AEKJAPAIINS O COOTBETCTBUA

AEKJAPAHT, IIPHHUMAJOIMMN JEKJIAPAIIHIO O COOTBETCTBHH

AO "Canoghu Poccus”

Ceedenus o pezucmpayuu opzanuzayuy: Mescpationnas uncnexyun Pedepanvron Kanoz06oi cayncbvr Ne 46 no
2. Mocxee 01.01.2008, OI'PH 1027739079940, dama npuceoenus OFPH 19.08.2002,

Adpec: 125009, 2. Mocxea, yn. Teeperan, 0. 22. Tenepon/paxc: 8 (495) 721-14-00/ 721-14-11

B auye: I'enepanvrviti dupexmop Monxc O.A.

Aosepennoe nuyo: Knowosa 10.C., dogepennocmo 6/m om 01.12.2017

SAABJSIET, YTO

nexapcmsennoe cpedcmeo. Jloszan Ilmoc, mabremxu noxpuimele naenounodi o6onovkoii 50 mz+ 12.5 mz 15 wm.,
ynaxoexu syeiikoevie KoHmyprsie (2), nawku kapmonnvie, PY Ne JICP-000084 om 29.05.2007 (dama samenvt
15.08.2017) svioano AO "Canoghu Poccusn”, cepus 3581018, napmua 26214 ynoxoeox, zoden oo 30.09.2021,
npouzeodcmea 3enmusa x.c., Yewcrkan Pecnybnuxa, Zentiva k.s., U kabelovny 130, 102 37 Prague 10, Dolni
Mecholupy, Czech Republic, koo OKII2 21.20.10.142, ko0 TH B3] 3004900002, xonmpaxm Ne
250/40056192/F-2 om 20.10.2010, uneoiic Ne 9085314483 om 22.11.2018

COOTBETCTBYET TPEBOBAHIAM

JICP-000084-290507 (HI 42-14443-06 usm. Ne 1-9)

JEKJIAPAITAA HPHHATA HA OCHOBAHHH

npomokon uernvimanuid Ne 35890 om 30.11.2018 HII 000 HI] "®APMOBOPOHA" ammecmam
axkpedumayuu POCC RU.0001.2] @JI40, Cepmugpuxam POCC CZ. @MO8.C28861 om 03.12.2018

EKJIAPAIIVY 03.12.2018
HICTBUTEIRHA O 30.09.2021

AN Sl by % Knoxosa 10.C.
i)ﬁmaﬁd r HCh ®.HO
1, 71-?4-‘7‘;‘(&

CBEJEHMS O PETUCTPALIAY

OFT'AH IO CEPTU®HKAIMH, 3APETHCTPAPOBABIIHM TEKJIAPALIAIO

RA.RU.11 OMO8 OPIAH 110 CEPTHOHKALTHH ITPONVKIJHH OFLECTBO C OTPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYIKHOH IJEHTP KOHTPOJIA KAYECTBA",

adpec opeanusayuu. 115280, 2. Mocxea, yn. Macmepxosa, 0. 4, am. 5, nom. I, xom. I, aopec opzana no
cepmugpuxayuu: 115280, POCCHA, 20pod Mockea, yn. Macmeproea, d. 4, sm. 5., men. :(4935}788-02-88, seb-
catim: oyxr.pe.

AEKJIAPAIIHS O COOTBETCTBHH 3APETHCTPUPOBAHA M POCC RU J-CZ.PM0OS.A.08844/18

JTAPAPEFHCTPAITIM 03.12.2018

{@ES}\ dnnenxo HLB.
Tiodes Pykoeoaurens OC




ZeNTIVA

A SANOF! COMPANY

Ceprudukar anannza cepuu No 4429

Hassanue npodyrma Jlozan niwe

CpoKa 200HOCHU

Howmep npodyxma 11009388 0002 Cepun LIMS HV 13760066
Homep cepuu 3581018 Ob6pazey HV 4975219
Hozuposrka 50 MI; 12,5 MI Cepus LIMS MZT 1375192
Herxapcmeennan Taﬁne'rxn,vnoprnble ) Obpasey MZP 4970782
dhopma nJieHoYHOIT obonoukoi

30 TabneTok, TOXPBITEIX .
Pazmep ynaxosxu A HOUHOH 060704KO] Pasmep seinmviygennoit cepun 26 214 YTIAK.
Tun ynarxosxu Bancrep2 X 15 Cmpana-umnopmep Poccua
o o 1710201

