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CEPTHPIKAT SKOCTI

CERTIFICATE OF QUALITY
Hazsa nponyscry: HOMPHI®, cyeriensiz opansa, 1 Me/mn
Name of product: DOMRID®, oral suspension, 1 mg/ml
Chna pit: Honmepunon - 1,0 mr/un
Strength: Domperidone — 1.0 mo/mi
Cepin M/ Bateh No.: SDE3006 Posmip ynascosiwn / Package size: 100 mn/m|
Peeerp. Ne/ A R.No.; FP/0843/23 Tun yraxosrn / Pack type: Dnaxon Nol / Botile No.1
Posmip cepil / Bateh size; 1 000 mitpis/litres | MlaTa murorosaenns / Mfg, date: 11,2023
Kin-re yraropore / No. of packs: 10 Q00 Tepatiu mpuparioeri / Bxp, date:  10.2026

Kpaiua / Market: UKR

Peccrpauiiine nocsingernns Ne;

TepMin #iY HeobMexeHu

- Tlouco 4R

2 Identification
- Domperidone

- Poncean 4R

Registration Certificate No.:  DA/S976/02/01 unlimited validity
XNe nfn Hazea ananizy Cneuipiranis PesyneTaTi ananisy
Sr. No. Test name Specification Test yesult
Cmie Cycnensis  pomesore KOm:0py 3 Xapawtepumm | Bianosinge
3aTIAX0M.
: Deseription Pink coloured suspension with the characteristic | Complies
flavour,
Inentudixanis
= ROMTICPHANH 2.1, Yacy YIPuMYHBHEA NiKy AOMIepHIOHY ua Bixnorigae

XpomaTorpamax BHNPOGOBYRAHOrC i CTAHmAPTHOTG
PO3YHNID, OREPHEHIX TIPK KinbKicHoMy BusHauermi,

MaIOTE CITiBNANATH.
- MeTHANapariapoxenbenzoar, 22, Yacw  ympmypamug miky  Memwmnapa-
nponinnaparinpokenGensoar rinporcferoary i nponinnapariapoxenGensoary ua

XPOMATOrpanax BHMpoGOBYRANOTO 1 CTAMMPTAOrO
DO3YNHIB, OfiCpauyX npn KiMbKiCHOMY BymHAueHH,
MAIOTL chiBnagaTy.
23. ¥Yd-cnektp  mornmHaums BHnpofoByEanoroe
POUIHY NOEHHGH MATH MAKCHMYM TR HODME]
xeuni (50624) .

2.1, In the Assay, Domperidone. peak in the
chromatograms obiained with the test solution bag
the same refention time as Domperidone peak in the
chromatograms obtained with the standard solution.

- Methyl Parahydroxybenzoate, 22. In the Assay, the peaks of Methyl
Propyl Parahydroxybenzoate Parahydroxybenzoate and Propyl

Parabydroxybenzoste in the chiromatograms obtained
with the test solution have the sane retention times
as the peaks of Mellyl Parahydroxybenzoate and
Propy! Parahydroxybenzoate it the chromatograms
obtained with the standard solution,

