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Certificate of analysis/Ceprudukar aHanunsa

3anaxom abpukoca.

1. Name of product/ HaaeaHue npoaykra HIDRASEC/TMAPACEK
5 | Country of the manufacturer/ Ctpana France/®paus
npoussoauTENt
Registration certificate number in Ukraine/ Homep
2. PErucTRAUMOHHOro ceprudunkaTta B Ykpante UA/13273/01/01
i 10 mg racecadotril /
4, | Strength/ Cuna pencTann 10 Mr pauekagoTpuna
) Granules for oral suspension 10 mg/
5. Pharmaceutical form/ flekapcTeenHan dopma [paHynbl AN OpaNkHOW CycneHany no 10 mr
6 Size and type of the package/ Paamep v tun 16 sachet in carton pack/ no 16 calle B KapTOHHOH
" | ynakosku kopobke
7 Batch number/ Homep cepuu SXN708
) Baich size / Pasmep cepun 5000 packs/yn.
8 Date of manufacture/ [lata npouasoactaa 29.01.2020
" | Batch Release date / [lata soinycka cepuu 05.03.2020
9. | Expiry date/ [laTa oKOHUaHUS cpaKa FOAHOCTY 28.01.2022
10 ”a"’:' 3"‘;@55 I";‘”d .t'“a“”fa“‘“”“g.b' "Ce”fe Sophartex, 28500, Vernouillet, 21 rue du Pressair,
numoers B @ DS  responshie WO | ponsed Cotpaprekc, 28500, Bepuyite, pro gio
manufacturing process and quality controlf
H - Mpeccyap, 21, $panums
n:;::?:::&ragnp?na“ E:;“;Epan p:;afof;“en:; Manufacturing Authorization / flugeHsuna Ha
OTBETCTBEHHLIX 38 NPOUIBOSACTEEHHLIA hpollece u | fPouaBoncTeo Ne M 17/085
KOHTROMb KayecTea
11. | Results of analysis/ PeaynsTaTel aHanmza See table below/ Cm. Tabnuyy Huxe
Results of analysis/ PesyniLTatkl ananusa
Parameter tested Acceptance limits Restuits
KoHTponupyeMbin napamerp JonycTuMble rpaHuubl Pe3ynbraTthl
Appearance/ BuewHuih Bug White powder with a characteristic apricot | Passes test/
smell / Benwtiid nopowok ¢ xapaxtepkeim | CooTeeTcTayeT

Uniformity of mass / OgHopogHocTe
Macchbl

Corresponds to Ph. Eur. 2.9.5./
Cooreercreyetr E.. 2.9.5

Passes test/
CooTeeTcTBYET

Dissolution test (*) / PacTeopetue*
Ph. Eur. 2.9.3/E.¢. 2.9.3

2 70% in 20 minutes / 2 70 % 3a 20 MuHyT

93%

Identification, HPLC - Flavour/
WpenTudukaums BOHX - ApomatusaTtop
Ph.Eur.2228/Ed. 2229

Retention time equivalent to reference /
Bpema yaepxvBanus nuka apomarTuaaTopa
Ha XpomaTorpamme ucnsitTyemMoro obpasya
AOMKHO COOTRETCTROBATE BPEMEHU

Passes test/
CooreeTcrByeT

yOEPKWBAHUA NKa apomarnaaTopa Ha
XpOMarorpamme crasaaptHoro obpaaua.

Identification, HPLC - Racecadotrilf

Retention time equivalent to reference /

Passes test /

UaeHtudukauma BAXX - Pauexagorpun | Bpems yaepxuBaHua nuka pauekagoTpuna | Cooteercreyer
Ph.Eur. 2229./E®.2.229 Ha XpomarorpaMme ucnbiTyemoro obpasya
AOMKHO COOTRETCTBOBATDL BPEMEHU
YASPHUBEHNA NUKA paUeKagoTpuna Ha
XpoMaTorpammMe craHgapTHoro ofipasua
Waler content / Cogepxanue sogs! £ 2% 0.0%
Ph. Eur. 2512/ E®. 2.5.12
Related substances (HPLC)/
ConyrcTayiotjue npumecy {BIMX)
Ph. Eur. 22.29/ E.®. 2.2.29
Acetylthiorphan / Auetuntuopdan £0.5% 0.0%
V.01 ED: 02-Dec-13 HA AAD: 92-Dec-13
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KonuyecteeHHoe
onpefenexue/ofHOPOAHOCTL
cofepxanun. Payekagotpun
Ph. Eur. 2.2.25/E.®. 2.2.29

i B B 2 DN V.

Srédbhad Avbbaiar 2 S03% 00%
Thiorphan disulphide / Tuopdana
awcynbthun £0.3% 0.0%
Benzyl thictfan / GenaunTuopdan £0.3% 0.0%
Benzyl thiorfan disulphide /
BeHsunTuopdana aucynochus £0.3% 0.0 %
Individual unknown impurity /
MHoueuayaneHar HewssectHas npumecs | < 0.1% 0.0%
Total impurities / CymMa npumecein 2 1.0% 0.2%
Assay/Content uniformity: Racecadotril/ | 95.0 - 105.0% 97.8 %

Uniformity of content/ OgHopogHocTs

Corresponds to Ph, Eur. 2.9.6./ Passes test/

cofepKaHua Cooteercreyer E.®. 2.8.6 CoorteetcrayeT
Microbiological Control** /

MuxpoBuonoruyeckas wuctora** Ph. Eur.

