NEKJAPAIIASA O COOTBETCTBHHA

JEKJIAPAHT, TIPMHAMAIOIIHMHA NEKJIAPALIAIO O COOTBETCTBHH

AO "Canogu Poccua"

Cedernus o pezucmpayuy opanusayuu: Mescpationnan uHCnexyus ®edepanvroii Hanozoeoli caysichst Ne 46 no
2. Mockge 01.01.2008, OT'PH 1027739079940, 0oama npuceoenus OrPH 19.08.2002.

Adpec: 125009, 2. Mockea, yn. Teepckan, 0. 22. Tenegpon/parc: 8 (495) 721-14-00/721-14-11

B nuye: lenepanvuoiii dupexmop Monac O.A.

Hoeepelnoe nuyo: Cmenarog C.C., dogepernocmp 6/nom01.12.2017

3AABJSAET, UTO

nexapcieennoe cpedcmeo: Jlozan Ilnoc, matnemuu nokpbimyie NAHOUHOU obonouxoti 50 me+ 12.5 m2 15 wm.,
ynakosku Aueiicogsie Koumypueie (2), nauxu kapmonnsie, PY N JICP-000084 om 29.05.2007 (dama 3amenbt
15.08.2017) emdano AO "Canoghu Poccun", cepus 3900419, napmusn 26387 ynaxoeox, zo0ex 0o 31.03.2022,
npousapocmea 3enmusa x.c., Yemcxan Pecnybnuxa, Zentiva k.s., U kabelovny 130, 102 37 Prague 10, Dolni
Mecholupy, Czech Republic, x0d OKII/I2 21.20.10.142, x0d TH B3J 3004900002, xonmpaxm Ne
250/40056192/F-2 om 20.10.2010, ungoiic Ne 9085336237 om 07.06.2019

COOTBETCTBYET TPEEOBAHHUAM

JICP-000084-290507 (HI 42-14443-06 uam. Ne 1-10)

JEKJIAPAITASI MPUHATA HA OCHOBAHAH

npomogon ucneimariuii Ne 16150 om 17. 06.2019 HJT 000 HI] "®PAPMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21DJ140, Cepmugpuicam POCC CZ. ®OM08.C42046 om 17.06.2019
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CBEJIEHWS O PETUCTPAIIAHA

OPTAH IIO CEPTH®HKAITHH, 3APETACTPHPOBABIIHM JEKIAPAITHIO

RA.RU, 11 ®M08 OPTAH ITO CEPTH®HKALIHH NPOAYKLHH OFLJECTBO C Or'PAHHYEHHOH
OTBEFCTBEHHOCTBIO "OKPYIKHOH LJEHTP KOHTPOJIA KAYECTBA',

adpec gpeanusayuu: 115280, 2. Mockea, yn. Macmepiosa, 0. 4, am. 3, nom. I xom. 1, adpec opzana no
cepmuq’bumuuu: 115280, POCCHA, 20pod Mocksa, yn. Macmepxoea, 0. 4, am. 3., men. :(495)788-02-88, eeb-

catim: yxr.pQ.
JEKJAPAIIASI O COOTBETCTBHM 3APETHCTPHPOBAHA M POCC RU J-CZ.DM08.A.27155/19
JATA PETHCTPAITUM 17.06.2019
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ZeNTIVA

A SANOFt COMPANY

CepTuduxar anaaniza cepuu Ne 1958

Hazsanue npodyxma Jlozan nmiioc

Hosep npodykma  11009386_0050 Cepun LIMS HV 1402807
Hosep cepuu 3900419 Ob6pazey HV 5107494
Hozuposca 50 MI; 12,5 MIC Cepus LIMS MZT 1399335
Herxapemeennan Taﬁnemu,vnoprmle Obpasey MZP 5089450
gopma nieHouHoit oGonoykok

30 TabneTok, MOKPBITLIX .
Pazvep ynarxoexu e HOMHOR OGONOYKOM Pazmep avinytyennoii cepun 26 387 YHAK.
Tun ynarxoexu Brucrep 2 X 15 Cmipana-uwvnopmep Poccra
Tama vemovem - 0042019

