Kaipcnka (hinin

TOB «Kycym Dapm»
Ypaina, 02092, m.Kuis,
Byn. AnmMarusceka, 58

HUIEADAPM
HTH
laenTudikayiinmg
xoa 20075891
g
CEPTUDIKATIB

Vipaiua,

TOB «Kycym Papm»
40020, m.Cymu, Byn. Cxpabina, 54

Teu.: +38(0542) 77-46-10, daxc: 77-46-11

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

CEPTU®IKAT AKOCTI
CERTIFICATE OF QUALITY

Registration Certificate No.:

unlimited validity

Hasea npoayxry: JIOMPHI®, cycriensis opaisa, 1 Mr/mn

Name of product: DOMRID®, oral suspension, 1 mg/ml

Cuna gii: Homnepunon ~ 1,0 mr/mn

Strength: Domperidone ~ 1.0 mg/ml

Cepisn Ne / Batch No.: SDE4006 Poamip yoaxoBxn / Package size: 60 ma/ml

Peecrp. Ne/ A.R.No.: FP/0412/24 Tun ynaxoskn / Pack type: ®naxon Nel / Bottle No.1
Posmip cepii / Batch size: 1 000 nitpip/litres | Jara puroropnenns / Mfg. date:  06.2024

Kin-1o ynaxonox / No. of packs: 16 666 Tepwmin npunarsocri/ Exp. date:  05.2027

Kpaina / Market: UKR

Peecrpaniiine nocsinuenns Ne: UA/8976/02/01 TepMiH Ail HeoOMexe i

Ne n/n Hasga ananisy Crnenudiranis Pesyantaru ananisy
Sr. No. Test name Specification Test result
Onuc CycrieHsis  poXeBoro KXoisopy 3 XapaxrepHum | Bianosinae
3AIIAXOM.
: Description Pink coloured suspension with the characteristic | Complies
flavour.
Inenradikanis
- IOMHNEPUAOH 2.1. Yacw yrpuMyBaHHd MKy IOMICpMIOHY »a | Binnosinae
XpoMarorpaMax ByrpoOOBYBAHOIO |1 CTAHIAPTHOIO
DO3UHMHIB, OJIEPKAHUX TIPH KINBKICHOMY BM3HAYEHHI,
MaloTh CIiBNIANATY.
- MeTHIInapari ipoxcubensoar, 22. Yacw yrpumysaHms TiKy  Mermnmapa- | Binnosinae
nponinnaparigpokcubensoar rigpoxcnGensoaty i nponitnaparizpokcuieHzoaty Ha
XpoMarorpamax BunpoOOBYBaHOTO i CTaHIAPTHOIO
PO3YHHIB, ONEPXKAHMX JIPY KIILKICHOMY BH3HAYEHHI,
MatOTh CTiBTIANATH.
- [Tonco 4R 2.3. VO-criextp noramsHanps  sunpoGosysanoro | Binnomipae
PO3YMHY YIOBMHEH MaTH MAakCHMyM @pH JOBXHHI
xsuni (506:£4) pm.
9 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 Parahydroxybenzoeate, 22. 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 solution.
- Ponceau 4R 2.3. UV absorption spectrum of the test solution | Complies
should have maximum absorbance at (506+4) nim.
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Ne n/n Hasga anajisy Creundixanis PesynbraTi ananmisy
Sr. No. Test name Specification Test result
OnHopiRHICTs Macu 103, 1O He 6inpie  asox  iHpwBipyassHux  Mac | Bin-4,5 % 102,6 %
BHTAraroThCA i3 6araroo30Bux BIAXWIGHOTHCS BI cepenssol Mach Gimpure K Ha
xonreinepis 10 %. Ilpu upoMy sxoiHa inmusiayansha Maca Ho3
He Ma€ BIXMIATHCS Bij cepénnsol Macy Oinpuie sK
4 ra 20 %.
Uniformity of mass of delivered Not more than two individual masses deviate from | -4.5 % t0 2.6 %
doses from multidose containers the average mass by more than 10 %. No individual
dose mass deviates from the average mass by more
than 20 %.
I'yernna Bix 1,13 r/mit o 1,23 r/ma npw 25 °C 1,18 r/mn
s Density 1.13 g/ml to 1.23 g/ml at 25 °C 1.18 g/ml