30.09.2021

Pacreopenne
Jfloszapran kanus

Odobpeno cneyuanucmom omdena konmpoas kavecmesa « 3enmusa x. ¢.» Jlanka JIubyme

Crpanuna 1 u3z 3

Creyucghurayus JICP-000084-290507
Homep pezucmpayionnozo yoocmosgepenusn JICP-
000084
Henoimanue Pesyasmams: Hopmei
Onucanie
Onucanpe
ONHCAHHE COOTBETCTRYET TabneTku npPoaoHroBaToil GopPMEN CBETIO-
AEITOFO LBETA, IOKPRITLIE TNEHOUHOM
obonoukoit
Cpennsa macea TabaeTok, NOKPHITHEX
MACHOYHOH 060I0UKO 0,401 r ¢ pyckoii Ha obeux croponax. 0.380-0,420 r
ORHOPOAHOCTE AO3UPOBAHHS
N0 COAEPKARHIO
OJHOPOJHOCTS
TO3APTAH KaaHA COOTBETCTRYET AV <150
FHAPOXI0POTHAHA COOTBETCTRYST AV €150
Noanuusocts
Jo3apran COOTBETCTRYET Bpems yaepsKUBaHHA OCHOBHOTO [IMK2 Ha
XPOMaTOIPamMMe HCRBITYEMOTO PAcTBOpA
AOIDKHO COBRANATE C BPEMEHEM YICDHKHBAHHS
OCHOBHOFO TMKA HA XpOMATOTIPaMME
CTAHAGPTHOIO PaCTBOPA N03apTaHa Kaylns,
FHAPOXIOPOTHASH COOTBETCTBYET Bpems yAepiKUBaHA OCHOBHOIO DHUKa Ha
XpOMATOTPaMME HCHBITYEMOTO PACTBOpa
JOIBKHO COBIIANATH C BPEMEHEM YASPHKHBAHNSA
OCHOBHOTO [THKa Ha XPOMATOrpaMMe
PacTEOP FHAPOXIOPTHAMAR
Kpacutens, sxoasnmii & coctas oGoaouku
THTAHA TUOKCHA COOTBETCTRBYET COOTBETCTBHE I{BeTY 00pa3iia
Kpacuteie, BXOAAIMI B cOCTaB 000T0UKR
XKHONHHOBBILHA e NtThHi COOTBETCTBYET Bpewms yrepsxusanusa ocHoBHOFO muka XK na
XPOMATOrPaMME HCILITYEMOTO PACTRODA
NONAKHO COBIAAATH C BPEMCHEM YAEKHBAHNS
COOTBETCTBYIOUIETO [THKa Ha XPOMATOrpaMMe
XX cranpaptHoro pacteopa. Homycrumos
OTKJIOHECHHE BPEMEHH YICDKHUBAHKS
CPABHHBACMOFO [THMKA COCTABAAET 45 %
kpacyress tyHuosbH 4R (monco 4R) COOTBETCTBYET Bpems yaepKHBAHKE OCHOBHOTO [HHKA TIOHCO

4R na XpoMatorpaMMe HCOBITYEMOFO
PacTBOPa JOMKHO CORMANATL C BPEMEHEM
YIEDKYBAHNA COOTBETCTBYIOLIETO [TMKa Ha
xXpomarorpamme nenco 4R crangapraoro
pacTBopa. JlonycTaMoe OTKI0HEHHE BpEMEHH
YASPKHBAHEA CPABHUBACMOTO THKA
cocTaBngeT +5 %.

16.11.2018

Hara neuaru: 16.11.2018




ZENTIVA

A SANOF| COMPANY

Ceprudukar ananuza cepun No 4429

Hazsanue npodyxma Jozan nawoce

cpoKa 200HOCHU
Creyugburayua

000084

JICP-000084-290507
Homep pecucmpayuonnozo ydocmoeepenun JICP-

Homep npodykma 11009388 0002 Cepun LIMS HV 1376066
Homep cepuu 3581018 Obpuazey HV 4975219
Hozuposka SOMI 12,5 MD Cepun LIMS MZT 1375192
Mexapcmeennas TaﬁneTKH,vHOKpb]Tble 5 Obpasey MZP 4970782
dopua naeHouHoH obonouxoi
30 TabneToK, NOKPLITLIX .

