ZSNTIVA

Ceprudukar cepuu npouspoaurtesisi Ne 2381

Haseanue npooykma Xnopnporukcen Canodu

Homep npooyxkma 11009408 0050 Cepus LIMS HV 1449830

Homep cepuu 3620420 Obpaszey HV 5330942

Jlosupoexa 50 MI' Cepus LIMS MZT 1446398

Jlexapcmeennas Ta0JIeTKH, TIOKpBITBIE Obpasey MZP 5314726

Gopma TUICHOYHOH 000JI0UKOMH

Paswep ynarosiu 30 Ta6HeT(3K’ [TOKDBITBIX Pazmep svinywennoii cepuu 36 364 YITAKOBOK
TUICHOYHOH 000JI0UKOMH

Tun ynakogxu Baiucrep 3 X 10 Cmpana-umnopmep Poccus

Jlama npouszeoocmea 29.04.2020

Jlama ucmeyenus
cpoxa 200HoCMuU
Cneyugpuxayus

31.03.2023

I1N012015/01-020611

Howmep pecucmpayuonnoco yoocmogepenus I1 N012015/01

HUcnvimanue Pezynomamoi Hopmbi
Onucanue
oTnucaHue COOTBETCTBYET JIBOSIKOBBITTYKJIBIE OT CIIETKa KOPUYHEBOTO JI0
CBETJIO KENTOTro LBETA TAOJETKH, TOKPBITHIE
TUIEHOYHOM 060/I0YKOIA.
Bemast wmm mourm Oemas cepAleBHHAa HA
paszinome
IlopnuuHOCTH
XJIOPIIPOTUKCEHA THIPOXJIOPH COOTBETCTBYET (uryopecieHTHOE IISITHO Ha XpOMaTorpamme
HCCIIEyEMOr0o PacTBOPa JOJKHO COBIAIATh C
(IryopeCIIEHTHBIM IISITHOM Ha XpOMaTOrpaMmme
CTaHIapTHOTO PacTBOPA.
XJIOPHUIIBI COOTBETCTBYET obpaszoBaHue Oes1oro ocaaka
Cpenusist Macca TabJIeTOK, MOKPBITHIX 0,254 r 0,258 £ 5 % (0,245-0,271 1)
IUIEHOYHOIT 060109KOMH
Pacnagaemocts 6 MUH He Gonee 30 MuH
PacrBopenue
PactBopenue
cpelHee KOJIMYECTBO 97 %
KOJIMYECTBO 00Pa3IoB 6
MHUH. 95 %
MaKc. 99 %
OLICHKA COOTBETCTBYET muaUMYM 70 % (Q) yepes 45 MuHYT
PoncrBennblie npumecu
PoncreenHble npuMecn
E-n3omep (npumecs F) 0,71 % He 6oiee 2,0 %
npumecs E <0,03 % He 6oiee 0,3 %
JpyTHe UASHTU(DUIIPOBAHHbIE 0,04 % He 6onee 0,3 %
€IMHUYHBIE TIPIMECH
HeunnentuduiypoBaHHble €TMHIYHbIE <0,03 % He 6onee 0,1 %
TIpUMecH
CyMMa JIIOOBIX APYTUX IpuMecei (3a 0,04 % He 6oiee 0,7 %
nuckimouenneM E-m3omepa n npumecu E)
OaHOpPOAHOCTH 103UPOBAHUS
ORHOPOIHOCTH HO3UPOBAHUS 1O COOTBETCTBYET AV <150
COZEPHKAHHIO
Muxkpo6uonornyeckas YHcTOTa
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ZSNTIVA

Ceprudukar cepuu npouspoaurtesisi Ne 2381

Haseanue npooykma Xnopnporukcen Canodu

Homep npooyxkma 11009408 0050 Cepus LIMS HV 1449830
Homep cepuu 3620420 Obpaszey HV 5330942
Jlosupoexa 50 MI' Cepus LIMS MZT 1446398
Jlexapcmeennas Ta0JIeTKH, TIOKpBITBIE Obpasey MZP 5314726
Gopma TUICHOYHOH 000JI0UKOMH

Pazmep ynaxosxu 30 TabJICTOK, HOKPBITHIX
TUICHOYHOH 000JI0UKOMH
Tun ynakogxu Baiucrep 3 X 10 Cmpana-umnopmep Poccus

Jlama npouszeoocmea 29.04.2020

Jlama ucmeyenus 31.03.2023
cpoxa 200HoCMuU
Cneyugpuxayus TIN012015/01-020611

Howmep pecucmpayuonnoco yoocmogepenus I1 N012015/01

Pazmep svinywennoii cepuu 36 364 YITAKOBOK

HcnbiTanue Ha MUKPOOHOJIOTHIECKYTO
YHCTOTY

Oo61miee 9uciio adpoOHBIX 0 KOE/r ne 6onee 10° KOE/r

MHKPOOPTaHH3MOB

OO0111ee YMCIIO0 IPOKOKEBBIX H TJICCHEBBIX 0 KOE/r e Gonee 10° KOE/r

rpuboB

OtcytctBue Escherichia coli COOTBETCTBYET orcyrcTBue (1 1)
KonunuectBennoe omnpenenenue 493 mr 47,5-52,5 mr
XJIOPIIPOTUKCEHA TUAPOXJIOPHIA B 1
TalJeTKe, MOKPHITOH 000JI0UKOM

HNndopmanus o BbIyCKe
3AK/IIOYEHHME: CooTBeTcTBYeT TpeOOBaHUAM crienHpUKALMN.

