IEKJAPAITASA O COOTBETCTBUAMA

JAEKJAPAHT, IPHHAMAIOIIANA JEKJTAPAITNIO O COOTBETCTBHH

AO "Canoghu Poccua”

Ceedenun o pezucmpayuu opeanusayuu. Mexcpaiionnas uncnexyun Dedepanvroii nanozo60il cayxcbor N 46 no
2. Mockse 01.01.2008, OI'PH 1027739079940, oama npuceocenus OI'PH 19.08.2002.

Aodpec: 125009, 2 Mocxea, yn. Teepckasn, 0. 22. Tenegpon/paxc: 8 (495) 721-14-00/721-14-11

B nuye: I'enepanvuniii oupexmop Monoc O.A.

Hoesepennoe nuyo: Cmenanos C.C., doeepernocmye 6/n om 01.12.2017

3AABJIALET, UYTO

nexapcmeentoe cpedcmso: Joszan Ilnoc, mabnemxu noxpeimete nrenowrnou obonouxoi 50 me+ 12.5 m2 15 wum,,
yhaxoeku avetixogvie konmypHuie (6), nauxu xapmounvie, PY No JICP-000084 om 29.05.2007 (0ama 3amen
15.08.2017) evidano AO "Canogpu Poccun”, cepun 3440619, napmus 8731 ynaxoeox, zo00exn 0o 31.05.2022,
npouzsoocmea 3enmusa k.c., Yewcxan Pecnybnuxa, Zentiva k.s., U kabelovny 130, 102 37 Prague 10, Dolni
Mecholupy, Czech Republic, ko0 OKIINJ2 21.20.10.142, vo0 TH B3 3004900002, xonmparxm Ne
250/40056192/F-2 om 20.10.2010, ungoiic Ne 9085344679 om 23.08.2019

COOTBETCTBYET TPEBOBAHUAM

JICP-000084-290507 (H 42-14443-06 uam. MNe 1-10)

JEKJIAPAITAA ITPUHATA HA OCHOBAHMHA

npomoxon ucrwtmarnuti Ne 26900 om 29.08.2019 HJI OO0 HI] "®APMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21DJ140, Cepmucpuxam POCC CZ.PM08.C47142 om 29.08.2019

: “ C‘mquﬂcc"“n

m’\, Crenanos C.C.
A o 1.0

.g)eh,gqqxdm y

CBEJAEHUSA O PETHCTPAIIMA

OPTAH 110 CEPTH®HKAIINH, 3APETHCTPHPOBABIIMI JEKJIAPAITATO

RA.RU.11®M08 OPTAH 110 CEPTH®HKAIIHH ITPONYKIJHH OFLECTBO C OrPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)XHOH LJEHTP KOHTPOJIA KAYECTBA",

adpec opzanusayuu: 115280, 2. Mocxea, yn. Macmepxoea, 0. 4, am. 5, nom. I, xom. 1, adpec opaana no
cepmucpuxayuu: 115280, POCCHA, 20pod Mocxsa, yn. Macmepxoea, 9. 4, am. 5., men.:(495)788-02-88, ee6-
caiim: oyxx.pg.

AEKJIAPAITASI O COOTBETCTBHH 3APETHCTPHPOBAHA M POCC RU J-CZ.PM08.4.34742/19

Huznenxe H.B.
Pyxoeomurens OC




ZeNTIVA

A SANOF| COMPANY
CepTudukar ananusa cepuu Ne 2812

Hazsanue npodyxma Jlozan nmoc

CpoKa 200HOCmu
Creyugurayun JICP-000084-290507
Homep pecucmpanonnozo ydocnoeepenus JICP-

Homep npodyxma 11009388 _0050 Cepusa LIMS HV 1410486
Homep cepuu 3440619 Obpazey HV 5144549
Hozuposra 50 MT; 12,5 MI’ Cepun LIMS MZT 1407188
Hexapcmeaennan TabIeTKH, MOKPHITEIE
dopma IieHouHol 06onouKoil Obpasey MZP Sl

90 TabneTok, TOKPLITHIX .
Pasmep ynaxosxu [LIEHOHOA 05ON0UKOH Pasyep soinyupennoii cepun 8731 YIIAK.
Tun ynaxoexu Bnauncrep 6 X 15 Cmpana-umnopmep Poccus
o pacecenes 246301

