Sophartex / Cogaprexc,
28500, Vernouillet, 21 rue du Pressoir, France /

28500 BepHyiie,

pio ato Mpeccyap, 21, PpaHuisa

Certificate of analysis/ CeprudikaT ananisy

Pay |1

elferop.

1. Name of product/ Hasea npoaykry HIDRASEC®/ MAPACEK
2. Country of the manufacturer/ KpaiHa Bupo6Huk | France / ®paHuis
3 Regnstratlgp cemﬂcatg numberin ka:al.ne/ Homep UA/13273/01/02
PeECTPauUiftHoro NocBiAYEHH B YKpaiHi
30 mg racecadotril /
4, Strength/ Cuna gii 30 mr paLexagoTpuny
) . . . Granules for oral suspension 30 mg/
5. Pharmaceutical forml Nikapcbka dopma ; | oatyim Ans opansHoi cycnensii no 30 mr
6. | Size and type of the package/ Poamip i Tun ynakoeku | 16 sachet in carton pack/ no 16 cawe 8 KapTOHHi kopoOui
5 | Batch number/ Homep cepii ‘ ‘ SXE3097 B
i Batch size / Po3mip cepii 5 000 packs/yn.
8 Date of manufacture/ [lata BupoBrvuTea 24.01.24
’ Batch Release date / laTa sunycky cepil 06.03.2024
9. | Expiry date/ flaTa 3axiH4eHHs TepMiHY NPUAATHOCTI 24.12. 2026 ,
10. | Name, address and manufacturing license numbers for | Sophartex, 28500 Vernounllet 21 rue du Pressorr,
all sites responsible for manufacturing process and | France / Codbaprexc, 28500, BepHyite, pio Ao
quality control/ Hasea, aapeca Ta Homepw niueHsiit Ha Mpeccyap, 21, GpaHuis
BMPOGHNLITBO AN BCiX BUPOCHMKIB, BIANOBIAGNEHWX 33 | \anyfacturing Authorization / ﬂILleH:ilR Ha BupoBHULTEO N2
BuUpoBHUUMiA NPOLIEC | KOHTPOL AKOCTI 2022 0361
11. | Results of analysis/ PesynbTaty axanisy | See table betow/ [ne. TaBnMLIO HIKIE
) Results of analysis/ PesynsTati aHanisy
‘Parameter tested | Acceptance limits Results
KouTponsoBaHuit napamerp | AonycTumi mexi PeaynbraTtu

Appearance (visually)/ Onvc (sisyansho)

White powder with a characteristic ¢ apncot flavour/

Passes test / Bianosinae

Binuit  NOPOLIOK 3 XapakTepPHUM  3anaxom
; - abpwukoca. ‘
Uniformity of dosage units, Ph. Eur. 2.9.40*/ | ‘Corresponds to Ph. Eur. 2.9.40/ Passes test / Bipnosinae

OaHOPIGHICTb A030BaHUX OAUHULE, €.0.
2.9.40"

-Bianosinae €.9, 2.9.40

Dissolution test / PoguuHexHs
Ph. Eur.2.9.3*/ €., 2.9.3*

“Q =65% in 20 minutes / Q = 65% 3a 20 XBVNUH

85%

identification - Flavour (HPLC) / |aentudikatiis

— ApomaTusatop (BEPX)
| Ph. Eur. 2.2.28*% €.0.2.2.29*

Corfesponds / Bigriosinae

' Passes test / Bignosinae

Identification - Racecadotril (retention time,

HPLC) / |neHTudikauia — Pauexaaotpun (yac
yrpuaysanus, BEPX)

Ph. Eur.2.2.29% €.9.2.2.29"

Corresponds / Bignosinae

Passes test/ Bignosinae

Identification.- Racecadotril (UV) /
\nexTUbikauis — Pauekapotpun (Y-
cnexkrpomeTpis)

Ph. Eur, 2.2.25* €.9..2.2.25"

