TNIEKJIAPAITMSI O COOTBETCTBUM

JEKJIAPAHT, TIPHHUMAIOIIUI JEKJIAPAITAIO O COOTBETCTBHH

AO "Canogpu Poccus"”

Ceedenusn o pezucmpayuu opearusayuu; Mescpationnan uncnexyus Pedepansroil nanozoeot cayxcbor Ne 46 no
2. Mockee 01.01.2008, OT'PH 1027739079940, dama npucecenus OTPH 19.08.2002.

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

B nuye: Ienepanvuuiii oupexmop Mondic O.A.

Joeepennoe nuyo: Cmenanos C.C., dogepennocms 6/ om 01.12.2017

3ASAIBJIAET, UTO

nexapemeennoe cpedcmeo. Xnopnpomuxcer Canogu, mabnemiu noxpeimvie nienounot obonouxoti 50 mz 10
wm., ynaxoexu aveiixogsie xowmypuuie (35), nauku xapmonnvie, PY Ne I N012015/01 om 21.06.2010 (oama
samenvt 18.06.2018) avioano AO "Canogu Poccus”, cepun 3950919, napmun 21368 ynaxoeok, 200eH 00
31.08.2022, npouseodcmea 3enmusa k.c., Yewcxan Pecnybnuxa, Zentiva k.s., U kabelovny 130, 102 37 Prague
10, Dolni Mecholupy, Czech Republic, ko0 OKII[]2 21.20.10.235, xod TH B3 3004900002, xonmpaxm Ne
250/40056192/F-2 om 20.10.2010, unsotic Ne 9085350747 om 21.10.2019

COOTBETCTBYET TPEBOBAHUAM
1T N012015/01-020611 uzm. Ne 1-9

JEKJAPAIIMS ITIPUHSATA HA OCHOBAHHH
npomoxon ucneimanuii Ne 31960 om 29.10.2019 HJT 000 HL "®PAPMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.2]1®J140, Cepmudpuxam POCC CZ.OMO8.C52472 om 30.10.2019

JATA NPHSATHS AEKJAPALIMH 31.10.2019
ABKIIABANFTS] {[mCTBHTEnLHA HO 31.08.2022

3
ML

Crenanos C.C.
O.HU.0

CBEJIEHUSA O PETUCTPAITIHA

OPTAH I10 CEPTH®HKAITHH, 3APETHCTPHPOBABIIHI JEKJIAPALIVIO }
RA.RU. 11 ®MO8 OPTAH ITO CEPTHOHKAIIHH TPONYKLHH OBLJECTBO C OI PAHHYEHHOH

OTBETCTBEHHOCTAIO "OKPY)XHOH LJEHTP KOHTPOJIA KAYECTBA",

adpec opzanusayuu: 115280, 2. Mockea, yn. Macmepxoaa, 0. 4, sm. 5, nom. I, xom. 1, adpec opzana no
cepmucpurayuu: 115280, POCCHA, 20pod Mocxkea, yn. Macmepxoga, 0. 4, am. 5., men.:(495)788-02-88, se6-
catim: Oyxkx.p.

JIEKJAPAIIUASI O COOTBETCTBHH 3APETHCTPUPOBAHA M POCC RU 4-CZ. DPM08.A.42333/19
JATA PETHCTPALIMH 31.10.2019
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ZESNTIVA

Asanoriconeany CepTu(uKAT aHAIM3A cepun Ne 3714

Hasearue npodyxma XnopnpoTukcen Canodn

Homep npodyxma 11009411_0050
Homep cepuu 3950919
Hozuposxa 50 Mr

Pazmep ynaxosru

Tun ynaxosxu Bnncrep 5 X 10

[ Hama npouseodcmea  24.09.2019

dama ucmevenus cpoxa 31.08.2022

200HoCh

Creyughurayun ITNO012015/01-020611

Jexapcmeennan Gopma TabneTky, NOKpLITsIE NIEHOHON 0B0ROUKOI
50 TabneTox, MOKpHITEX nneHoHON o6omoyKol

