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CEPTH®IKAT AKXOCTI _
CERTIFICATE OF QUALITY
(Ea—sﬁa NPOAYKTY: HOMPHI®, cycnenzix opanhe, T Mrimn
Namte of product: DOMRID®, oral suspension, | mp/ml
Cnpa gin Hommepnaon — 1,0 mrivn
Strength: Domperidone — 1.0 mg/m]
Cepls Ne/ Batch Ne.: SDE3005 Posmip ynakoexn / Package size: 100 mi/ml
Peeerp. Mo/ AR:No.: FP/0838/23 Tun ynaxosxs / Pack type: Praxon Nel / Bottle No.1
Poamip cepii / Bately size: 1 000 nitpis/litres | JMara ruroToeenus / Mip, dater  11.2023
Kig-1e ynakonox / No. of packs: 10 000 Tepmin npwnarnoeri/ Exp, dafe: 102026
Kpaiwa / Market: UKR
Pecerpanifine nocsinuenig Ne: TepMiH il HeoOMesxe i
Registration Certificate No.: UA/8976/02/01 unlimited validity
T Hazgea ananizy Crnemudixanis Pesynbratn ananisy
Sr. No. Test name Specification Test result
Onne Cycnemais  poxesoro xomnopy 3 xapaxtepuus | Binnosinae
3AnaxoM.
L Description Pink coloured suspension with fhe characteristic Complies
{tavour.
laenradikanis
- JOMIISPHAOH 2.1, Yacy yrpumysawua. niky ~oMrepunory Ha | Bignoeinae
SPOMRTONpaMax BHOPOGOBYBaHOro 1 cranmapThOTO
POJUNRIB, CUCONANBK TIPH KUILKICHOMY BHIHAYEHHI,
MIOTE CITIBNAAATH.
- MeTHIIEpariipokcubenzoar, 22 YacH  yrpMypanng miky  meTwinapa- | Bignosinae
nporisnaparinpoxerBensoat rigpokcnbersoary i nponi.rmapariﬂpomnﬁcmoaty Ha
XPOMATorpamax  BANPOGOBYBAHONO i CranjaprHoro
POSMHRIB, OIEPKANMK [PH KUTBKICHOMY BU3HARENN],
MalOTh CHiBnagaTH,
- Modco 4R 23 V@-crextp nornHeanga sunpofiosysanore | Binnosigae
PORIIHY TIOBMHEH MATH MAKCHMYM NpH AORNKMHI
XBHIH (506:4) .
2 Identification
- Domperidonc 2.1. In the Assay, Domperidone peak in the | Complies
chromatograms cobtained with -the test solution has
the same retention time as Domperidone peak in the
chromatograms obtained with the standard sohation.
- Methyl Parahydroxybenzoats, 22, In the Assay, the peaks of Methyl Complies
Propy! Parahydroxybenzoate Parahydroxybenzoate and Propyl
Parahydroxybenzoate in the chromatograms obtained
with ihe test solution have the same retention times
as the peaks of Methyl Parahydroxybenzoate and
Propyl Parabiydroxybenzoate in the chromatograms
obtained with the standard solution.
- Poncean 4R 23. UV absorption spectrum of the test solution Complies
should have maximum absorbance at ( 506+4) nm.
pH Bin5,0 0075 58
L 3 pH 501075 58
FP/0838/23 Crop./Page Ne: 1 3/0f 3
Page 1/1

By et g Af 1.8 29/




Kuincnxa dinin

TOB «Kycyn ®apan
Yrpaina, 02092, m i,
BYN. ATMaTHHCLka, 58

R A
S0 591

CEP'ﬂ"\Q)\KI’\'HB

nnst

TOB «Kycym Dapms»
Yxpaina, 40020, M.Cymu, sya. Cxpadiua, 54
Ten.: +38(0542) 77-46-10, daxe: 77-46-11
e-maii: plant@kusiim.ua

