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CEPTUDIKAT JAKOCTI
CERTIFICATE OF QUALITY nenindkaLHA
mg_ZPEEﬁBQ‘l
— * " - i

Hazsa npoaykTy: TOMPUII®, cycnensis opanbHa, 1 Mr/mi cemﬁmlma

Name of product: DOMRID®, oral sugpension, 1 mg/ml --

Cuna il AoMnepnaos — 1,0 mr/min

Strength: Domperidone — 1.0 mg/ml 3 N

Cepig Ne / Bateh No.,: SDE2016 Posmip ynaxosku / Package size: 100 ma/ml

Peecrp. Ne/ A.R.No.: FP/0837/22  Trn ynaxosxu / Pack type: (naxon Nel / Bottle No.1

Posmip cepii / Batch size: 1000 nitpis/litres | Hara urorosnenna / Mfg. date: 11,2022

Kin~re ynaxkoeok / No. of packs: 10 000 | Tepmin npupatHocTi / Exp. date:  10.2025 )
Kpaiua / Market : B UKR ]
PeecTpauiiine nocsixaenns Ne; Tepmin nit neoBMexeHMH
‘Registration Certificate No.: dASFHIGIN] unhmited validity _

Ne i/ Haspa ananisy ~ Crenmdixanis PeayanTaTh aAHANI3Y
St. No. 1'est name Specification 'I'est result
Onue - Cycriensis poxeBoro xompopy 3 Xapakrepuum | Bimnosizac
3ATaXOM.
: Description Pink coloured suspension with the characteristic | Complies
flavour,
[ neHTH(pIKALA i
JloMIepuaoH Uacu yIpuMyBaHHA @Ky JOMIepuHaoHy  Ha | Bianosigae

XpOMaTOrpaMax BHIPOGOBYBaHOTO 1 CTaHABPTHOTO
PO3YMHIB, OHEPKAHUX NPH KIIBKICHOMY BH3BAYCHH),
| MalOTh CIIBNANaTH,

Mernimaparigpoxcubensoar, Yacw YIPUMYBAHHA | THKY MeTHanapa- | Bianosinae
fiponuinaparizpoxcbeHsoar rizpoxcHOCHI0ATY 1 NPONIINAPArAPOKCHOCHI0ATY Ha
Xpomarorpamax BHnpoOOBYBAaHOrO 1 CTAHAAPTHOIO
PO3YMHIB, OZEPMAHHX IPH KINLKICHOMY BH3HAYEHH],
MAOTh CITIBIIaIaTH: '

ITonco 4R VP-criexkTp noriuHanHs BUnpoboBYBaHOro pozumHy | Biamopinac
IOBUHEH MAaTH MaKCHMMyM I@pM JOOBXKUHI XBUJI
(506:4) 1M,
’) Identification
Domperidone 1 In the Assay, Domperidone peak in the | Complies

chromatograms obtained with the test solution has
the same retention time as Demperidone peak in the
| chromatograms obtained with the standard solutton.
Methyl Parahydroxybenzoate, In the Assay, the peaks of Methyl | Complies
Propyl Parahydroxybenzoate Parahydroxybenzoate and Propyl
| Parahydroxybenzoate in the chromatograms obtained
with the test solution have the same retention times
as the peaks of Methyl Parahydroxybenzoate and
Propyl Parahydroxybenzoate in the chromatograms
obtained with the standard solution,

UV absorption spectrum of the test solution should | Complies
have maximum absorbance at (506+4) nm.

Bix 5,0 no 7,5 | 6,i
{ 5.0to 7.5 6.1
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“Ne n/m Hazsa aHadisy Crenudiranin PesyaLTaTH AHANiny
Sr. No. Test name. Specification Test result
ORHOPiAHICTS MacK 103, 1O He 6Ginmpue  gBox  idjuBigyansHMx  Mac | Bin-4,2 % no 3,5 %
BUTATAIOTHCY 13 DAraTon0R0BUX BIXMIISIOTLECS B CepeAHROi Mach Oinblue fK Ha
KOHTeHHepin 10 %. Ilpm npoMy XOgHa IHAMBIAYaNLHA Maca 403
He Mae BIAXUIATHCA Bij cepenunol Macu BiIple sK
4 ra 20 %,
Uniformity of mass of delivered Not more than two individual masses deviate from | -4.2 % t0 3.5 %
doses from multidose containers the average mass by more than 10 %. No individual
dose mass deviates from the average mass by more
than 20 %.
"I‘yc'mua Bix 1,13 T/MI no 1,23 v/vn npu 25 °C 1,18 t/mMn
. Density 1.13 g/mlto 1.23 g/mlat 25 °C 1.18 g/ml
CynpoBsiasi TOMILLLKH He Ginsiue 0,25 % {HAMBIAYaNbLHOT AOMILIKH. 0,034 %
He 6insuie 1,0 % cymu JOMINIOK, 0,034 %
O | Related substances NMT 0.25 % of individual impurity. 0.034 %
NMT 1.0 % of total impurities, 0.034 %
PO3YMHEHHA He menwme 75 % (Q) BIA sassneHol KimsKocTi | 98 %
OOMTICPUIIONY uepes 43 X3,
? Dissolution NLT 75 % (Q) of the labeled amount of | 98 %
- Domperidone in 45 min.
Kinekicne BusHayeHns | T ) )
JoMnepuaoH Big 0,95 Mr no 1,05 mr pommepupony B 1 mm | 1,038 mr/l mn
rpenapary.
(95,0-105,0 % nmommepmmody Bin  3assieHoi | (103,8 %)
KiJILKOCTI),
Metninaparigpoxcubensoar Bin 0,9 Mr no 1,1 mr MeTsimaparigpoxcudensoaty B | 0,996 mr/1 mn
1 mn npenapary.
(90,0-110,0. % wMertunnapariapoxcnbenzoary Big | (99,6 %)
3ASBJICHOT KITLKOCTI),
ITponinnaparinpoxcubensoar Bix 0,09 mr mo 0,11 mr mpominmaparinpoxcu- { 0,1034 Mr/1 Mn
Oensodry B 1 Mu npenapary.
(90,0-110,0 % mponinmaparinpoxcudensoary Bix | (103,4 %)
g 3a8B1€HO0] KIILKOCTL),