31.05.2022

000084
Hensimanue Pezynomames Hopaur
Onucanue
Onucanne
OnHCaHuE COOTBETCTBYET TabneTku npoaonrosatol HopMes CBETIIO-
MEITOTO UBETA, MOKPHITHIE (INEHOUHOH
ofonoukoit ¢ puckoli Ha oGenx cTOpoHax.
Cpennas macca TaGReTox, NOKPLITBIX
neHoYHO#H 0600kl 0,399r 0,380-0420
OfHOPOHOCTE O3WPOBAHUS
[0 COTEPHAHNIO
OJHOPOAHOCTE
no3apTaH kanns COOTRETCTBYET AV =150
THAPOXROPOTHAIHE COOTBETCTBYET AV =150
Floanunnocts
no3apTaH COOTBETCTBYET Bpems yaepsxupaHHA OCHOBHOCO NHKa Ha
XpOoMaTOrpaMMe HCTILITYEMOTD PacTBopa
ROAKHO COBMANATE € BPEMEHEM YNEPIKHBAHHS
OCHOBHOTO [THKA HA XPOMaTorpamMme
CTaRJAPTHOTG PacTBOPA NO3APTAHA KaNMA.
FHAPOXNOPOTHAIKA COOTBETCTBYET Bpems yaepHBaHHA OCHOBHOTO HKa Ha
XPOMaTOrpaMMe HCNLITYEMOTO PacTBopa
IODKHO COBNAAATE ¢ BPeMeHEM YAEpKHBaHHA
OCHOBHOTO MHKA HAa XpoMaTorpamMme
PACTBOP THAPOXNOPTHA3HAA
Kpacurens, Bxopaumi B cocrag ofonouku
THTAHA AHOKCHA COOTBETCTBYET COOTBETCTBHE LBETY 06pasua
Kpacurens, Bxopsmit B coctas 06onovku
XHHOIKHOBBIA HeNThIi COOTBETCTBYET Bpema ynepsxusanuna ocosroro nuka XK na
XPOMATOrpaMMe HCTILITYEMOTO PacTBOpa
JOMKHO COBMANATE C BPEMEHEM YAESPKUBAHHA
COOTBETCTBYEOLUETD MTHKA HA XpOMaTOrpaMMe
XK crannaprioro pacraopa. Jofiyctumoe
OTKIIOHEHHE BPEMEHH YACPHKHBAHHA
CPaBHHBAEMOTO MHKA COCTABAAET 5 .
kpacutens nyHuessii 4R (mowuco 4R) Bpems yacpKHBaHUA OCHOBHOTO MHKa MOHCO
MR Ha XpomaTorpaMmMe HCNBITYEMOQ pacTBOpa|
MI0/XHO COBRANATE C BPEMCHEM YAEPXKUBAHUA
COOTBETCTRYET COOTBETCTBYHOIIErO NHKA HA XPOMATOIPAMME
noxco 4R craHmapTHOro pacTsopa.
loNycTHMOE OTKNOHEHHE BPEMEHN
yACPKHBAHHA CPABHHUBAEMOTO MHKA
cocrapnaetr =5 %.
Ymeepacoeno omoenom SAxy6 Matycuk ZeNTIVA | Somsakc»y

KOHmMpona kauecmea «3enmusa,  /Tloanuce/
K.C.»

02-08-2019  Crpanuna 1 u3 3

| Kabenornsul 130 102
37 Ipara 10 Jonsuu
Mexonynu

Pacneuatano: 2.8.2019




ZEeNTIVA

A SANOFI COMPANY

Ceprudnkar anajusa cepuu Ne 2812

Hazeanue npodyxma Jlozan naroc

Homep npodyxma ~ 11009388_0050
Homep cepuu 3440619
Hozuposxa S50 MT; 125 MDD
Hexapcmaennan TabneTKH, MOKPLITHIE
popma naeHo4Hoi 0bonoukoii
A 90 TabneTok, MOKPEITEIX
MNeHOUHOH’ oBonoukoii
Tun ynaxoexu Bimcrep 6 X 15
o hersedenes 2406201
31.05.2022

cpoKa 200H0CMU

Cepun LIMS HV

Obpazey HV

Cepus LIMS MZT
Obpazey MZP

Pasmep svinyujennoii cepuu

Cmpana-umnopmep

1410486
5144549
1407188

5128761

8731 YIMAK.

Poccus

Creyuguxayus JICP-000084-290507
Howmep pezucmpayuonnozo ydocmosepenusn JICP-
000084

Pacreopenne

Jlosapran kanus
% OT 3a4BIEHHOTO KONuecTBa depes 30 MUH

Muapoxnopotuasun
% OT 3a9BNEHHOT0 KORH4ECTBa Yepes 30
MHH

PoncteeHusie npuMecH

NO3apTad

COMHNYHEIE MPOAYKTHI Pa3nokeHus
(OBY 1,49, 1,65)

