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CEPTHOIKAT SKOCTI
CERTIFICATE OF QUALITY

Ha3ssa npopykry: JOMPUJI®, cycnensis opansya, 1 Mrimn
Nante of product: DOMRID?, oral suspension, 1 mg/ml
Cuaa pii: Homnepuaon ~ 1,0 mr/mi
Strength: Domperidone ~ 1.0 mg/ml
Cepiss Ne / Batch No.: SDE4004 Po3mip ynaxosxu / Package size: 60 ma/ml
Peecrp, Ne/ A.RNo.; FP/0355/24 Tumynaxoexn / Pack type: QuiakoH Nel / Bottle No.1
Poamip cepii / Batch size: 1 000 nitpie/litres | Mara suroropnenns / Mg, date:  06.2024
Kin-1p ynakosox / No. of packs: 16 666 Tepmist npunatuocti/ Exp. date:  05.2027
Kpaina / Market: UKR
Peccrpaniiive nocsinuenns Ne: TepMiH [l HeoGMexeHNH
Registration Certificate No.: UA/8976/02/01 unlimited validity
Ne n/n Ha3pa ananizy Crenudixanis PesyanTaTu ananisy
Sr. No. Test name Specification Test result
Onue Cycnensis  pOXEBOTO KONBODY 3  Xapakrepum | Biaropimae
3aMaxoM. ,
! Description Pink coloured. suspension with the characteristic { Complies
flavour.
Tnerwrndixauis
- AOMIIEPHAOH 2.1, Yacw yrpumyBaHHR niXy AOMNEpWIOHy Ha | Bianosinae
XpoMaTorpamMax BHOpOGOBYBAHOIO i CrAHAAPTHOIO
PO3YHHIB, OfEPMAHUX NPH KUILKICHOMY BuipavenHi,
MaIOTh CRiBDAATH.
- MeTWInaparinpoxcuGensoar, 22, Yacm yipmMyBasms miky  Merwnnapa- | Bianosinae
nponixnaparigpoxcnGensoar { rigpoxcnbenzoary i npornimaparigpoxcubierzoary Ha
XpoMarorpaMax BHNIPOGOBYBAHOTQ | CTaBNAPTHOIO
POSUMHIB, ONEIKAHNX NPH KiALKICHOMY BM3RAUEHH,
MAFOTh CHiBTIAATH.
- [Tonco 4R 23, Y®-cnextp nornuHaHmst BunpoGopysasoro | Bimmosigae
PO3UMHY TIOBMHEH MATH ‘MAKCHMYM IIpH JOBMKHHI
xBrn (50644 .
2 Identification
- Domperidone 2.1. In the Assay, Domperidone peak in the | Complies
chromatograms obtained with the test solution has
the same retention time as Domperidone peak in the
chromatograms obtained with the standard solution, -
- Methyl Parahydroxybenzoate, 22, In the Assay, the peaks of Moethyl | Complies L[ 0
Propyl Parahydtoxybenzoate Parahydroxybenzoate and Propyl y,‘e,,,ﬁya{":
Parahydroxybenzoate in the chromatograms obtained %08 20075kgy
with the test solution have the same retention times CEPTL%)%
as the peaks of Methyl Parahydroxybenzoate and
Propyl Parahydroxybenzoate in the chromatograms
obtained with the standard solution,
- Ponceau 4R 2.3, UV absorption spectrum of the test solution | Complies
should have maximum absorbance at (506:+4) nm,
pH Big 5,0 no 7,5 5,9
| 50107.5 59
FPI0355/24 Crop./Page Ne: 1 a/of 3

Y

/:%)C Ll AT O E

Page 1/1

A
0377 267 %



TOB «Kycym Papsm

Yrpaina, 40020, m.Cymn, Byn. Crpabina, 54
Ten.: +38(0542) 77-46-10, dake; 77-46-11
e-mail: plani@kusum.ua

