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AEPKABHA CJIYKBA 3 IIKAPCHBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMHM Y KUIBCHKIN OBJIACTI

npos. CBimnaHoi Hanii, 3, m.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €/IPTIOY 37078774

BUCHOBOK
PO AKICTHh BBE3€HOI0 B YKpainy JiKapcbKoro 3ac00y

24.08.2023 Ne 41106/23/10

MOTHJIIYM®

(HaHMeHYBaHHA TKapCLKOro 3acoby 3rifHo 3 peecTpaliiHUM TOCBIAYEHHAM)
Ta0JIETKHM, BKPUTI NJIiBKOBOK 000/10HK0K0, 110 10 mr, o 30 Tadnerok y OJicrepi; no 1

ﬁﬂiCTeEy B KAPTOHHIN YynakoBi
(bopmMa BHIYCKY, O3YBAHHS, BH/T MAKYBaHHA JIIKAPCHKOTro 3acofy)

Homep peecrpauiiinoro nocsinuenns UA/10190/01/01 crpox ii peecrpauiiinoro nocsixuers 01.01.2099
Cepis nikapcekoro 3aco6y Ne 3BV2451 KinsxicTs BBE3eHOTO nikapenkoro 3acoby 43650

Bupo6Huk Auccen-Cinar, @panmis

(HaliMEHYBAHHA BUPOOHMKA ITiKapchLKOTo 3acoby, KpaiHa TOXOPKCHH )

Beseno B Ykpainy ToBapucTBO 3 00MexkeHOK BixnOBiTaABHICTIO " J3KOHCOH i N KOHCOH

YEpa'l'Ha", inenr. xon: 35893512

(HaliMeHyBaHHs Ta ko 3a €JIPTIOY wopuanunoi ocobu abo MpI3BHILE, iM'd, 10 BaTLKOBI (hizMUHOT
ocobu - MANpPHEMI, il MicIle TPOXKUBAHHSA Ta peecTpaniitauii HoMep o6IiKoBoT KapTKH [IaTHHKA
[TOAaTKIB abo cepid Ta HOMep macnopTa)

IIpoToxoa Bisyansnoro xourposio Bix 21.08.2023 Ne 2586/1.

3a pesyibTaTaMu JIEP)KABHOTO KOHTPOJNIO BCTAHOBIEHO, IO JHKAPCHKHH 3acib BBeseno B Ykpainy 3

AOTPHMAHHAM BUMOT 3aKOHOABCTBA 1110710 3a6e3neuens SKOCTi TIKAPChKUX 3aCO6iB.
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EFRM-0004791 rev.2 Manufacturer / Bupoéuuk: INTE Consumer Health {France) SAS 7 JDKHT 1 Koxcbtosep Xeac (Dpac)

CAC

Address / Aapeca: Domaine de Maigremont, Val-de-Reuil, 27100 France / Jomen e Merpesion, Ban-ge-
Progi, 27100, Gpanuis

Manufacturing Authorization number / Hosep niuensii ans B1podunyol ainabuocTi: 2022 235 | 2

QUALITY CERTIFICATE / CEPTH®IKAT AKOQCTI

Product Name / HazBa tpojavkry: MOTTLIUMER: TAB 16 MG 30 UA / MOTHTTYME TAB 10 MP 30 YKP
Product Code / {nternal Batch Number / BavTpiwmifi
‘ | 8949302 P B31009]
04 NPOAYKTY: HOMED cepii

Batch Number / IBV451 , Cee P SRR
Howep cepii: 2 Importing country / Kpaiua inoprep:  Ukraine/ Ykpaiua
Manufacturing date / 3023 2 ¢ Expiry date/ G5 i
Jlara BupoSuuuTsa; G aodily . Tepsiu -~ - e

- spicalE qene  [IPHARTHOCTI - s
Released Batch gquantity / SHED UN/ L N , s
Po3Mip BHRYIWIEHOI Copi : v Market Authorization / Peectpaniiine qocsingenns:  UA/10(90/61/01
Specification ! Cneundikanis: PR-00933)3 Rev 13 Potency / Cuaa aii 10 mg? 10mr
Packaging type size / 30 tablets in blister; | blister in the cardboard box / no 30 taduetox y Oaicrept; no | aictepy s
Poazip Ta Tin nakysauua; KapTOHHITE YD aKOBLLL;
Actif / AxTusna pevonnia Dompernidone / Local Product Name / MOTILIUM:E: /

