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CEPTUDIKAT AKOCTI
CERTIFICATE OF QUALITY

Hassa nponyxry: JIOMPHI®, Tabnetkn, BKpuTi 00010HK0I0, 1o 10 Mr
Name of product: DOMRID®, film coated tablets, 10 mg
Cuna pil: JloMnepHaoHy Maneat ekBiBARCHTHO JOMIepHoRY — 10 Mr
Strength: Domperidone maleate equivalent to domperidone ~ 10 mg
Cepist Ne/ Batch No.: SDD4011 Po3mip ynaxosks / Package size:  Nel0 (10x1)
Pecerp. Ne/ AR.No.: FP/0609/24 Tun ynakosky / Pack type: Bricrep / Blister
Po3mip cepii / Batch size: 500 000 Tab/tab Jarta surotopnenns / Mfg, date:  08.2024
Kin-1s ynakosok / No. of packs: 20 000 Tepmin npuparnocti / Exp. date: 07,2028
Kpaiua / Market: UKR
Peccrpaniiine nocsiauenns Ne: TepmiH Ail HeobMesxeH
Registration Certificate No.: UA/8976/01/01 unlimited validity
Ne n/n Hasga ananisy Crnenndikanis PesynbraTH aHANI3Y
Sr. No, Test name Specification Test result
Onuc Kpyrsti fwoonyiwii Tabnetkn, skputi 0GonoHKoi0 | Binnoninae
1 Ginoro xonbsopy
Description White, circular, film coated biconvex tablets Complies
Inenradikauis Yack  yrpHMyBaHMs  OCHOBHOIG  nika  ma | Bianosimae
XPOMATOIPaMAX BHIIPOGOBYBAHOTO | CTARIAPTHOTO
PO3UMHIB, OTPUMANKX OpH KibKICHOMY BH3HAuERHI,
MarOTh CHiBNAaATH
2 Identification In the Assay, the principal peak in the chromatogram | Complies
obtained with test solution has the same retention time
as the principal peak in the chromatogram obtained
with standard solution
ORHOPIHICTD JI030BAHIX AV<LI (L1=15) 3,8
3 OUHHHD
Uniformity of dosage units AV=LI (L1=15) 3.8
Posnananns He 6inpume 30 xs 0 xB 43 cex
i Disintegration Not more than 30 min 0 min 43 sec
Posunnenns He menme 75 % (Q) 3a 45 x8 98 %
3 Dissolution Not less than 75 % (Q) for 45 min 98 %
CynposisHi JOMiMIKH He Ginvie 0,25 % KOXHOT AOMILIIKH 0,071 %
He 6inpuie (1,5 % cymn nomitnok 0,071 %
4 Related substances Individual impurity is not more than 0.25 % 0.071 %
Total impurities are not more than 0.5 % 0.071 %
Kinbkicie BU3HaYCHHA 8in 9,5 Mr a0 10,5 Mr omnepuiony B 1 Tabaerui 9,70 mr
95,0 ~ 1050 % nmomnepupony gin sassaenoi | 97,0 %
7 KiILROCTI)
Assay 9.5 mg to 10.5 mg of domperidone per one tablet 9.70 mg
(95.0 to 105.0 % of domperidone of label claim) 97.0 %
FPI0609/24 Crop./Page Ne: | 3/of 2
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Ne n/n Ha3zga ananisy Crenndixanis Pesysbrarn ananizy
Sr. No. Test name Specification Test result
Mixpo6ionoriuna uucrora Saransna  Kinekicts acpoGuux Mikpoopranismip
(TAMC) — ne 6inbure 10° KYO/r, <50 KYO/ir
3aratbua  KiNbKicTh APDIQUKOBHX | riiceneRnx
pubis (TYMC) ~ ne Ginpme 102 KVO/r, <10 KYO/r
BincyTnicts Lscherichia coli B 1 r npenapary. Bincyrns
8 Microbiological purity Total  aerobic  microbial count (TAMC):
NMT 10% CFU/g, <50 CFU/g
Total combined yeasts/moulds count (TYMC): NMT
10? CFU/g. <10 CFU/g
Escherichia coli must be absent per 1 g. Absent

BHCHOBOK: / CONCLUSION:

TIpoAyKT BHIOTORIEHO, YIAKORAHO T3 UPOAHANIZOBAHO 3LILHO 3 BUMOIAMH peccIpauiifaoro nocsiuenss,

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

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

Cepin AB Ne 598054
Batch AB No. 598054

Binnosigae crannapram Ta suMoram GMP.
It complies with GMP standards and requirements.

