JEKJIAPAITASA O COOTBETCTBHHA

JEKJAPAHT, IPHHAMAIOIIHA TEKJAPAITHIO O COOTBETCTBHH

AQ "Canogpu Poccun"

Caedenun o pezucmpayuu opzanusayuu: Mexcpationnan uncnexyus Pedepansroi nano206oi cayocbor N 46 no
2. Mockee 01.01.2008, OI'PH 1027739079940, dama npuceoernus OI'PH 19.08.2002.

Adpec: 125009, 2. Mockea, ya. Teepckas, 9. 22. Tenegon/paxc: 8 (495) 721-14-00/ 721-14-11

B auye: I'enepanenviti dupexmop Monoe O.A.

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

3AABJSIET, YTO

nexapcmeennoe cpedcmeo: Jlozan Inioc, mabnemxu noxpuimole raenourol obonouxol 50 me+ 12.5 mz 15 wm.,
ynarxoexu auelikoesie koumypusie (6), nauxu kapmovnwie, PY Ne JICP-000084 om 29.05.2007 (dama 3amenbt
15.08.2017) swidano AO "Canodhu Poccus”, cepus 3071218, napmun 8758 ynaxoeok, 20den 60 30.11.2021,
npouseodemea 3exmusa x.c., Yewckan Pecnybnuxa, Zentiva k.s., U kabelovny 130, 102 37 Prague 10, Dolni
Mecholupy, Czech Republic, xod OKII/]2 21.20.10.142, xod TH B3 3004900002, xonmpaim Ne
250/40056192/F-2 om 20.10.2010, uneotic No 9085329095 om 03.04.2019

COOTBETCTBYET TPEBOBAHHWAM
JICP-000084-290507 (B 42-14443-06 uam. Ne I1-9)

JEXJAPAITAS IPAHATA HA OCHOBAHHH
npomoxon ucneimavuii Ne 10419 om 11.04.2019 HJT 000 HL] "PAPMOBEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 ®J140, Cepmugpuxam POCC CZ.PM08.C38092 om 12.04.2019

Crenasos C.C.
OHU.0

BEI[EI-II/IH O PETUCTPAIINHA

OPTAH IIO CEPTHOWNKAIMH, 3APETHCTPHPOBABIIHI JEKJIAPAITHIO

RA.RU. 11®©MO8 OPTAH ITO CEPTHO®HKALIHH TPONVKIIHH OBLECTBO C OIPAHHYEHHOH
OTBETCTBEHHOCTbIO "OKPYKHOM HEHTP KOHTPO/LA KAYECTBA",

adpec opeanusayuu: 115280, 2. Mockea, yn. Macmepxoea, 0. 4, sm. 5, nom. 1, xom. 1, adpec opzana no
cepmugpuxayuu: 115280, POCCHSA, z0pod Mockea, yr. Macmepxoea, 9. 4, am. 5., men.:(495)788-02-88, ee6-
catim: oyxx.pg.

MEKJIAPAITMS O COOTBETCTBHH 3APETUCTPHPOBAHA At POCC RU J-CZ.®0M08.4.21324/19
,IIATA PETMCTPATIAHA [2.04.2019
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ZENTIVA

A SANOFI COMPANY

Ceprudukar anannza cepun Ne 1100

Haszeanue npodyxma Jlozan noc

cpoka 200HGCMU

Homep npodykma  11009388_0003 Cepua LIMS HV 1385698
Homep cepuu 3071218 Obpazey HV 5023005
Hozuposxa S50MrI; 12,5 MIl Cepun LIMS MZT 1383792
Sexapcmaennan TabNeTKH, NOKPBITHIE Obipasey MZP 5013116
dopma naeHoYHo 06onoukoi

90 TabneToK, MOXPBITLIX .
Pazvep ynaxosxu ICHOUHON 060NOuKGH Pazmep sotnyryennoit cepuu 8 758 YIIAK.
Tun ynaxosxu Bnuctep 6 X 15 Cmpana-wvhopmep Poccus
Homa vemennn . 21:122018

