ZSNTIVA

Ceptudukar cepun npousBoautesisi Ne 4964

Haseanue npooykma Xnopnporukcen Canodu

Howmep npooyxma 11009411 0051 Cepusi LIMS HV 1632043

Howmep cepuu 3761020 Obpasey HV 5434487

Jlosupoexa 50 MI" Cepusi LIMS MZT 1426701

Jlexapcmeennas Ta0JIeTKH, TIOKpBITBIE Obpasey MZP 5419124

popma IJICHOYHOH 000I0YKO#

Pazuep ynaxosic 50 Ta6HeT(3K’ TTOXPBITRIX Pasmep svinywennoii cepuu 21 760 YITAKOBOK
IJICHOYHOH 000I0YKO#

Tun ynakogxu Bmuctep 5 X 10 Cmpana-umnopmep Poccus

Jlama npoussoocmea 21.10.2020

Jlama ucmeyenus
cpoxa 200HoCMuU
Cneyugpuxayus

30.09.2023

IT N012015/01-020611

Homep pecucmpayuonnozo yoocmosepenus 11 N012015/01

COZCPIKAHUIO

HUcnvimanue Pezynomamoi Hopmbi
Onucanue
oTnucaHue COOTBETCTBYET KPYTJIbIe, BOSIKOBBIMYKIIBIE, OPAHKEBOTO
1[BETa TAOJIETKU, MOKPHITHIE INIEHOUHOM
0005104KOH; Ha paziaoMe — OT OeJIoro 10
MOYTH OEJIOTo IBETA.
IlopnuuHOCTH
XJIOPIIPOTUKCEHA THIPOXJIOPH COOTBETCTBYET (IryopecIieHTHOE IIATHO Ha XpOMaTorpaMMe
HCCIIEyEeMOro PacTBopa J0JDKHO COBIAIATh C
(IIyOpECIIEHTHBIM IISITHOM Ha
XpoMaTorpaMme CTaHIapTHOTO PacTBOPA.
XJIOPUIBI COOTBETCTBYET oOpazoBaHue OesIoro ocaaka
Cpennsist Macca TabJIETOK, MOKPBITHIX 0,255 0,258 £ 5 % (0,245-0,271 1)
IUIEHOYHOIT 060109KOMH
Pacnagaemocts 5 mun He 6onee 30 MuH
PacrBopenue
PactBopeHue
CpeHee KOJIMYECTBO 96 %
KOJINYECTBO 00pasIioB 6
MHH. 96 %
MakKC. 97 %
OLICHKA COOTBETCTBYET muaUMYM 70 % (Q) yepes 45 MuHyT
PoncrBennblie npumecu
PoncreenHble npuMecn
E-momep (mpumecs F) 0,27 % He 6oiee 2,0 %
npumecs E < 0,03 % ue 6oiee 0,3 %
JIpyTHe WACHTU(DHUIPOBAHHbIC 0,03 % He 6onee 0,3 %
€IMHUYHBIE TIPIMECH
HeupentuduimpoBaHHble eJUHIYHbIC < 0,03 % He 6onee 0,1 %
IpUMecH
CyMMa JIIOOBIX APYTUX IpuMeceH (3a 0,03 % He 6oiee 0,7 %
nuckimouenneM E-m3omepa n npumecu E)
OaHOpPOAHOCTH 103UPOBAHUS
OnHOPOJHOCTH AO3UPOBAHUS 1O COOTBETCTBYET AV <150 a0 "Cay
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ZSNTIVA

Ceptudukar cepun npousBoautesisi Ne 4964

Haseanue npooykma Xnopnporukcen Canodu

Howmep npooyxma 11009411 0051 Cepusi LIMS HV
Howmep cepuu 3761020 Obpasey HV
Jlosupoexa 50 MI" Cepusi LIMS MZT
Jlexapcmeennas Ta0JIeTKH, TIOKpBITBIE Obpasey MZP
Gopma IUICHOYHO!N 000JI04KO#

Pazmep ynaxosxu 50 TabyeTOK, HOKPBITHIX

[JIEHOYHOU 000I0YKOM

Tun ynakoexu Brcrep 5 X 10
Jlama npoussoocmea 21.10.2020

Jlama ucmeyenus
cpoxa 200HoCMuU
Cneyugpuxayus

30.09.2023

Pazmep svinywennoii cepuu

Cmpana-umnopmep

IT N012015/01-020611

Homep pecucmpayuonnozo yoocmosepenus 11 N012015/01

1632043
5434487
1426701

5419124

21 760 YITAKOBOK

Poccus

HUcnvimanue

Pezynomamoi Hopmbi

Mukpoouosiornyeckas YucToTa
HcnbiTanue Ha MUKPOOHOJIOTMYECKYIO
YUCTOTY
Oo11ee YnCIIo KU3HECTIOCOOHBIX a9POOHBIX
OpTraHU3MOB
O0111ee YNCIIO IPOKOKEBBIX H TIIECHEBBIX
rpuboB
OrcyrcrBue Escherichia coli

KonunuectBeHHOE omnpeneneHue
XJIOPIPOTUKCEHA T'HAPOXJIOpHa B 1
TabJICTKE, MOKPBITON 000JI0UKOH

0 KOE/r

0 KOE/r

COOTBETCTBYET
48.1 mr

He 6onee 108 KOE/r
He 6oee 102 KOE/r

orcyrcraue (1 1)
475 -52,5mr

HNndopmanns o BbIyCKe

3AKJIIOYEHHUE: CooTBeTCTBYET TPeOOBaHUAM criellUPUKAIIUH.