Jlinensis Ha BUpoGRAUTRO NikApehKNX 3ac0Bip:
Licence for inedical products production:

L1im ninTBepuicy10, 110 Bei BupoGHNi cTanil wia wie cepil roToBOT NpoaYKIiT Gyan 3ailicheni B noBHiN BianoimRoCT 3 BHMOTAMH, 323HANCHIMY B YHHHIN
nacranoni 3 GMP, sarnepukeniii Mikicrepcrnom oxopot 3/0pOB’S YKpai, i 3 BUMOTaMU PECCTPALGFNOFO A0CHE KPATRY IPU3HAuSHIAL

| 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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Ten.: (0542) 77 92 30, daxc: (0542) 77 92 32, |
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CEPTHQIKAT SKOCTI
CERTIFICATE OF QUALITY
Hassa nponyicry: JOMPYI®, mabnetsy, sxpiiti obosolkote, ro 10 Mr
Name of product: DOMRID®, film coated tablets, 10 mg
Cuna gii: JloMITepHaoHy MaNeaT eKBRIBAACHTHO NOMACPUIOHY — 10 Mr
Strength: Domperidone maleate equivalent i dompenidone — 10 me
Cepin Ne/ Batch No.: SDD3081 Poantip ynaonku [ Fackage sizer  Me30 (10%3)
Pecerp, Ne/ A.R.Noa FP/0315/25 Tun ynakoskn / Pack type: Bnicrep / Blister
Po3mip cepli / Batch size: 9 759 yn/packs Jata suroronmenns / Mfg. date:  04.2025
Kpaina / Market: UKR Tepmin apnmarioceri/ Exp, date:  03.2029
Pecerpauiiine noesinyenna No: TepmiH Ail HeoBMemennit
Registration Certificate No.: UAMA576/01/01 unlimited validity
XNe n/n Hazsa ananizy Criermiinarin PesyabraTi anamsy
Sr. No, Test name Specification Test result
Onne Kpyrni neoorysoii Tabnetku, sxpuri obononkoro | Biamoninac
1 Binoro koanopy
Description White, circular, film coated biconvex tablets Complies
Ineurndirauin Yacyr  yrpumysankns  ocHoBvoro  mika  Ha | Biamoninae
XpoMATOTpaMax BHOpoGORYBaoOro 1 CTAHRAPTHOTO
PO3MUHIB, OTPIMANIK NPH KINLKICHOMY BH3NAMERH],
MAIOTH COIBNAAATH
2 Ideniification In the Assay, the principal peak in the chromatogram | Complies
obtained with test solution has the same refention time
as the principal peak in the clromatogmm obtained
with standard solution
OanopiaHicTs 1030BaHHX AV=L1 (L1=15) 12,8
3 OAUHHLUS
Uniformity of dosage units AV<LI (L1=15) 12.8
Poznananns He Ginbiue 30 x5 1 xp 10 cex
4 Disinfegration Not more than 30 min 1 min 10 sec
Po3nineHuA He semme 75 % (Q) 3a 45 xu 100 %
3 Dissolution Not less than 75 % {(Q) for 45 min 100 %
Cynposipani momimkn He dinbune 0,25 % xosHoT goninmn Hipkse piBHA BH3HAYCHHA
He dinbmre 0,5 % cymn Jomilox Hemsie piBHA BHSHMMCHER
& Related substances Individual impurily is not more than 0.25 % BDL
Total impurities are not more than 0.5 % BDIL
KinnkicHe BRzyaveHns 8in 9,5 mr no 10,5 Mr soamepuzony B 1 Tabrerni 10,10 mMr
(95,0 —~ 1050 % momnmepHAoHy Big sasssmenol | 101,0%
- kinskacri)
Agsay 9.5 mg to 10.5 mg of dompcridone per one tablet 10,10 mg
(95.0 to 105.0 % of domperidone of label claim) 101.0%
FPAO319/25 Crop./Page Ne: 13/0f2
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Kresizne Phevin

o TOBAPHCTEO 3 OFMEREH00 BIXNOBLIAILY ETI6™ "

