1
s

Keseesss Phapie

TOBAPHCTBO 3 OBMEXKEHOIO BIIIIOBIOANLHICTIO

«KKYCYM GAPMY
Byn. Cxpabina, 54, . Cymn, 40020,

Tei.: (0542) 77 92 30, daxe: (0542) 77 92 32,
e-mail: plant@kusum.ua, web: www.kusum.ua

Kox EJIPTIOY 33525927

CEPTHMICAT IKOCTI

CERTIFICATE OF QUALITY

Hasna nponyxry:
Name of product;

JOMPHN® SR, vabreTiu nponosTosanod i, 30 mr
DOMRID® SR, sustained release tablets, 30 mg

Registration Certificate No.:

unlimited validity

Crna aii: Homrepuzony ManeaT exoisanennio noMneprIony — 30 Mr

Strength: Domperidone maleate equivalent to domperidone — 30 mg

Cepln M2 / Bateh No.: SDF4004 Posmip yraconiar / Package size: 730 {10%3)
Pecerp. Ne/ AR.No.: FP/O021/25 Tim ynaroski / Pack type: Bunicrep / Blister
Poanip cepif/ Bateh size: 15472 ynfpacks | Jara nurotonmenns / Mg, date: 12,2024

Kpaiua / Maylket: UKR Tepaiu npuparioeri/ Exp, date: 11,2026
Pecerpaniiise ocsignenns Ne: UA/8976/03/01 TepMin Aii HeoBMexenni

Px crr 0065

Ne /it Hasea ananisy Coeunineanis PesynnraTi ananisy
Sr. No. Test name Snecification Test result
Onne Bino-ontoro xonsopy neomraposi, kpyrmi pnockl | Rinnopiase
TaGNETKA 31 CKOLICHIMI KPAMIt T ROTOTHIION «I0»
1 Description Ha HcopTOMY miapi TaGneTiy,
White-yellow, bilayer, circular, plane, beveled edge | Complies
lablets with «K» logo on the yellow layer.
Inentndikauia
Hosnepnaon Hacy  yTpumybamms  ocwomHore  nika a | Binmosigae
XPOMOTOrpaMax BHIPOCOBYHAHANO TR CTAHNAPTHOTQ
POSMMHIR, ONEPIRARUY TPH KiNbKICHOMY BH3NHA4eHHI,
MAIOTh CRIBNARATY,
Xinoninosnit xonThi Crextp normmnanss sunpoGosysanoro pozunny B | Bignozigae
Aianasont nonxus xeums 300-600 1M nopHIen MATH
2 MAKCHMYM TIPH 41343 1,
dentification
Domperidene In Assay, the principal peak in the chromatogram | Complics
obfained wilh the sample solution lhas the same
relention  time as the prineipal peak in the
chromatogram obtained with the standard solution.
Quinoline yellow The absorption of the sample solution at the range of | Complies
300 to 600 nm shows maximum at 41343 nm.
Cepenun maca abnerkn 120,0 Mr+ 5,0 %. 1903 mr
3 s 3
Average weight 190.0 mg & 5.0 %. 190.3 mg
OmiopinnicTs nozobaim Binnosigac numaran, Bignosigae
4 QIHHNALL
Uniformity of dosage units Comiplies with the requirements, Complies
Crupanicts He Ginpme 1,0 % T 0,02 %
5 % YAy “"-:\\:
s o N = B, -
Friability NMT 1.0 % M—\\\/}?}\ 0.02%
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MNe n/n Hazpa ananizy Crenndicanis PesynuTaTi ananisy
Sr. No. Test nanie Specification Test result
Posynnenna 20 % 40 % uepes 1 roanny; 22%-25%
35 % - 60 % uepes 4 romumy; 40%-42%
53 % — 80 % uepes 8 rogum; S9%-062%
70 % —95 % ucpes 12 roaun; 73%~-11%
Ele menue 80 % uepes 24 ropmn, 100%
5 | Dissolution 20% - 40% in 1 hour; 22%-25%
35% — 60% in 4 hours; 40 % —-42 %
55% - 30% in 8 hours; 59%-62%
70% ~ 95% in 12 hours; T3%-77%
NLT 80% in 24 hours. 100 %
Cynpopipni nosimmen He Ginswe 0,25 % rosxceol fomjmxy 0,065 %
He dinswe 0,5 % cymu goniuwox 0,065 %
¥ Related substances Each impurity: NMT 0.25 % 0.065 %
Total impurities: NMT 0.5 % 0:065 %
Janmuxosi xinskoceTi opraniinix | Crspr isenponinonuii - He Ginnize 5000 ppm. 1742 ppm
g PO3UNRENKID
Residual organic solvents Isopropyl alcohol: NMT 5000 ppm 1742 ppm
Kinsxicne miznatenns Bin 95 % no 105 % Bin 3assnenol Kitbiocri 101,9%
9 Jomrniepuaoiy.
Assay 95 % to 105 % of L.C of domperidone. 101,9 %
Mikpotionoriuna ueroTa 3aranpue  uMeHO  aepoBHux Mixpooprauisnis
(TAMC]) - pe Ginume 10° KYO/r. <40 KXY O/r
3arankHe MHENG NPRKIKOBAX Ta NNiceHeRITX rpubis
{L'YMC) — ne Gintime 102 KYO/r. <40 KVOIr
Bincyruicts Escherichia colin 1 v npenapaTy. BincyThs
1 Micrabiclogical purity Total aerobic microbial connt (TAMC):
NMT 10 CFU/g, <40 CFUlg
Total combined yeasts and moulds count (TY MC):
NMT 10° CFU/g. <40 CFU/g
Escherichia coli must be absent per 1 g. Absent

BHCHOBOK: / CONCLUSION:

IIponyxT BHTOTOBREHO, YIIRKOBAHO T4
The product is manufactured

Bignosixee cranfapram Ta auMoran GMP;

It complies with GMP standards and requirements.

Jlingwsia Ha BUPOGHHNTED AixapcekpX 3acobin:
Licence for medical products production:

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

Cepist AB Nt 508054
Batch AB No. 598054

DPOAHANI30DAHO STHAHO 3 BIMOYaMH PeeCTPALIIHOTO TOCRiIyeHHs.
, packed and analyzed as per requirements of Repistration Certificate,
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% TOBAPHCTBO 32 OBMEXXEHOIO BIAMOBIOAJBHICTYO

Lint nissepmxylo, mo eci supobin

vl cranft e ufel cepif rovonol npoaysaii Gynk anfiicneni n nosaiii BIAROBIMNOCTI 3 BUNOraN, 3031ANCIHMK B TWHNITH
Hactmoni 3 GMP, 2aTocpmeenit

Minicrepernos oxoponn 3n0pos’s Yipain, § 3 nisorasm peecTpanifinoro zocke Kpaiin AMBIANSHH,

I hereby ecnify that all the manufacturing stages of this bateh of finished product have been carvied out in full compliance with the GMP requircments of lhe
Ministry of health of Ukraine and with the requirements of the Marketing Anthorisation file of the destination country.
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Xivix-azaniThg {Szm. naboparopicio BIC | Havanennx RIS ¥nmonuopaxena ocoba
Analytical Chemist  } QC Lab In-charge QC Head Qualified Person

Worousco [Greoreses | o ey Mo, £ @Vufz&?%r

Miamye/Signature: J]u,?f, S Crans _ k'l,‘/’ ,\\{V)J OQ

Jara/Dale: AQ’}QJ 45 Ji?/m! ﬁf.ﬁ' a‘)ﬁ\%l lQC 2 9/01’/&?5

In's/Name;
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