Kuipepxa Piais

TOB «Kycym Papm»
Ykpaiua, 02092, M.Kuis,
BYNL. ATIMATHACHKA, 58

Ten.: +38(044) 495-82-88, thaxc: 495-82-87 /(wum .7) havin wwiw.kusum.ua
Ne ni/n Hazpa ananisy Crienndrivanis PesynbraTn anajisy
Sr. No. Test name Specification ( Test result
OnnopiznicTs MacH 103, O He Ginbwe  gsox  impueimyansuux  Mac | Bin-1,1 %0 1,5%
BUTATAIOTHCA 13 GAraTono30BHX BIIXHNMOTHCA BiL Cepenubol MacH Ginblue AK Ha
konTeHAEPIB 10-%. Ilpu usomy Konua isnuBinyansna Maca fo3
He Ma€ BIRXIISTHCA BIX cepeiturol MacK Ginbure K
4 Ha 20 %.
Uniformity of mass of delivered Not more than two individual masses deviate from | -1.1 % to 1.5 %
doses from multidose containers the average mass by more than 10 %. No individual
dose mass deviates from the average mass by more
than 20 %.
Iycruna Bin 1,13 r/mn o 1,23 /v npu 25 °C 1,18 r/Mn
> Density 1.13 g/ml to 1.23 g/ml at 25 °C 1.18 g/ml
Cynposiani nomilkn He Ginswe 0,25 % innusinyansyol AOMIIIKY, 0,037 %
He 6imee 1,0 % cymu zoMimox, 0,037 %
6 Related substances NMT 0.25 % of individual impurity. 0.037 %
NMT 1.0 % of total impurities. 0.037 %
Po3unnenHs He memue 75 % (Q) Bix sasmsnewoi xinbxocri | 101 %
BOMIEpHAOHY Hepes 45 xs,
7 Dissolution . NLT 75 % (Q) of the labeled amount of | 101 %
Domperidone in 45 min,
Kinbxicne susHavenns
Homnepunon Bix 0,95 mr mo 1,05 mr pomuepuzony B 1 ma | 0,972 mr/l ma
npenapary.
95,0-1050 % jomnepupony  Bix  sassuenol | (97,2 %)
Kismekocri).
Merunnapariapokcubensoar Bin 0,9 mr no 1,1 Mr MersnmapariupoxenGenzoary 8 | 1,015 mr/1 ma
[ M npenapary.
(90,0-110,0 % mernnnaparinpokcubensoary Bin | (101,5 %)
3afBIICHOT KINBKOCTI).
Mponinnaparizpokcubensoar Bin 0,09 mr mo 0,1 wmr npominnaparimpoken- | 0,0979 mr/1 mn
Gensoary B 1 Mn npenapary.
(90,0-110,0 % nponimaparixpoxcnbensoary  sin | (97,9 %)
3anBAeHol KitkkocTi), TEAGARY
8 | Assay i
Domperidone 0.95 mg to 1.05 mg of Domperidone in 1 m! of the'| 0.972 mg/1 S
suspension 9
95.0 % -105.0 % of Domperidone of the label | (97.2 %) IKATIB
claim),
Methyl Parahydroxybenzoate 0.9 mg to 1.1 mg of Methy] Parahydroxybenzoate in | 1.015 mg/1 ml
1 ml of the suspension ‘
(90.0 %-110.0 % of Methyl Parahydroxybenzoate of | (101.5 %)
the label claim).
Propyl Parahydroxybenzoate 0.09 mg to 0.11 mg of Propyl Parahydroxybenzoate | 0.0979 mg/1 ml
in 1 ml of the suspension
(90.0 %-110.0 % of Propyl Parahydroxybenzoate of | (97.9 %)
the label claim),
FP/0355/24 Crop./Page Ne: 2 3/0f 3

Page 1/1



Kniscora dinis

TOB «Kycym Gapun»

Vipaina, 02092, M. Kuts,

BY/L. AIMETHHCHKA, 58

Ten.: +38(044) 495-82-88, dake: 495-82-87

Kusum FPharm

TOB «Kyeym ®apm»

Yipaina, 40020, . Cymu, Byn. CxpsGina, 54
Ten.: +38(0542) 77-46-10, daxc: 77-46-11

e-mail: plant@kusurm.ua
www.kusum.na

Mo n/n Hassa ananisy Crneyudivanin PesynsraTi aganisy
| Sr. No. Test name Specification Test result

Mikpo6iosioriuna yHeroTa 3aranpHa KineKicTs acpobHMx  Mixpoopraismis.
{TAMC) - ue Ginsiwe 102 KYO/vn. <10 KYO/Mmn
3aransHa. KiTbKICTE IPIKIDKOBHX Ta MJIICGHEBMX
rpubis (TYMC) - ne 6inmsue 10" KYOhvn, < 10 KVO/mn
Bincyrnicrs Escherichia colin 1 Ma npenapaty. Bincyrhsa

4 Microbiological purity Total acrobic microbial count (TAMC):

NMT 102 CFU/ral. _ _ <10 CRU/ml
Total combined yeasts/moulds count (TYMC): -
NMT 10} CFU/ml. <10 CFU/ml
Escherichia coli must be absent in 1 ml. Absent

BHCHOBOK: / CONCLUSION:.

Hpouyxr BUIOTOBNEHO, YIIAKOBAKO Ta HpOaHaﬂiIBOBaHO 3CIAHO 3 BHMOTaMH peec*rpauiﬁnoro TOCBiIIEHHS,

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

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

Cepis AB Ne 598054
Batch AB No. 598054

Binnosinae cranuaptam Ta sumoram GMP,
It complies with GMP standards and requirements.

Jlinensis Ha BapobSHANTBO NiKApCHEKAX 3acobis:
Licence for medical products production:

L{um mijrenepsiiyio, 610 Bei supoBunyi cramii i wiei cepii roTos0i nposyKuil Gynu 3aificneni b NOBNIH BIANOBIAUOCT] 3 BUMOTAMH, 3A3HAUCHHME B HHRKIH
HacTanosi 3 GMP, satuepmcniit MinicrepeTom oxopoHU 3A0poB’S YRpaitH, | 3 BHMOraMy peecTpaiiiiHoro JOCkE Kpais npHIHauerns,

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

Ministry of health of Ukraine and with the requiretnents of the Masketing Autliorisation file of the destination country.
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KiMik-aHamiTHK ,,{3&B. naGopatopieio BKA | Hanamsnux BKA YrorHopaxeHa ocoba
Analytical Chemist {'QC Lab In-charge T OC Head Qualified Person
T
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