31.03.2022

CpoKa 200HOCHN

Creyugpuxayun JICP-000084-290507
Housep peaucmpaiuoniozo ydocmosepenus NNCP-
000084
Henvimanue Pezyaomams Hopast
Onucanne
Onucanue
OnucaHne COOTBETCTBYET tabneTkn npoaonrosatoil GopMbl CBETAO-
MENTOro UBETA, NOKPLITHIE MEHOMHOH
ofonoukoii ¢ puckoii Ha 0Benx cropoxax.
CpenHsa macca TalReToOK, MOKPBITHIX
nagHouHol oGonoukoi 0398 r 0,380-0420r
OanopoaHoCTL A03HPOBAHKA
N0 CONSPHAHHIO
OAHOPOIHOCTE
No3apTaH Kanus COOTBETCTBYET AV =150
CHAPOXMOPOTHAINA COOTBETCTBYET AV =150
[MoaanuuocTh
NO3apTaH COOTBETCTBYET Bpems yiepxuBaHHs OCHOBHOTO NTHKA Ha
XpoMaTorpamMMe HCMbLITYEMOro pacTeopa
AOKHO COBNANATE ¢ BPEMEHEM YAePXHBAHHUA
OCHOBHOIO NHKA Ha XpoMaTorpaMMe
CTaHAAPTHOTO PacTBOPA NO3APTaHa Kamnus.
FHAPOXNOPOTHAIUA COOTBETCTRYET Bpems yiepxuBaHHA OCHOBHOIO NHKA HA
XpOMaTOrpamMMe UCIBITYEMOro pacTBopa
HONKHO COBRANAThL C RPEMEHEM YAEPKUBAHHA
OCHOBHOIO NHKA HAa XpPOMaTorpaMMe
PACTBOP MMAPOXJIOPTHAINAA
Kpacurens, Bxonaimii B coctas oGonodku
THTaHA AHOKCHI COOTBETCTBYET COOTBETCTBHE LiBETY oOpaiua
Kpacutens, Bxoaswnii B coctas 060M1049KH
XMHOJHROBLIA HENTHIH COOTBETCTBYET Bpema yaepxHBaHua ocHoBHOTO nuka XK Ha
KPOMATOTpaMMe HCTBITYEMOTO pacTBopa
IO/HKHO COBMARATE C BPEMEHEM YASPKHBAHUA
COOTBCTCTBYIOILIETO MHKA HA XPOMATOrpamMMme
XX cranpapraoro pacteopa. Jonyctumoe
OTKNOHEHHE BPEMEHH YACPHHUBAHUA
CPaBHMBAEMOTrO MMHKA CocTaBnsteT +5 %.
Kpacutens nyHuoeBeiit 4R (nokco 4R) COOTBETCTBYCT Bpemsa yaepxupanus 0CHOBHOrO MK TIOHCO
4R Ha XpoMaToTpaMMe HCTIBITYEMOTD
pacTBopa AOMKHO COBMANATE € BPEMEHEM
YIEPKHBAHNA COOTBETCTBYIOUIETD MUKA HA
xXpoMarorpaMse noHco 4R cranzaprioro
pacteopa. JlonycTHMOE OTKROHEHHE BPEMEHH
YIEpKUBAHHA CPABHABAEMOTO TNHKA
COCTaBNAEeT %5 %.
Ymeepacdeno omdenom konmpoan Hux Naaka JIubyiwe ZeNTIVA | Sewmsakcny
Kayecmea «3enmuea, K.c.» {Moanuce! LT LT LU0

29-05-2019

Crannua 1 u3 3

37 MMpara 10 onexn
Mexonynst

Pacneuarawo: 29.5.2019




ZeNTIVA

A SANOF! COMPANY

Cepruduxar ananusa cepun Ne 1958

Hazsanue npodyxma Jlozan nnwe

CPpOKa 200HOCMHU

Homep npodykma  11009386_0050 Cepun LIMS HV 1402807
Homep cepuu 3900419 Obpazey HV 5107494
Hozuposka 50 MTI'; 12,5 MIC Cepua LIMS MZT 1399335
Slexapcmeennan TabneTKH, MOKPbIThIE ) Obpasey MZP 5089450
ghopma nneHo4HOl 06onoYkoi
30 TabneToK, NOKPBITLIX .

Pazvep ynarxosxu IeHOYHOH OBONOKOR Pazvep svinyujennoil cepuu 26 387 YIIAK.
Tun ynaxosku bnuctep 2 X 15 Cmpana-uvnopmep Poccun
ﬁama npou3so¢lcﬂmea 30.04.2019

ama ucmeyen 31.03.2022

Jloszaprau kanus

'mopoxnopotuasng
%o OT 3aABNEHHOTO KONH4eCTBa Hepes 30
MHH

Poacreeunsie npumecu

no3aptaH

EAMHHYHEIE [IPOAYKTHI PATNOKEHHA
(OBY 1,49, 1,65)

