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CEPTHOIKAT AIKOCTI
CERTIFICATE OF QUALITY
Hasea npoayrry: HOMPHAZ, rabuerron, ipirri 0BonoHK00, N0 10 sir
Name of product: DOMRID®, {ilm coated tablets, 10 me
Cuma puit Honnepnnony Manear expizancETAO Roxmepunony = 10 mMr
Strength: Domperidone maleate equivalent to domperidone ~ 10 myg
Cepist o / Batch No.: SDD4010 Poamip ymarconsen / Package size:  No30 (10%3)
Pecerp. Mo/ A.RNo.: FP/0536/24 Tun ynaxosku / Pack type: Baicvep / Blister
Poamip cepit / Bateh size: 500 000 Tab/tab Hara puroresnema / Mig, date:  07.2024
Kin-7r ynawoesor/ No. of packs: 16 666 Tepatin npunarioeri/ Bxp. date: 06,2028
Kpaiua / Market: UKR
Pecerpaiiine noesinuenng N TepMiH I HeoBMesxe i
Registration Certificate No.: UA/8976/01/01 unlimited validity
Ne ni/n Hazna ananizy Criemidsicanin Pesyawrari ananizy
Sr. No. Test name Specification Tesi result
Onne Kpyrni asoonywri Fabherkn, BrpHti 0GoNOIKO0 Bianoninae
| : Binoro xonsopy
Deseription White, circular, film coated biconvex tablets Complies
Iaentudixatis YacHn  ymmmysasus  ocnosmoro  nika ua Binnonsiaae
APOMATOrpamMax BUMPOGABYBAHOIG 1 cTAHZAPTHORO
pounis, oTpHManyx Iy EiNbKICHOMY BHSHANENH,
MAUOTE CRHBIARATH
2
- Identification In the Assay, the principal peak in the chromatogram | Complies
obaincd with test solution has the same retention time
as the principal peak in the chromatogram obiained
with standard solution
Oanopirnicrs nososamx AVZL1 (L1=15) 3.6
3 OB,
i Uniformity of dosage unils AVZL] (L1=15) 36
Poznananns He Ginnute 30 xp 0 x1 48 cex
4 Disinlegration Not more than 30 min 0 min 48 sec
i Pozuinenns He menme 75 % (Q) 32 45 xp 94 %
5 . . .
’ Dissolution Not less than 75 % (Q) for 45 min 94 %
Cynponiani aomimin He Ginnue 0,25 % kool nominkn 0,070 % i
He Gimeie 0,5 % CyMU oMIOK 0,070%
g Related substances Individual impurity is not more than 0.25 % 0.070 %
Total impurities are not more than 0.5 % 0.070 %
Kinskicne puzjzavenns 8in 9,5 Mr a0 10,5 Mr Jdomuepunony & | taGnerui 10,13 ar
(95,0 - 1050 % JOMIEpHAONY B 3assaenoi | 101,3 %
2 KiAkKoCTi)
Assay 9.5 mg t0 10.5 mg of domperidoue per ong tablel 10.13 mg
(95.0 to 105.0 % of domperidone of label claim) 101.3%
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Escherichia coli must be absent per 1 g.

Ne o/n Hazea ananisy Cnenundixanis Pesyawratu ananisy
Sr. No. Test name Specification Test result
MinpoGionorivia wmicrora SaramsHa  kinuxicth aepoGuix  Mixpoopranizais
(TAMC) - re Binrige 103 KYO/P, < 50 KYO/r
3aransua xinekicrs apbwmxomx i maiceuenux
rpibis (TYMC) - He Ginswe 102 KYO/r. < 10 KYOIr
Bincyrnicrs Escherichia coli o 1 r npenapary. Bincyrus
§ Micrabiological purity Total  aerchic  microbial  count (TAMC):
NMT 10° CFUfg. <50 CFUf
Total combined yeasts/moulds count {TYMC): NMT
102 CFU/g. <10 CFU/g

Absent

BUCHOBOK: / CONCLUSION:

TIpoAyKT BUTOTORNCHD, YRAKORANO TR
The product is manufactured, packed

Binnoginae cranmaprar 1a Bumoram GMP.

It complies with GMP standasds and requirenients.

Jliven3is 1ua supoGHBUTBO JtikapesKux 3acobip:
Licence for medical products production:

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

Cepist AB N 598054
Bateh AB No. 598054

TIPOARATIZ0BAHO 3TIAHO 3 BUMOraMy peccTpaliiiiloro nocsinyeln.
and analyzed as per requirements of Registration Certificate.

s nizroepayo, o oci supoBmmi eranif s nich cepil roverol nposyruil Gyt anificueni s oot siaesizuoer 3 BRMOFAM, ITHAMCIRNAL B 9htinii

HacTineai 3 GMP, aareepoxerniii Minicrepeinonm oxopoL

L hereby cenify bt all the manuflacturing stages of (his batch of finished
Ministry of health of Ukraine and with the requirements of the Markeling Authorsation file

anapos’st Yerp

of the destination country,

AEN, |3 SHMOras peLetpaiiitore nocLe KPR ApH3lEaucnm.

praduct have been carried out in full compliznce with the GMP sequirements of the
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Xisik-aHanitix
Analytical Chemist

£3ap. Aaboparopicio BIC

[Hnuanb}mrc BKJI
' QC Lab In-charge 1

QC Head

Vrosnobaxena ocoba
Qualified Person
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