2.3. UV absorption spectrum of the lest solution
should have maximum absorbance at {506::4) nm.
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MNe ni/ne Haspa ananizy Cneungiranis PesyanTariy anamiay
Sr. No. Test name Specification Test resnlt
Onnopinwicrs Macy nos, mwo He Gimeme apox inmasinyansux  mac | Bix-1,3 % go 2,6 %
BUTAratoThes i3 GAraTono30BHY BIZXUTHAIOTECA Bijl CEPENHGOT MacH GLibe Ak Ha
RonTeliBepip 10 %. Tipir nuomy womua inmusinyansha Maca 103
He MAE BIAXHAATHCA Bl Cepemaot MacH Gipire 1K
, Ha 20 %.
Uniformity of mass of delivered Not more than two individual masses deviate from | -13 %t02.6%
doses from multidose containers the average mass by more than 10 %, No individual
dose mass deviates from the average mass by more
than 20 %.
Fyernna Bin 1,13 r/ma no 1,23 t/ma npn 25 °C 1,18 r/va
] Density 113 gfml to 1.23 g/ml at 25 °C 1.18 g/ml
Cynposiani nomiumcy He Ginpme 0,25 % iHmBiRyamsRoT nominngy, 0,020 %
He Ginzue 1,0 % cymut fomimox, 0,020 %
5 K Reldisibstes NMT 0.25 % of individual impurity. 0.020 %
NMT 1.0 % of total impurities. 0.020 %
Posunsenns He wmemwue 75 % (Q) iz sagsmenor xinskocri | 98 %
EOMIIENHIOHY uepes 45 Xs,
d Dissolution NLT 75 % (Q) of the Isbeled amount of | 98 %
Domperidone in 45 min.
Kinexiche spstavenin
Howninepnnon Bix 0,95 Mr mo 1,05 ‘Mr Homnepupony B 1 mut [ 0,967 i/l mn
npermpaTy.
(95.0-1050 % novnepumomy pim  sammmenol (96,7 %)
Kinbroeri).
MeTinnaparinpokcatensoar Bin 0.9 mr o 1,1 mr MeTimaparigpoxcubenzoary B | 0,999 mrfl mn
1 Mi npenapaty.
(90,0-110,0 % MeTHRnapariapokcuGcnIoary  Bix (99,9 %)
SAMBREHO] KiNLKOSTL),
TponinnaparinpokenGeizoar Biz 0,09 mr no 0,11 wmr nponinnaparigpoxcu- | 0,0074 M/ ma
Genzoaty o 1 Mot npenapary.
00,0-1100 % nponimaparigpokcubeusoary  nix (97,4 %)
3agBIeRol Kinbkoeri).
8 Assay
Domperidone 0.95 mg fo 1.05 mg of Domperidone in 1 ml of the | 0.967 mg/l mi
suspension
950 % -105.0 % of Domperidone of the Iabel | (96.7 %)
claim).
Methyl Parahydroxybenzoate 0.9 mg to 1.1 mg of Methyl Parahydroxybenzoate in | 0,999 mg/l m]
1 ml of the suspension
(90.0 %-110.0 % of Methyl Parahydroxybenzoate of (69.9 %)
the Jabel claim),
Propy! Parahydroxybenzoate 0.09 mg to 0.11 mg of Propyl Paraltydroxybenzoatc 0.0974 mg/1 ml
in 1 ml of the suspension
(0.0 % -110.0 % of Propyl Parehydroxybenzoate of (97.4 %)
the Jabel claim).
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Knipenra inix TOB «Kycys Qapim
TOB «ICycym Dapnn ‘Yxpalna, 40020, s.Cynt, By, CkpaGina, 54
Vipaia, 02092, m.Knis, Ten.: +38(0542) 77-46-10, thaxc: 77-46-11
BYI. AnMaTHHCERS, 58 e-mail: plant@kusmin,ua
Ten.: +38(044) 495-82-88, paxc: 495-82-87 /&Lﬂﬁ% ..7" Ly www.kusum.ua
Ne n/ne Hajna ananisy Creumndrixanin PeaynwraTi ananigy
Sr. No. Testname Specification Test result
Mixpo6ionoritna ynerora 3arammna  xinekicTs aepoGHMX MiKpoopranismis

(TAMC) —ue Gigewe 10? KY O/, <10 KYO/mn

Saranewa kinekiers mpisguxosiz Ta nmicenenix

rputis (TYMC) — ge Gimpnie 10" KV O/ <10 KYO/mn

Bineytaicts Escherichia coli s 1 M Nipenapary. Bineyrus

2 Microbiological purity Total acrobic microbial count (TAMC):

NMT 102CFU/ml. < 10 CFUMmi

Total combined yeasts/moulds count (TYMC):

NMT 10! CFU/ml. < 10 CFU/ml

Escherichia coli must be absent in 1 ml. Absent

BHCHOBOK: / CONCLUSION:

ITpozyxT miroTobneHo, ynakosano Ta NpOaRasi30BaHo 3riAHO 3 BUMOTAMH PeccTpaLiliHOro noceinyenys.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate,

Bignosinae cranaapram Ta pumoran GMP, Cepradicar Ne 080/2023/GMP
It complies with GMP standards and requirements. Certifieate No, 080/2023/GMT
Jlivenais ua nnpoBunurso NiKapesxey 3acabis: Cepin AB Ne 598054

Licence for medical produsts produetion: Bateh AB No. 598054

Llam nintoepmxyio, mo sci npoGussi crani A 1ieT cepit FOTOROT IponyiiiT Gyan 3xiFicresi B HoBH BIUIODIAHOCT] 3 SHMOTAMII, JU3MANETIMT B Y13 A
Hacrayoni 3 GMP, aatsepaelrist MinicTepenzom oxopons 30pon’s Yxpatimy, {3 nustoramy PEECTPALIHIOTO ABCHE KPATHI ApRanayeTy,

