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CEPTUDIKAT AKOCTI
CERTIFICATE OF QUALITY

Hassa nponyxry: JIOMPHI®, Tabnetkn, BKpuTi 00010HK0I0, 1o 10 Mr
Name of product: DOMRID®, film coated tablets, 10 mg
Cuna pil: JloMnepHaoHy Maneat ekBiBARCHTHO JOMIepHoRY — 10 Mr
Strength: Domperidone maleate equivalent to domperidone ~ 10 mg
Cepist Ne/ Batch No.: SDD4011 Po3mip ynaxosks / Package size:  Nel0 (10x1)
Pecerp. Ne/ AR.No.: FP/0609/24 Tun ynakosky / Pack type: Bricrep / Blister
Po3mip cepii / Batch size: 500 000 Tab/tab Jarta surotopnenns / Mfg, date:  08.2024
Kin-1s ynakosok / No. of packs: 20 000 Tepmin npuparnocti / Exp. date: 07,2028
Kpaiua / Market: UKR
Peccrpaniiine nocsiauenns Ne: TepmiH Ail HeobMesxeH
Registration Certificate No.: UA/8976/01/01 unlimited validity
Ne n/n Hasga ananisy Crnenndikanis PesynbraTH aHANI3Y
Sr. No, Test name Specification Test result
Onuc Kpyrsti fwoonyiwii Tabnetkn, skputi 0GonoHKoi0 | Binnoninae
1 Ginoro xonbsopy
Description White, circular, film coated biconvex tablets Complies
Inenradikauis Yack  yrpHMyBaHMs  OCHOBHOIG  nika  ma | Bianosimae
XPOMATOIPaMAX BHIIPOGOBYBAHOTO | CTARIAPTHOTO
PO3UMHIB, OTPUMANKX OpH KibKICHOMY BH3HAuERHI,
MarOTh CHiBNAaATH
2 Identification In the Assay, the principal peak in the chromatogram | Complies
obtained with test solution has the same retention time
as the principal peak in the chromatogram obtained
with standard solution
ORHOPIHICTD JI030BAHIX AV<LI (L1=15) 3,8
3 OUHHHD
Uniformity of dosage units AV=LI (L1=15) 3.8
Posnananns He 6inpume 30 xs 0 xB 43 cex
i 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 %
CynposisHi JOMiMIKH He Ginvie 0,25 % KOXHOT AOMILIIKH 0,071 %
He 6inpuie (1,5 % cymn nomitnok 0,071 %
4 Related substances Individual impurity is not more than 0.25 % 0.071 %
Total impurities are not more than 0.5 % 0.071 %
Kinbkicie BU3HaYCHHA 8in 9,5 Mr a0 10,5 Mr omnepuiony B 1 Tabaerui 9,70 mr
95,0 ~ 1050 % nmomnepupony gin sassaenoi | 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 Ha3zga ananisy Crenndixanis Pesysbrarn ananizy
Sr. No. Test name Specification Test result
Mixpo6ionoriuna uucrora Saransna  Kinekicts acpoGuux Mikpoopranismip
(TAMC) — ne 6inbure 10° KYO/r, <50 KYO/ir
3aratbua  KiNbKicTh APDIQUKOBHX | riiceneRnx
pubis (TYMC) ~ ne Ginpme 102 KVO/r, <10 KYO/r
BincyTnicts Lscherichia coli B 1 r npenapary. Bincyrns
8 Microbiological purity Total  aerobic  microbial count (TAMC):
NMT 10% CFU/g, <50 CFU/g
Total combined yeasts/moulds count (TYMC): NMT
10? CFU/g. <10 CFU/g
Escherichia coli must be absent per 1 g. Absent

BHCHOBOK: / CONCLUSION:

TIpoAyKT BHIOTORIEHO, YIAKORAHO T3 UPOAHANIZOBAHO 3LILHO 3 BUMOIAMH peccIpauiifaoro nocsiuenss,

The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

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

Cepin AB Ne 598054
Batch AB No. 598054

Binnosigae crannapram Ta suMoram GMP.
It complies with GMP standards and requirements.

Jlinensis Ha BUpoGRAUTRO NikApehKNX 3ac0Bip:
Licence for inedical products production:

L1im ninTBepuicy10, 110 Bei BupoGHNi cTanil wia wie cepil roToBOT NpoaYKIiT Gyan 3ailicheni B noBHiN BianoimRoCT 3 BHMOTAMH, 323HANCHIMY B YHHHIN
nacranoni 3 GMP, sarnepukeniii Mikicrepcrnom oxopot 3/0pOB’S YKpai, i 3 BUMOTaMU PECCTPALGFNOFO A0CHE KPATRY IPU3HAuSHIAL

| hereby certify that all the manufacturing stages of this batch of finished product have been carried out in full compliance with the GMP requirements of the

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