Homep pezucmpayuonsozo yoocmosepenus T1 NO12015/01

Cepus LIMS HV 1421127

Obpazey HV 5192467

Cepun LIMS MZP 1418752

Obpasey MZP 5181836

Pazmep avtimyuyennoti 21 368 YIIAKOBOK
cepuu

Cmpana-umnopmep Poccna

Henoimanue Pesyrsmampr Hopmut
OnucaHue
OMHCaHHe COOTBETCTBYET KPYTJIble REOAKOBRIMYKAbE TaGNeTky, NOKpLITLE
nnenoyHo# ofonoukoli oT CBETAO-KOPHUHEBOTO B0
CBETNO-XEATOro upeta. Bun na wanome: sapo ot
6enoro Ao novry Genoro upera.
MoanuuuoeTh
XJIOPTIPOTHKCEHA THAPOXIOPHA COOTBETCTBYET \}bnyopecieHTHOE ATHO HA XPOMATOTPaMMeE
HCCRENYEMOro pacTBOpa JOJDKHO COBNALATE C
(ayopecueHTHEIM MATHOM Ha XpoMaTOrpRMME
CTAHNIAPTHOTO PACTBOpA.
XNOpHAB! COOTBETCTBYET obpasopanre Geroro ocanxa
Cpeannsa macca TalETOK, NOKPEITHIX 0,258r 0,258 £ 5% (0,245-0,271 1)
nneHoYHoi obonoukoi
Pacnanaemocts 9 Mun He Gonee 30 Muy
Pacreopenne
Pacteopenne
CpeAHEE KONMHYECTRO 100 %
KosmH4ecTBo 00pasuon 6
MHH, 97 %
Makc. 103 %
OLCHKA COOTBETCTBYET MuHEMYM 70 % (Q) yepes 45 MumyT
Poncteennbie npumecy
Poacreenine npHMech
E-n3omep (Rpumecs f) 0.14% He Gonee 2,0 %
npuMecsk E <0,03 % He Gonee 0.3 %
ApPYTHE HAEHTHOKUHpOBaHHEIE <0,03 % He Gonee 0,3 %
COMHKYHBIE IPEMECH
HEHACHTH(DHLUNPOBAHHEIC EAMHHYHEIE <0,03 % ne Gonee 0,1 %
ApHMecH
CyMMa Mobsix ApyTHX NpuMeced (3a <0,03% He bonee 0,7 %
HCKIOveHHeM E-H3omepa u npuMecn E)
OanopoanocTs A03HPOBAHNA
OnHOpPOAHOCTE RO3UPOBAHMA NIO COOTBETCTBYET AV <150
COAEPIKAHHIO
Muxpobnonornaeckan wncrora
Henurranue Ba MukpoSuonormeckylo
HYUCTOTY
Ymeeporcoeno omdenom Sxyd Marycux
KOHMpona kavecmaa «3enmusa, /Tloanucs/

K.C.»
10-10-2019

Crpannua 1 w3 2




ZENTIVA

Asanoricowesny CepTdHKAT aHATM3A cepun Ne 3714

Hazsanue npodykma XnopnpoThniceH Canodn

Homep npodykma 11009411_0050 Cepuss LIMS HV 1421127
Homep cepuu 3950919 Ofbpazey HV 5192467
| Hozupoera S0MI
Jlexapcmeennan hopma Tabnetxu, NOKpLITHE MNEHOYHOH 060104KOM Cepus LIMS MZP 1418752
Paznep ynaroexu 50 TabneTok, NOKPLITHIX NACHOYHOH 06onouKsH Obpazey MZP 5181836
Tun yraxosxu Brucrep 5 X 10 Pazmep svinyusennof 21 368 YIIAKOBOK
cepuu
Lama npouszsodcmea 24.09.2019 Cmpara-umnopmep Poccua
Lama ucmeyernun cpora 31.08.2022
200KHOCTIU
Creyuguxayus TTNO12015/01-020611
Homep peeucmpayuonnozo yoocmosepenun T1NO12015/01
obluee uucno xH3HeCnocobnLX A3POGHBIX 0KOEfr ue Gonee 10° KOE/r
OPraHU3MOB
Ofrice YHen0 APONOKEBLIX W TUIECHEBBIX 0 KOE/r He Bonee 10° KOE/r
rpibon
Orcyrerenue Escherichia coli COOTBETCTRYET orcyteTHe (1 r)
Konuvectpennoe onpenenenne 50,1 mr 47,5-52,5 mr
XAOPNPOTHKCEHa FTHAPOXIopHAA B | Tabnetxe,
nokprIToii ofonoukol

AKJIIOYEHUE: CooTBeTcTBYET TpeGoBanmnm cnesnduranun,
Hacrosmusm noaTsepixalo, WTo Bce CTAUM NPOMIBOLCTEA AaHHO CEPHH FOTOBOrO NPOAYKTA NOAHOCTRIO COOTBETCTBYIOT
Tpebopanuam Hannexawe# nponssoacTsenHol npakrnxu (GMP) EC, & Taroke (8 mpenenax EC) TpeGoaxuam, YKa3aHHLIM B
PerncrpaunonHOM yAOCTOREPEHHH CTpaHLI-HMNOPTEpA.

