erlab

B SOPHARTEX

YD

Sophartex / Codaprexc,

28500, Vernouillet, 21 rue du Pressoir, France /
28500, BepnyWe, pio gto MNpeccyap, 21, Opanuis

Certificate of analysis/ Ceprudiat ananisy

Narme of product! Hasea npopyiay

HIDRASEC®/ INJIPACEK

2. Country of the manufacturer/ KpaTua supobHuk

France / ®panuis

PEECToaUiiHOTO OCBIAYSHHA B YrpaiHi

3 Registration certificate number in Ukraine/ Homep

UA/M3273/01/01

4, Strength/ Cana aii

10 mg racecadotsil 7
10 Mr pauekapoTpuny

5. Pharmaceutical form/ Rikapcoxa chopma

Granules for oral suspension 10 mg /
Fpadynv asm opansHol cycnedali no 10 wmr

8. Size and type of the package/ Poamip'i TUN YIAKOBKM

18 sachet in carten pack/ no 16 caile B KapToHHIR KOPOBLE

7 Batch number/ Homep cepii
) Baich size / Poamin cepil

SXNEB3
5000 packs/fyn.

BAPODHKYMA NPOLEC § KOHTPOMb SKOGT

all sites responsible for mamdaciuring process and
guality controlf Hasea, sgpeca 1a roMepy nileHsid Ha
BAPOBHKLTEO ANA BCIX BUpOGHVKIaE, BiANOBIAAMLHWX 33

[peccyap, 21, ®pauin

2022 035_01

8 Date of manufacture/ Oata sunoBuuyrsa 14/03/2024
' Batch Release date / Jarte sunycky cepil 12/04/2024
9. | Expiry datef [lata sakiHuer:s TEPMIHY NPUAATHOCTI 1470372027
10. | Name, address and manufacturing license nunbers for Sophartex, 28500, Vernouiliet, 21 rue du Pressoir,

France / Codpaprexc, 28500, Bepuyie, pio 00

Manufacturing Authorization / Niuewusia xa srpoBrvyrea Ne

11. | Results of analysis/ Pesynstami ananisy

See iable below/ [us. Tabnugo Hiskie

Resuits of analysis/ Peaynwtaru ananisy

Parameter tested
Kourponeodauni napaMeTp

Acceptance Hmits
Lonycrami mexi

Resuits
Pe3ynsTarun

Appearance (visually)/ Onuc {siayansuo)

White powder with a characteristic apricot flavour/
Ginwéi  nopowoX 3 xapakTepHum  janaxom
abipureca.

Passes test/ Bianoeigae

Uniformity of dosage units, Ph. Bur. 2.9.40%
CHHEDIOAICTE BO30BAHKE 0L, S.4.
2.9 407

Corresponds to Ph. Eur. 2.9.40/
Bignoeigae €.©. 2.8.40

Passes test 7/ Binnosigae

Dissolution test / PosuuHeHus
Ph. Eur. 2.83Y% 6.4, 293"

Q = 65% in 20 minutes / Q = §5% 3a 20 xBunwx

85%

identification - Flavour (HPLC} / inentudixauis
— ApoMamuaatop (BEPX)
Ph, Eur. 2.2.29% €., 2.2 29*

Corresponds / Bignosigae

Passes test/ Bignosisae

identification - Racecadolrl {retention time,
HPLC) / lnentudikagis - PauexkaaoTpun (Wac
yTpusmyBanus, BEPX)

Ph, Eur, 2.2.20% £.0.2.229*

Corresponds / Binnoeinae

Passes test/ Bignioeigac

Identtfication - Racecadotril (UV) /
inenTudikatsis — Pauekagorpun (Y-
CTIERTROMETDIS)

Ph. Eur. 22255 €.¢, 2,225

Corresponds / Bignosigae

Passes test/ Bignoeigas

Water content / BmicT sogu < 2% 0.0%
Ph Eur. 2512% €.$. 2.5.12

Related substances (HPLCY/

Cynyrhi nominim (BEPX)

Ph, Bur, 2.2.28% €., 2.2.29*

Acetylthiorphan / Agetunmiopdan £ 0.5% 0.0%
Thiorphan / Tiopdran <0.2% 0.0%
Thiorphan disulphide / Tiopdary avcynedin = 0.2% 0.0%
Benzy! thiorfan / berawrnriopdan £0.2% 0.0%
Benzy! thiorfan disulphide / bensunriopdiany 5 0.2%