www.kusum. s

Ne nfn Hassa ananizy Creninicauin Pesyswratn aganisy
Sr. Ng, Test name Specification Test result
OmnopignicTs Macu fo3, wo He Gimmwme  nBox  iwmmeimyanpmx  mac Bin-1,4% 022 %
BHTATAKTECH 13 BaraTogo3ornx BUXXUIAIOTRCA BIA Cepefpol Macy Ginpmie s¥ Ha
KoHTeHHepis 10 %. ITpu weomy koxus inpseiiyansra Maca 103
HE MAE BifXWANTHCT BN cepeaHbol MacH DINbIe sK
4 Ha 20 %.
Uniformity of mass of delivered Not more than two individual masses deviate from | -1.4 % 10 2.2 %,
doses from multidose containers the average mass by more than 10 %, No individuai
dose mass deviates from the average mass by more
than 20 %.
TI'veruna Bin 1,13 r/mn no 1,23 r/Mn 1pu 25 °C 1,18 r/un
> | Deasity 1.13 g/ml to 1.23 g/ml at 25 °C 1.18 g/ml
Cynposiant nomimkn He Ginpine 0,25 % inappinyansHol Kopimmc. 0,036 %
He Ginewe 1,0 % cymu somimox. 0,036 %
6 | Related substances NMT 0.25 % of individual impurity. 0.036 %
NMT 1.0 % of total impurities. 0.036 %
Posunnenns He memwe 75 % (Q) mi 3asmmenol ©innxocti 100 %
DoMIepRACHY 42pes 45 XB.
4 Dissolution NLT 75 % (Q) of the Jabeled amount of | 100 %
Domperidone in 45 min.
Kinpxicre snipavuenis
Homnepunou Biz 0,95 mr mo 1,05 wmr momiepuaony B I omm ;i 0,979 M/l ma
npenapary.
(95.0-105,0 % rnomnepmuony wim  sassreiol (97.9 %)
KINBKGCTI),
Mernnnaparinpoxenbenzoar Big 0.9 My 1,1 Mr MeTHNIapariapoxckbensoaty 5 | 0.999 pmr/l mn
I sun npenapary.,
(90.0-110,0 % MeTHInapariapokerGenzoary  Bix | (99,9 %)
3asBIEHOT KiNbkoCTE),
Hpoitinnapariapokesn6ensoar Bia €09 mr no 0,11 wmr Tnponizmaparinpokcs- | 0,0967 Mr/1 Mn
Bensoary B I Ma npenapary,
(90,0-110,0 % NponMaparinpokebeR3oaTy  BiN (86,7 %)
3SBENOT KILKOCT]),
& Assay
Domperidone G.95 mg to 1.05 mg of Domperidone in | ml of the | 0.979 mg/l m}
suspension
(95.0 % -105.0 % of Domperidone of the label (97.9 %)
clam).
Methyl Parahydroxybenzoate 0.9 mg to 1.1 mg of Methyl Parahydroxybenzoate in | 0.999 mg/1 ml
1 mt of the suspension
(900 %-110.0 % of Methyl Parahydroxybenzoate of | (99.9 %)
the label claim).
Propyl Parahydroxybenzoate 0.09 mg to 0.11 mg of Propyl Parahydroxybenzoate | 0.0967 mg/1 ml
in 1 m} of the suspension
(90.0 % -110.0 % of Propyl Parahydroxybenzoate of | (96.7 %)
the label claim).
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No /o Hasna ananisy Crenndgirauis Peaynnrary ananizy
Sr. No. Test name Specification Test result
MixpoBiogoritna vMcroTa 3aramtHa  KifZbkicte  aepoGHix MikpoopraHisyis
(TAMC) - ve Ginpime 1 KYO/ma. < 10 KYOmmn
Jarankpa KinkkicTe ApiXIDKOBMX Ta Nyicenesyx
pubis (TYMC) — me 6imiwe 107 KYO/mn. < 10 KVO/Mn
Bincyrnicts Escherichia colin 1 mn npenapary, Bincyris
¢ Microbiological purity Tota] acrobic microbial count (TAMC);
NMT 102 CFU/ml. < 10 CFU/mli
Total combined yeasts/moulds count {TYMC):
NMT 16" CFU/Anl, <10 CFl¥/ml
| Escherichia coli must be absent in 1 m). Absent
BUCHOBOK: / CONCLUSION:

TIpoiykT surorennene, ynakosauo Ta NPORHANIIOBAHO 3riMHO 3 BUMOraMu pectTpaLiifzoro noce; muemi,

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

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

Cepist AB Mo 598054
Batch AR Ne. 508054

Binnoninae cranpapran 1a samoram GMP.
1t complies with GMP standards and Tequirements,

Jhiuenzin va BupoSimureo JHxapekiix 3acofin;
Licence for medical products production:

Lius ntinrsepmryso, mio bei supoGummi cramf ARA Uil cepii roTonol npoyxwii Gynu snificiei NOBHIH BIANOBIAMOCT].3 BUMOTaMH, 38IHAYCRMME B SHHHIGL
HacTanosi 3 GMP, sarsepnmenii Minicteperponm oxopon 2a0pos’s YKpainy, i 3 BUMOr any PEECTPALIHHOG ROCKE KPATHY MpHIHAMEHES:

I hereby certify that all the manufacturing stages of 1his batch of finfshed product have beea carried out in full compliance with the GMP requirements of the

Ministry of health of Ukraine and with the requirements of the Marketing Autherisation file of the destination country.

[ KiMik-ananitax TLBaB. maGoparopiere BKA | Havansmak BKS Yrosrormxena ocofia
Analytical Chemist [ OCLab In-charge 7 QC Head Qualified Person i
In'a/Nams: Feowsng £4 Cectompoby 2y |Satemnceones T3, C%’?fawéiifé,c A
Hixnuc/Signature: é% ) ‘Gm‘?/ ‘ - (—:MM - ?fégg’ 74 ’(jﬁ:/:'é’&/
fler/Date: 77113 Bieeos dlnfey s feckes’
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