Hoesnepiaen HoxansHa galsa npolyRry: MOTUTIY M®
Phaninaceutical form / Jlikapeska dopa: Film-coated tablet 10 mg / Tadaetxi, sxpnti naigkosoio 06030k, mo |0 Mr
Test/ Teer Specification / Cnenndikanis Resulf / PesvanTay
Appearance* / Qpue* White to faintly cream-coloured, circular, biconvex, filni-coated tabilet
with the inscription “JANSSEN" on ore side and "M on the other side
'lﬂfl

Comply/
Kpyrar asoony ki rabacriat, BKpLT nAiBKOBOIO 080101KMO Oltoro aGo  Bianosiiac
JACTKD RpesoBoro Kenasopy 3 naamicoM “JANSSEN™ wa oauil croponi 1a
"M Ha {HWLT CTOpOHI
10"

Identification of domperidene/[aentudixauis AOMACPUADIY

Method DAD / Mcroa DAD Comparison of reference and test sohstion maximum wave tength must be
between & 2 nm /CmBRadiNEs A0BAIE XBIHID MAKCHMYAMIB L5 DOTHHY

_ | Complys
DOPIBHARHA Ta J0CAVGRYBRHOIO POIULEHY NOBUHIO OVTH v slemas + 2 HAl

SBoyinosisan

Method HPLCY Metoin BEPX Compliance with the retention times of domperidone peak in the
chromatograms of the test and standard solutions 7 Buanosi.usicrs yacy Comply!
YTPUMAHHA UKY JOMICPIIOHY HA XPOMATOEPas] J0CH1EYBANOTO Bianosilar

PO3YHHY T4 po3MINY A48 AGPIBHANHY

Assay of domperidone / Kitokicue 95.0 % - 105.0 % of the stated amount / 95.0 % - 105.0 % pia sageneoi e ..
BHIHAMCHHA AOMACPHAOHY KiJhKOCTI 2 e

Umiformity of dosage units Eur. Ph. 2.9.40 7 €Bp. tapy, 2.9.40
(Content uniformity) /

GAHOPLINICTE 0I0BAHNX 02NIILILL,

(OANOPIANICTD RALICTY)

Comply’
Blanosigac

Chromatographic purity / Nposaror padivua yucrora

Each specified degradation Not more 0.2% ¢ He {isteure 0.29%
product: ROS221 | 7 Kosent
CCURPIHIL NPOTYKT POINady:

......

Eny unspecified degradation Not more 0.2% ¢ He Siavuse 0.29%
product ¢

By ab-sxufl Hectnetdiemyi

APOIYKT posnalty

Total degradation products / Not more 0.5% / He Stabile 0.5%
Cvya npoayiie posnagy
Dissolution / Pozunneuns Q= 75% at4s minutes / Q = 75 %% 33 45 XBHIHH

05 KA /SIS0




179 Manufacturer / Bitpoduuk: INTL Consumer Health (France) SAS / JDKHTAN Koucoiomep Xenc (Dpanc)
EFRM-0004791 rev.2 CAC
Address 7/ Aapeca: Domaine de Maigremont, Val-de-Reuil, 27100 France / Jloaen e Merpeuon, Ban-ae-
Piwoit, 27100, ®panuin
Manufacturing Auathorization number / HoMep atueniii s supoGamsiol migasnoctt 2022 235 | 2

QUALITY CERTIFICATE / CEPTH®IKAT HKOCTI

Product Name / Hazea npoayxry: MOTILIUM® TAB 10 MG 30 UA / MOTHJHYM® TAB 10 MT 30 YKP
Product Code! 89493021 Muarket Authorization / PeecTpaniiine nocsimens: UA/10190:01/01
Koa npoaykry:
Batch Number/ 3BV2451 Importing country / Kpaina isinoprep: Ukraine / Ykpaina
Hosep cepii:
v !