Aucynegia

tndividual unknown impurity / lnaveigyanssa s01% 0.0%
HeBlgoMa AomMiluka

Total impurities / Cyma pomiliok £ 1.0% 0.2%

59-15// ¢33
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Sophartex / Cotaprekc, i

b LA ‘\ "‘* t () 3
S n e r L a b %gggg gernowilet 21 rue du Pressgt{ g)rancei P12
EPHYNE, PIO 4K eCCyd aHL 5
SOPHARTEX pHymne, pio 4 peciyap, pary
Assay: Racecadotril / 95.0% — 105.0% 103.70%
KinekicHe Busnadenns: Pauekagorpurn :
Ph. Eur, 22.29% €& 2229
Microbiclogical purity®™ / Complies with Ph. Eur. 5.1.4 (non-aqueous
MikpoBicnoriuba wacTora*: preparations for oral use} / ¥Not tested/
3rigHo 3 €.4. 5.1.4. (Gessogui npenapartu AnA He Tecryeanocs
OESPOpansHoro 3aCTOCYBaHHAY:
orfabo
TAMC, Ph.Eur./€.9, 28.12* =108 CFU/g / < 10° KYQir
TYMC, Ph. Eur. /€. 2.6.12* < 102 CFUWg / s 107 KYOIr CFUQ I KYOhr
Escherichia coli, Ph. Eur, / €., 26.13" Absentin 1 g/Biacytas1r CFUig 1 KyO/r
Absent / BigcyTHs

* Current European Pharmacopeia. / * YusHe suaaHds Seponeiicekol Gapmaxonel.
** The microbiological control is performed on one out of every 10 batches manufactured or at least once a year. /
** MikpOGIDAOTIHHKA KOHTPOME BUKOHYETECS Ha OAHIR i3 10 cepiit ato He MEHWIE OBHOIO Pa3Y Ha DiX.

g Destination countries: Ukraine
12, | Comments/ Komenrapi Kpaiiwsmmoprenn: Yknaina
13. | Centification statement/ 1 hereby cedtify that the above information is authentic and accurate. This
Jansa npo cepTudikadin batch of produet has been manufactured, including packagingftabeling and
guality 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 fo be in
compliance with GMP. / Ljum ninTeepmxyo, Wo BULIEBMKNAAEHa iRdropmalis
€ aBTeHTUHHOW | sipHow. Lie cepho nperapaty supcbnexc (Brruouaouw
NAKYE3HHA/MAPKYBAHHA T2 KOKTPOML AKeeT) BulieskasaduM pupcbumkom v
AoEHIA pianosindoctl 3 suMoramk GMP NokanbHOre perynaTopaore oprany i
3 3aTEEpOWEeHNMI cneludixauiaMy IrifHo 2 PeecTpauiBHuM NoCsiHeHHAM
Kpainu-imnoprepa. HoxymenTadiio wopo supoGHUUTRa cepli, nakysaHHs |
TECTYBAHHR nepesipeny, | peradoanexo i1 sinnesigHicts awmoram GMP,
14. | Name and position & title of person Y. HADADI
authorizing the batch release/ Im's 1a Quaiified person / Ynoauosmkena ocobs 3 mncq
nocaja ocabu, BIANOBIZANBHOT 38 T i e ATALY
BHAMYCK Cepil
1&. | Signature of person authorizing the
i batch releasel Nlianuc ocody,
BLANOBIAANbHOT 3a BUNYCK cepll e
16. | Date of signature/ [lata nignvcy 12/04/2024 0 oo Wil
V.04 ED: 23-Mar-22 HA AAD; 23-Sep-21




AEPKABHA CIVABA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTHUKAMH ¥ KHIBCBKIH OBJIACTI

npor. Crittnanot Hazit, 3, s Kuie, 02099, ten/darc: ((44) 363.06-50
E-mail: dis.kofizdls.gov.ua, Kog CHPIIOY 37078774

BHCHOBOK
NPo AKICTH BBE3CHOT0 B YRpaiHy AiKapchKOro 3acody

26.07.2024 Na 361066/24/10

INAPACEK

{HafiMeHyBOHIS TIKAPCKROFC 30C0GY STIEH0 3 PCCCTPALITiHIM ROCK/IMeNaM)
rpanyau a:as opanknoi cyencusii o 19 s mo 16 caute B kaprouuiii opodui