Cynposiani oMimku He 6insiue 0,25 % inausinyanpuol qomiwku. 0,043 %
He 6insie 1,0 % cymn oMimox. 0,043 %
6 Related substances NMT 0.25 % of individual impurity. 0.043 %
NMT 1.0 % of total impurities. 0.043 %
Po3unHeHHS He menme 75 % (Q) sizm 3asenenol ximekocti | 100 %
JOMITEPHIOHY Hepe3 45 XB.
7| Dissolution NLT 75 % (Q) of the labeled amount of | 100 %
Domperidone in 45 min.
KimpxicHe BU3HAYCHHES
Lomrepunon Bix 095 mr mo 1,05 mr nommepwmosy B 1 mn | 1,008 mr/l s
npenapary.
(95,0-105,0 % nomnepunony  Bin  3assnenol | (100,8 %)
KIIBKOCTI).
Merunmaparizgpoxcubensoar Bin 0,9 mr mo 1,1 mr Merunmaparigpoxcnbenszoary B | 1,016 Mr/1 ma
1 M1 npenapary.
(90,0-110,0 % wmerunnmaparigpoxcubenzoary Bin | (101,6 %)
3aABJICHOT KILKOCT).
Iponinnaparigpoxcubdensoar Bin 0,09 mMr gmo 0,11 wmr npominmaparinpoxcn- | 0,0992 mr/1 mu
Henzoary B 1 Ma npenapary.
(90,0-110,0 % nponinmaparigpoxcubensoaty Bix | (99,2 %)
3asBIICRO] KINLKOCTI).
8 Assay
Domperidone 0.95 mg to 1.05 mg of Domperidone in 1 ml of the | 1.008 mg/1 ml
suspension
(95.0 % -105.0 % of Domperidone of the label | (100.8 %)
claim),
Methyl Parahydroxybenzoate 0.9 mg to 1.1 mg of Methy! Parahydroxybenzoate in | 1.016 mg/1 ml
1 ml of the suspension
(90.0 %-110.0 % of Methyl Parahydroxybenzoate of | (101.6 %)
the label claim).
Propyl Parahydroxybenzoate 0.09 mg to 0:11 mg of Propyl Parahydroxybenzoate | 0.0992 mg/1 ml
in 1 ml of the suspension (‘HO!O 2 87
(90.0 %-110.0 % of Propyl Parahydroxybenzoate of A\
the label claim). 1 1 \
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Ne n/n Ha3spa ananisy Crenndixanis PesynbTaTi apadisy
Sr. No. Test name Specification Test result
Mikpo6Gioneriuna ysucroTa 3aranmbHa  Kinexicts aepobHuX MiKpoopraHismis
(TAMC) — ue 6inpiue 10? KVO/mn. <10 KYO/mn
3araneHa KiIBKICTh HAPDKIDKOBHX T4 IUTICEHEBMX
rpubis (TYMC) ~ ne Simsure 10! KYO/mi <10 KYO/mn
Bigcythicts Escherichia coli B 1 Mt nperapaty. Bincyras
¢ Microbiological purity Total aerobic microbial count (TAMC):

NMT 107 CFU/ml. <10 CFU/ml
Total combined yeasts/moulds count (TYMC):
NMT 10! CFU/ml. < 10 CFU/ml
Escherichia coli must be absent in 1 ml. Absent

BUCHOBOK: / CONCLUSION:

TTpomykT BHrOTOBIEHO, YIIAKOBAHO Ta POAHANIZ0BAHO0 3rIJHO 3 BUMOTaMy PeecTpalifHoro HocBimyeHHs.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Binnopinae crangapraM Ta BiMoram GMP. Ceprudirar Ne 080/2023/GMP
It complies with GMP standards and requirements. Certificate No. 080/2023/GMP
Jlinensis #a BUPOGHUUTRO NIKAPCHKUX 3aC06iB: Cepia AB Ne 598054

Licence for medical products production: Batch AB No. 598054

Llum nigrBepivkyio, Mo el BupoGHIYI cTamil Ans uiei cepil rotosoi npopywi Symr 3xificHeni B NOBHIR BIANOBIAROCTI 3 BHMOTaMH, 3a3HAYEHNMI B YHHHIN
nacranosi 3 GMP, saTepiukeniii MinicrepcreoM 0Xopony 350pos’s YKpaity, I 3 BHMOTaMH PEECTPALIfHOTO JOChE KPAiRH NPUIHAYCHHA.