Pazmep ynaxosrxu N HOUHO OBORGIKOR Pazvep soinyugentoi cepuu 26 214 YIIAK,
Tun ynaxosxu bBavwerep 2 X 15 Cmpana-umnopmep Poccus
o ot 130301

e 30.09.2021

% OT 3a%BNEHHOTO KOTHUECTEA uepes 30 Mun

I'wapoxaoporuasun
% OT 3a%BNEHHOr0 KOAM4ECTBA Yepes 30
MHH

Poacrsennbie npuMecu

03apTan
CAMHHYHBIE TPOAYKTS] PA3IOHCHUS
(OBY 1,49, 1,65)
JPYTHE EAMHHTHBIC HACHTHDHLMPOBAHALIE
npHMecH
obuiee conepwanne npumeceii
IuapoxnopoTHazun

npumeck B (npoaykt pasnowenns ACB)

APYIHE €IMHHYKEIE MACHTHOUIMPOBAHHBIE

ApHMECH

HERJEHTHOUIIMPORAHHLIE SARHHYHbIE

NPHMECH

ofbllee comepaHie npumMece
KoanuecTseHnoE oApeaeNieHMe o3apTata
Kajiug B 1 Tabnerke, NOKpHTOH INeHOYHOR
000104K0#H
KomuecTBeHHOE oApeieenye
THRPOXACPTHAIKAA B | TabeTKe, AOKPLITOR
ILIEHOYHOH 000I04K0i
MuKpoGHOIOrHYECKan YHCTOTA

Makpobuonoruueckas YHCTOTA HEBOAHAIX
JEKAPCTREHHRIX NPENapaTos % pHeMa
BHYTPb
o0HIee MHCAO KU3HECHOCOOHBIX a3poOHbIX
OpFaluIMoB
oflHee YHCIO APOAIKERbIX M RAECHERBIX
rpubor
otcyterBue Escherichia coli

Hepuoauueckas nposepka

TIlepnoanyeckas npogepka

< 0,05 %

<005 %

< 0,05 %

0,2%
0,2 %

< 0,10 %
06,3%
49,5 mr

12,5 mr

MNepronuieckas nposepxa
IMeproauueckas nposepka

Tepuoamsieckas npogepka

He menee 75 % (Q) uepes 30 MunyT

He menee 75 %6(Q) uepes 30 munyr

He Hoaee (0,2 %

He Gonee 0,2 %

He Bonee 0,3 %

ne G6onee 1,0 %
ne Oosee 0,5 %

He Sonee (,2 %
He Gonee 1,5 %

47,5--52,5 mr

11,9131 Mr

He Gonee 10° KOE/Mr
ue Gonee 102 KOE/T

OTCYTCTEHE B I I

3AKJIOYEHUE:

Ooobpeno cneyuarucmom omdena Konmpoas xavecmesa « 3enmusa k. ¢.» Jlagka Jlubyure

CooreeTcTRyeT TpeGOBAHMIM CReuMdHKaIILY,

CrpaHuua 2 u3 3

16.11.2018

Hata nevaru: 16.11.2018




ZENTIVA

A SANOFI COMPANY
CepTndukar anaiansa cepun Ne 4429

Hazearwue npodvkma Jlozan e

Homep npodykma 110093880002 Cepun LIMS HV 1376066
Homep cepuy 3581018 Obpazey HV 4975219
Hosuposra 50 MIM 12,5 M Cepus LIMS MZT 1375192
Hexapemeennas TalJIeTKH, TIOKpBITBIE Obpasey MZP 4970782
dopma NNeHOYHOH 000n0uKOi

30 TalneToK, HOKPLITEIX
LAeHOYHOH obonoukoki
Tun ynaxoexu Bancrep 2 X 15 Cmpana-umnopmep Poccus
Tomavemenion 17102018

30.09.2021
CpoKa 2o0HOCHH
Creyuduxayun JICP-000084-290507
Homep pecucmpaynonnozo yoocmosepenus JICP-
000084

Pasmep ynaxoeru Pasuep sornviyenroit cepun 26 214 YIIAK.

Hactosmusm noarsepkaaio, 4Te BCe CTAAMN NPOH3IBOACTEA AAHHOH CEPHH FOTOBOTO MPOIYKTA HOTHOCTHIO COOTRETCTRYIOT
TpefiosannaM Haznexamei 0poussoacTBen oM npacTain (GMP) EC, a Taxxke (B npengaax EC) tpeforanuaM, YKA3aHHLIM B
PerncTpailiOHHOM YAOCTOREPEHHHA CTPAHLI-HMOOPTEPA.