YTBEPXKJAEHO K BLITYCKY
MecTo npon3BoACTBA H KOHTPOIS KAYeCTBA:
«3enTHEA K.C.» (OHUNANEHLIN NPABOTIPESMHHK «3EHTHEA 8.C.0 ¢ 01.01.2009) Ten: +420 267241 111
Y xabenonnsr 130, 102 37, Tpara 10, donuu Mexomynist, Yemeras PecnyGmixa Daxc: +420 267 243 627

Jluueraua Ha npouseoncTeo Ne 25473/2/INS/98 (nocnenyee mMeHenHe 107641/2018)
Cepmduxar GMP Ne coct. 105698/2014, 79633/2016, 22684/2017

Ymeepocoeno omdenom Sxy6 Matycux ZeNTIVA ]‘;3%*;1“321;'3 i

OB,
KOHMPONA kavecmea «3enmusa, Monnuce/ 3; n;lh 1 o
KC» | Mexomyns

10-10-2019 Crpannua 2 us 2 Pacneuarano: 10.10



LZSNTIVA

Manufacturer batch certificate No. 3714

Name of product Chiorprothixen Sanofi

Product number  11009411_ 0050 Batch LIMSHV 1421127
Batch number 3950919 Sample HY 5102467
Strength 50 MG
Dosage form film-coated tablets Batch LIMS MZP 1418752
Package size 50 tbl fim Sample MZP 5181836
Manufacture date ~ 24.09.2019 i . 9 v 21 3§8 PACKS
Expiry date 31.08.2022 mporting country  Russia
Specification P NO12015/01-020611
Marketing awthorisation No. P NO12015/0]
Test Results Limits
Appearance
appearance complies Slightly brown to light yellow round,
biconvex, film-coated tablets.
While to off-white core on break
Identification
chlorprothixene hydrochloride complies The flourescent spot in the
chromatogram of the test solution
should match that in the chromatogram
of the reference solution,
chlorides complies Formation of white precipitate
Average mass of 1 film-coated tablet 0.258¢ 0.258 £ 5 % (0.245 - 0,271 g
Disintegration 9 min NMT 30 min
Dissolution test
Dissolution test
average amount 100 %
number of samples 6
min 97 %
max 103 %
evaluation complies min. 70 % (Q) in 45 minutes
Purity test
Purity test
E-isomer (impurity F) 0.14% NMT 2.0%
impurity E <0.03 % NMT 0.3 %
other known impurities individually <0.03% NMT 0.3%
unknown impurities individually <0.03 % NMT 0.1 %
sum of all other impurities (without <0.03% NMT0.7%
E-isomer and impurity E)
Uniformity of dosage
units
Content uniformity complies AVI150
Microbiological quality
kub Matusik 1p -1-
Approved by QP Zentiva, k.s. Ja _é ’ 10 -10- 209 ZGNTIVA
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ZENTIVA

Manufacturer batch certificate No. 3714

Name of product Chlorprothixen Sanofi

Product number  11009411_ 0050 Batch LIMS HV 1421127
Baich number 3950919 Sample HV 5192467
Strength 50 MG

Dosage Jorm film-coated tablets Batch LIMS MZP 1418752
Package size 50 1bl flm Sample MZP 5181836
Package type BLISX 10 Released quantity 21368 PACKS
Manufacture date 24092019 Importi ,
Expiry date 31.08.2022 porting country  Russia
Specification P NO12015/01-020611

Marketing authorisation No. P N012015/01

Microbial purity test
total viable aerobic count 0 CFU/g NMT 10° CFU/g
Total combined yeast / moulds count BCFU/g NMT 10° CFU/g
Absence of Escherichia coli complies absence (1g)
Assay of chlorprothixene hydrochloride in 50.1 mg 41.5mgto 52.5 mg
| coated tablet

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)
U kabelovny 130, 102 37, Prague 10, Dolni Mecholupy, Czech Republic
Manufacture Autorization Number :25473/2/INS/98 ( last change 352900/201 8}
GMP Centificate No.sukls 254516/2017, 342333/2018, 352900/2018

Tel: 4420267 241 111
Fax: +420 267 243 627

Jakub Matusik
Approved by QP Zentiva, k.s. -
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