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CEPTHOIKAT AIKOCTI
CERTIFICATE OF QUALITY
Hasea npoayrry: HOMPHAZ, rabuerron, ipirri 0BonoHK00, N0 10 sir
Name of product: DOMRID®, {ilm coated tablets, 10 me
Cuma puit Honnepnnony Manear expizancETAO Roxmepunony = 10 mMr
Strength: Domperidone maleate equivalent to domperidone ~ 10 myg
Cepist o / Batch No.: SDD4010 Poamip ymarconsen / Package size:  No30 (10%3)
Pecerp. Mo/ A.RNo.: FP/0536/24 Tun ynaxosku / Pack type: Baicvep / Blister
Poamip cepit / Bateh size: 500 000 Tab/tab Hara puroresnema / Mig, date:  07.2024
Kin-7r ynawoesor/ No. of packs: 16 666 Tepatin npunarioeri/ Bxp. date: 06,2028
Kpaiua / Market: UKR
Pecerpaiiine noesinuenng N TepMiH I HeoBMesxe i
Registration Certificate No.: UA/8976/01/01 unlimited validity
Ne ni/n Hazna ananizy Criemidsicanin Pesyawrari ananizy
Sr. No. Test name Specification Tesi result
Onne Kpyrni asoonywri Fabherkn, BrpHti 0GoNOIKO0 Bianoninae
| : Binoro xonsopy
Deseription White, circular, film coated biconvex tablets Complies
Iaentudixatis YacHn  ymmmysasus  ocnosmoro  nika ua Binnonsiaae
APOMATOrpamMax BUMPOGABYBAHOIG 1 cTAHZAPTHORO
pounis, oTpHManyx Iy EiNbKICHOMY BHSHANENH,
MAUOTE CRHBIARATH
2
- Identification In the Assay, the principal peak in the chromatogram | Complies
obaincd with test solution has the same retention time
as the principal peak in the chromatogram obiained
with standard solution
Oanopirnicrs nososamx AVZL1 (L1=15) 3.6
3 OB,
i Uniformity of dosage unils AVZL] (L1=15) 36
Poznananns He Ginnute 30 xp 0 x1 48 cex
4 Disinlegration Not more than 30 min 0 min 48 sec
i Pozuinenns He menme 75 % (Q) 32 45 xp 94 %
5 . . .
’ Dissolution Not less than 75 % (Q) for 45 min 94 %
Cynponiani aomimin He Ginnue 0,25 % kool nominkn 0,070 % i
He Gimeie 0,5 % CyMU oMIOK 0,070%
g Related substances Individual impurity is not more than 0.25 % 0.070 %
Total impurities are not more than 0.5 % 0.070 %
Kinskicne puzjzavenns 8in 9,5 Mr a0 10,5 Mr Jdomuepunony & | taGnerui 10,13 ar
(95,0 - 1050 % JOMIEpHAONY B 3assaenoi | 101,3 %
2 KiAkKoCTi)
Assay 9.5 mg t0 10.5 mg of domperidoue per ong tablel 10.13 mg
(95.0 to 105.0 % of domperidone of label claim) 101.3%
FPi0336724 T T T erapPage e T aef 7
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Escherichia coli must be absent per 1 g.

Ne o/n Hazea ananisy Cnenundixanis Pesyawratu ananisy
Sr. No. Test name Specification Test result
MinpoGionorivia wmicrora SaramsHa  kinuxicth aepoGuix  Mixpoopranizais
(TAMC) - re Binrige 103 KYO/P, < 50 KYO/r
3aransua xinekicrs apbwmxomx i maiceuenux
rpibis (TYMC) - He Ginswe 102 KYO/r. < 10 KYOIr
Bincyrnicrs Escherichia coli o 1 r npenapary. Bincyrus
§ Micrabiological purity Total  aerchic  microbial  count (TAMC):
NMT 10° CFUfg. <50 CFUf
Total combined yeasts/moulds count {TYMC): NMT
102 CFU/g. <10 CFU/g

Absent

BUCHOBOK: / CONCLUSION:

TIpoAyKT BUTOTORNCHD, YRAKORANO TR
The product is manufactured, packed

Binnoginae cranmaprar 1a Bumoram GMP.

It complies with GMP standasds and requirenients.