L hereby centify that all the manu facturing stages of this haich of finished product have been carried ont in fil] complianee with the GMP requireinents of the
Ministry of health of Ukmine and with the requirements of the Morketing Awthorisation file of the destination counkry.
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TOB «Kveym Qapay
Yicpaina, 02092, v Knis,
BYA, AsvaTnucsra, 58
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TOB «Kycym Mapm»

Vipaina, 40020, M.Cywmn, syn. CxpaSina, 54
Texn,: +38(0542) 77-46-10, daxe: 77-46-11
¢-mail: plant@kusum.ua

wiwvw kusum.ua

CEPTHUPIKAT AKOCTI
CERTIFICATE OF QUALITY

Hazpa npoayxry: JHOMPUJI®, cycnensis opansua, 1 Mr/mn
Name of product; DOMRID®, oral suspension, 1 mg/ml
Cuura niv: Homnepunos — 1,0 mr/mn
Strength: B Domperidone — 1.0 mg/ml
Cepin Ne / Batch No.; SDE2017 Po3mip ynmakeskn / Package size: 100 mu/ml
Peecrp, Mo/ A.R.No.: FP/0838/22 Ton ynaxosxu / Pack type: (Mnaxon Nel / Bottle No. 1
Posmip cepii/ Batch size: 1 000 mitpip/litres | Jlara saroronnenns / Mfg. date:  11.2022
Kin-te ynaxosok / No, of packs: 10 000 B Tepmin npuaaTnocti / Exp. date: 10.2025
Kpaina / Market: UKR ‘ ’
Peeerpantiiine nocpiguenns No: —— TepMin I HeoBmexeHni
Registration Certificate No.: LA/sRT el unlimited validity

Ne ni/n Haspa ananizy Crenudirxanin PezyasraTH ananizy
Sr. Ne. Test name , Specification Test result
Onne Cycriensis  poskeBoro Komkopy 3 Xapaxrepuum | Binnosinae
BANAaXOM.
Description Pink coloured suspension with the characteristic | Complies
flavour,
Inenrudixauis
Homnepunon Yack  yrpumyBaiHs miky jomiepsieny  Ha | Bianosigac

XpoMatorpamMax BHIpoOOBYBAHOrO 1 CTAHAAPTHOTO
POSHHIR, OIEPIKAHHX TIPH KINBKICHOMY RU3HAYEHN,
MaroTh CIliBIANATH.

Mertmwimapariapoxentensoar, Hacn YIPUMYBAHHSA Ky MeTmEapa- | Binnosinae
npomnimmaparigpokcuGeHzoaT rinpoxcrbensoaty i nponianaparigpoxcubeHsoaTy Ha
XpoMaTorpamMax BUANPOBOBYBAHOrO 1 CTAHAAPTHOTO
PO3UMHIB, ONEPHAHUX NPH KINBKICHOMY BUZHAYEHH,
MaroTh CIIBIIANATH,

Ilonco 4R YO-criekTp NOrAMHANHS BUOpOGOBYBaHOro posunHy | Biamopinae
NIOBHHEH .MaTH MaKCHMYM IPH JIORXHEI XBMI
(506+4) By,
2 Identification
Domperidone 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, 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 sclution.

Ponceau 4R UV absorption spectrum of the test solution should | Comiplies
have maximum absorbance at (506:4) nm.
; pH Bin 5,0 1o 7,5
> pn 5.01t07.5

FP/0838/22




Kuinchra glain

TOB «Kyeym Gapmy

Yipatna, 02092, a1, Knis,
JMaTaHcsrd, 58

TTENOAPM
JLH»
tpervudirauifirni
¥op, 20075891

2

CEPTUOIKATIS /¢

P
PATIY

TOB «Kyeym apmy

Yipaina, 40020, s1.Cymu, sy, Crpsibina, 34
Test.: +38(0542) 77-46-10, daxc: 77-46-11

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

Domperidone in 45 min.