{E®.514,26.12/26.13:

TAMC < 10° CFU/g / s 10° KOEK Not tested/

TYMC <10% CFU/g / s 10° KOE/r He TecTupoaanoce
E.coli Absence in 1g / OvcytcreyeT B 1r

* Racecadofril is insoluble in water; therefore the dissoiution medium was adapted by addition of lauryl sulphate / *Pauekagotpun
HepacTROPUM B BOAE; NOITOMY B CpeAy pacTBOpeHuR AofaanakT naypuncynbhar.
" The microbiological test is a nan-routine test performed once a year. / * MukpoBMonorHueckas 4YUGTOTa RBASETCA HEe PYTUHHBIM

HCRbLITAHWEM, BbINOMHASMbIM OZUH Pa3 B rof.

Destination countries: Ukraine & CIS
12. | Comments/ KommeHTapuu CrpaHbl-umnopTepst: Yepauda n CHI
13. | Certification statement/ | hereby certify that the above information is authentic and accurate.
3ansnexve o cepTudnKaLmm This batch of product has been manufactured, including
packaging/labeling and quality control at the above mentioned site(s)
in full compliance with the GMP requirements of the local Regulatory
Authority and with the specifications in the Marketing Authorization of
the importing country. The batch processing, packaging and analysis
records were reviewed and found to be in compliance with GMP, /
Hactoswunm noateepialo, 4TO SLILBNINOXEHHAs WHOPMaLWs
ayTeHTu4Ha W Bepda. [laHWHan cepua npenapaTta npow3eeseHa
(BRMIOYAS  YNaKOBKY W KOHTPONb KayecTea) BblUeyKa3aHHbLIM
| ripou3BogUTeNeM B NonHOM cooTeeTcTBuM C Tpeboeawuamu GMP
f NOKANLHOrO  PErynaTopHOro opraHa ©“  C©  YTBePRASHHbIMU
) creuudvkaunamMu cornacHo PerucTpaunoHHOMy YAOCTOBEpeHUIo
i CTpaHbl-uMnopTepa.  [loKyMeHTaUMs nNo  NPOU3BOACTBY  CEPWM,
| ynakoeke W TECTMPOBAHWID MpPOBEPEHa, W YCTAHOBMNEHO ee
cooTBeTcTeMe Tpebosannsam GMP.
14, | Name and position & title of person
authorizing the batch release/ Ums | Pharmacien AQ:  Julien Delfau
¥ AOMKHOCTE NuLa, Qualified person / YnonHoMoueHHOE NULIO No KayecTsy
OTBETCTBEHHOTO 33 BbINYCK Capun ? ,{]
lo__Munudive. BSAUT
_ SOPHARTEX
15. | Signature of person authorizing the 21 rue du Pressoir dgiwﬁ
batch release/ Mognuck nuua, 28500 VERNOUILLET -
OTBETCTBEHHOIO 33 BbINYCK Cepum Tél. +33 (0)2 37 82 76 765
N° SIRET 775 576 002 00015
16. | Date of signature/ flata nognucw 27.03.2020
V.01 ED: 02-Dec-13 HA AAD: 02-Dec-13
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JIEPXIJIKCITYXXBA YKPAIHU
AEP)KABHA CJIYVKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCBKIN OBJIACTI

npocnekTt Banepis Jlobanoscwkoro, 51, m. Kui, 03110, Ten/daxc: (044) 2753030
E-mail: dls.ko@dls.gov.ua, Kox €JIPIIOY 37078774

BUCHOBOK
PO AKICTh BBE3€HOI0 B Y KPaiHy JiKapcbKOro 3acody

12.08.2020 Ne 38756/20/10

I'TAPACEK

(HaliMeHyBaHHs JikapchbKoro 3aco0y 3riiHO 3 peecTpallifHUM MOCBIAYEHHAM)
TPaHyJIH JJisi 0paabHoi cycnen3ii mo 10 mr; mo 16 came B KapToHHIl KopoOui

(dbopma Bumycky, 103yBaHHs, BUJ AKYBAHHS J1iKapChKOro 3aco0y)

Homep peecrpauiitnoro nocsimuenns UA/13273/01/01 crpox aii peectpauiiinoro nocsimaenns 01.01.2099

Cepis nikapcrkoro 3aco6y Ne SXN708 KinbkicTs BBe3eHOTO Nikapcbkoro 3acoby 300
BupoGHuk Codaprexc, Dpanuis
(naiiMeHyBaHHS BUpOOHHKA JIIKapChKOro 3aco0y, KpaiHa MOXOHKEHHS)
Beeseno B VipaiHy CrhijibHe yKpaiHChKO-eCTOHCHKE MIANPHEMCTBO Y (popMi TOBapHCTBa
3 o0MexkeHo010 BimnoBinaabHicTIO ""OnTiMa-®apm, JIT/", inenr. xox:
21642228

(naiivenyBanHs Ta koj 3a €JIPTIOY opumidHOi ocobu abo npizsuiie, im's, Mo 6aTbkoBi (izHaHOT
0co0M - MiAnpreMI, ii MiclLie POKMBAHHS Ta peecTpalifiHuii Homep 00JikOBOT KAPTKHU IIATHUKA
nozaatkiB abo cepist Ta HOMEp NMacnopra)

IMpotokon BizsyansHoro koutposmo Bin 04.08.2020 Ne 2466/4.

3a pe3ynpTaTaMd JEPXKABHOTO KOHTPOJIO BCTAQHOBJIEHO, WIO JKapchkuii 3aci6 BBe3eHO B VYKpaiHy 3

JOTPHMAHHSIM BUMOT 3aKOHOJIABCTBA 11010 3a0€3Me4EeHHs AKOCTI JIIKapChKHX 3aC00iB.

W Buagucinas IIETPOCOB

Gmnnc) (iniuianm Ta npizBuIIE)
p
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