JNEPKABHA CJIY/KBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCBHKIN OBJIACTI

npos. Ceitnuunoi Hanii, 3, m.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €ZIPTIOY 37078774

BUCHOBOK
PO AKICTh BBE3€HOI0 B YKpaiHy JiKapchbKOro 3acody

06.05.2025 Ne 20943/25/10

I'TIPACEK

(naiiMeHyBaHHS JiKapchKOro 3aco0y 3rifHO 3 peecTpaliifHuM MOCBiTYEHHAM)
rPaHyJ/Iu VIS 0paJbHoi cycnen3ii no 30 mMr; mo 16 came B KapToHHiH KopoOui

(dhopma BuITyCcKY, NO3YBaHHS, BHJ [IAKYBaHHS JIIKapChKOro 3acoly)

Howmep peecrpariitoro nocsiguenns UA/13273/01/02 crpox aii peectpariitnoro nocsinuenns 01.01.2099

Cepis mixapebkoro 3acoby Ne SXE3302 Kinskicts BBeseHoro nikapcskoro 3acoby 648
BupoGrik Cogaprexc, OpaHuis
(naliMeHyBaHHA BUpOOHHKA JIIKapChKOTO 3aco0y, KpaiHa MOXOKEHHS )
Baesero B Yipainy CrijibHe yKpaiHCbKO-eCTOHChKE MiAMPHEMCTBO Y popmi ToBapucTBa
3 o0Me:xeHOI0 BiqnositanbHicTIo "OnTtiMa-®apm, JIT/", inenr. xox:
21642228

(naiiMenyBanHs Ta kog 3a €JIPTIOY ropumuusoi ocobu abo npizsuiie, iM'a, o GaTekoBi (iznaHOT
ocobu - mignmpuemus, i Micle IpoKHUBaHHA Ta peecTpaliiHmi HoMep 00/IiKOBOT KAPTKH IJIATHAKA
noaaTkiB abo cepis Ta HOMep nacnopra)

Iporoxoa sBizyaasnoro konrposo six 05.05.2025 Ne 1360/3.

3a pesyibTaraMH JEpPHKABHOIO KOHTPOIIO BCTAHOBICHO, IO Jlikapcekuil 3aci® BBe3eHo B YkpaiHy 3
JOTPHUMAHHSAM BuMOT 3aKOHOJABCTBA 1110/10 3a0e3IIeUeHHS AKOCTI JIiKapChKHX 3aco0iB.
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Sophartex / Codaprexc,

28500, Vernouillet, 21 rue du Pressoir, France /
28500 Bepnyite, pto aro Mpeccyap, 21, Opatyis

Certificate of analysis/ Ceprucbikar ananizy

Name of produstf Hazea npoayxry ‘ HIDRASEC®/ FlﬂPACEK ‘

2. Country of the manufacturer/ Kpama BUPODHNK France  opangs
3 Registration certificate number in Ukraine/ Homep UAA3273/01/02

DPEECTPALINHOrO NOCBIAYEHHA B YRDATHI

30 mg racecadotri! /
30 Mr pauexagoTpuny

4. Strength/ Cuna giv

; Pharmaceuttcal form/ Nikapcbka qbopma

j&]

Granules for oral suspension 30 mg /
I'parynn ans oparteHol gycnensii no 30 mr

6. §ize and type of the package/ Posmip i Tun ynaxkoskn 16 sachet in carton pack/ ro 16 cawe B KBPTOHHI! kKopoBLY
7 - Batch number/ Homep cepii SXE3302
" Batch size / Poamip cepii 19 074 packs/ivn.
8 Date of manufacture/ [daTta BupobHuyrea 19/02/25 (all in digits)
’ Batch Release date / ata sunycky cepii 25/03/2025 (all in digits)
9. | Expiry date/ lata 3akiHuerHs TepMity npmnaTHbéTi 19/01/28 (all in digits)
10. | Name, address and manufacturing license numbers for SOphénex, 28500, Wernouillet, 21 rue du Pressoir,

- quality control/ Haasa, agpeca Ta HoMepw RiLensii Ha
: BUPOOHULTBO 4515t BCIX BUPOBHUKIB, BignosiganbHux 3a
| BUPOOHUYMIA NPOLEC | KOHTPONL SIKOCTI 2023-055-1

Mpeccyap, 21, ®Gpanuis

all sites tesponsible for manufacturing process and | France / Cotbaprekc, 28500, Bephyite, pio 4o

Manufacturing Authorization / Jlinensis Ha supoBHrLTBo Ne

11. Resuylts of analysis/ Pesynstaty aHanisy See table below/ Jue. T3l Hmkde

)

Results of analysis/ Pesynbraru anarisy

| Parameter tested Acceptance limits Results
. KorTponboBanui napameTp Honyctumi mewd PesynesraTtin )
. Characteristics (Organoleptic)/ Onmc White powder with a characteristic apricot smell/ | Complies / Bignosiaze
- (OpraHonenTnyHo) BiruiA  NOPOWOK 3 XapakTepHWUM  3ANaxom
abpukoca.

- Uniformity of dosage units, Ph. Eur. 2.9.40% Corresponds to Ph. Eur. / Complies / Bignosiaae
- OpHopladicTe g4030BaHWUX oanuule, €.4. 2,940 | Bignosigac €.0.