YTBEPXKJIEHO K BbIIIYCKY

MeCTo MPOH3BOACTBE H KOHTPOIS KauecTsa:

«3cHTHEA K.C.» (obuunanbHLIE NpaBonpeemMHnK «3enTura a.c.» ¢ 01.01.2009) Ten.: +420 267 241 t11]
Y kabenosner 130, 102 37, Hpara 10, Jonuk Mexonyme, Yewckas PecnyGimka Maxc: +420 267 243 627
Juensus Ha ipouzsoacteo Ne 25473/2/INS/A8 (rocnemuee usmenenne 107641/2018)

Ceprudnkar GMP Ne coer. 105698/2014, 79633/2016, 226842617

Qoobpeno creyuanucmom omoena KOHMpPoas kavecmea «3enmusa . c.» Jlaaka JuGyue 16.11.2018

Crpanuna 3 u3 3 Hara nevatu: 16.11.2018




ZENTIVA

Manufacturer batch certificate No. 4429

Name of product Lozap plus

Product number  11009386_ 0003 ‘Batch LIMS HY 1376066

Batch number 3581018

Strength 50 MG; 12,5 MG Sample HV 4975219

Dosage form film-coated tablets Batch LIMS MZP 1375192
Packagesize 30 1bi flm Sample MZP 4970782
Package type BLI2ZX I5 Released quantity 26214 PACKS

Manufacture date 17.10.2018
Expiry date 30.09.2021
Specification LSR-000084-290507
Marketing authorisation No.  LSR-000084

Importing country  Russia

Test Resulls Limits
ﬂ;\;pereance - o T o -
Appearance
appearance complies Light yellow, oblong film-coated tablets
scored on both sides.
Average mass of | film-coated tablet 0401 g 0380gt00420g
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 obfained with the
losartan potassium standard solution.
hydrochlorothiazide complies The retention time of the principal peak
in the chromatogram obtained with the
test sotution shouid correspond 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
Colorant in coating layer
quinoline yellow complies The RT of the principat peak of QY in

the chromatogram obtained with the test
sol. should comespond 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. 4 ZeN TIVA ' Zentive, g,
\ng. Libute Hladks : %2‘;";’;,".'&',’.;’
Mécholy
16 -11- 2018 Page 1 of 3 \%ﬁh 115 n 291801 " %




ZSNTIVA

Manufacturer batch certificate No. 4429

Name of product Lozap plus

Product number  11009386_ 0003 Batch LIMS HV 1376066
Batch number 3581018 Sample HV 4975219
Strength 50 MG; 12,5 MG

Dosage form film-coated tablets Batch LIMS MZP 1375192
Package size 30 tbl fim Sample MZP 4970782
Package type BLI2X I5 Released quantity 26214 PACKS
Manufaciure date 17.10.2018 J; » y Russi
Expiry date 30.09.2021 mporiing country 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
L.osartan potassium
% of declared amount in 30 minutes Periodical test Not less than 75 % (Q) at 30 minutes.
Hydrochlorothiazide
% of declared amount in 30 minutes Pericdical test 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 %
Hydrochtorothiazide
impurity B {degradation product ACB) 0.2 % NMT 1.0 %
other known impurities individually 0.2 % NMT 0.5%
unknown impurities individually <0.10 % NMT 0.2 %
total impurities 01% NMT 1.5%
Assay of losartan potassium in | 49.5 mg 47.5mg 10 52.5 mg
film-coated tablet
Assay of hydrochlorothiazide in 1 12.5mg 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}

77 ISNTIVA
ng, Libufe Hladk4 .
1 8 -il- 2013 Page 2 of 3

Zentive, k.9,

U kabelovay 130
102 37 Prehs 10
Doint Mécholupy

16.11.2018

Approved by QP Zentiva, k.s.

s LI T,

‘““ﬁm,
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ZSNTIVA

Manufacturer batch certificate No. 4429

Name of product Lozap plus

Product number  11009386_ 0003 Batch LIMS HV 1376066

Batch number 3581018

Strength 50 MG; 12,5 MG Sample HV 4975219

Dosage form film-coated tablets Batch LIMS MzP 1375192
Package size 30 tbl fim Sample MZP 4970782
Package type BLIZX 15 Released quann'ty 26214 PACKS
Manufacture date 17.10.2018 J; ot y .

Expiry date 30.09.2021 mporiting counlry  Russia
Specification LSR-000084-290507

Mavketing authorisation No.  LSR-000084

CONCLUSION : Conformity 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 EUJ 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 1§1
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 Certilicate No.sukls 105698/2014, 79633/2016, 22684/2017

102 37 Praha tg
Dolnr Miécholupy

16 -1- 2018 Page 3 of 3 “Brint: {16.11.2018 %

Approved by QP Zentiva, k.s. Ing. Libule Hladks %/ Z@NT!VA 5‘;‘;';:?5‘,5;‘;&1 "