Jliven3is 1ua supoGHBUTBO JtikapesKux 3acobip:
Licence for medical products production:

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

Cepist AB N 598054
Bateh AB No. 598054

TIPOARATIZ0BAHO 3TIAHO 3 BUMOraMy peccTpaliiiiloro nocsinyeln.
and analyzed as per requirements of Registration Certificate.

s nizroepayo, o oci supoBmmi eranif s nich cepil roverol nposyruil Gyt anificueni s oot siaesizuoer 3 BRMOFAM, ITHAMCIRNAL B 9htinii

HacTineai 3 GMP, aareepoxerniii Minicrepeinonm oxopoL

L hereby cenify bt all the manuflacturing stages of (his batch of finished
Ministry of health of Ukraine and with the requirements of the Markeling Authorsation file

anapos’st Yerp

of the destination country,

AEN, |3 SHMOras peLetpaiiitore nocLe KPR ApH3lEaucnm.

praduct have been carried out in full compliznce with the GMP sequirements of the

ol MEfdAPM
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Kog 20075891
CEPTUBIKATIR

Xisik-aHanitix
Analytical Chemist

£3ap. Aaboparopicio BIC

[Hnuanb}mrc BKJI
' QC Lab In-charge 1

QC Head

Vrosnobaxena ocoba
Qualified Person

Ins"a/Name:

Coramnorerna™’s

Bfct £ 6
¥

Nipnmne/Signature:
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CEPTHOUKAT KAYECTBA
CERTIFICATE OF QUALITY

Hassa

e npoayera: JLOMPH®, Tabnetin, Brputi obononkoio o 10 Mr Ne30 (10x3) y 6nicrepax

Name §f product: DOMRID®, filim coated tablets 10 mg No. 30 (10x3) in blisters

Per, N& / A.R.No.: FP/173/15

Paamep ceput: / Batch size: 429 990 Tadn /tabl,

—

Cepusiihe: / Bateh No.: SDD5002 Konunueerso yuaosok: / Number of packs: 14 333
Jara sroronyrenns: / Mip, date: 01.2015 Cpow roauocra: / Exp, daie: 122018
Perncfpanuousoe campercinerao Ne UA/BIT6/01/01, or 31.10.2014 No 798, nebicteyer ao 15.11.2018
Registgation certificate No. UA/8976/01/01, of 13.10.2014 No, 798, is valid to 15.11.2018
Ne n/ MapameTpbl Crenudpricann s PesyanLTatsl
Sr.Ng Tests Specifieations Observations
] Onucanue Kpyrinie LRORKOBHLYIUILIC rabnerin, | CoorpereTByeT
HogphIThe oGooukoH Senoro Beta.
Description While, circular, film coated biconvex tablels. Complies
2 Huerrritduraums Connanenine BpCMCl yaepxcrpanus | Coorsercrsyer
OCHOBHOIQ  MMKA M2 XPOMATOCPaMMAaX
ll(-’.’?b”}ljz‘{f.ﬂr”).?f} H (71‘?‘.’(”1’()(!}2’.’1”!0&?0 paCTBCIPOR,
NOAYUGHHbLX upn KONHYECTBET oM
onpeneleHni.
Identification In the Assay, the principle peak in the | Complics
chromatogram obtained with sample solution
has the same retention time as the principle
peak in the chromatogram obtained wilh
- standard solution. L
3 Queopoanoets josnposanunx | AY L1 (LI = 13) Ll =290
eANHHL
Uniformity of dosage units AV LT = 15) L1 =290
4 PacnasaemocTs He Gonee 30 s, 01 mnn. 04 cex,
Disintegration Nol more than 30 minules. 0f min. 04 sec.
3 PacTrOpeH#E He menee 75 % (Q) 3a 45 MuH. 89,4 %
Dissolution Not less than 75% (Q) in 45 minutes, 89.4 %
6 ConyTCTRYIOUIKE MPUMECH:
' gau o npUMecH He Gonee 0,25 %, 0,057 %
CYMMBL NpHMeceit He Gonee 0,5 %. 0,057 %
Related subslances:
Individual Tmpurity Not more than 0.25 %. 0.057 %
Total lmpurities Not more (than 0.5 %. 0.057 % e
7 Komyuectsenroe onpefensrue: | Or 9,5 mrao 10,5 mr 0,985 mr "
| raGnerica concput 10 Mr {95,0-105,0 %). (99.85
AomMrepmrnola
Assay; Each tablet contains [0 9.5 mg - 1.5 mg 9.98
mg of Domperidone (95.0 % - 105.0 %). (%28
4
j- !-l tf.
g O;g_%
FP/173/15 Crparuua Nev 1 n3 2
Page WNo.: | of 2
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3 MukpofuronorusecKas