30.11.2021

Creyughurcayus JICP-000084-290507
Homep pezuempanuonnozo ydocmosepenus JICP-
000084
Henvimanue Pezyrsmampi Hopset
Onncanue
Onucaxue
onucaHne COOTBETCTBYET TabGneTkn npoaonroearoi GopML CRETNO-
HMENTOrO LBETA, MOKPBITEIE LIEHOYHOH
obonoukoii
Cpennas macca TabneTok, NOKPHITBIX
naeHo4HolH obonoukod 0397r ¢ puckoii Ha obenx cropouax. 0,380-0,420 r
OaHopoAHOCTL AD3UPOBAHHA
No COAEPKAHNIO
ORHOPOJAHOCTD
NO3apTaH KANKA COOTBETCTBYET AV =150
THAPOXAOPOTHAZHA COOTBETCTBYET AV =150
[Moanuunocrs
no3apTaH COOTBETCTBYET Bpenms yoepAHBaHUA OCHOBHOTO MHKA HA
XpOMATOrpaMMe HCMBITYEMOTO PacTBoOpa
IOJKHO COBNANATh C BpEMEHEM YASPKHBAHHA
OCHOBHOI'O NMUKA HA XPOMaTOrpaMMe
CTaHAAPTHOrO PACTBOPA NO3APTAHA KANHA,
THAPOXNOPOTHA3HA COOTBETCTBYET Bpema ynepauBaHHA OCHOBHOTO NHKA Ha
XPOMATOTPaMMe HCNBITYEMOTO pacTBopa
JOMKXHO COBMANAThL C BPEMEHEM YOEPKHBAHNA
OCHOBHOTO [MHKA Ha XpOMATOrpamMMe
PacTBOp FHAPOXICPTHA3HAA
Kpacutens, sxoasuimii & coctae 060n04KH
THTAHA JHOKCKA COOTBETCTBYET COOTBETCTBHE LIBETY 005pasua
Kpacutesns, Bxoasiumii 8 cocTas 060N04KH
XHHONHHOBLIH HenToif COOTBETCTBYET Bpema yrepxuparng ocHosroro muxa XK Ha
XPOMATOrpaMMe HCMBITYEMOro pacTsopa
JOMKHO COBNANATE ¢ BPEMCHEM YACPHKNBAHHA
COOTBETCTBYIOLLIErC NIHKA Ha XpOMaTorpaMme
XX craunapteHoro pactsopa. MlonycTHMoe
OTKNIOHEHHE BPEMEHH YACKHBAHMA
CPABHHBAEMOTO TIHKA COCTABAACT =5 %.
Kpacutens myHuoswii 4R (noxco 4R) Bpems yaepHBaHHS OCHOBHOTO NTHKA OHCO
AR Ha xpoMarorpaMMe HCNBITYEMOTO PacTBOpPa
IOMKHO COBMANATh C BPEMEHEM YAEPKHBAHHA
COOTBETCTBYET COOTBETCTRYIOLICTO NMHKA HA XpOMaTorpaMme
nonce 4R cTaHaapTHOTO pacTBOpa.
lonycTHMOE OTKNOHEHHE BPEMEHH
yACKMBAHHA CPABHUBACMOTO NHKA
cocraeageT =5 %.
Ymeepoicoeno omadenom Sky6 Marycuk /Tlognuce/ ZEGNTIVA | Scrmsa ke y

KOHIMPOIA KAYecmea «3eHmuaa,
K.C.»

28-03-2019

Crpannua 1 u3 3

Kabenosyst 130 102
37 INipara 10 lonenn
Mexonynsl
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ZeNTIVA

A SANOFI COMPANY

Cepruduxar ananusa cepuu Ne 1100

Hazganue npodyxma Jlozan nawoc

Homep npooyxma  11009388_0003 Cepus LIMS HV 1385698
Homep cepuu 3071218 Obpazey HV 5023005
Hozuposxa 50 MI; 12,5 MTC Cepun LIMS MZT 1383792
Jexapcmaennan TalneTKH, NOKPLITHE ) Obpasey MZP 5013116
dopma nneHo4HoH 06onoykoii

90 TabneToK, MOKPbITBLIX .
Pazmep ynaxosxu [LIEHOYHOMN OBONOUKOH Pazumep soinyujennoil cepuu 8 758 YIIAK.
Tun ynaxogreu Bnucrep 6 X 15 Cmpana-wmnopmep Poccus

Hama npouzsodcmsa
Hama ucmevenun
cpoxa 200HOoCmU

21.12.2018
30.11.2021

Creyudruxarun JICP-000084-290507
Homep pecucmpayuonnozo ydocmosepenun JICP-
000084

