ZCNTIVA

Ceprudukar cepuu npouspoaurenas Ne 4714

Ha3zeanue npooykma Xuopnpotukced Canodu

Howmep npooyxma 11009407_0052 Cepusa LIMS HV
Homep cepuu 3250921 Obpaszey HV
Jlosupoexa 15 MI' Cepus LIMS MZT
Jlexapcmeennas Ta0JIeTKH, TIOKPEITHIE Obpasey MZP
dopma TJICHOYHOM 000JI0YKOM

Pasmep ynaxosxu 30 TabNeTOK, MOKPHITHIX

IUIEHOYHOM 000I0YKOM

Pasmep svinywennou cepuu

1679900
5655752
1678325

5646067

68 160 YITAKOBOK

Tun ynakosxu Bmuctep 3 X 10 Cmpana-umnopmep Poccust
Jlama npouzsoocmea 30.09.2021
Jlama ucmeuenus 31.08.2024
CpoKa 200HOCmU
Cneyughuxayus TIN012015/01-020611
Howmep pecucmpayuonnoco yoocmogepenus I1 N012015/01
Hcnvimanue Pezynomamuoi Hopwmbi
Onucanue
OIHcaHue COOTBETCTBYET KpyTJible, JBOSIKOBBINYKJIBIC, OPAHKEBOI'O
[BETa TAOJCTKH, MOKPBITBIC IUICHOYHOMN
obomoukoii. Ha pasznome — ot Genoro 1o
04YTH GEJIOoro LBeTa.
IHopnunHOCTH
XJIOPIIPOTUKCEHA THAPOXJIOPU COOTBETCTBYET (ryopeclieHTHOE ISITHO Ha XpoMaTorpamme
HCCIIEyeMOro pacTBOpa JI0JDKHO COBIAIATh C
(I1yOpeCLEHTHBIM ISITHOM Ha XpOMaTOrpaMmme
CTAQHZAPTHOTO PacTBOpA.
XJIOPUABI COOTBETCTBYET oGpa3oBaHue 6enoro ocaaka
Cpenusist Macca TabJIeTOK, MOKPBITBIX 0,136 T 0,135+ 5 % (0,128-0,142 1)
IJICHOYHOH 000J109KOM
Pacnagaemocth 5 MUH He 6onee 30 MuH
PacTBopenne
PactBopenue
CpeaHee KOJIMYeCTBO 94 %
KOJIMYECTBO 00pas3IoB 6
MUH. 93 %
MaKc. 96 %
OILICHKA COOTBETCTBYET muaUMYM 70 % (Q) gepes 45 MuHyT
PoncTBennbie npuMecu
Poncreennble npumecu
E-n3zomep (npumecs F) 0,2 % He 6oiee 2,0 %
npumech E <0,03 % ue 6osee 0,3 %
JpyTHe UASHTU(DUIPOBAHHbIE 0,04 % He Oonee 0,3 %
eIMHUYHBIC TIPUMECH
HeunentupunupoBaHHbie ¢IMHAYHbIC <0,03 % ue 6oiee 0,1 %
MPUMeECH
CyMMa JIIOOBIX APYTUX IpuMecei (3a 0,04 % He 6oiee 0,7 %
uckiroueHueM E-uzomepa u npumecu E)
OHOPOIHOCTH 103UPOBAHUS
ORHOPOIHOCTH HO3UPOBAHUS 1O COOTBETCTBYET AV <150

COZEPKAHHIO
MuxkpoOunoJiornyeckas YHCTOTA

Ymeepowcoeno Ynonnomouennvim
auyom «3enmuea, K.c.»

Jakub Matusik 26-10-2021
/Tonnucs/

Crpannua 1 u3 2

i «3enTuBa, K.c.» Y
Kabenosusr 130 102
i 37 Hpara 10 Jonbuu
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ZCNTIVA

Ceprudukar cepuu npouspoaurenas Ne 4714

Ha3zeanue npooykma Xuopnpotukced Canodu

Homep npooyxkma 11009407_0052 Cepus LIMS HV 1679900
Howmep cepuu 3250921 Obpasey HV 5655752
Jlosupoexa 15 MI' Cepus LIMS MZT 1678325
Jlexapcmeennas TabneTky, TIOKPEITHIE Obpasey MZP 5646067
dopma TJICHOYHOM 000JI0YKOM

Pasmep ynaxosxu 30 TabNeTOK, MOKPHITHIX
IUICHOYHOU 00O0JI0YKON
Tun ynakosxu Bmuctep 3 X 10 Cmpana-umnopmep Poccust