Assay
Domperidone

Methyl Parahydroxybenzoate

Propyl Parahydroxybenzoate

0.95 mg to 1.05 mg of Domperidone in | ml of the
suspension

1 (95.0-105.0 % of Domperidone of the label claim),

0.9 mg to 1.1 mg of Methyl Parahydroxybenzoate in
1 ml of the suspension

(90.0-110,0-% of Methyl Parahydroxybenzoate of the
label claim),

0.09 mg to 0.11 mg of Propyl Parahydroxybenzoate
in 1 ml of the suspension

(90.0-110.0 % of Propyl Parahydroxybenzoate of the
label elaim).

P

1.038 mg/l ml
(103.8 %)
0.996 mg/1 ml
(99.6 %)
0.1034 mg/1 ml

(103.4 %)
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NMT 10" CRU/ml.
Escherichia coli must be absent in 1 ml,

Tem.: +38(044) 495-82-88, daxc: 495.82-87 /i/h:mm ..7) harm www.kusum.ua
Newn | Haspa ananizy Crnenudikauin ) Pe3yabTATH aHANI3Y
Sr. No. Test name | Specification Test result

Mixpobionoriyua uucrora 3arajgpHa KUILKICTH acpoOHMX MIKpOOPrauisMin
(TAMC) — ne 6inpuue 102 KYO/Man. < 10 KYO/mn
JarasbHa KUIBKICTD APDKIDKOBMX Ta IIICCHEBMX
rpulis (TYMC) — xe Binpmie 10! KYO/Mi. < 10 KYO/Mn
BincytHicts Escherichia coli B 1 Mn npenapary. BincyTHs
8 . Microbiological purity Total aerobic microbial count (TAMC):
NMT 102 CFU/ml. < 10 CFU/ml

otal combined yeasts/moulds count (TYMC):
< 10 CFU/ml

Absent

BHCHOBOK: / CONCILUSION:

I[IpoayKT BUrOTOBJCHO, YIIAKOBAHO T4 NPOAHANIZOBARO 3TIAIHO 3 BHMOTaMH PEECTPALIIHHO0 NOCBIAUEH LS,
The product 1s manufactured, packed and analyzed as per requirements of Registration Certificate,

Binnoginae ctavaapTaM ta suMoraM GMP.

It complies with GMP standards and requirements.

Jlinensia na BUPOOGHMUTEO JIIKAPCLKMX 3ac0BiB:

Licence for medical products production:

Ceprudixar Ne 009/2020/GMP
Certificate No. 009/2020/GMP

Cepis AB.Ne 598054
Batch AB No. 598054

[11M niareepaxcy10, wo set BRpoBGRMYI cTagil ana uicl cepil rotosol npoayxuil 6ynu sailicHeni » noswill BIANOBIAHOCTI 3 BEMOIAMH, 323HANCREMY B UMHHIN
sacTanosl 3 GMP, saTaepoxeniii MinicrepeTsoM oxoporu-3a0p0s’a Ykpaingy, | 3 BUMOraMi peecTpalifHoro F0Che Kpaivy NpyusHaveis,

L 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 heaith of Ukraine and with the requirements of the Marketing Authorisation file of the destination country,
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XiMiK-le&J’IiTHK “ | /8 “ SEE YrosHoBaxeHs 0coba
Analytical Chemist | QC Lab In-charge QC Head | Qualified Person
h’a/Name: /“/9 % f}"f l L H c,' GEE.L}-'Z,-.';_F e qeiaces T b y (DCJL,@?*J \(‘ A-‘f‘\l}fy - ,%@(,u{}éﬂc@a _,f{
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Hata/Date: 2 Z_’/ 17¢ 22 o .&’L.;I/ 7 .ﬁ,,..r:_ 2. @9( \l\’?ﬂ-’m a"x’}//fi/;%/:/ /
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