TEKJIAPAIIMSI O COOTBETCTBUU

,HEI{JIAPAHT IPUHAMAIOIIN TEKJTAPAITIIO O COOTBETCTBHH

AO "Canoqbu Poccun”

Ceedenus o bezucmpauuu opeanwzayuy: Medscpationnas uncnexyus Pedepanvroli Hano2060 cryxcbvi Ne 46 no
& Mockee 0] 01.2008, OI'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

Adpec: 125009 2. Mocxsa, yn. Teepexan, 8. 22, Tenedpon/pare: 8 (495) 721-14-00/721-14-11

B nuye: Fenepaabnbm Odupermop Monac O.A.

ﬂoeepeuuoe Uzuuo Knokosa KO.C., dosepennocms 6/n om 01.12.2017

3A}IBJI}IE’I‘ 1ITO

Jrercapcmeeunoe cpedcmeo: Jlosan Ilmoe, mabremry noxpeimule naeHownol obonoyroti 50 mz-+ 12.5 m2 15 wm.,
VYRAKOBKU }wewcoebze xormypruie (2), nayicu xapmounvte, PY Ne JICP-000084 om 29.05,2007 (dama zamentl
15.08.201 7)|ebzaaHo AO "Canogu Poccun”, cepus 3621018, napmua 25636 ynaxoeox, 200en oo 30.09.2021,
npouzeodcmsa 3eumuea x.c., Yemwcran Pecnybnuxa, Zentiva k.s., U kabelovny 130, 102 37 Prague 10, Dolni
=_\Czech Republic, koo OKIIA2 21.20.10.142, xod TH B3 3004900002, xonmpawm Ne

AIII'I}I
NPOMOKON § nl!cnbzmauuu Ne 37590 om 18.12.2018 HJT OO0 HI} "PAPMOBOPOHA", ammecmam
axxpeduma sy POCC RU.0001.21 G40, Cepmugruram POCC CZ. OM08.C30360 om 19.12.2018

WA NEKTAPAIIHAH 19.12.2018
CTBUTEJ/ILHA 1O 30.09.2021

Knoxora }O.C,

/;lﬁ}f[ﬂﬂ(.‘,b OHO

CBEJAEHWUSA O PETUCTPAIINA

) CEPTUDHKAIINH, 3APETHCTPHPOBABINHE JEKJIAPAIHIO

18 OPTAH 1O CEPTH®HKALIMH ITPOIVKIHH OFLECTBO C O PAHHYEHHOH
1EHHOC' ThIO "OKPYXHOH HEHTP KOHTPOJIA KAYECTRA",

uy, 115280, 2. Mockea, yn. Macmeprosa, 0. 4, sm. 5, nom. 1, xom. 1, adpec opzana no
115280, POCCHA, z0pod Mocxkea, yr. Macmepxoea, 9. 4, am. 5., men.:(495)788-02-88, eef-

PA mn O COOTBETCTBHY 3APEFCTPAPOBAHA M POCC RU J-CZ.®M0S.A.10875/18

(QM Hunenxo H.B.

néamuce Pyxopoautens OC




ZEeNTIVA

A SANOFI COMPANY

Ceprudukar anaanza cepun Ne 4738

Hazeanue npodyxma Jlosan nmoc

Hama npouseodcmea
Hama uemevenun
CPORA 200HOCMU

24.10.2018
30.09.2021

Homep npodyxma 11009386_0603 Cepus LIMS HV 1376080
Howmep cepuu 3621018 Obépazey HV 4975256
Hozuposxa S50MT; 12,5 MIC Cepus LIMS MZT 1375359
Hexapemeennas TabneTxu, TIOKPLITsiE ) Obpasey MZP 4971449
dropma menoynoi obonouxoii

X 30 TabneTok, NOKPHITHEX .
Pazmep yvnaiosru ICHOUHOH GO0 KO Pazmvep soinywyennon cepun 25636 YIHAK.
Tun ynaxosxu Baucrep 2 X 15 Cmpana-umnopmep Pocens

