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CEPTHOHKAT KAYECTBA
ICATE OF TY

~Haspauue npoayxra: JOMPH®, cycnexsis opanbHa, 1 mr/mi no 100 mn y dnaxonax Nel

Name of product: DOMRID®, oral suspension, 1 mg/ml, 100 ml in bottles No.l.

Per. Ne: / A.R.No.: FP/0545/20 Paisep cepui:/ Batch size: 1 000 nurpos/ liters

Cepus Ne: / Batch No.: SDEK013 Koaunueerso ynakosor: / Number of packs: 10 000

Harta u3rorosaenusn: / Mfg. date: 07.2020 Cpox roanocty; / Exp. date; 06.2023

Peructpaunonioe csuaereancrso Ne UA/8976/02/01, aciictayét xo 04.08.2020

Registration certificate No. UA/8976/02/01, is valid to 04.08.2020

Ne n/mi IMapamerpn Cneundurauus Peaynerarnt

Sr. Ne. Tests Specifications Observations
1 Onuc Cycnensia  poxeBoro KoNbopy 3 XapaxTepHum Bianoeinae

3anaxoM,

Description Pink coloured suspension with the characteristic Complies

flavour,
2 lacutndikanis _

- doanepudon 2.1. Yacn yrpumysanHa mniky domnepudouy na Bianosiaae
XPOMATOrpaMax eunpofosyeanozo i Candapmnozo
PO3UHMHIB, ONEPHKAKUX NPH KIIEKICHOMY BH3HAYCHHI,

MRIOTh CHiBRAAaTH,
- Memuanapaziopocu- 2.2, Yacu yrpuMmyBanna 1Ky Memuwindpa- Bianorinae

Genzoam, 2ldpakcubiensoamy i nponianapazidpoxcubensoamy

\ nponianapazidpoxcubensoam H3 XpoMAaTOrpamMax suUnpoBoeysano2o i
cmandapmuozo  pPO3YNAIB,  ONEpPKAHUX  DpH
KinLKiCHOMY BHIHA4€HH], MAIOTH CHIBIAAATH.

- [onco 4R 23. YO-cnexIp nNOrMHHANHA BUNPOGOSY8aN0.20 Binnosinae
posuuny TIOBHHCH M8TH MaKCHMYM NPH NOBXKHAI
xsigil (506+4) um,

Identification ]

- Domperidone 2.1. In the Assay, Domperidone peak in ‘the Complies
chromatograms obtained with the. tesr solution has i
the same retention time as Domperidone peak in the
chromatograms obtained with the standard solution.

- Methyl Parahydroxybenzoate, | 2.2. In the Assay, the peaks of Methy! Complies
Propy! Parahydroxybenzoate Parahydroxybenzoate and Propyl
Parahydroxybenzoate in the chromatograms obtained
with the. test solution have the same retention limes
as the peaks of Methyl Parahydroxybenzoate. and
Propyl Parahydroxybenzodte in the. chromitograms
obtained with the standard solution.
- Ponceau 4R 2.3. UV absorption spectrum of the fest solution Complies
should have maximum.absorbance at (50624) am..
3 pH Bin 5,0 10 7,5 5,8
pH 5.0t07.5 5.8
4 OaHOpiAHICTS MaCH 103, wo He Ginbiue 180X iHAMBiAyaNBHHX MAC BUIXHIAOTLCR Bia -2,9 % 10 2,9 %
BHTArat0THCA i3 Bin cepemnoi MacH Ginsure gk Ha 10 %. Ilpy nponmy
6araTo030BHX KOHTEHEEpiB XOAHA iHAMBIMYANEHA Maca K03 HE MaE BIXHISTHCS
to ‘| Bin cepenunol Macu Ginsme ak Ha 20 %.

Uniformity of mass of Not more than two individual masses deviate from 29%1029%

delivered doses from the average mass by more than 10 %. No individual

multidose containers dose mass deviates from the average mass more by
than 20 %.