PacTeopeHne

JlozapTau Kanus
% OT 3aABICHHOTO KONHYecTBa Yepes 30 MUu

MapoxnopotHasun
e OT 3aABNCHHOrO KOMHYccTBa uepes 30
MHH

PoacTeennbie npumeck

Ilepnon.Tect

[lepnon.tecr

He menee 75 % (Q) uepes 30 muuyT

He menee 75 % (Q) uepes 30 MunyT

nosaptan
CAHHHYHBIC NPOAYKTH] PA3INONKEHUA <0,05 % He onee 0.2 %
(OBY 1,49, 1,65}
NIPYrHe eAMHHYHbIE HAEHTHHLpOBaHHbIE < 0,05 % He Gonee 0,2 %
NpHMECH
ofwee conepkane nprumeceit <005 % He Gonee 0,5 %
Muapoxnoporuasun
npumect B (npoayxr paznoxenus ACB) <0,10 % He Gonee 1,0 %
ApPYTHE eAHHHYHBIE HAEHTHHUHPOBAHHEIC 0.2 % He Gonee 0,5 %
NpHUMECH
HEHACHTHOHLHPOBAHHBIE SAHHHYHbIE < 0,10 % He Gonee 0,2 %
npuUMecH
ofiee coaepxaHue npuMeceh 02% He Gonee 1,5 %
Konuyecteennoe onpeneneque nosaprata 49,2 Mr 47,5-52,5 mr
kanus B | Tabnertke, NOKpEITOH NNeHOMHOl
obonouxof
KonndecteeHHoe onpenencue 12,0 Mr 11,9-13,1 mr
ruapoxnopThasuna B | Tabnetke, nokpsrroit
TIEHOYHOIt o6onoukoii
MuxkpoGHonorryeckas YHCTOTA
Muxkpo6xonoruyeckan YHCTOTA HEBOIHbIX
NEKAPCTBEHHEIX MPElIapaTos ANA NpHeMa
BHYTpPb
obuee YHCIO KHIHECMOCOOHBIX AYPOGHBIX Tepuoa.Tect e Gonee 10° KOE/r
OpraHHIMoB
ofiiee WHCAD APOHCKEBLIX H MIECHEBbIX [Mepuoa.tect ue Gonee 10° KOE/T
rpubon
orcyrereue Escherichia coli [Mepuon.Tect OTCYTCTBHEB | T
Ymeepowodeno omoenom Axy6 Marycuk /Tloanuce/ ZEeNTIVA &3%"1““- Kf;&)ﬁnz
KOHMPOAR KAYecmaa « 3enmuga, 373 l';‘:::: :ID TlonbHs
K.C.» Mexonymnbi
28-03-2019  Crpanmua 2 m3 3 Pacneuarano: 28.3.2019




ZENTIVA

A SANOF! COMPANY
Cepruduxar anaansza cepun Ne 1100

Hazeanue npodyxma Jloszan natoc

Homep npooyxma  11009388_0003 Cepus LIMS HV 1385698
Homep cepuu 3071218 Obpazey HV 5023005
llozuposka S50 MT; 12,5 MIC Cepus LIMS MZT 1383792
Jlexapcmeennan TabneTKH, HOKPbIThIE ) Obpasey MZP 5013116
dopma nneHo4HOi 06ono4Koii

90 TabieTOK, NOKPLITHIX
nneHo4Hol o6onoykoi
Tun ynaxosxu Bnuctep 6 X 15 Cmpana-umnopmep Poccus
a A,
o poee0oma 31,1 01
30.11.2021
€poKa 200HocHU
Creyucpurxayus JICP-000084-290507
Homep pezitcmpayuonnozo ydocmosepenus JICP-
000084

Pasmep ynaxosxu Pasnep sornyupennoii cepuu 8 758 YIIAK.