Opyrue eAMHHYHBIE HAEHTU)HUHpOBaHHbIE

NIpHMeECH

ofiutee coaepxanue npuMeced
napoxnopoTHaing

npumeck B (npoxyxr pasnoxenns ACB)
ApYrHe eAHHUYHLIE MACHTHGULHPOBAHHbIE
HIPHMECH

HeUNEHTH(UUHPOBAHHDIE eTHHHYHBlE
npHMecH

obimee conepanie npumeceii

Konuuecrrennoe onpeaencume nosaprana
kanua B | Tabnerke, MOKpHITOH nneHounoi
obonoykoii

KonuuecteeHuoe onpeaenenne
rHApoxnopTHasuaa B 1 tabrerke, MOKpLITOH
nnenoyHol o6onoukoi
MuxpoGHonoru4eckas yncToTa

MukpoBnonorideckan YMCTOTa HEBOIHBIX
NEeKaPCTBEHHBIX NPENApaTos Ala npUeMa
BHYTPb
of11ee YHCO KHIHCCTIOCOGHBIX AIPOBHEIX
OpraHu3MoB
ofluee YHCI0 APONOKEBLIX H NIECHEBRIX
rpubos
otcytcrBue Escherichia coli

COOTBETCTBYET

COOTRETCTBYET

<005 %

<005 %

<005 %

<0,10%
0.2%

<0,10 %
02%
493 mMr

12,7 mr

IMepuoarseckuit Tect
INepuonmyeckuif Tect

IMeproouueckuii Tect

He menee 75 % (Q) uepes 30 MunyT

He menee 75 % (Q) uepes 30 munyt

He Gonee 0.2 %

He Gonee 0,2 %

He Gonee 0,5 %

He 6onee 1,0 %
He Gonee 0,5 %

He Gonee 0,2 %
He Gonee 1.5 %
47,5-52,5 mr

11,9-13,1 mr

e Gonee 10° KOE/r
He Gonee 102 KOE/r

OTCYTCTBHEC B 1 T

Ymeepacoeno omdenom
KOHmpoaa kavecmsa « Jenmuea,
K.C.»

02-08-2019

Axy6 Marycuk
/Mloanuce/

Crpannna 2 n3 3

«3eHTHRa, K.C» Y
| KaGenosner 130 102
| 37 Ipara 10 Jonsun
| Mexonynst

Pacneuarano: 2.8.2019

ZESNTIVA




ZENTIVA

A SANOF! COMPANY
Ceprudmkar anannsa cepuu Ne 2812

Hazeanue npodyxma Jlozan nntoe

Homep npodyxma  11009388_0050 Cepun LIMS HV 1410486
Homep cepuu 3440619 Obpazey HV 5144549
Hozupoexa 50 MIT; 12,5 MIl Cepun LIMS MZT 1407188
Jexapcmeaennan TabneTkn, TIOKpBITELE Obpasey MZP 5128761
dopma nneHo4HOH obonoykoii
90 TabneTok, NOKPEITHIX -

Pazmep ynaxosxu EHOUHOH 060T0UKOM Pazmep seinyryennoil cepuu 8731 YIIAK.
Tun ynaxoexu Baucrep 6 X 15 Cmpana-umnopmep Poccus
ﬁiﬁiﬁ POUIEOOCTISA 24 06.2019

euen 31.05.2022

cpoxa 200HOocmu
Creyuduranun JICP-000084-290507

Haumep pezucmpayuonnozo yoocmosepenun JICP-
000084

SAKJMIOYEHHE: CootseTcTBYET TpeboBaHHAM CneLU(pHKALMK.

HacTof1nM [0ATBEPHAAIO, 4TO BCE CTATHM NPOHIBOICTEA AAHHOH CEPHH FOTOBOTO NPOAYKTA MOMHOCTEI) COOTBETCTRYIOT
Tpebosannam Haanexaueli npoussoncteeHHoli npakruxku (GMP) EC, a taioxe (B npeaenax EC) TpeGoBaHHAM, YKA3AHHEIM B
PerucrpanoHHOM yIOCTOBEPEHHH CTPAHBI-HMITOPTEPA.

