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CEPTHORIKAT JAKQCTI
CERTIFICATE OF QUALITY

Haspa npoayxry:
Name of product:

JIOMPH 1%, TaGietkn, BRpHTi 0000HK0I0, 10 10 M1
DOMRID®, film coated tablets, 10 mg

Registration Certificate No.:

unlimited validity

Cuna pil: JloMIepHLOly ManeaT eKBIBAEHTHO joMiepracHy -~ 10 Mr

Strength: Domperidone maleate equivalent to domperidone — 10 mg

Cepist Ne / Batch No.: SDD4011 Po3mip ynaxoskw / Package size:  Nel0 (10%1)
Pecerp. Ne/ ARNo.: FP/0609/24 “Tun ynakoskH / Pack type: Bricrep / Blister
Posmip cepii / Batch size; 500 000 Tab/tab Jara surotopaenns / Mfg, date:  08.2024

Kin-16 ynakosox / No. of packs: 20 000 Tepmin npupatsocri/ Exp. date:  07.2028

Kpaiuna / Market: UKR

PeccrpaniiiHe nocsiguenns Ne: UA/8976/01/01 TepMiH Aii BeoOMeseH i

Ne n/n Hassa anajizy Cneundikauin PesynbTaTH aHARISY
Sr. No, Test name Specification Test result
Onue Kpyrti nmoonywni tabnerki, skputi oGononkoio | Birnoninae
1 Ginoro xonnopy
Description White, circular, film coated biconvex tablets i Complies
Tnenrudikauis Yacw  yIpMMyBakMs  OCHOBHOro  nika  ua | Binnosigae
XPOMATOIPAMAX BHIPOCOBYBAHOIO | CTARLAPTHOTO
pO3UMIB, OTPUMAHKX TPH KiNbKICHOMY BH3NAuEHHI,
MarTh CrisnagaTi
2 Identification In the Assay, the principal peak in the chromatogram | Complies
obtained with test solution has the sanic retention time
as the principal peak in the chromatogram obtained
with standard solution
OnHOpiIHICTb 1030BARKX AV<LI (L1=15) 3,8
3 OUMHHUD
Uniformity of dosage units AV=LI (L1=15) 3.8
Posnananng He 6inpme 30 xB 0 xB 43 cex
4 Disintegration Not more than 30 min 0 min 43 sec
Posunnenns He menme 75 % (Q) 3a 45 x8 98 %
3 Dissolution Not less than 75 % (Q) for 45 min 98 %
CynposiaHi BOMILIKH He 6inviue 0,25 % KOXKHOT IOMILIKH 0,071 %
He Ginsie 0,5 % cymy JOMitIOK 0,071%
6 Related substances Individual impurity is not more than 0.25 % 0.071 %
Total intpurities are not more than 0.5 % 0.071 %
Kinbkicie BasHadeuHs 8i19,5 Mr a0 10,5 M loMneprziony B 1 rabaeril 9,70 mr
95,0 = 1050 % nomuepupony sin sassnenoi | 97,0 %
7 KIILROCTI)
Assay 9.5 mg to 10.5 mg of domperidone per one tablet 9.70 mg
(95.0 to 105.0 % of domperidone of label claim) 97.0 %
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Ne n/n

Ha3spa ananisy
Sr. No. Test name

Cneundiranis
Specification

PesysbTan ananizy
Test result

Mixkpobionorivua uucrora

Microbiological purity

Baransha  KkineKicTs  acpoBHix Mikpoopranismin
(TAMC) — e 6inbime 103 KVO/r,

3aratbuia  KiNGKIGTL  APDKAKOBMX | ImICEReRNX
pubis (TYMC) ~ ne Ginpwe 102 KVO/T.
Bincyrnicrs Escherichia coli 8 1 r nperapary.

Total  aerobic (TAMC):
NMT 10° CFU/g.

Total combined yeasts/moulds count (TYMC): NMT
10% CFU/g.

microbial  count

Escherichia coli must be absent per 1 g.

<50 KYQOrir

<10 KYO/r
Bincyrns

<50 CFU/g

<10 CFU/g
Absent

BHCHOBOK: / CONCLUSION:

TIponyKT BUrOTORIEHO, YNAKORAHO T4 UPOAHAIIOBAHO 3LTHHO 3 BHMOIAMHA PEECTPAUIIROTro 1I0CBiUeH HA,
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Bianosinae crarnapram Ta Bumoram GMP.

It complies with GMP standards and requirements.

Jlinensis Ha BupoGAAUTBO NiKAPCEKHX 3ac0BiB:

Licence for medical products production;

Tlum ninrsepluiyio,

Ceprudirar Ne 080/2023/GMP
Certificate No. 080/2023/GMP

Cepiss AB Ne 598054
Batch AB No, 598054

wo ei pipoGunyi cranil win wiei copit roTosoi NPOAYKUIT Gyan 3niiceni B NOBHIN BIANOBIIHOCTI 3 BUMOTAMH, 323HANCHIMU B YHHHIN

Hacranoni 3 GMP, srnepokenill Milicrepersom oxopons 3R0POB’s YKpatis, | 3 BUMOraMu PECCTPALIANOFO A0GhE Kpaikth npU3HAteHIS.

I hereby certify that all the manufacruring stages of this batch of finished product have bee:

Ministry of health of Ukraine and with the requirements of the Marketing Authorisation file of the destination country.
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