5 I'ycTHHa Bix 1,13 r/ma a0 1,23 r/ma npn 25 °C 1,18 r/mn

Density 1.13 g/ml t0 1.23 g/iml at 25 °C 1.18 g/mi

FP/0545/20 Crpaititia Ne: 1 a3 2
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Sr. No. Tests Specifications \ Obvety, ]
6 Cynpogifni aomilIxit He Ginbwe 0,25 % inausinyausAoi AoMinKa. 24
He 6inbwe 1,0 % cyMH noMitlox, :
Related substances NMT 0.25 % of individual impurity. 0.084 %
NMT 1.0 % of total impurities. 0.086 %
7 Po3unHcHHA He menme 75 % (Q) Bin 3assnewoi kinnkocrti 102 %
ROMTIEpHAOHY Yepe3 45 xa,
Dissolution NLT .75 % (Q) of the labeled amount of 102 %
: Domperidone in 45 min.
3 KinbkicHe BU3HaveHHS
Assay i :
Hoarmepudon Bix 0,95 mMr pgo 1,05 mr HOMIIEPHIOHY B 1 Mn 0,969 mr/3 mn
npenapary. (95,0-105,0 % aomnepnaoRy Bin 3aqsieHol (96,9 %)
KibKOCTi).
Domperidone 0.95 mg to 1.05 mg of Domperidone in 1 ml of the 0.969 mg/1 ml
suspension (95.0 % -105.0. % of Domperidone of the (96.9 %)
label claim). _
Memuanapaziopoxcubensoam | Bin0,9 mMrno 1,1 mr METHANAPariiPOKCHOCH30aTY B 1,002 mr/1 Ma
1 m nipenaparty. (90,0-110; 0 % MeTWINApariIpoKch- {100,2 %)
Gest30aTy Bin 3218NEHOl KUILKOCTI).
Methyl Parahydroxybenzoate | 0.9 mg to 1.1 mg of Methyi Parahydroxybenzoate in 1.002 mg/1mi
1 ml of the suspension (90.0 %-110.0 % of Methy] (100.2 %)
Parahydroxybenzoate of the label claim).
{Iponianapazidpoxcubenszoam | Bin0,09 mr a0 0,11 mr npoTiANaparinpoKcHGeH30aTy B 0,0977 M1¥1mn
1 s npenapary. {90,0-110,0 % nponinnaparinpoxcu- (97,7 %)
Benzoarty sin-3assnenol kimxocri),
Propyl Parahydroxybenzoate 0.09 mg 10 0.11 mg of Propyl Pamhydroxybenzoate 0.0977 mg/1m|
in 1 ml of the suspension
(90.0 % -110.0 % of Propyl Parahydroxybenzoate of (97.7 %)
the label claim).
9 Mixpobionoriyna yncrora 3aranpHa  KinbXicTh acpo6xuax MiXpoOprauismMis
(TAMC) - ue 6inbwie 10* KYO/mn. <10 KYO/Mn
3eranbua KinbkicTs JPiNUKOBMX Ta. MUiCEeHeBHX
rpubis (TYMC) ~ ne 6insuié 10 KYOhar. <10 KYOhtn
Microbiological purity Bincyrricts Escherichia cofi 8.1 Ma npenapaty. Bincytha
Total acrobic microbial count (TAMC):
NMT 10 CFU/ml. < 10 CFU/ml
Total combined yeasts/moulds count (TYMC):
NMT 10' CFU/ml. <10 CFU/m!
Escherichia coll must be absent, ;)gr 1I'ml. Absent

3AK/JIOYEHHE: nponyxt
cBHaeTenbCcTB2. OTBeyacT/ R
CONCLUSION: the p
with GMP standards
JInuen3ns Ha npouss

GRey

is manufactui

0 AeKapITBEHHBIX Cf

[14KOBAH N NMPOTECTHPOBAH B COOTBETCTBHM € TPCOOBAHNAMY PErMCIPALHORHOTO
gaptam GMP. Ceprudimgar Ne 009/2020/GMP
jcked and analyzed as per Registration Certificate requiremenits. It complies
0. 009/2020/GMP
5: Cepua AB Ne 598054

Licence for medical ucts prod 12 Batch _AB No, 598054

HMMUK-2 X Havansinka OKK aganbHrk OKK YTIOJHOMOUYCHHOE THLIO

R ARt TR uty QC Head C Head Qualified Person N
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Hraa/Name: v s oR 2SS S 4. Pogym oot /@Mﬂéz/ﬂda
Nonnucs/Signature: NASTB N 04\‘4 %&[L{MM /

U /. 1«
Jara/Date: /51 (4} 2 j a0 OGS IPNN { Sl 0 1’{}0 Pé 6%;',,}.’ /V’LO'
FP/0545/20 Crpanuua Ne: 2 13 2.
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