YHCTOTA:

OBuee HucHo aIpoBiibix

Mukpoopranuamos {TAMC) e Gonee 10% menee 50 KOE,

ofllee YHCNO OPOKIKEBLIX 1 '

mnecuesoix 1pubon {TYMC) e Gones 102 menee 10 KOLE,

Orcyreraue Escherichia coll 18} He nonyckaeres nanwise s r. Escherichia coli —

| r upenapara. ' OTCYTETBYET B | T

Microbiological purity:

Total aerobic microbial count

(TAMO) NMT 10 CPU/e. <50 CFU /g.

Total combined yeasts / moulds

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

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

lg.

IAKJIICUEHWE: npoaywr npomBenen, ynakosa i IPOTecTHPOBAK B COOTBETCTBAN C TPEGOBAKNIMH PErHCTPRIMOHHOMO

cniaeT
CONCQ
with G
Jnueu
Licenc

b, (OTheuaeT Tpebobdimim o cranupram GMP. Cepringuiar Ne 067/2014/SAUMP/GMP

fLUSlON: the product is manufactured, packed and analyzed as per Registration Certiticate requirements. it complies
MP standards and requirements, Certificate No, 067/2014/SAUMP/GMP

WA HA [IPOM3ROACTRO NekapcTBeHHuX cpencts: Cepust AB Ne 598054

e for medical products production: Batch  AB No. 598054

XuMHRE-BRANNTHES 3ap. saboparopuctt OKI: Hanannaik OKIK:
Analygt: ﬁ’ In charge of QC lab.: QC Head:
it Hara O’\\ ¥ 0 \Q Hara: M
ara; , ara: s ara -
Date: 03] Date: \© Date: to.on. 1S

FP/17
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Kon €APIIOY 33525927
CEPTHOIKAT SIKOCTI
CERTIFICATE OF QUALITY
Haasa nponyrry: TOMPUA®, tabaetky, pxpir oGononkoto, no 10 Mr
Name of produet: DOMRID®, film coated ablets, 10 mg
Cuna pii: JoMnepyioRy MancaT eKBiBATEHTHO JoMnephnory — 10 ar
Strength: Domperidone maleate equivalent to domperidone — 10 mg,
Cepin Ne/ Batch No.: SDD5001 Poasip ynaxoBin / Package size:  MalQ (10x1)
Pecerp. Ne/ ARNo.: EP/0318/25 Tun ynaxosxy / Pack type: Baicrep / Blister
Posmip eepil/ Batch size: 19 512 yo/packs | Hara nuroropnenus /Mfg, date: 04,2025
ICpaiua / Market: UKR Teparin npunarioeri/ Exp, date:  03.2029
Peecrpauiitue noenigueuns Me; ) TepMin Al HeoOMexeHHH
Registralion Cerfificgte No.: UA/8976/01/01 unlimited validity
Ne n/n Haspa anamisy Crenndiranis PesyapTaTH ananisy
Sr, No. Test name Specification Test result
Onuce Kpyrni apconywii Ttabnerxu, expuri oBonosxroio | Binnosinae
1 Ginoro xonsopy
Description White, circular, film coated biconvex iablets Complies
IneuTndikauia Uack  yTpHMyBaHHd  ocHoBHOrO  nika  Ha [ Bimnopimac
XpOMATOrpamMax BHNPOGOBYBAHOrG 1 CTAHHAPTHOIC
posuiyis, OTPEMALINX IPH KILKICHOMY BH3UAREHH],
MaloTh CHIRNAAATH
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
OanopingicTs 1030BaHUX AVELL (L1=15) 4,6
3 OBHHILE
Unifonnity of dosage units AVZL1 (L1=15) 4.6
Pozmngannag He Ginpuwie 30 x5 1 x8 10 cex
1 Disintegration Not more than 30 min 1 min 10 sec
PoavuHeHHs He menwe 75 % (Q) 22 45 xn 101%
> | Dissolution Not less than 75 % (Q) for 45 min 101 %
Cynpopinni nomimky He Ginntue 0,25 % KoxHOT moMitmxir Hinxute pisHs BH3HAUCHHA
He Ginstie 0,5 Yo cyMi LOMINOK Hinicte piBus BLUEHAYE1HI
8 Related substances Individual impurity is not more than 0.25 % BDL
Total impurities are not more than 0.5 % BDL
KinkxicHe BuzHasenns BiA 9,5 Mr zio 10,5 mr pomnepsnony & 1 tadnerni 9,92 mr
(950 - 1050 % nmommepuneny sim 3ammneHoi | 99,2 %
7 Kinsxoct)
Axsay 9.5 mg to 10.5 mg of domperidone per one tablet 9.92 mg
{95.0 to 105.0 % of domperidone of label claim) 99.2 %
FP/0318/25 Crop./Page Ne; 1 3/of 2
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Kon €PIIOY 33525927 \S"’“ -
Ne /o Ha3zra ananmisy Creuudinanin Pezy.m;ram aHanisy
Sr. No. Test name Specification Test result
MixpaGionoriuia uHcToTa 3araneHa KimeKicTE aepofuBX MiKpOOPraHismis
(TAMC) - ne Ginuue 10° KYO/T. <50 KYO/ir
3arancna kineRicTe ApiwpKonExX | maiceremux
rpn6is (TYMC) — ne Ginnme 10* KYO/T, <10 KYOir
Bineyrniore Escherichia coli 8 1 r npenapaty. Bincyths
J Microbiological purity Total  aerobic  microbial count (TAMC):
NMT 10° CFU/p. ' < 50 CFU/g
Total combined yeasts/moulds count (TYMC): NMT
102CFU/g. <10 CFU/g
Escherichia coli must be absentper 1 g, Absent