(opaa BITYEKY, AO3YBIENG, B RAKYBARIN ARAPCEROIO 3c00y)
Homep peectpatiiinoro mocsixueuns UA/13273/01701 crpox aif peecrpaniiinoro nocsimienns 01.01,.2009
Cepis aixaperkaroe sacefy Ne SXNS63 KiaexicTs BRescnoro aikapeskoro sacoby 135()

Bupatitng Codaprexe, Ppanuis

{nafivenyBainm BIpOOHIKL ARAPCLKOTO JUcO0Y, KPaiHL BOXOLHEHIA)

Bresero 8 Yipainy Criabue yrpalichKo-ecTORChKE HiXNPHEMCTBO ¥ thopaii
TOBApHCTBA 3 obnmeskeolo pianoeizaasnicrio Y OQurisa-dapar,
JITH", igenr. wop: 21642228

Ty

{mafissenynmingg 12 kont su €APIIOY sopiranyunoi ocodnr afo opianiue, iv's, go GaTukoRi
thizimunoi ceodn - anpieMua, T MiCHE NPORIRaAHHA T4 peecTpaniiiani Homep obsirosol
KAPTRIL HASTHIKD HOASTRIB #00 CePIA Ta HOMCP TACHOPTAY

Hporoxoa nizyaaLiore konrpemoe sin 18.07.2024 Ne 2101/3.

32 pesymBTRIAMIL ACIRABHOTO KOHTPOMID BCTAHOBACHO, MY jikapeekifl 3acif BeeseHo B Vapailny 3
ACTPIMAHIEM Bitvor 30K0HORRBCTRA UI0F0 3a0e3NedcHEA AKOCTE TiKapehkIX 3acobik.

Oanen TEROME

Lhisinsisant v ekt

ig RN NIPERIRGG
i




JEPJKABHA CIYXEA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMY Y KHIBCBKIV OBJIACTI

npos. Cpitanynoi Haxii, 3, s.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ke@dls.gov.ua, Kog €APIIOY 37078774

BUCHOBOK
NPO AKICTH BBE3EHOro B YKpainy dikapcnKroro 3acely

21.11.2024 Ne 59556/24/10

I'IIPACEK

{HalimecHyDanHa Qikapehxoro 3ucoly ariayo 3 peecTpaLifinnaL nocBimuenas)
TpaHyTs A%t opajasHol cyenensii mo 10 mr; mo 16 camre B xapToHuiit kopobui

{thopaa BUIYCKY, A0IYEAHHN, BHA NAKYRINSA JIKAPCEKOro 32¢06y)

Honep peectpaniitaore nocsinvenns UA/13273/01/01 crpox aii peecrpaniitnoro noceiguenss 01.01,2099

Cepin nikapeskoro sacody Ne SXN§73 Kinbkicts Bsesenoro nikapeskord zacoby 450
Bupobunk Cotaprexc, ®pannis
(HAftMeHYBAHHA BHPOGHHKA JIKAPCRROro 3acoby, Kpaina noxomAcHIN)
Beeseno B Vipainy Cnisrbae yxpaiHChKO-eCTOHChKe nignpueMeTBo ¥ GopMmi TosapucTaa
3 oOMe:xenoro Bignosigaianuierio "Onrima-Qapym, JITH™, inewr. kox:
21642228

{naiimesrynamus 12 xop 2a €IPTIOY wpuansael ocobi abo Npisemne, iM'x, 0o 5aTLKOBI drizirarot
ocolH - mianpuesits, i Miclie NPOAKNBIHEA TA pecerpaniiisii HoMep 0BAKORGT KAPTKI OTATHIKA
negarTkie 200 cepis TA HOMEp HacIopTa)

TkpoTokon sisyinnore keurpoaia sin 14.11.2024 Ne 3547/6.