"~ I'Corrésponds / Bianoeinae

Passes test / Bignosinae

Water conterit / BMicT Bogu 152% 0.0%
1 Ph Eur.2512%/€.0.2512"
Related substances (HPLC)

CynyTHi gomiwkn (BEPX)

Ph. Eur. 2.2.29% €.0. 2.2.29* ‘

Acetylthiorphan / Auetuntiopdat ' <0.5% 0.0%
Thiorphan / Tiopcban 1<02% 0.0%
Thiorphan disulphide / Tiopdany aucysnbdia £0.2% 0.0%
Benzy! thiorfan / BensunriopthaH 1 202% 1 0.0%

- Benzyl thiorfan disulphide / BensunTiopchany £0.2% 0.00%
avcynbdia ;
Individual unknown impurity / \HausigyansHa | £ 0.1% 0.0%
HeBiloMa AOMILKE. :

| Total impurities / Cyma aomiuiok = 1.0%, 0.3%

~Assay: Racecadotril / '95.0% - 105. 0% - 102.2%

KinbkicHe BusHaueHHs: Pauekagotpun
Ph. Eur. 2,229 €.9.2.2.29"
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Sophartex / Codaprekc,

28500, Vernouillet, 21 rue du Pressoir, France / Page/crop. 12
28500 BepHyiie, pio gio Mpeccyap, 21, $panyis
Microbiological purity* / , | Complies with Ph. Eur 5.1.4 (non-aqueous
MixpoGionoriuka uncrora**: preparations for oral use) / = Mot tested/
3rigHo 3 €.0.5.1.4. (BessogHi npenapatu ans He wecryeanoca
MEPOPENLHOrO 3aCTOCYBaHHSA): or/ato
TAMGC, Ph, Bur: /8.0, 2 6127 = 10% CFUfo = 1P KYOrr CFUIg I KYOIr
TYMC: Fh. Eur. 16.¢. 2612 <10 CEY, y - CFU/g/KYOIr
Eschenchfa m!t, F'h Eur /€9, 28 13 | Absent , : Abisent / BincyThs
“Ciere : hat , - BiAaHAn S0 panewwm; w“pmaxonei

Ut of 2very-10 balches manufactursd arat east cmalal;i year. /

MKOHYETECH Ha. v::gﬁlu 13 10 cepii 280 me menwe oaHoro paay Ha pir.

thentic. and accurate. This
nGiud] pa&.kagmg/labehng and
Sy fefull comp;tance with the GMP
rlty:and with the specifications in
& country. The batch processmg,
viewed: ard found to be in

: »nimepmcyw mn‘a.&ugemmwagena iHgropmaulis
iia fipenapary: sy Eneuo (BKniovaioun

i BUPOGHUKOM y
RYBPHUCG Opraky i |
3 3aTBEpAXeHUMM crelmdikauismMm arigHo 3 Psarmauimam NocBig4erHAM

CHULE i, NRKYBAKHA i
TECTVBaHHY NMepesinsHo, | BcraHoaneHo 1§ slgraa HICTE mmoram GMP

Sondden DA W1 0L

7 M3 260

Fhomacien fbdratelr

. Destmatlon countries: Ukraine
12, A Comments/ Komentapi Kpa‘u'uu imnomepw YKpaTHa 3
13. | Certification statement/ | hereby. certify that ma abe
3assa npo cepTudikauiio ‘ 1 < Fias 1
: sapmaﬁm T KOHYRO
- MoBHIRA BigNoENHOCT] 3 sanoramu GMP n
kpalHu-imnoprepa. ﬂoxyuenmulw womo mp
14. | Name and position & tille of person
authorizing the batch release/ ImM'si Ta Sandra Bahloul
nocaaa ocobu, signosinancHol 3a Qualified person / YrioeHosaxena ocoba 3 AKOCTI
BUNYCK cepii 3 :
15. | Signature of person authonzmg the
batch release/ NMignuc acobu,
_ | signoalnankidt sa aunvek cepii .
16. Date of sngnafurel Hata n|p,nucy '1107/03/2024
1
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