Cepust cooTBeTcTBYeT TpeboBanusiM HopmarusHoii JlokyMeHTalnmu, 3apeructpupoBanHoii B Poccuiickoit denepanyu B
HACTOSILEe BpeMs 110 MePEUUCIICHHBIM NT0Ka3aTesIM KauecTBa.

ONOBPEHO K BbIMYCKY

IIpousBoauTe b H KOHTPOJIb KavecTBa:
«3eHTHBA K.C.» (0ULIHANBHEIN PeeMHUK «3eHTHBa a.c.» ¢ 1.1.2009) Ten: +420 267 241 111
Y Kab6enosus! 130, 102 37, IIpara 10, Jonsau Mexonynsl, Yenickas Pecybnuka dakc: +420 267 243 627
Howmep munensun Ha npousBonctso: 25473/2/INS/98 (nocnennee nuzmenenue 166942/2019)
Ceprudukar GMP Ne 25416/2017, 342333/2018, 352900/2018
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ZSNTIVA

Manufacturer batch certificate No. 2381

Name of product  Chlorprothixen Sanofi
Product nunther 11009408 0050 Batch LIMS HV 1449830
Batch number 3620420 Sample 1V 5330942
Strengih SO MG ,
I)umiw Jorm ltlm-couted tablets Batch LIMS MZP 1446398
Package size 30 thl m Sample MZP 5314726
Package tvpe BLIIX 10 Released quantity 36 364 PACKS
A:lmm/m‘lurc date 29.04.2020 Importing country Russia
Expury date 311.03.2023 A
Specification P NO12015/01-020611
Marketing autharisation No. P N012015/01
Test Results Limuts
Appe_u;a_n-cc -
appearance complies Slightly brown to light ycllow round,
biconvex, filim-coated tablets.
White to off-white core on brecak
Identification
chlorprothixene hydrochloride complics The flourescent spot in the
chromatogram of the test solution
should match that in the chromatogram
of the reference solution,
chlorides complics Fonmation of white precipitate
Average mass of | film-coated tablet 0254 0.258+ 5% (0.245-0271 g)
Disintegration 6 min NM'T 30 min
Dissolution test
Dissolution test
avcrage amount 97 %
number of samples 6
min 95 %
max 999%
cvaluation complies min. 70 % (Q) in 45 minutes
Purity test
Purity test
E-isomer (impurity F) 0.71 % NMT 2.0 %
impurity E 0.03 % NMT 0.3 %
other known impurities individually 0.04 % NMT 0.3 %
unknown impuritics individually 0.03 % NMT 0.1 °%
sum of all other impurities (without 0.04 % NMT 0.7 %
E-isomer and impurity E)
Uniformity of dosage
units
Content uniformity complies
Microbiological quality
imql\ \t«“
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ZSNTIVA

Manufacturer batch certificate No. 2381

Name of product  Chlorprothixen Sanofi

Product number 11009408 0050 Batch LIMS 1V 1449830

Batch number 3620420 Sample HV 5330942
Strength 50 M(i ,

Dosage form film-coated tablets Batch LIMS MZP 1446398
Package size 30 thl thm Sumple MZP 5314726
Package type BL13 X 10 Released quantity 36364 PACKS

Manufacture date 29.04.2020
Expiry date 31.03.2023
Spectfication 1’ N012015/01-020611
Markeung authorisation No 1) N012015/01

Importing country  Russia

Microbial purity test
total viable acrobic count 0CFU/g NMT 10’ CFU/g
Total combined yeast / moulds count 0CFU/g NMT 10? CFU/g
Absence of Escherichia coli complics absence (1g)
Assay of chlorprothixene hydrochloride in 493 mg 47.5 mgto 52.5 mg
1 coated tablet

Releasc 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 Mccholupy, Czech Rcpublic Fax: +420 267 243 627

Manufacture Autorization Number :25473/2/INS/98 ( last change 166942/2019)
GMP Certificate No.sukis 254516/2017, 342333/2018, 352900/2018

Approved by QP Zentiva, k.s. gy v taionliov 29 -05- 00 3:; H «CaHobu P%}C@ G T’»ﬁ“i,"
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