Manufacturing date / 233 - 8 ' _E:xplr} datey | =920 |
Jara BHpodHinLTRa; Y month!  day l'epyin mpiaarHocTi year monhy

[ MIGALL JCHE P MICH UK
Specification / Creundrxawia: PR-009333 Rev 13

Test / Tecr Specification / Cuewtidinanin Result / Pesvawtar

Microbiological purity** / Mixpo6ionoriuua ymerora™*
a. Microbtal enumeration tests / Current Ph.Eur.<5.1.4> / Hiioue snaaums €ep. Papn. 5.1 4. Comply/
Bi3naueHus KinbKOCTI Bianeesigac
? Specif_'md‘ mi.cdmnrg:inisims / Current Ph.Ear.<5.1 4> / fliioue guaauns €sp. Gapa. 5.1.4. Comply/
~OeUIPIMHE MIKPOOPIaHLsALH BiiibuiaT

Comments / Kosenrapi:

* Due to local regulatory and marketing requirements, the capsules may have a specific imprinting / B saacxHocyi sia Busor
PEUYAATOPHIX OPraHiB 70 MapKETHHIY, TabReTKN MOKYTE MATH CTIe Lt 1w+ B8 A0HTOK.

** Test trequency: skip lot testing {minimum | batch per year) allowed based on microbiological risk assessment / Yacrora 1ipoBeacHs
BHAPOOYRAML: A03BOARCTRCR DPOITYCK Gar dTHOX TCCTYBAHD (SHEIYM | Cepla Ha piK), £PYITYIONICK a GLEHLI MIKPOGIOIOHuEOTo
PHIRY.

*** Date of batch releasc is a date when specific batch was certified in full comphance with the GMP requirements and electronically
signed for approval by Qualified Person at validated computerized system of production site /flata Bunycxy cepii - 1ara kean 1ana cepis
Oyaa ceprigikonana B aoBuiil sixnoeianoct a0 snstor HBIT 1a SUTBCPAKCHD YIIORHOBLKCHO10 Dol LUMNGM eReKrPOHHOre
[IIFICY B BAAIAGBAKIH KOMIIOTEPAIT CHCTEM] BHPOSHHIGT TiALuM.

CONCLUSION: Accepted / BHCROBOK : Rianoritae

This batch was released by the qualified person /
L% napTis Gyaa BHAVUICHA YROBHOBAKESHOIO OCoGom): Killian CARRE 165723B

(Name of Qualified Person / la's Yioprosaxenot QOcol)

***Date of batch release / *** lata sunyeky naprii: 1023 6 g
veur month:  days
pix MICALL  leHb

We hereby certify that the above information on English language is authentic and accurate # Ll M JACBLAIVENO, 10 HABCICHA BHULE
HpopMAIA AHCAHICLKOI0 MOBOIO £ OCTOBIPHOIO | TOHHIO.

This batch of product has been manufactured, including packaging/labelling and quality control at the above mentioned sitefs) in full
compliance with the GMP requirements of the local Regulatory Authority and with the specifications in the Marketing Authorization of
the importing country. The batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP. ¢
L{ro cepiio npoaykry 6y10 sHPOGIEHO, BKTIOMAIOUI MAKYBMIHS MAPKY BAHHS T2 APORCICHO KOHTPOIIE {1 AKOCTT Ha BHke3a3BaTenIil
ABHILLL Y TIOBHI B, THOBIAHOCT! 3 BusoTamit GMP, BCTaHOBIEHIBT MICHEBIHM Pery TATOPHING OPTAHOM, 2 TAKOK BIANORLIHO 0
crRUHpIKAil MICIIEBOrO PETYARTOPHOTS OPrany | y BiANOR, (MOCTI 3 creirHdiKatico 10 PEECTRPARIIHOIG CBLIOUTBA KpalHIi-IMNopTepa,
[IpOTOKOTH BHPOGHIIITBA, TAKYRAHHA T3 aHANI3B TICPErARAY TO T4 BCTAHOBACHO BLIMOBIARICT, GMP.,

This quality certificate has been printed and signed on / et 2023 3 )
CCPTHHIKAT AKOCTE OVE pO3APYKOBAHUI Ta MANHCaRHN: o — day: - /
Pik MICALL AEHL L

Signature of the qualified person ¢ Fliamic ynossopakenot ocodH:
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