3AKJHOYEHHE: CooteeTcTBYET TpEOOBAaHHAM crieLHpHKALHH,

Hacroammm noateepaaaro, uto BCE CTATHH MPOUIBOACTBA AAHHON CEPHH FOTOBOTO NPOAYKTA NONHOCTLIO COOTBETCTBYIOT
TpeGosannam Hannexauedi nponssoncteenyoi npakrukn (GMP) EC, a tawke (B npesenax EC) Tpe6oBaHHaM, YKa3aHHEIM B
PerucTpaUoHHOM YA0CTOBEPECHHH CTPaHBI-HMIIOPTEPA,

YTBEPXKJAEHO K BbIIIYCKY
MecTo NpoH3IBOACTBA ¥ KOHTPONA KaYecTsa;
«3eutnBa k.c.» (opuunaneHbIil npasonpeeMunk «3eurusa a.c.» ¢ 01.01.2009) Ten.: +420 267 241 111
Y kabenosnsi 130, 102 37, Tlpara 10, Jonun Mexonynel, Yeurckas Pecniybnuka Daxc: +420 267 243 627

Jinuenaus va npouseoacteo Ne 25473/2/INS/98 (nocnennee uamenenne 282125/2018)
Cepruduratr GMP Ne coct. 105698/2014, 79633/2016, 22684/2017

Ymaepoicderno omdenom SAxy6 Martycuk /Tlognucs/ ZSNTIVA ?eﬁmﬂa' K-IC;B 3:02

A0ENOBHBI
KOHMPOAA Kavecmaa «3enmuea, 37 Nipara 10 onbHu
K.C.» Mexonyne

28-03-2019  Crpamnua 3 ma 3 Pacneuarano: 28.3.2019



ZSNTIVA

Manufacturer batch certificate No. 1100

Name of product Lozap plus

Product number  11009388_ 0003 Batch LIMS HV 1385698
Batch number 3071218 Sample HY 5023005
Strength 50 MG; 12,5 MG
Dosage Jorm film-coated tablets Batch LIMS MZP 1383792
Package size 90 tbl fim Sample MZP 5013116
Package type BLI6 X 15 Released quantity ~ 8758 PACKS
Eoipdne T 30M1a0 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 | film-coated tablet 0397g 0.380g100.420 ¢
Uniformity of dosage
units - content
uniformity
losartan potassium comnplies 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
quinoline yellow complies The RT of the principal peak of QY in

the chromatogram obtained with the test
sol. should cotrespond 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. Jakub Matug\[k 29 -03- 2018 ZENTIVA Uostiny o
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ZSNTIVA

Manufacturer batch certificate No. 1100

Name of product Lozap plus

Product number  11009388_ 0003 Batch LIMS HV 1385698
Batch number 3071218 Sample HV 5023005
Strength 50 MG; 12,5 MG

Dosage form film-coated tablets Batch LIMS MZP 1383792
Pachage size 90 tbl flm Sample MZP 5013116
Package type BLI6X 15 Released quantity 8758 PACKS
Manufacture date  21.12.2018 I ti r Russi
Expiry date 30.11.2021 Mporiing country ussia
Specification LSR-000084-290507

Marketing authorisation No.  LSR - 000084

ponceau 4R complies The RT of the principal peak of PAR 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 <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 0.29% NMT 0.5 %
unknown impurities individually <0.10 % NMT 0.2 %
total impurities 02% NMT 1.5%
Assay of losartan potassium in | 49.2 mg 47.5mgto 52.5 mg
film-coated tablet
Assay of hydrochlorothiazide in 1 12.0 mg 1.9mgto 13.1 mg

film-coated tablet
Microbiological quality

Microbiological quality of non-aqueous
preparations for oral use

total viable aerobic count Periodical test NMT 19° CFU/g
Total combined yeast / moulds count Periodical test NMT 10* CFU/g
Absence of Escherichia coli Periodical test absence (1 g)

& y et ' antiva, k.u.
Approved by QP Zentiva, k.. Jakub MﬁtUSl\kf 28 -03-2008 Z@MTIVA ?’uﬁ“;'l’:"':"}’:"}"?,‘?é'
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ZSNTIVA

Manufacturer batch certificate No. 1100

Nante of product Lozap plus

Product number  11009388_ 0003 Batch LIMS HV 1385698
Baich number 3071218 Sample HV 5023005
Strength 50 MG; 12,5 MG

Dosage form film-coated tablets Batch LIMS MZP 1383792
Package size 90 tbl flm Sample MZP 5013116
Package type BLI6 X 15 Released quantity 8758 PACKS
Manmifacture date  21.12.2018 J " o Russi
Explry date 30.11.2021 mporting couniry  Russia
Specification LSR-000084-290507

Marketing 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 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 Centificate No.sukls 105698/2014, 79633/2016, 22684/2017

Ja Si -03-
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