BHCIOBOK: / CONCLUSION:

[ponyxr BUrOTOBNEHO, YTAKORAHO Ta NPOAHANIIGRAHO 3MIAHG 3 BUMOTAME PEECTPALEliHOTO MOCRIACHHA,
The product is manufactured, packed and analyzed as per requirements of Registration Cerlificate.

Binnerinae cranaapran Ta suMoran GIMP,

It complies with GMP standards and requirements.

JHuensin Ba BRPOGHANTRO AiXapesKkiX 3ac06iB:

Licence for medical products production:

Cepradpicar Ne 080/2023/GMP
Cerfificate Na. 080/2023/GMP

Cepin AB Ne 598054
Batch AB No, 598054

Tins ninTrepsusyio, o Rl REpOGHIMI cX(fT A4 TieT cepii rovosdl nposyknil Gy sndilcnenti n oBNiT RIANORIAHOCTI 3 MIMOTAMIL, JAINAHCHIIMIT B HEIHIT
nactatosi 3 GMP, sarsepaeniit MinicrepeTaon oxopoiti 30pos's Vkpains, { 3 BusOrasms peecTpauifinore A0CLE KPaiity NpHIHAICHILE.

1 hereby ecertify that all the manufacluring stages of this batch ol finished product have been earried out in full compliance with the GMP requizements of the
Ministry of health of Ukmine and with the requirements of the Marketing Authorisation file of the destination country.

Ximix-ananirik as, naboparopicio B | Havansunk BKS] Vnonnosaueua ocoba
Analytical Chemist 4#QC Lab In-charge T QC Head Qualificd Person
n’s/Name: cf-'g/@ﬁmm(m ” &?‘ mM 10l Q;Lw:.ﬁ.u.aems Yﬁ‘ m&; LIZ\ .?
Minnne/Signature: j\%) % v ¢ R OC Pu
Hara/Date: 25 S5 25 /;g, dic” ] ea ks 2506185~
FP/0318/25 Crop./Page Ne: 2 3/of 2
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Yiqparma, 40020, - Cyms), yn. Crpafuna, 54,
Tem.: +38 (0542) 77 46 10, re/drawe: 77 46 [ 1

Kusum Tharm

e-mail; info@kusumphanm.com

| murpoopratmwsmon (TAMC)
oBLLEE UHCIIO JAPONGKEBLIX W
naeckeskix rpudos (TYMC)
Orveyrcroue Escherichia coli B
| rnpenapara.

Microbiological purity:

Total aerobic microbial count
(1AMC)

Total combined yeasts / moulds
count (TYMC)

Escherichia coli per g

he Bonee 10°.
He ponycxaercs maniue 8 1r,

NMT 10° CFU/g.

NMT 10? CFU/g.
Must be absent per | g.

