tablets Batch LIMS MZP 1380120
Package size 90 tb! flm Sample MZP 4993611
:;c’wge fyped BLI6X 15 Released quantity 8700 PACKS
acture ) . .
E::p ';:;{;;: are 32.:: : é%gll,f Importing country  Russia
Specification LSR-000084-290507
Marketing authorisation No. LSR - 000084
Test Resuits Limits
Appereance
Appearance
appearance complies Light yellow, oblong film-coated tablets
scored on both sides.
Average mass of | film-coated tablet 0401 g 0380100420 ¢
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 sotution.
Colorant in coating layer
titanium dioxide complies concordance sample colour
Colorant in coating layer
quinotine 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%.

Approved by QP Zentiva, k.s.

06 -02- 2019

'ng. Libule Hladk4

Page 1 of 3

i Zentiva, k.9,

i Uhabeto my 130
i 10237 Preha 10
l Doinf Mécholupy
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ZSNTIVA

Manufacturer batch certificate No. 0424

Name of product Lozap plus

Product number  11009388_ 0003 Batch LIMS HV 1381884
Batch number 3191118 Sample HYV 5002824
Strength 50 MG; 12,5 MG

Dosage form film-coated tablets Batch LIMS MZP 1380120
Package size 90 thi fim Sample MZP 4993611
Package type BLI6 X i5 Released quantity ~ 8700 PACKS
Manufacture date  23.11.2018 Importing countr Russi

Expiry date 31.10.2021 L0 e L ussia
Specification LSR-000084-290507

Marketing authorisation No. LSR - 000084

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 100 % Not less than 75 % (Q) at 30 minutes.
Hydrochlorothiazide
% of declared amount in 30 minutes 100 % Not less than 75 % (Q) at 30 minutes.
Purity test
losartan
degradation products individually <0.05 % NMT 0.2 %
{RRT 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 %
unknown impurities individually <0.10 % NMT 8.2 %
total impurities 0.2 % NMT 1.5%
Assay of losartan potassium in 1 198 mg 47.5 mgto 52.5mg
film-coated tablet
Assay of hydrochlorothiazide in | 12.5mg 119mgto 13.1 mg

film-coated tablet

Microbiological quatity
Microbielogical quality of non-aqueous

preparations for oral use

total viable aerobic count Periodical test NMT 10° CFU/g
Total combined yeast / moulds count Periodical test NMT 10 CFUrg
Absence of Escherichia coli Periodical test absence (1 g)

U kabslo 'ny 130
102 37 Praha 10

06 -02- 2019 Page 2 of 3 ~~Rejnt; f&.z?fﬁ'i'g‘fwmpy o

Approved by QP Zentiva, k.s. tng. Libuge Hiladk4 Z / ZSNTIVA ‘ Zentiva, k.
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ZSNTIVA

Manufacturer batch certificate No. 0424

Name of product Lozap plus

Product number  11009388_ 0003 Batch LIMS HV 1381884
Batch number 3191118 Sample HV 5002824
Strength 50 MG; 12,5 MG

Dosage form film-coated tablets Batch LIMS MZP 1380120
Package size 90 bl fim Sample MZP 4993611
Package type BLI6X I5 Released quantity 8700 PACKS
Manufacture date  23.11.2018 J; rHing count Russi

Explry date 31.10.2021 mporting country  Russia
Specification LSR-000084-290507

Marketing authorisation No.  LSR - 000084

CONCLUSION : Cenformity with specification.

I hereby certify that all the manufacturing stages of this batch of finished product have been carried out in full
compliance with the GMP requirements of the EU and [when within the EU] with the requirements of the Marketing
Authorisation(s) of the destination country/countries.

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 282125/2018)
GMP Cenificate No.sukls 105698/2014, 79633/2016, 22684/2017

) ;
Approved by QP Zentiva, k.s. ng. Libude Hiadk4 % / SNTIVA | 5‘3;:&:‘;" “
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