MPHMECH
obulee conepxanue npuMecei
mapoxnoporuasun

npumecs B (mpoayxr paznoxenun ACB)

npUMecH
HEHACHTA HLIMPOBAHHEIE CAHHHYHbBIC
MPHMECH

obwee coreprkanue npumeceti

KonnuectserHoe onpeaeneHue Ao3apTaHa
kanua B | Tabnerke, nokpsitoii nneHovHok
obonoykoil

KonuuecteeHHOE onpeaeneHue
ruapoxnopriazuna B 1 Tabnertke, nokpeiToi
naeHoqHokH obonoukoi
MuxpoBHonoruyeckas “4HCTOTA

MukpofHonoruyeckan YHCTOTA HEBOAHBIX
NEKAPCTBEHHBIX NPENApaToB A pHeMa

BHYTDb

OpraHu3MoB

ofwee YHCN0 APONMEBLIX U IECHEBbIX
rpubos

otcyTerue Escherichia coli

% OT 3afBREHHOTO KOMHUECTRA 4eped 30 MHH

ApYrue eAHHHYHLIE HﬂEHTH(l)HquOBaHHBIC

ApYrHe eIHHHYHBIE HACHTH(HUHPOBAHHBIE

ofee YHCN0 XKU3RECTIOCOOHBIX a3pobHbIX

Creyughurxayun JICP-000084-290507
Homep pezucmpayuonnozo ydocmosepernua JICP-
000084

PacTeoperue

[Mepnonuueckufi Tect

IMepHonnyecknii Tect

<005 %

<005%

<0,05 %

<0,10%
0.1 %

<0,10%
0,1 %
504 mr

12,5 mr

[Tepuoauveckuii Tect
[Mepuoanyeckuit Tect

[TepHoauuecknii TecT

He meHee 75 % (Q) 4epe3 30 MuHyT

He menee 75 % (Q) uepes 30 munyt

He Gonee 0,2 %

He Gonee 0,2 %

He Gonee 0,5 %

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

ne Gonee 0,2 %
He bonee 1,5 %

47,5-52,5 mr

11,9-13,1 mr

e Gonee 10° KOE/r
e Gonee 102 KOE/r

otcytcTBHe B 1

Ymeepowcdeno omoerom konmpona
Kavecmaa «3enmuaa, K.c.»

29-05-2019

Hux Jlanxa JIn6ywe
Moanuce/

Ctanuna 2 n3 3

ZESNTIVA

«3eHTHBA, K.C.» Y
Kabenosuet 130 102
37 Mpara 10 Jonsum
Mexonynst

Pacmeuarano: 29.5.2019




Z@NTIVA

A SANOFI COMPANY
Ceprudukar ananmnsa cepun Ne 1958

Hazsanue npodyxma Jlozan naioc

Hosep npodyxma 11009386_0050 Cepus LIMS HV
Homep cepuu 3900419 Obpazey HV
Hozuposka 50 MT; 12,5 MI' Cepua LIMS MZT
Jexapcmeennan TaONeTkH, NOKPLITHIE Obpasey MZP
Popma nneHo4uHo# obonoukoi

30 Tabnerox, NOKPBITHIX
nneHovHoH o6onoukoii
Tun ynaxoexu Bnuctep 2 X 15 Cmpana-uvnopmep
Aamapoeienss 042019

31.03.2022
cpoka 2odnocmu
Cneyudpurxayun JICP-000084-290507
Homep pezucmpayuonnozo ydocmaosepenusa JICP-
000084

Pasmep ynaroexu Pasviep evinyiyennoti cepuu

1402807
5107494
1359335

5089450

26 387 YITIAK.

Poccus

3AKITIOYEHHME: CootreTcTBYET TpeGOBAHMAM CreLiMHKALIMH.

HacToAwmy NoaTBEMKAAID, YTO BCE CTANUH [POH3BOACTEA AAHHOH CEPHH rOTOBOTO NPOAYKTA MOJHOCTHIO COOTRETCTBYIOT
TpeGorannam Hannexaweil nponssoncteennoi npaktuky (GMP) EC, a Take (B mpeaenax EC) tpeGosanusanM, yKazaHHBIM B

PerHCTPALHORHOM YAOCTOBEPEHHH CTPAHBI-HMIIOPTEPA.
YTBEPAXIEHO K BBIITYCKY

MecTo npoH3BOACTBA ¥ KOHTPONIA KA4YeCTBa:

«3eHTHE2 K.C.» (DpHUMANBHELH NpaBonpeeMHiK «3eHTHBa a.c.» ¢ 01.01.2009)