L

wwwkuswmpham.com
8 MugpoGuonornieckan
| upcTaoTa:
O6ulee vucno a3podinix
ve Gonee 10%; menee 50 KOE,

meree |0 KOE,
Escherichia coli —
oreyrcTayer B | T

<50 CFU /g,

<10 CFU /g,
Escherichia coll is absent per
le A

FAKJIOUEHMWE: 1iponyKT npou3seles, yNnakosad 1 NpaTecTdposat B COOTRETCTBKH ¢ TPeOOBAHNAMU PETHCTPANHOHHOTO
cunpereancraa. Orseuaet rpefosanuim o cranapram GMP. Cepruduwar Ne 067/2014/SAUMP/GMP

CONCLUSION: the product is manulactured, packed and analyzed as per Regisiration Certificate requircments, It complies
with GMP standards and requirements. Certificate No. 067/2014/SAU MP/GMP

JIVUeH3|A Ha TIPOMIBOACTRO JieKapcTBertbix cpencts: Cepust AB Ne 598054

Licence for medical products production: Batch AB No. 598054

Flananbiarg OKK:

QC l-iead:,l}ksft [

3an. naGoparopreh OKIG
In charge of QC lab.:

\Qﬂ\ Vi

HMHK=BITT

Analyst; {fﬁf

Jlata: _ Jlava: L \g- Hara: 5

Date: %.04 .45 Date: \‘D . Date: \4 i
FPANONS < ) -
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CEPTHMUKAT KAUECTBA
CERTIFICATE OF QUALITY

| FP/110/15

Haspauue npoaysra: JOMPUI®, 1abnerin, skpuri oGonomkoio no 10 Mr Ne30 (10x3) y Onicrepax
Name of product: DOMRID®, film coated tablets 10 mg No. 30 (10x3) in blisters
Per. No: / A.R.No.: FP/]10/15 Pasmep cepuus / Batch size: 360 000 Tabn /tabl.
Cepus Ne: / Bateh No.: SDD300] KoanwuecTso ynakook: / Number of packs: 12 000
Jara msrgrosncuns: / Mfg, date: 01.2015 Cpox rognocru: / Exp, date: 12,2017
Peructpaliionioe cBiAcTesherno Ne UA/BI76/01/01, or 31.10.2014 Ne 798, neitcrsyer no 15.11.2018
Registration certificate No. UA/8976/01/01, of 13,10.2014 No. 798, is valid 1o 15.11.2018
Ne n/n MapameTpsl Cnenuduxaunn PesyabTaTe!
Sr.No Tests Specifications Observations
1 Qnucanne Kpyrinie npoAkopkinykikie  Tabnerky, | CoorseTcrayer
NOKpaiTHIE offosovkoii Genoro usera.
L Descrintion Whilte, circular, film coated biconvex tablets. Caomiplies
NE Haenradmraitua Conrangtiue BPEMCH yaepxupauis | CooTreTcTayeT
OCHORBIOND UK Ha XPUMH‘I'UI'DHMMHK
HCHBINYCMO20 W CMANOQUINOS0 PACTROPOS,
(1O EHHBIX npw KOJTHYECTBEHHOM
: ONPEAENeHHHE.
Identification In the Assay, the principle peak in the | Complies
chromatogram obtained with sample solution ,
has the same retention time as the principle 1
peak in the chromatogram obtained with .
standard solution,
3 OnnopoaHocTs gosuposanukx | AV = LI (L1 = 15) L1 = 4,60
GAHHHLL
|
! Uniformity of dosage units AV LI (L1=15) L1=4.60 |
4 | Pacnagaemocts He Banee 30 MuH, 01 mun. 02 cexk,
l | Disintegration Not more than 30 minutes, 01 min. 02 sec.
5 Pacrsopetine He menee 75 % (Q) 28 45 MuH, 94,8 % o
, ' Dissolution Not less than 75% (Q) in 45 minutes. 94.8 %
6 COnyTCTBYIOILHEG NPHMEBCH:
KaXuoH NpumMeci He Bonec 0,25 %. 0,059 %
h CYMMIBT NpUMEceii He Gosee 0,5 %, 0,059 %
Related substances:
Individual Tmpurity Not more than 0.25 %. 0.059 %
Total lmpuritics Not more than 0.5 %. 0.059 %
7 Konuuecruernoe onpenenedue: | Or 9,5 mr zo 10,5 mr 8,927 mr
| TabneTia couepnt 10 mr {95,0-105,0 %) (99,27 %)
AOMNEPHAOHA : ":’?
Assay: Each tablet contains 10 | 9.5 mg — 10.5 mg
mg of Domperidone (95.0 % - 105.0 %),

IRy

kog 20075391
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