Ne n/u Hazgea ananizy Crenndikanin PesyanTarn ananisy
Sr. No. Test name Specification Test result
Onnopianicts Mach 1o3, o He Olmme  pmsox  inmmmsinyansunx  mac | Big-2,1 % g0 1,7 %
BUTAYaI0THCA i3 6araTono30Bmx BIIXWISIOTECS Bifl cepeaubol mMacu Ginpiue gK Ha
KOHTEHHEpiB 10 %. Ilpu npomy xojHa iHEURiAyaIBHA Maca 03
HE Mae BiAXMASTHCA Bil cepeinbol MacH Oinsiue sx
4 Ha 20 %.
Uniformity of mass of delivered Not miore than two individual masses deviate from | -2.1 % to 1.7 %
doses from multidose containers the average mass by more than 10 %. No individual
dose mass deviates from the average mass by more
than 20 %.
Tycruna Bin 1,13 r/mn zo 1,23 o/mn opu 25 °C 1,18 v
> | Density 1.13 g/ml to 1,23 g/ml at 25 °C 1.18 g/ml
Cynposiani jominika He Glibwue 0;25 % iﬂmmmyahmw'l‘ HOMILIKH, 0,036 %
He 6imswre 1,0 % cymu fOMIiHIOK. 0,036 %
. Related substances NMT 0.25 % of individual impurity. 0.036 %
NMT 1.0 % of total impurities, 0.036 %
POSYHHEHH He menme 75 % (Q) bin 3amsienoi ximsxocti | 93 %
; | nomnepuaoHy depes 45 xa,
? Dissolution NLT 75 % {(Q) of the labeled amount of | 93 %

Kinsxicue suznaueHusd
Jomnepnnon

Metuniapariapoxenbensoar

Tponinmaparigpoxcnbenzoar

Assay
Domperidone

Methyl Parahydroxybenzoate

Propyl Parahydroxybenzoate

Bix 0,95 mr jo 1,05 mr pomiepunony B 1 min
npenapary.
(95,0-105,0 %
Kipxocti).

Bin 0,9 Mr no 1,1 Mr MeTmaparipokeubeHsoaty 8
1 mit nipeniapaTty. _
(90,0-110,0 % wmernnnaparinpoxcubensoaty Bix
3a4BJICHOT KIILKOCTI). '

Bin 0,09 mr po 0,11 Mr nponinmapariapoxcu-
Genzoary B | Ma nipenaparty.

(90,0-110,0 % npommaparitpokeubenzoary  Bin
3ASIBJICHOT KITEKOCTI).

JOMIEPUIOHY  Bil  3asBICHOL

0.95 mg to 1.05 mg of Domperidone in 1 ml of the
suspension

(95.0-105.0 %. of Domperidone of the label claim).
0.9 mg to 1.1 mg of Methy! Parahydroxybenzoate in
1 ml of the suspension

(90.0-110.0 % of Methyl Parahydroxybenzoate of the
label claimy).

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 claim).

1,007 mr/1 mon
(100,7 %)
1,024 mi/1 ma
(102,4 %)
0,1022 mr/1 Mn

(102,2 %)

1.007 mg/1 ml
(100.7 %)

- 1.024 mg/l ml
(102.4 %)

0.1022 mg/1 ml
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Microbiological purity

Total aerobic microbial count (TAMC):

NMT 10> CFU/ml.

Total combined yeasts/moulds count (TYMC):
NMT 10! CFU/ml

Escherichia coli must be absent in 1 ml.

< A
Hirrg O1OY,
| New/n Hazsa ananizy Crienndircanis PesynntaTn anajisy
Sr. No. Test name Specification Test result

MixpoGiosorivaa yucrora 3aransHa  KinbKiCTh  aepOBHHX MIKpOOpraHi3MiR
(TAMC) — ne Gimeme 102 KYO/mor. <10 KYOhm
3arannga KiALKiCTs APDKIDKOBUX TA TTICEHEBHX
rpubis (TYMC) — ne 6insue 10! KYO/mu. < 10 KYO/mn
Bincyznicts Escherichia coli 8 1 mn npenapary. Biacyras

9

< 10 CFU/ml

< 10 CFU/ml
Absent

BHCHOBOK: / CONCLUSION:

TIpoIyXT BUrOTOBJICHD, YIIAKOBAHO T& UPOHANIZ0BAHO SPI/HO 8 BUMOrAMU PECCTPAIMEOTO HIOCKIYCHHS,
The preduct is manufactured, packed and analyzed as per requirements of Registration Certificate.

Bimnosinae crannapram ta spmoram GMP,

It complies with GMP standards and requirements,

Jlinensis Ha BUpOGHHUTBO JiKapChKHX 3ac00iB:
Licence for medical products production;

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

Cepin AB Ne 598054
Batch AB No. 598054

Llnm nigrseppxyio, Mo sei supoGuuyl eranii aa uiel cepii roTorol nponykuil Symu siifcHeni 8 TOBRIN BiIOBIAOCT] 3 BHMOTAMH, JA3HAUCHIME B uMHNIH
Hacranosi 3 GMP, sarseprueniii Minicrepersom oxoponn 3nopos’s Y xpailm, | 3 BEMOTaMH PeecTpanifioro Hoehe kpailin HpHIHAICHHA.

T 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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