YTBEPKJIEHO K BhINNYCKY
MecTo npou3BOACTBA M KOHTPO/A KauecTBa:
«3eHTHBA K.C.» {0 HUMANLKEI] NpaBonpeemMHHK «3euTHBa a.c.» ¢ 01.01.2009) Ten.: +420 267 241 111
Y kabGenosuw 130, 102 37, Ipara 10, Honnu Mexonynsl, Yemickas Pecny6nnka dakc: +420 267 243 627

Jluuensna na nponssoacteo Ne 25473/2/INS/98 {nocrenuee umenenue 282125/2018)
Ceprudnkar GMP Ne cocr. 105698/2014, 79633/2016, 22684/2017

Ymeepoicoeno omdenom Axy6 Matycuk ZSNTIVA ;3"6““’“- "-fﬁ)‘l’m

abENOBHBI
KOHmpoas kavecmea «3enmuea,  Tlognucy/ 37 Mpara 10 Aok
K.C.» Mexonynsi

02082019  Crpanuna 3 u3 3 Pacnesatano: 2.8.2019



ZSNTIVA

Manufacturer batch certificate No. 2812

Name of product Lozap plus
Product number  11009388_ 0050
Batch number 3440619

Strength 50 MG; 12,5 MG
Dosage form film-coated tablets
Package size 90 tbl fim

Package type BLI6 X 15
Manufacture date  24.06.2019

Expiry date 31.05.2022
Specification LSR-000084-290507
Marketing authorisation No.  LSR - 000084

Batch LIMS HV 1410486
Sample HV 5144549
Batch LIMS MZP 1407188
Sample MZP 5128761
Released quantity 8731 PACKS
Importing country  Russia

Test Results Limits
Appereance
Appearance
appearance complies Light yellow, ablong film-coated tablets
scored on both sides.
Average mass of 1 film-coated tablet 0399g 0380 gto0.420g
Uniformity of dosage
units - content
uniformity
losartan potassium complies AV <ISD
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 complics 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 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.

U

5

Jakw 02 -08- 2019

Page 1 of 3

Zentive, k.e.

U kabslovny 130
i 10237 Prahe 10
! Datnl Macholupy

Z2NTIVA

Print: 2,8.2019




ZSNTIVA

Manufacturer batch certificate No. 2812

Name of product Lozap plus

Batch number 3440619
Strength 50 MG; 12,5 MG

Product number 11009388 _ 0050

Dosage form film-coated tablets
Package size 90 tb flm

Package type BLI6 X I5
Manufacture date 24.06,2019

Expiry date 31,05.2022
Specification LSR-000084-290507

Marketing authorisation No.  LSR - 000084

Released quantity
Importing country  Russia

Batch LIMS HV 1410486

Sample HV 5144549
Batch LIMS MZP 1407188
Sample MZP 5128761

8731 PACKS

ponceau 4R

Dissolution test
Losartan potassium
% of declared amount in 30 minutes
Hydrochlorothiazide
% of declared amount in 30 minutes
Purity test
losartan
degradation products individually
{RRT 1.49, 1.65)
other known impurities individually
total impurities
Hydrochlorothiazide
impurity B (degradation product ACB)
other known impurities individually
unknown impurities individually
total impurities
Assay of losartan potassium in |
film-coated tablet
Assay of hydrochlorothiazide in |
film-coated tablet
Micrabiological quality
Microbiological quality of non-aqueous
preparations for oral use
total viable aerobic count
Total combined yeast / moulds count
Absence of Escherichia coli

complies

Periodical test

Periodical test

<0.05 %

<005 %
<0.05 %

<0.10 %
0.2%

<0.10 %
0.2%

49.3 mg

12.7 mg

Periodical test
Periodical test
Periodical test

The RT of the principal peak of P4R in
the chromatogram obtained with the test
sol. should correspond 1o 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%

Not less than 75 % {Q) at 30 minutes.

Not less than 75 % (Q) at 30 minutes.

NMT 0.2 %

NMT 0.2 %
NMT 0.5 %

NMT 1.0 %
NMT 0.5 %
NMT 0.2 %
NMT 1.5 %
47.5mgto 52.5 mg

11.9mgto 13.t mg

NMT 10° CFU/g
NMT 10° CFU/g
absence (1 g)

102 37 Preha Y0

Approved by QP Zentiva, ks. JaKub Matuél'kp 02 -08- 2019 ZSNTIVA ‘ S ety 150
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ZSNTIVA

Manufacturer batch certificate No. 2812

Name of product Lozap plus

Product number  11009388_ 0050 Batch LIMS HV 1410486

Batch number 3440619 Sample HV 5144549
Strength 50 MG; 12,5 MG

Dosage form fitm-coated tablets Batch LIMS MZP 1407188
Package size 90 tbl flm Sample MZP 5128761
Package type BLI6X 15 Released quantity 8731 PACKS
Manufaciure date 24.06.2019 Importi ¢ Russi

Expiry date 31.05.2022 mporitng couniry e
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

Manufaclure Autorization Number :25473/2/INS/98 ( last change 352900/2018)
GMP Certificate No.sukls 254516/2017, 342333/2018, 352900/2018

Jakub Matugik g2 -g5- 300 Z@NTIVA Zontm k.

102 37 Praha 10

Approved by QP Zentiva, k.s. o h i  Oolni Macholupy
aééué ST .
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