Qdobpeno cneyuarucmom omoera KOHMPOs kauecmsa « Jenmusa . c.» Jlanka JInGyie

Crpanuua 1 uz 3

Creyughurayun JICP-000084-290507
Homep pecucmpaynonnozo yoocmosepenun JICP-
000084
Henvimanue Pezynvmamot Hopaot
Onucanue
Onucanue
OTHCAHHE COOTBETCTBYET taneTkn npononrosatol hopMr ceTio-
HEITOTO UBETA, TTOKPEITHIE [LIEHOYHOI
000N0UKOH
Cpennss macca TabneTok, NOKPHITHIX
naeHoMHOH 000nouKkoii 0,405 ¢ C PHCKOH Ha obeux croponax. 0,380-0,420 r
OIHOPOIHOCTL J03HPOBAHUA
[0 COAEPHAHNIO
OAHOPOIHOCTE
R03apTaH KaiHs COOTBETCTBYET AV <130
THIPOXAOPOTHAIHA COOTBETCTBYET AV <150
HoaauuHocts
A03APTAH COOTBETCTRYET Bpema yrepxuBaHis OCHOBHOIO ITHKA Ha
XPOMATOTPAMME HCITLITYEMOTO PACTBOPA
AOJAHO COBNALATL C BPEMEHEM VIIEPKHBAHUS
OCHOBHOT'0 OHKa HA XPOMETOFPaMMe
CTaHAAPTHOTO PACTBOPA N103APTAHA KA.
THAPOXJIOPOTHAZK COOTBETCTBYET Bpewms ynepuBaHus OCHOBHOIO IHK2 Ha
XPOMATOTPAMME HCIIBITYEMOTO PAcTBOpa
AONKHO COBNAIATE C BDEMEHEM VIEPKHBAHHA
OCHOBHOIO TIHKa Ha XpoMarorpaMme
PAcTBOP THAPOXNOPTHAHAR
Kpacurean, pxonsuyii B cocrae 060104KH
THTAHA JHOKCHE COOTBETCTBYET COOTBETCTRHE LBETY 00pasua
Kpacurenb, BXOIFIHIE B COCTaB 000N0%KH
XHHOIUHOBBIH XKerrni COOTBETCTBYET Bpems ynepxapaHus ocHoBHOTO nHka XK Ha
XPOMATOrpaMMe HCIIHTYEMOTO DAacTEOpa
JOJDKHO COBNAJATE C BPEMEHEM YAEPKUBAHHA
COOTBETCTBYIOUIETO [IHKA HA XPOMATOTPaMMeE
XX crannapraoro pacteopa. Jlonycrumoe
OTKJICHEHHE BPEMEHN YACDKHEAH A
CPaBHHBAEMOro NHKA COCTaBIseT +5 %,
kpacuTent nyeuosbiii 4R (noHco 4R) COOTBETCTRYET Bpems yiepauBaHnsi OCHOBHOFO ITHKA IOHCO
4R na XpoMarorpaMMe HCHBITYEMOFO
PacTBOPA AONKHO COBMANATE ¢ BPEMEHEM
YACDKHBAHHS COOTBETCTBYIOIIEN0 HHKA Ha
XpomarorpaMme nonco 4R cranaapTHOro
pacTsopa. JlomyCTHMOE OTKAOHEHHE BPEMEHH
YACPXHBaAHHA CPABHHBACMOrO [HKA
cocragager =5 %.
Pacteopenue
Jlozapran kanus

30.11.2018

Hara neaary; 30.11.2018




ZeNTIVA

A SANCF| COMPANY

Ceprudnkat anaamsa cepun Ne 4738

Hazsanue npodyxma Jlozan naioe

CPOKa 200HOCHY
Creyugpurayun

000084

JICP-000084-290507
Howmep pecrcmpayuonnozo yoocmoeepenus JICP-

Homep npooykma 110093860003 Cepus LIMS HV 1376080
Howmep cepuu 3621018 Obpazey HV 4975256
Hozupoexa S0MIT; 12,5 MI Cepus LIMS MZT 1375359
Herapemeennasn TabneTKH, TIOKpBITBIE Obpasey MZP 4971449
popma TLIEHOYHOH 06010 Ko

30 TabneTox, NOKPBITLEX .
Pasmep ynarkosxu eHOYHO 060”5“017‘ Pasmep eotnyuennot cepun 25636 YIIAK.
Tun ynarosxu broucrep 2 X 15 Cmpana-usnopmep Poccus
o enss 4102015

30.09.2021

% OT 3a4BAECHHOTO KoAH4ecTRa uepe3 30 Mun

IMnapoxnoporunaziu
% OT 3a%BJICHHOFO KONMHYECTRa uepes 30
MMH

Poacreenible npumecn

n03apTaH
EAMHWYREIC IIPOAYKTLL PAIOKCHHS
(OBY 1,49, 1,65)