3a  pesyapTATAMI! NEpWABHOTO KOHTPONIO BCTAHOBNEHO, WO Nixapeskmil 3aci6 Beeseno 8  Vxpainy 3
ZOTPUMAHHAM sHMOT 30K0HOAABCTB2 100 3a0e3neSeREA AKOCTI AikApeakHX 3ac0biR,

% e
.Y ﬁﬂé’( Ombra EPbOMEHKO

L oty e
%_{c E% EOHIDOSIOY {minrc) (il menpissmne)

e



Synerlab

T SOPHARTEX

Sophartex / Codaprexc,

28500, Vernouillet, 21 rue du Pressoir, France /
28500, BepHywe, pto Ao lMpeccyap, 21, Opanuis

Certificate of analysis/ Ceprudirkar ananizy

Name of product/ Haspa npogyiry

HIDRASEC®/ NAPACEK

N

Country of the manufacturer/ Kpaina supoBhuk

France / ®panuis

Do

PESCTPAUINHOID NOSiHEHER B YRpaiH]

Registration certificate number in Ukraine/ Homep

UA/13273/01/01

4. Strength/ Cuna aif

10 mg racecadotril /
10 mr paverapoTpuny

. Granules for oral suspension 10 mg /

| | Paamaceutioal form/ ﬂvnrap ChitE hopha TpaHyny Ans opanbHal cyonensii no 10 wmre
. 6 Size and type of the package/ Posmip i Tun ynakoskm i 18 sachet in carton pack/ no 16 cawe B KapTOHHIN KopoBui
- Batch numbesr! Howep cepri | SXNB73 '
Batch size { Posmip cepi 20 D00 packs/yn,
g Date of manufacture/ flaTta snpoBHmursa 03/04/2024
| Batch Release date / [lara sunyoky cepil 13/05/2024
9. | Expiry date/ [lata 3akiueHHs TePMIHY NPUAATHOCTI 0340472027
10. | Name, address and manufacturing license numbers for sdphartei, 28500, Vernowllet, 21 rue du Pressoir,

BUPOBHUUNIA NPOLIEC | KORTRUAL HKOCTI

all sites responsible for manufacturing process and
quality control/ Hasea, apgpeca Ta HoMepW riueH3ii Ha
8npodBnLTBO Ana BCiX BUPOGHKKIB, BIgNOBIAANLHMX 3a

fpeceyap, 21, ®PpaHyir

2022_U3_01

France / Codhaprexe, 28500, BepHyiie, pto 4o

Manufacturing Authorization / JliugHsis va BUpoGHULTEO Ne

11. | Results of analysis/ Peaynibrary ananisy

See table below/ Qus taBnugo Hkue

Results of analysis/ PeaynuTati ananizy

Parameter tested
KOHTpONLOBAHUE napaMeTp

i Acceptance limifs

Honyctumi mexi

Results
Pesyrbtam

Appearance (visually)/ Onuc (8isyansHo)

White powder with a characteristic apricot flavour/
Binvil  NopolIcK 3 XAPAKTEDHAM  3anaxom
albpukoca.

Passes test/ Bianosigae

“Uniformity of dosage units, Ph. Eur 2 9 40*/
| OBHOPILHICTL 030BEHUX BRYHML,, €.O.
29.40"

Corresponds to Ph. Eur 2.9 40/
Bignoeigae €. @ 2.9.40

Passes test/ Bignosinas

. Dissolution test / Posumtenns
. Ph. Eur. 293%€.0. 293"

Q = 85% in 20 minutes / Q = 65% 33 20 xBUnnH

L 87%

- ApomaTuaatop (BEPX)
Ph. Eur 22284 € @. 2.2 29"

Identification - Flavour (HPLC) / Lagrnmndsikauis i

Corresponds / Bignosiaae

Passes test/ Bianosigae

identification - Racecadotril {retention time,
HPLC) / lpeHTUchbikauis — PauexapoTpun (Yac

yTpuMyBaHHa, BEPX)
Ph. Eur, 22294 €.®. 2229

Corresponds / Bignosigae

Passes test / Bipnosigae

{dentification - Racecadotril (UV) /
ineHTudikauin — Pauekagorpun (Y®-
CReXTPOMETPIN)

Ph. Eur, 2,2.25%/ ©.®. 2.2 25*

Coresponds 7 Bignosinae

Passes test / Binnosinae

0.0%

Water content / Bmict Boau L€ 2%

Ph. Eur. 25 12/ €. ®. 2.5.12* ‘

Related substances (HPLC)/

CynyTi gomiwky (BEPX)