Kon €APIIOV 33525927
Ne n/n Hazea ananizy Crermdpinauly Pesynb_*r:ﬁn aﬁ:mizy
Sr. No. Test name Specification Test result
Mixpobionoriuna yicrora 3arantHa  kinkKicTs acpobuux  aixpoopranizMiz
{TAMC) — e Gimvwe 10° KYO/r, 25 KYOir
3araiena Kinbkicts aphwmxosux [ mriceHesix
rpubis (TYMC) — ne Binsme 10 KVO/T, <10 KYOfr
Bineyruicts Escherichia coli s 1 r npemapary., Bincyras
B Microbtological puriiy Total aerobic microbial count (TAMC):
NMT 10° CFU/fp. 25 CFU/g
Total combined yeasts/moutlds count {TYMC): NMT'
102CFU/g. <10 CFU/g
Escherichia coli must be absent per I g. Absent

BHCHOBOI: / CONCLUSION:

[IpoJy kT BHroTOBNENO, YNAKODAHO T4 [POANANII0BANO 3riLHO 3 BUMOTAMY PEECTPALITiBOre MOCEIUeHIL
The product is mamufactured, packed and analyzed as per requirements of Registration Certificate.

Bianoniaae craumaprass Ta simorasm GMP, Cepradirar Ne 080/2023/GMP
It complies with GMP standards and requirements. Certificate No. 080/2023/GMP
JlineHsia na sHpoGHUUTIO AiKapCkKUX 38c061B; Cepin AB Xe 598054

Licence for medical products production: Bateh AB No, 598054

Heow stirsep;sayio, Wo nei sispobitnui crasil ana wied cepil rovosol npoaykedt Gynu dnifieneni B noBRili BIANORIIHOCTE 3 BIMOTAMI, 3ABHAMCIIME B UMt

nacranoni 3 GMP, sarsepkeniil MinicrepeTson oxopoin 3;10p0s'a Ykpaiis, 1 3 nitsorass peecTpaifiinoro nocwe Kpafiie npHsHaLcia.

I hereby cenify that all the manufacturing slages of this baich of finished product have been carrded out in full compliance with the GMP requirensents of the

Ministry ol health of Ukmine and with the requirements of the Markeling Authorisation file of the destination country.
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i‘ CEPTUGHKAT KAYECTBA

CERTIFICATE OF QUALITY

Haspatue NpoayKr: JOMPUJI®, rabneriy,
| Name of product: DOMRID®, filn coated tab

niepuri 0GoN0IHKOIO 1O 10 mr Ne30 (10x3) y DuticTepax

lets 10 mg, No. 30 (10x3) in blisters

Pasmep cepun: / Batch size: 360 000 Tabn /tabl.

KosuuecTse ynaxopok: / Number of packs: 12 000

Per. No: / A.R.No.: FP/110/15
_Cepus Ne: / Bateh No.: SDD5001
Gara usroronnenng: / Mig, date: 01.2015

| CPOK FOANOCTH: / Exp. date: 12.2017

Registralion certificate No. UA/8976/01/01, of 13.10.2014 No. 798, is valid to 15.11.2018

l PerHeTPAIONILOE CBHALTEILCTRO Ne UA/BITH/

OL/01, or 31,10.2014 Ne 798, jicHerryeT A0 15.11.2018

Ne n/n [MapameTpel ] Cnenuduxauna PeayninTarhl
Sr.No Tests Specifications Qbservations
l Onucanne Kpyriuie TEOAKOBLITYKIILIE Tabneriky, | CooTBETCTBYET
oKpbITHE Of0N0YKOH BeNloro ueeTa.
l Description White, circular, film coated biconvex tablets. Complies
2 et nikaitns Coarianetme BpEMCi yacgckpais | CooTRETCTBYET
QCHUORBIOITD UK Ha XpUMﬂ'i‘OI'Pi‘lMM‘dK
HGJ?MH'[VL’MC)SU 5] cmmidapnmnm pacmepon,
O YUEHHBIX npu KOJIMMECTBEHHOM
OTIPCHENSTIHH,
ldentification In the Assay, the principle peak in the | Complies
chromatogram obtained wilh sample solution .
las the same retention time as the principle K
peak in the chromatogram obtained with
standard solution.
3 OfHOPOAHOCTTL AQ3MPOBAIIHLIX AV < LI (L1 =15) L1 =460
eAHHI
|
!. Uniformity of dosage units AV <Ll (L1=15) L1 =4.60
4 PacriafaeMocTh He 6anee 30 MuH, 01 mun, 02 cek.
' Disintegration Nat more than 30 minutes, 01 min, 02 sec.
5 Pacraopetive He Menee 75 %o (Q) 33 45 MUH, 94,8 %
| ; Dissolution Not less than 75% (Q) in 45 minutes. 94.8 %
6 ConyTcTEYIOLWHG IPUMECH!
KAKACH NpUMCCH He Gonec 0,25 Y. 0,059 %
i CyMMbl NpUMEced He Gonee 0,5 %. 0,059 %
Related substances:
Individual Impurity Not more than 0.25 %, 0.059 %
Total Impuritics Not more than 0.5 %. 0.059 %
7 KoaniecrseHtsoe onpenenesue: | OT 9,5 mMr o 10,5 mr 0,927 mr
1 tabneTka copeprnt 10 mr (95,0-105,0 %Y.
AOMMEPHAOHE
Assay: Bach tablet contains 10 | 9.5 g — 10.5 mg