1 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 requiremenis of the Marketing Authorisation file of the destination country.
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CEPTHOIKAT AKOCTI
CERTIFICATE OF QUALITY
- Hazsa npeayxry: ;IOMPHZ(@, CYCTEH3IN opaﬁwaﬁ 1 Mo/
Name of product: DOMRID®, oral suspension, 1 mg/mi
Cna Jifs Hommepuzion = 1,0 mr/mi
Strength: Domperidone — 1.0 mg/ml ,
Cepist No/ Batch No : SDE4002 Posmip ynaxoskn / Package size: 60 mi/nl
Pecerp. Ne/ AR.No.: FP/0235/24 Tun ynagosicn / Pack type: (naxon Nel / Bottle No.1-
Posmip cepii / Batch size: 1 000 nitpis/litres | Hara surovopnenns / Mig, date: 04.2024

Kin-16 ymaxosox / No. of packs: 16 666

| Tepmin npuparnocti/ Exp. dater  03.2027

Kpaina / Market: k UKR

Peccrpauitine nocm,atxe;mﬂ Ne:
{ Registration Certificate No.:

UA/8976/02/01

tepmin il veobmexenni
unlimited validity

Ne p/n Hassa ananizy Crneunndikauin PesvavTaTi anamisy
Sr. No. y Test name Specification Test resulf
Onne Cycmensis  poKeBOTO XONBOPY 3 xapaxkteprmM | Bianosizae
3ANAXOM.
! Description Pink coloured suspension with the chamcteristic | Complies
flavour,
Tnentudirauis
- ROMIFEPHIOH 2.1, Yacu yrpuMyBaHHA TKY YoMmepnuony wa | Bignominae
XpoMarorpaMax. BrrpoGORYBAHOrO 1 CIaHMapTHOTre
POSUMRIB, OIEPKAHMX TIPH KUILKICHOMY BH3Maaeu,
MAIOTH CIIBIATSTH,
- METHITApariapokcrheH30aT, 22, Yacw  yrpumysanEg  piky  Mermanapa- | Bianopinae

pporianapariipokcenbenzoar

- TTonco 4R,

9 Identification

- Domperidone

» Methyl Parahydroxybenzoate,
- Propyl Parghydroxybenzoate

- Ponceau 4R

121, In the Assay, Domperidone peak in the

rigpoxcudensoary 1 npenianaparigpokenicnsoary Ha
XPOMATOFpaMax ‘BrNpoOOBYBAHOTO | CTAREAPTHOTO
POIIAALE, ONEPAAHMY TIPH KiNLKICHOMY BHIHAYEHHI,
MAIOTH CIIBIAAATH.

23, Y®-crexrp normymasEy  pURpodOBYBAHOTO
POIUNHY [OBUHCH MATH MAKCHMYyM UPH JNOBKUHI
spund (S06::4) Hnt.

chromatograms obtained with the test solution has
the same retention time as Domperidone peak in the
chromatograms obtained with the standard solution.
22. In the Assay, the peaks of Methyl
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 solution,