Cepust COOTBETCTBYET TpeOoBaHMsIM HopMaTHBHON JOKYMEHTAINH, 3aperucTpupoBanHoi B Poccuiickoit denepanun

110 TICPECUYUCICHHBIM ITOKA3aTEJIsIM KauCCTBa.

OOOBPEHO K BbIMYCKY

Mecto NMPOU3BOACTBA M KOHTPOJIA Ka4YeCcTBa:

«3eHTHBAa K.C.» (0(HUIMATBHEIA paBonpeeMHUK «3eHTuBa a.c.» ¢ 01.01.2009)

Ten: +420 267 241 111

V kabenosusl 130, 102 37, IIpara 10, Jomuan Mexonynsl, Yemickas Pecrybnuka ®axc: +420 267 243 627

JIunensus Ha npous3BoactBo Ne 25473/2/INS/98 (nocnennee u3menenne 166942/2019)

Cepruduxat GMP Ne cocr. 254516/2017, 342333/2018, 352900/2018, 244450/2019, 955631//2019
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ZCNTIVA

Manufacturer batch certificate No. 4964

S0 thl im
BLISX 10

21.10.2020
30.09.2023

Package size
Puackage type
Mamyfacture date
Expiry date
Spectfication

Baich number 3761020
Strength S0 MG
Dosage form film-coated tablets

P NOI12015/01-02061 1

Name of product - Chlorprothixen Sanofi
Product number 11009411 _00s1

Batch LIMS 11V 1632043
Sample 11V 5434487

Batch LIMS MZP 1628678
Sample MZP 5419124
Released quantity 21760 PACKS
Importing country  Russia

Murketing authorisation No. P N012015/0)
Test Results Limity
Appearance
appearance complics Stightly brown 1o light yellow round,
biconvex, film-coated tablets,
White to off-white core on break
ldentification
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
Avcerage mass of | film-coated tablet 0255 g 0.258 + 5% (0.245 - 0.27] £)
Disintegration 5 min NMT 30 min
Dissolution test
Dissolution test
average amount 96 %
number of samples 6
min 96 %
max 97 %
evaluation complies min. 70 % (Q) in 45 minutes
Purity test
Purity test
E-isomer (impurity F) 0.27°%
impurity E <0.03 %
other known impurities individually 0.03 %
unknown impurities individually <0.03 %
sum of all other impurities (without 0.03 %
E-isomer and impurity E)
Uniformity of dosage
units
Content uniformity complies
Microbiological quality
| p ¥ T'VA Zontiva, k.9,
Approved by QP Zentiva, ks. g taMooukow 3 -12- 2020 ZCNTI Ukabergun 1sn
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102 37 Praka 10
Dolni Machslupy
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ZENTIVA

Manufacturer batch certificate No. 4964

Name of product - Chlorprothixen Sanofi
Product mamber 11009411 _0051 Batch LIMS 11V 1632043
Batch number 3761020 .S'um/)/c ny 5434487
Strength SO MG :
/)um:vfurm film-coated tablers Batch 1.IMS MZP 1628678
Package size SObI m Sample MZP 5419124
Package type BLISX 10 Released quantity 21760 pACKS
Manufacture date 21.10.2020 Importing country Russi:
Expiry date 30.09.2023 & country LsSia
Specification P NO12015/01-020061 |
Marketing authorisation No. P N012015/0]
Microbial purity test
total viable acrobic count 0 Cru/g NMT 10’ CFU/g
Total combined yeast / moulds count 0 CFU/g NMT 10® CFu/g
Absence of Escherichia coli complics absence (1g)
Assay of chlorprothixene hydrochloride in 48.1 mg 47.5mg to 52.5 my
) coated tablet

Release information

CONCLUSION : Conformity with specification.

The batch meets the requirements of the Normative Document currently registred in Russian Federation on the listed
quality parameters.

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 sukls260389/2020)
GMP Certificate No.sukls 2545 16/2017, 342333/2018, 352900/2018, 244450/2019, 95563 1//2019

Approved by QP Zentiva, ks. Mg tvaMatoukous 03 -12- 2020 51‘22‘31\.'2}".30

i 10287 Prohe b
W f Dolnf Macholupy
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