JApYrue eXMHHYHBIE UACHTH() HIIMPOBAHHEIE

NpAMECH

obuiee cogepxanne npuMecedt
IHApOXNOPOTHA3HA

npuMeck B (mponyxr pazioxenus ACB)

JAPYrHe eANHHYHBE HACHTHHIMPOBAHHRIE

NpHMECH

HEWICHTUGHMLIMPOBAHHEIC CAHHHYHRIE

npHMeECH

ofiilee conepxanue npHMeceit
KomnuecTeHHOE OnpelieneHne J03apTana
kanws g 1 Tabaerke, HOKPLITON TneHOYHON
obonouxoi
KonuwecTeenHoe onpeaencHue
FRApOxaopTHasuEa B 1 Tabnerxe, noxperroi
TIEHOUHOH 0G0N0UKOH
Muxpobuonornueckas YHCToTA

Mukpobuonoruyeckad YHCTOTa HEBOJHBIX
NCKAPCTBEHHLIX NPETIAPATOB UM TpHEMa
BHYTPh
ofliee MUCII0 KUIHECTIOCOOHBIX azpoBHLIX
OPraHU3MOB
ofiee YHCTo JPOACKEBBIR M TUIECHERbIX
rpubos
orcyrerane Escherichia coli

Mepuoanyeckan nposepka

Iepuoaueckas npoeepxa

< 0,05 %

< 0,05 %

<0,05%

<0,10 %
0,2 %

<0,10 %
0,2%
499 mr

2.3 Mr

Ilepnoanueckas nposepxa
[Nepronnueckas npoeepka

Nepuopwueckas npoeepka

He menee 75 % (Q) uepes 30 MuHyT

He menee 75 %6(Q) yepes 30 Muuyr

He bosee 0.2 %

He Gonee 0,2 %

Ke Gonee 0.5 %

He Gonee 1,0 %
ne Gonee 0,5 %

He bonee 0.2 %
ke Goaee 1,5 %

47,5525 mr

11,9-13,1 mr

ne 6onee 10° KOEX
ne Gonee 102 KOE/T

OFCYTCTBUE B I T

3AKJIIOUYEHHE:

Odobpeno creyuarucmonm omoera KOHmpons kauecmea «3enmusa k. c.» Jlajxa Jiubyre

CoorsercTRyeT TpeGoBaHUAM cneuuduKaly,

Crpannua 2 u3 3

30.11.2018

Hara newarn: 30.11.2018




ZSNTIVA

A SANOF! COMPANY
Ceprudukar agaanza cepun Ne 4738

Hazsanue npodyxma Jloszan ke

Homep npooykma 110093860003 Cepua LIMS HV 1376080
Homep cepuu 3621018 O6pazey HV 4975256
Hozupoaxa S50 MIT; 12,5 MTIT Cepun LIMS MZT 1375359
Jerapcmeennasn Tﬁﬁﬂ@TKH,UﬂOKpMTbIe 5 Obpaseyy MZP 4971449
Gopma naeno4uHoli obonovukoi
Pazmep ynarosru 30 Ta6ne"r?x, Hoprﬁbjx Pazuep suinyuennoi cepuu 25 636 YIIAK.
nneHouHol obonouKkoH

Tun ynaxosxu Bnucrep 2 X 15 Cmpana-umnopmep Poccus
o oianteni 2410201

" 30.09.2021

CPOKA ZOOHOCMN

Creyugpurayus JICP-000084-290507
Homep pezucmpayuonnozo yoocmosgepenun JICP-
000084

Hacrosmms noATBEp:#IAI0, UTO BCE CTANMM POHIBOACTRE JAHHOH CEPHH FOTOROIO NPORYKTA NOIHOCTBIO COOTBETCTBYIOT
TpedoBanam HannexkameH npoussoncreerwoli npakrrku (GMP) EC, a rakwe (8 npeaenax EC) rpefosanuam, yKazaHHbIM B
PerdcTpaunoH#OM YIOCTOBEPEHHH CTPAHB-HMAOPTEPA.