Y kabGenoenwt 130, 102 37, INpara 10, Jonxuu Mexonrynsl, Yewckaa Pecny6anka
JNuuen3zus Ha npoussoacTeo Ne 25473/2/INS/98 (nocnenmee namencuue 10764 1/2018)
Ceptudukar GMP Ne coct. 105698/2014, 79633/2016, 22684/2017

Ymeepxcdeno omderom konmpons Hux Jlanka JInbywe ZENTIVA

Kawvecmaa «3enmusa, k.c.» Monnucs/

Ten.: +420 267 241 111
dake: +420 267 243 627

«3euTHBa, K.C» Y
KabenoeHsl 130 102
37 INMpara 10 Oonsak
Mexoenynst

29-05-2019 Ctannna 3m 3 Pacneuarano: 29.5.2019




ZeNTIVA

Manufacturer batch certificate No. 1958

Name of product Lozap plus
Product number  11009386_ 0050 Batch LIMS HV 1402807
Sorch mumber 3900419 G Sample HV 5107494
Dosage form ﬁlm-co:ucd, tablets Barch LIMS MZP 1399335
Package size 30 tbl fim Sample MZP 5089450
Package type BLI2X 15 Released quantity 26387 PACKS
Manufacture date  30.04.2019 Importing countr Russi
Expiry date 31.03.2022 poriing Y ussia
Specification LSR-000084-290507
Marketing authorisation No. LSR-000084
Test Results Limits
Appereance
Appearance
appearance complies Ligh:d yellmb]dong film-coaled tablets
scored on sides.
Average mass of | film-coated tablet 0398 g 0.380 g0 0.420 g
Uniformily of dosage
unlts - content
uniformity
losartan potassium complies AV<=150
hydrochlorothiazide complies AV<150
ldentification
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
Cotorant in coating layer
quinotine yellow complies ;I:e :lu'l;of the prin:,:,]::t p:dak 01:; QhYe in
chromatogram ned with the test
s0). 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%.
] D zentlv, ke
Approved by QP Zentiva, ks, Ing. Libuse Hladk%/ Z@NTIVA Ly 0;»;;;%5::33,
— i Doint
Ty i %
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ZSNTIVA

Manufacturer batch certificate No. 1958

Name of product Lozap plus

Product number  11009386_ 0050 Batch LIMS HV 1402807

Batch number 3900419

Strength 50 MG; 12,5 MG Sample HV 5107494

Dosage form film-coated tablets Batch LIMS MZP 1399335

Package size 30 tb) fim Sample MZP 5089450

;’;‘-‘*"f e type " ;;.,:): ;:Jll; Released quantity 26387 PACKS
anifacture dale .04. .

Expiry date 31.03.2022 Importing country  Russia

Specification LSR-000484-290507

Marketing authorisation No. LSR-000084

ponceau 4R complies The RT of the principal peak of PAR In |
the chromatogram oltained 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 % NMT0.2%
total impurities <0.05°% NMT0.5%
Hydrochlorothiazide
impurity B (degradation product ACB) <0.10 % NMT 1.0%
other known impurities individually 0.1% NMT0.5%
unknown impurities individualty <0.10% NMT 0.2%
total impurities 0.1% NMT 1.5 %
Assay of losarten polassium in 1 504 mg 47.5mgto 52.5 mg
film-coated tablet
Assay of hydrochlorothiazide in 1 12.5mg 11.9mgto 13.1 mg
film-coated tablet
Microblological 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 Periodical test NMT 10* CFU/g
Absence of Escherichia coli Periodical test absence (1 g)
- 1 z.ﬁm.m}., LN it
Approved by QP Zentiva, k.s. / Z@NTIVA LYoy Peba 10
Ing. Libuse Hiadks . j Ovelniicholly

29 -05 2019  Page2of Print: 29.5.2019




ZSNTIVA

Manufacturer batch certificate No. 1958

Name of product Lozap plus

Product number  11009386_ 0050 Batch LIMS HV 1402807

Batch number 3900419 Sample HV 5107494
Strength 50 MG; 12,5 MG

Dosage form film-coated tablets Batch LIMS MZP 1399335
Package size 30 tbl fim Sample MZP 5089450
Package type BLIZ X 15 Released quantity 26387 PACKS
Manufacture date  30.04.2019 i ” " Russi

Expiry date 31,03.2022 mporiing country  Russia
Specification LSR-000084-290507

Marketing authorisation No.  LSR-000084

CONCLUSION : Conformity with specification.

I hereby certify that alt 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: +420267 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 Certificate No.sukls 105698/2014, 7963372016, 22684/2017

1
i Zent ot =
Approved by QP Zentiva, k.s. Tno. Libute Hiadks %/ ‘Z'QNT‘VA E}:{&'?ﬁi&

i
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