2.3. UV absorption specttum of the fest solution

Complies

Complies

- should have maximum absorbance at (506+4) nm. _—— =
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Ne i/t Hazga ananizy Cnenuhinauis PegyabsraTi ananisy
Sr. No, Test name Specification Test result
OpuopipaicTs Macw 103, Hio | He  Gimsme  a80x inmpsinyaasanx  Mac | Bin-2,7 % 10 2,6 %
| BUTATAIOTHCS 13 GaraToI0308mX BIAXMASIOTEOA Bin Cepennpol Macu Ginbme AK Ha
Koureitnepis 10 %, Tlpw ppoMy SkoaHA IHAMBIAYANBHE Maca 103
He Mae piaxunsracs Bl cepenpsol Macy Gigbine AK
4 #a 20 %.
Uniformity of mass of delivered Not more than two individual masses deviate from | «2.7 % 102.6 %
doses from multidose containers the average mass by more than 10 %. No individual
dose mass deviates from the average mass by more
than 20 %.
i T'yeryna - Bin 1,13 vfua go 1,23 rivn npu 25 °C 1,18 rivn
4 Density 1.13 g/mito 1,23 g/ml at25 °C 1.18 g/mi
| Cynposipsl gomimgy He 6inpine 0,25 Y% iwiusi myamsHoT HOMIKH, 0,031 %
He Bunwime 1,0 % CymMut ROMILIOK. 0,055%
6 Related substances - NMT 0.25 % of individual impurity. 0.031 %
NMT 1.0 % of total impurities. 0.055 %
Possmeniis He menme 75 % (Q) Bix sassnenoi xinskocri | 98 %
JOMTIEPRAORY Mepes 45 xp.
? Dissolution NLT 75 % (Q) of the Jabeled amount of | 98 %
Domperidone in 45 min.
Kinbkicue BH3HAYCHHA ,
ToMnepriaon Bix 0,95 mr no 1,05 mr nommepmmony B 1w | 9,977 mr/l mn
TIPETapaTy.
(95,0-1050 %  nommepupony  Big  sassnexol | (97,7 %)
RiIBKOCT).
- Mernmaparigpoxenbensoar Bix 0.9 wr so 1,1 mr metwinaparinpokentenzoary B | 0,995 M/l mn
1 M mpenapary.
(90,0-110,0 % sernnnaparinpoxendensoaty Bl | (99,5 %)
JasBICHOT KINBKOCTL).
- Hponinmaparigpoxcubensoar Bin 0,00 wmr po 0,11 wmr pponbrraparinpoxcu- | 0,0991 mrfl ma
Benpzoary -1 MI npenapary.
(90,0-110,0 % uponinpaparinpoxcubenszoary  sin | (99,1 %)
SASRACHOT KINBKOCTE).
8 Assay
Domperidone 0.95 mg to 1.05 mg of Domperidone in 1 ml of the | 0,977 mg/1 ml
suspension
(950 % -1050 % of Domperidone of the label | {(97.7 %)
claim).
Methyl Parahydroxybenzoate 1 0.9 mg fo 1.1 mg of Methyl Parghydroxybenzoate in | 0.995 mg/1 ml
1 mlofthe euspnnsion
(90.0 %-110.0 % of Methy] Parahydroxybenzoate of | (99.5 %)
the label claim).
Propyl Parahydroxybenzoate 0.09 mg to 0.11 mg of Propyl Parshydroxybenzoate | 0.0991 mg/1 mi
w 1 ml of the %nspumion
(90.0 %-110.0 % of Propyl Parahydroxybenzoate of | (99.1 %)
the Jabel claim). o
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Nenln Hasba ananizy Crewndianiss Pesyiprary ananisy
Sr. No. Test name Specification Test result
MixpoSGionoriyya uuerora 3aramsua  xizekicys sepofEUX Mikpooprasizmin
{TAMC) ~ ne Ginsine 10> KYO/mi. <CIOKYO/mn
3aransha KitEKiCTh APBIIDKOBMX Ta IHCEHEBHX
rpubis (TYMC) — se Sinsime 101 KVO/mn. < 10 KYO/mn
Bincyruiers Escherichia coll & 1 MI fiperrapaty. Bigeyras
e Microbiological purity | Total agrobic microbial count (TAMC):
NMT 10 CFU/ml. : <10 CFU/ml
Total combined yeasts/moulds count (TYMC):
NMT 10! CFU/Mml. | < 10 CFUAml
Escherichia coli mustbe absent in 1 ml. Absent

BUCHOBOK: / CONCLUSION:

[IponyxT BUPOTOSHCHO, YIIAKOBARO T8 NPOHATIZOBAHG 3rIHO 3 BUMOIaMI PEECTpaniiHOTO ToCKiueHHS,
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Binnosigae cranaapram ta sumoray GMP. Ceprudirar Mo 080/2023/GMP
It complies with GMP standards and requirements. Certificate No. 080/2023/GMP
JHitensis na BUpoSHULTEO MixapchKiX 3acobis: Cepis AB Ne 598054

Licence for medical praducts production: Bateh AB No, 598054

Lt migrsepimiyio, mo vei srpobnuai oragil wis wiel cepil torosel npoxykuil Gyan saificseni b nosuill sianopiAHOcH 3 BHMOFAMM, SESHAUSHIMIL B YiHnil
nacranosi 3 GMP, sarsepixeniit MinicTepcrsom OXOPONH 330pos™s YRpalin, 13 BUMOranMy pEcCTPANINNOND Nocke Kpailin ApHINauens.

T hereby certify that all the manufacturing stages of this batch of fuished product have been carried out in full compliance with the GMP requirements of the
Ministry of health of Ukrainie and with the requiremients of the Marketing Authorisation fie of the destination country,

Ximik-ananiTux 3ap. maGoparopicro BKA | Havassunx BKS YrosHopaxeHa acola
Analytical Chemist 17 QC Lab In-charge QC Head Qualified Person
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