YTBEPAKJEHO K BBINYCKY

Mecro NPOH3BOACTBA H KOHTPOJA KavyecTBa:

«3€HTHBA K.C.» {0QHHHaTbHBIH NpaBonpeeMuuK «3eHTHBa a.c.» ¢ (1.01.2009) Ten.: +420 267 241 111
Y wabenosrsl 130, 102 37, Ilpara 10, Jonun Mexonynel, Yeitckan PecriyGmka Pakc: +420 267 243 627
JIunensua Ha nponseoacteo Ne 23473/2/INS/98 (nocaeanee uamenenne 10764 1/2018)

Cepruduxar GMP Ne coct. 105698/2014, 79633/2016, 22684/2017

Qdobpeno creyuanucmom omoera konmpos kavecmsa «3enmuea x. ¢.» Jlanxa Jlubyie 30.11.2618

Crpanuua 3 n3 3 Jara nesaty; 30.11.2018




ZSNTIVA

Manufacturer batch certificate No. 4738

Name of product Lozap plus

Product number  11009386_ 0003 Batch LIMS HV 1376080
Batch number 3621018 Sample HYV 4975256
Strength 50 MG; 12,5 MG
Dosage form film-coated tablets Batch LIMS MZP 1375359
Package size 30 1b] fim Sample MZP 4971449
:;C"“ge U’Ped BLIZX 15 Released quantity 25636 PACKS
By 30093001 Importing 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 1 film-coated tablet 0.405 g 0.380t0 0420 ¢
Uniformity of desage
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 sofution.
hydrochlorothiazide complies The retention time of the principal peak
in the chromatogram cbtained 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 to the RT of the
respective peak in the chromatogram
obtained with the QY standard sel. The
acceptable deviation of the RT of the

Approved by QP Zentiva, k.s,

30 -t- 2018

Ing. Libu¥e Hladks /

Page 1 of

compared peak is £5%.
Zentive, k.,

IBNTIVA | gomie

¢ 102 87 Preha 19
i Domf Michoiupy

Print: * 30.11.2018
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ZENTIVA

Manufacturer batch certificate No. 4738

Name of product  Lozap plus

Product number  11009386_ 0003 Batch LIMS HV 1376080

Batch number 3621018 Sample HV 4975256
Strength 50 MG; 12,5 MG

Dosage form film-coated tablets Batch LIMS MZP 1375359
Package size 30 tbl flm Sample MZP 4971449
Package type BLI2X 15 Released quantity 25636 PACKS

Manufacture date  24.10.2018
Expiry date 30.09.2021
Specification LSR-000084-290507
Marketing authorisation No. LSR-000084

Importing country  Russia

ponceau 4R complies The RT of the principal peak of P4R in
the chromatogram obtained with the test
sof. 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%

Dissalution 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 1.48, 1.65)
other known impurities individually <0.05 % NMT 0.2 %
total impurities <0.05 % NMT0.5%
Hydrochlorothiazide
impurity B (degradation product ACB) <0.10 % NMT 1.0 %
other known impurities individually 02% NMT 0.5 %
unknown impurities individually <0.10 % NMT0.2%
total impurities 02% NMT 1.5 %
Assay of losartan potassium in 1 499 mg 47.5mgto 52.5 mg
film-coated tablet
Assay of hydrochlorothiazide in | 12.3mg 11.9mgto 13.1 mg

film-coated tablet
Microbiological quality

Microbiological quatity 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 102 CFU/g
Absence of Escherichia coli Periodical test absence {1 g)

U kabetawny 130
102 37 batg 19
Do vdshaidy

30 -1~ zme Page 2 of Print: 50.11.2018 :

Appraoved by OP Zentiva, k.s. tng. Libute H]adké / GNTIVA ’ Zentiv, k..




ZENTIVA

Manufacturer batch certificate No. 4738

Name of product Lozap plus
Product number 11009386_ 0003
Batch number 3621018

Strength 50 MG; 12,5 MG
Dosage form film-coated tablets
Package size 30 tb] fim

Package type BLI2X 15
Manufacture date  24.10.2018

Expiry date 30.09.2021
Specification LSR-000084-290507

Marketing authorisation No.  LSR-000084

Batch LIMS HV
Sample HV

Batch LIMS MZP
Sample MZP
Released quantity
Importing country

1376080
4975256
1375359
4971449
25636 PACKS
Russia

CONCLUSION : Conformity with specification.
Ihereby 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

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)

U kabelovny 130, 102 37, Prague 10, Dolni Mecholupy, Czech Republic
Manufacture Autorization Number :25473/2/INS/98 ( last change 282125/201 8)

GMP Certificate No.sukls 105698/2014, 79633/2016, 22684/2017

Approved by QP Zentiva, ks.  Ing, Libuge Hladk4 % /

30 -1~ 2018

Page 3 of 3

[when within the EU] with the requirements of the Marketing

Tel: +420 267 241 111
Fax: +420 267 243 627

i\.:i';.;hmy'l;”
102 37 Fruha 10
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- Doing Mdeholuy

Print: 30.th.2018