Jlama npouzsoocmea 30.09.2021

Jlama ucmeuenus 31.08.2024
CpoKa 200HOCmU
Cneyughuxayus TIN012015/01-020611

Howmep pecucmpayuonnoco yoocmogepenus I1 N012015/01

Pazmep svinywennoii cepuu 68 160 YITAKOBOK

HcnpiTaHre Ha MUKPOOHOJIOTHUECKY O
YUCTOTY

OG11ee YKMCII0 a3pOOHBIX 0 KOE/r ue Gonee 103 KOE/r

MUKPOOPTaHU3MOB

OO1m1ee YUCII0 APOMKIKEBBIX U TICCHEBBIX 0 KOE/r He 6omnee 102 KOE/r

rpuboB

OrtcyrcrBue Escherichia coli COOTBETCTBYET orcyTcrBre (1 1)
KonunuectBennoe omnpenenenue 15,3 mr 14,2-15,8 mr
XJIOPIPOTUKCEHA THAPOXJIopHa B 1
TabJICTKE, MOKPBITON 000JI0UKOH

HNudopmanus o BbIIyCKe
3AK/IIOYEHHE: CooTBeTcTBYeT TPeOOBaHUAM crielMpUKALHMN.

Cepus cooTBeTcTBYeT TpeboBanmsaM HopmatusHo# JlokymeHTanmu, 3aperucTpupoBanHoii B Poccuiickoit @enepanuu B
HACTOSIIee BpeMs 110 IIePEIUCIICHHBIM ITOKa3aTelsIM KadecTBa.

OOOBPEHO K BbIMYCKY

HpOl/BBOIﬂ/lTeﬂb U KOHTPOJIb Ka4yeCcTBa:
«3eHTHBA K.C.» (0QUIHANBHEIN IPEeeMHUK «3eHTHBa a.c.» ¢ 1.1.2009) Tem: +420 267 241 111
YV Kabenosus! 130, 102 37, Ipara 10, Joasuu Mexounynsl, Yenickas Pecry6mmka dakc: +420 267 243 627
Howmep muuensun Ha npousBonctso: 25473/2/INS/98 (nocnennee nuzmenenune 166942/2019)
Cepruduxar GMP Ne 25416/2017, 342333/2018, 352900/2018, 244450/2019, 955631/2019

Ymeepowcoeno Ynonnomouennvim Jakub Matusik 26-10-2021 ZQNTIVA «3eHTHBA, K.CH Y

i Ka6enorusr 130 102
auyom «3enmuea, K.c.» /Mopmucs/ | 37 Tpara 10 Jommn

i Mexouynsl
Crpannua 2 u3 2 Pacneuarano: 26.10.2021



ZSNTIVA

Manufacturer batch certificate No. 4714

Name of product Chlorprothixen Sanofi

Product number 11009407_0052 Batch LIMS HV 1679900

Batch number 3250921 Sample HV 5655752
Strength 15 MG

Dosage form film-coated tablets Batch LIMS MZP 1678325
Package size 30 tbl flm Sample MZP 5646067
Package type BLI3 X 10 Released quantity 68160 PACKS

Manufacture date  30.09.2021
Expiry date 31.08.2024
Specification P N012015/01-020611
Marketing authorisation No. P N012015/01

Importing country  Russia

Test Results Limits
Appearance
appearance complies Orange round, biconvex, film-coated
tablets.
White to off-white core on break
Identification
chlorprothixene hydrochloride complies The fluorescent 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 0.136 g 0,135+5% (0.128 - 0.142 g)
Disintegration 5 min NMT 30 min

Dissolution test
Dissolution test

average amount 94 %
number of samples 6
min 93 %
max 96 %
evaluation complies min. 70 % (Q) in 45 minutes
Purity test
Purity test
E-isomer (impurity F) 0.29% NMT 2.0 %
impurity E <0.03 % NMT 0.3 %
other known impurities individually 0.04 % NMT 0.3 %
unknown impurities 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 AV <150

Microbiological quality
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ZENTIVA

Manufacturer batch certificate No. 4714

Name of product Chlorprothixen Sanofi

Product number 11009407_0052 Batch LIMS HV 1679900
Batch number 3250921 Sample HV 5655752
Strength 15 MG

Dosage Jform film-coated tablets Batch LIMS MZP 1678325
Package size 30 tbl fim Sample MZP 5646067
Package type BLI3X 10 Released quantity 68160 PACKS
Manufacture date 30.09.2021 I " p Russi
Expiry date 31.08.2024 mporting couniry ussia
Specification P N012015/01-020611

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 0 CFU/g NMT 10? CFU/g
Absence of Escherichia coli complies absence (1g)
Assay of chlorprothixene hydrochloride in 15.3 mg 14.2 mg to 15.8 mg
1 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)
U kabelovny 130, 102 37, Prague 10, Dolni Mecholupy, Czech Republic

Manufacture Autorization Number :25473/2/INS/98 ( last change sukls260389/2020)
GMP Certificate No.sukls 254516/2017, 342333/2018, 352900/2018, 244450/2019, 955631//2019

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