Dissoldtion / PO34nHeHHs Q = 65% in 20 minutes / Q = 65% 3a 20 xenrme | 92%

- Ph.Eur. 2937€.0, 2,9.3"

. identification test / lLnentudpikauia

Flavour (HPLC) / ApomaTtuzarop (BEPX) Complies / Bignosigae
Ph. Eur. 2.2.29*/ €., 2.2.28*

Racecadotril (retention time, HPLC) / Complies / Bignosigae
Pauexagotpun (4ac yrpumysanHs, BEPX) :
Ph. Eur. 2.2.20%€.®. 2.2.29*

- Complies / Bignosigae

- Compligs / Bignoeigae

Complies / Bianosinae

Racecadotril (UV) / PauekapoTpun (Y- Complies / Bignoeinae

CREKTPOMETPIN) :

Ph, Eur, 2,2.25" €.¢. 2.2 25*

Water content / BmicT sogu £ 2% 0%
Ph. Eur, 2,5.124°€.®, 2.5.12*

Related substances (HPLC)/

CynytHi nomitky (BEPX)

Ph. BEur. 22.29"/ €.0,2.2.29*

Acetylthiorphan / AueTtuntiopdran <0.5% 0.0%
Thiorphan / Tiopdan < 0.2% 0.0%
Thiorphan disulphide / Tiopdany aucynsdin, < 0.2% 0.0%
Benzylthiorfan / BexaunTiopdan £0.2% 0.0 %
Benzylthiorfan disulphide / Bensunriopdany <0.2% L 0.0%
aueynsdin : ’
Individual unknown impurity / InansigyansHa £0.1% L0 %
_HeslaomMma AOMILLKa

V.05 ED: 05-Sep-2024 (implementation within the period from 05-Sep-2024 till 04-Mar-2025)

HA AAD: 05-Sep-2024
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sophartex / Cotbaprexc,
28500, Vernouillst, 21 rue du Pressoir, France /

@

Pacoiecron.

28500, Bepryig, pio glo Mpeccyap, 21, ®panuis

!

_Totalimpurities / Cyma aomiwok

£1.0% 0.2 %

Racecadotril Content (HPLC) /
| Kinokiche susHaderxs (BEPX)

{ Ph.Eur. 2.2.29% €.9. 2.2.29*

95.0% - 105.0% 103.97 %

Microbiological quality** /

TAMC (tota] aerobic microbial count)/ (3arancHe
Yucno aepobHux mikpooprauismig), Ph. Eur.

2.6.12*
TYMC (total yeasts/moulds count)/ {(3aranbHe

' Mixpobionoriuxa wuctota*

!
1

e, 26.142F

QUCHIO APBKAKOBYX Ta niiceHesux rpudis),
- Ph Eur, 28127 /€0, 26,12*

. Escherichia coli, Ph. Eur. 2.6 13*/ €., 2.6 13*

. Complies with Ph. Eur. 6.1.4* (non-aqueous
preparations for oral use) / ;

- BignosigHo €., 5.1.4* (ueBogni nikapcski
3acoby A4ns 0pankbHOro 3aCTOCYBANHHS)

L Not tested/
- He Tecrysanocs
" ot/abo

<103 CFU/g / = 103 KYOrr <107 CFU/g 1 KYOfr

s 10% CFU/g 1 £ 10? KYOIr £10% CFU/g / KYOrr

Absentin 1 g/BigcytHa s 1r Absent / Bigcyrus

~

T

Aeferences o the monographs of the Current European Pharmacopeia are indicated./ Brazaun nocunanus Ha Monorpadii
MG BaaHEs Sepanefonsnl DapMarone,
he microbiclogical corrél i performied on one out of svery 10 batches manufactured or at least once a year./

MikpoBionoridmui KOHTPOSTb BUKOHYETHCH Ha OHIN i3 10 cepiii abo He MeHWe 0AHOD Pasy Ha pik.

. : Destination countries: Ukraine
12. | Comments/ KomenTtapi . Kpaiuw-imnoprepu: Yipaita
. 13 | Certificatidn statement/ [ 1 hereby certify that the above information is authentic and accurate. This
3ansa npo cepruchikaLio ¢ 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 Authaosity and with the spenifications 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. / Lium nigTeepmyio, WO BuULIEBUKNaAEHa iHbopMaLis
. € aBTeHTMUHOW | BipHOwo, Lo cepiio npenaparty BupobneHo (BKIMOYAIOuM
NaKyBaHHA/MaPKYBAHHA Ta KOHTPOIb SIKOCTI) BULLEBKA3AHUM BUPAGHUKOM Y
i nosHin Bignosigrocti 3 BuMoramn GMP NnoKanbHOrO DETYASRTAPHOIO Oprawy i
| 3 zaTsep/pKeHuMn cneumdikauiamu srigHo 3 PeectpauiiinM nocaiguenHsm
. Kpainu-imnopTepa. [JoKyMeHTaullo woae BUPOBHULTBA Cepil, nakyBaHHs i
| TeCTyBAHHA NepesipeHo. | BCTaHoBNEHO i BIANOBIAHICTL BuMoram GMP.
: 14, Name and position & title of person PR TR I L aTE
i authorizing the batch release/ Imsta | Qualified person / YriosHoBaxeHa ocoba 3 sixocTi
nocaja ocobu, BignosigansHol 3a !
e} BUATYCK CEDIT ;
15. | Signature of person authorizing the
batch release/ Tianuc ocobn, i s 11 =
| BianosigasnbHOT 33 BUNYCK cepil T
©16. | Date of signature/ lata nignucy d6/c3j2.l6
¥
1]
V.05 ED: 05-Sep-2024 (implementation within the period from 05-Sep-2024 till 04-Mar-2025)

HA AAD: 05-Sep-2024
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