_

mg of Domperidone

(95.0 % - 105.0 %),

| FR/110/1S
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Mukpobuonornigckasn
UMCTOTA:

OBuiee Mueno aypodHiLx
MUIPOOPIAIIMOL {(TAMC)
obLee YU LIPONOKEBhIX H
nnecuesbix rpubos (TYMC) e Gonee 10°.

Orcyretsue Escherichia coli B | He nomyckaeren Hajiduie b Ir.
| v nperapard,

ne Gonee 107 senee 50 KOE,

mence 10 KOE,
Escherichia coli —
ovcyrersyetr B 1 1.

Microbiological purity:

Total aerobic microbial count

(TAMC) NMT 10° CFU/g. <50 CFU /g.

Total combined yeasts / moulds

count (TYMC) NMT 102 CFU/g. <10 CFU /g

Escherichia coli per g Must be absent per | €. Escherichia coli is absent per
g

FAKJFOUEHUE: upoxyxT npor3seaeH, yriaxoBad 11 IpOTECTHpOLAN B COOTRETCTBKH C TpedoBaiuAMM PETUCTPAIHOHHOTO
cliijeTeansiia. OTeqacT TpcfoBaivsy i cTatapram GMP. Ceprudnacar Ne 067/2014/SAUMP/GMP

CONCLUSION: the product is manu lctured, packed and analyzed as per Registration Certificate requircments, It complizs
with GMP standards and requirements. Certificate No. 067/2014/5AU MP/GMP

JIALEH3 A HA TIPOHIBCACTBO HEKAPCTBEHHBIX cpescrs: Cepust AB Ne 598054

Licence for medical products production: Batch  AB No. 598054

Hanankiuk QKIC
QC Head:

X HUMBE-B1T = 3an, naboparoprei OKIG

Analyst: :?/ﬂf In charge of QC lab.:
i
Tlata: Jlara: \ \ F: \g-

Date: %0445 Date; ) \50

FP/110/15




Gladpharm

TOBAPUCTBO 3 OBMEXEHOI) BIITIOBIOAJIBHICTIO
«JIEJIJDAPM JIT Dy
BYJ1. laBugoscekoro [puropis, 54, wm. Cymu, 40020

CEPTUDIKAT AKOCTI
CERTIFICATE OF QUALITY

Hazra upoaywry: JHOMPUI®, TalieTKH, BKPHTI 0607104K0I0, 110 10 M ]
. Name of product: DOMRID?, film coated tablets, 10 mg
i Cuna it Homnepraony mancar cksipanesTHO HOMNEPUAOHY ~ 10 mr
Strength: Domperidone maleate equivalent to domperidone ~ 10 mg
Cepist Ne/ Batch No.: DD5003UA Poswip ynakoskn / Nel0 (10x1)
Package size:
Pecerp. Ne/ A.R.No.: GP/FP/0528/25 domy, 'nalcomcn / Baicrep / Blister
Pack type:

Hara pupobnunrea / -
Mifg. date: 07.2025
Tepmin npusarnocti/ 06.2029

Posmip cepii/ Batch size: 19 760 yi/packs

Kpaina / Market: UKR -
p Exp. date:
Pecerpaniiine noesiyuenns Ne: 5 : TepMiN Al HeoGMexeHui
| poeeTpan coaenis UA/8976/01/01 o AT HEDON
Registration Certificate No.: unlimited validity
Jlinensist Ha BupoGHuUNTEO JHKAPCLKHX 3acobi: Oe3 Homepy, Bin 26.09.2023 poKy
Licence for medical products production: without number, from 26.09.2023
| Nen/n Hassa anasisy Crieuudrixanis Pesynbrary avaaizy
Sr. No. Test name Specification Test result
{ , , P . - v .
Ore Kpyrai asoonykai tabaeru, BKPHUTI 000:10HKOW | Bianosizac
[ 611010 KosBOPY.
Description White, circular, film coated biconvex tablets. Complies
[renTndirauis Hacu  yrpumysasns  ocHoBHOrO  mika  ma Bianosinae
Xpomarorpamax BunpoGoByBaHoro i CraHiapTHOro
PO3UMHIB,  oTpUManuX  rpw KinbKiCHOMY
BH3HAYEHHI, MAIOThL CRUBIALATH
2 : . - . )
Identification In the Assay, the principal peak in the | Complies
chromatogram obtained with test solution has the
| same retention time as the principal peak in the
| chromatogram obtained with standard solution
i
Ounopianicts n0308aHuX AVZLL (L1=15) 14,2
3 O
| Uniformity of dosage units AV=L (L1=15) 14.2
| Posnagais He Ginpie 30 xp Ixe 1 cek
4 w . . :
Disintegration Not more than 30 min 1 min 1 sec
Pozunnenns He menwe 75 % (Q) 2a 45 xa 100 %
5 _y . . ;
Dissolution Not less than 75 % (Q) for 45 min 100 %
Cyniposinui nomimky He biawwe 0,25 % xosxrol omiuku 0,053 %
He Sianine 0,5 % cymu nomiwok 0,053 %
6 . . . \
Related substances Individual impurity is not more than 0.25 % 0.053 %
Total impurities are not more than 0.5 % 0.053 %
Kiankicue pu3Havenns Bin 9,5 mr 20 10,5 MI oMriepnaony B 1 tabnerui 10,21 mr
(95.0 ~ 1050 % nom nepuaoHy Bia sagsiedoi | 102,1 %
7 KiTbKOCTI)
Assay 9.5 mg to 10.5 mg of domperidone per one tablet 10.21 mg
B (95.0 10 105.0 % of domperidone of label claim) 102.1 %
GP/FP/0528/25 Crop./Page Ne: 1 3/0f 2
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TOBAPHUCTRO 3 OBMEXKEHOIO BIIIOBIIAJIBHICTIO

«JIEJOAPM JITI»

BYJl. JlaBuIOBCHKOIO I"'puropis, 54, M. Cymu, 40020

Ne i/t
Sr. No.

Hasnpa ananizy
Test name

Crenudiranis
Specification

Pe3y bTaTH anatisy
Test result

MikpoGiosoriina 4ucToTa

Microbiological purity

SaratbHa KUIbKICThL aepobHUX MIiKpOOPraHismis
(TAMC) ~ He 6iapme 10° KYO/r.

Jarafbea KUIBKICTh APUKIKOBUX 1 MIICEHEBHX
rpuBin (TYMC) ~ se Ginbiae 102 KYO/T.
Bincyruicts Escherichia coli B 1 v ripenaparty.

Total aerobic microbial count (TAMOC):
NMT 10° CFU/g.
Total combined yeasts/moulds count (TYMC):
NMT 10° CFU/g.

Escherichia coli must be absent per 1 g.

<50 KYO/r

< 10 KYO/r
BincyTna

<50 CFU/g

< 10 CFU/g
Absent

3ASIBA NTPO CEPTHOIKALIO:

Llum TiaTBEpIKYIO, WO BCi BUpoGHIMI cTaii Wi uiet cepii roTopoi npoayxuii Gy sjiticueni & roBHil BlanosiaHocTi 3
BUMOraMH, 3a3Ha4CHUMH B yunAili Hactanosi 3 GMP, sarBepaKenilt MidicTepcTBOM OXOPOHH 370p0B"s YKpaiuy, i 3 BHMOramy
peecTpaLiMHOro H0ChE KPaiH NPHIHAUCHHS.

I 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.

Daxiseuns BKA
QC Officer

MHanansuuk BKS Hauaarnuk B354

T QC Head

VriosHoBaxeHa ocoda
Qualified Person
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