Ph Eur, 22297 €0 2229

Acatyithiorphan / AugTustiopcan =0 5% 0.0%
- Thiorphan / Tiopthar £ 0.2% £ 0.0%
' Thiorphan disulphide / Tiopdhary ancynedin | $0.2% 00%

Benzyl thiorfan / Bewsuntiopdan =02% - 0 0%

Benzyl thiorfan disulphide / basawnricpdany £02% 0.0%

Areyhetdin

Iindividual unknown impurity / ldamsigyansHa =0.1% 0.0%

HEBIAOMA SOMilLKa :

Total impurities / Cyma aomitlok L £1.0% 0.2%

V.04

ED: 23-Mar-22

HA AAD: 23-Sep-21




Sophartex / Codaprexc,

y - i ) ) A T T 2
I \e a 28500, Vernoulilet, 21 du Pressoir, |
Sy ; [ LC b 285001 o= O rue du Pressoir, France /

Y e i
R el Deprye, po oo Npeceyap, 21, ®pawuyis

Assay: Racecadotril / 1 95.0% ~ 105.0% 96.3% O
KinbkicHe Buanauenns; Paugkanorpun :
+ Ph Eur. 2.2.29% €., 2.2 29*
f‘A}C:’Gbﬁ@iﬁg%Qal purity** / | Complies with »h. Eur. 5.1.4 {(non-aqueous
MikpoBionoriuna wneToTa™™”: I preparations for oral use) / - ®Not tested/
| BrigHo 3 €.9. £.1.4. {(Gesgnaui npenapaTty 4na He Tectysanocs
| IEPOPANLHOTO BACTOCYBAHHR): i
orfato !
TAMC, Ph. BEur. / £.®. 2.8 12* e 10? CFUlg /5 10° KYO/r |
TYMC, Ph, Eur. / €.®, 2.6.12* %107 CFU/g 7 5 10° KYO/r CFU/g ¢ KYO!-
Escherichia coli, Ph. Bur. / €.@, 2.6 13* - Absentin 1 g/ Bincyrhas 1 r CFU/g / KYOIr '
" Absent / Bincyrra

* Current Zuropean f~“haafrffs§:;cﬁt;-ue%¢1. /* Ynrre suaands £aponeitcskoi Gapmakonei.
* The microbiological control is prrurmad on one out of every 10 batches manufactured or at least once a year. /
" MiKpOBIONOHUHWIR KOHTPONE BUKBHYCTLGHE Ha oKl i3 10 cepiit abo He Metwe oaHoro pasy Ha piK.

i .\ _ Destination countries: Ukraine

f 12 : Comments/ Komenrapi Kpainn-imnoprepu; Ypaina

L 13, 1 Certification statement/ | hereby certify that the above information is authentic and accurate, This
3asBa npo cepTuikauin batch of product has been manufactured, including packagingfiabeling 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 jmporting country. The baich processing, |
packaging and analysis records were reviewed and found to be in
compliance with GMP_ / Lium nigreepikyio, WO BULLIEBUKNALEHE iHGOopMAaUs |
€ aBTEHTMYHOW | BipHow. Lo cepil npenaparty supoBfeHo (BKIONAYN |
AR BAHARISAPRYBAHHR T KOHTPOML AKOCT]) BUWEBKA3AHIM BUPOBHUKOM v
ROBHIA BIANOBIAHOCTI 3 BUMOraMy GMP ROKansHOro perynaTopHore oprady |
3 saTsepixeHumi cnasuwdisaudnitl atigro 3 PeacTpaulbnum nocsigyHennsm
Kpainu-imnoprepa. [JokyMeHTauil oA0 BUPOBHKUTBA Cepil, NakyRaHHA |
L IBCTYBARHA NEPEBIDeHO. | BCTaHoBNeHo 1T BiarosiaxicTs Bumoram GMP. :
Name and position & title of person . H.LANCON

authorizing the batch reiesse/ Ivata  Qualified persen / YnosHosaxena ocoba 3 axkocri

nocaga ocobu, sianapigansHor aa {

BUNYCK Ccepii o
15 Signature of person authorizing the
batch release/ NMinnuc ocobu,
BIZNOBIAANEHO! 38 BUNYCK cenil :
18. | Date of signature/ Jara nignmcy 13/05/2024

14
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