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CEPTUPIKAT AKOCTI

CERTIFICATE OF QUALITY

| Registration Certificate No.:

Hazsa npoayxry: JOMPUL®, rabnetki, BKpUTi 06010HKOIO, TIO 10 mr T
Name of product: DOMRID®, film coated tablets, 10 mg .
Cuna jii JoMnepnuony MAJICAT EKBIBANEHTHO HOMITEPHAOHY -~ 10 mr

Strength: Domperidone maleate equivalent to domperidone — 10 mg

Cepist Mo/ Batch No.: SDD4007 Posmip ynakonkn / Package size: N30 (10x3)

Peectp. Ne / ARNo.: FP/0413/24 Tun ynaxopin / Pack type: Bricrep / Blister

Poamip cepif / Batch size: 500 000 tat/tab Ifata purorosinenus / Mig. date:  006.2024

Kin-t» ynaxopox / No. of packs: 16 666 Tepmin npupariocti/ Exp. date: 05.2028
Kpaina / Market: UKR

S - - - RPr TSI,

Peectpauiiine nocsigyedns Nes UA/R976/01/01 TepMit il }i&pQMe xeHndi

unlimited validity

Ne n/nt Hasna anamisy Crieunhixauis PesyabTaTH aHatisy
Sr. No. Test name Specification o Test result
Onync Kpyrai QoMK TAGNETKH, prputi  00OJOHKOIO Binnosinae
1 6inoro KONLopY
Description Whité, circular, film coated biconvex tablets Complies
‘‘‘‘ Tnenrudiranis Uact  yTpYMyBaHm  OCHOBHOIO mika  Ha | Biznosinae N
XpoMaTOrpaMax BUNpoGOBYBARON0  CTAMAAPTHORO
PO3UIHIB, OTPUMARNX MPH KiTbKICHOMY BU3HAYEI,
MAIOTh CUIBTIALATH
2 e o . .
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
i OanopiaHicTs AOIOBAHMX AV<L] (L1=15) gz
5 OMWHHALD
Uniformity of dosage units AV<LY (L1=15) 8.2
PosnajanHsi He Ginsine 30 x5 0 x5 54 cex
4 Disintegration Not more than 30 min 0 min 54 sec
PosuHHEeHHA He menie 75 % (Q) 3a 45 %8 101 %
3 Dissolution Not less than 75 % (Q) for 45 min 101 %
CynpoBifHi NOMILIKH He Gimpine 0,25 % kool oMilkH 0,061 %
He Ginpure 0,5 % Cymu IOMIIIOK 0,061 %
0 Related substances Individual impurity is not niore than 0.25 %% 0.061 %
Total impuritics are not more than 0.5 % 0.061 %
Kinbricne BHIHAYCHHA 811 9,5 Mr o 10,5 MP Llonmeplmox-ry 5 | TaBrerid 9,67 Mr -
95,0 - 1050 % pomnepHiony sin sassnenoi | 96,7 %
7 KINLKOCTI)
Assay 9.5 mg to 10.5 mg of domperidone per one tablet 9.67 mg
l ,J_ (95.0 to 105.0 % of domperidone of label claim) 96.7 %
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DIKATIS

Ne n/n Hassa anaisy Crnenndirania PesyabTaTi ananisy
Sr.No. Test name Specification Test result
Mixpo6ionoriuna YHCTOTa 3aranpHa  KinbKICTh  acpOOHUX MiKXpOOpramisMis
(TAMC) — ne Ginpie 10° KYO/T. <50 KYO/r
Baranbie  KUIBKICTh ApDKIMKOBMX 1 TUTiCeHEBHX
rpu6is (TYMC) — we Ginsuwe 102 KYO/T. <10 KYOrr
Bincyraicte Escherichia ¢oli B 1 v npenapary.. Biacyrua
8 Microbiological purity Total aerobic microbial count (TAMCY:
NMT 103 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 8. Absent

BUCHOBOK: / CONCLUSION:

[TpoayXT BUPOTOBJIEHO, YNIAKOBAHO T4 FIPOAHANIA0BANO 3TILH

The product is manufactured, packed and analyzed

Binnosinae crannapram Ta Bumoray GMP.
It complies with GMP standards and requirements.

Jlinensis Ha BUPOBHHLTBO NiKAPCHKHX 3acobis:
Licence for medical products production:

LiiM NLATBCPIKYI0, 10 Bei BHpoBUME cTapil At wict cepii v
IHICTEPCTBOM OXOPOHN 310

nacranosi 3 GMP, sareepioxeniit Mi

1 hereby certify that all the manufacturing stages of this batch
Ministry of health of Ukrainc and with the requirements of the

0 3 BUMOTAMI PEECTPALIFHOTO HOCBI IMEHH.
wirements of Registration Centificate.

Ceprudikar N 080/2023/GMP
Certificate No. 080/2023/GMP

Cepint AB Ne 598054
Batch AB No. 598054

as per req

BLLHOCTI 3 BHMOTAMH, 3a3HAUCHHUMIL B Uil

oTOBOT NPOAY KT Gynn 3pilickeni B nosHii BN
pUIHACHNA,

pos’s Yrpainy, 13 BUMOTAMH pecCTPauifioro AOCHE Kpaiii n

been carried out in full compliance with the GMP requirements of the

of finished product have
le-of the destination country.

Marketing Authorisation fi

XiMmik-aHamiTHE 7[38]3. na6opatopiero BKSL | AlauansHux BKA YnosHosaxceHa ocoba

Analytical Chemist [ QC Lab In-charge T QC Head Qualified Person
In'9/Name: < > ~7 2 @ 3 O// 7 (jé[
M'g/Name: T/ s t,ﬂw«b@«%#\) Cccif;_c.ny): Ao . ‘,Efi epraoaeenes 774 ‘\J,/((g@’/g.{,(, 7(,6@(?‘/ ;
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