JHTEPXKABHA CJIVYKEA 3 JIKAPCBLKHX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTUKAMH Y KHIBCBKIN OEJIACTI

npos. Ceitnuuroi Haxif, 3, m.Kuis, 02099, Test/axc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kon €IPTIOY 37078774

BHUCHOBOK
PO SIKICTH BBE3eHOro B YKpaiHy JikapcbKkoro 3acofy

19.10.2023 Ne 50790/23/10

IIPOI'PAO®

(HﬂﬁMﬁH)‘.BaHHR JIKApCHKOro 3acoby 3riHO 3 PeECTPALiHIM MOCBINYEH M)
Kancysn Teepai no 1 mr; o 10 xancya y 6aicrepi; o 5 Onicrepis B amominieBomMy nakeri; no
1 nakery B KapToHHiii Kopo6ui

((popma Bumycky, nosyBanHs, BUA NaKyBaHHA niKkapchKoro 3acoby)

Homep peecrpauiittoro nocsinsenns UA/4994/02/02 crpox i peectpauiiinoro nocsiggenns 01,01 .2099

Cepis nikapcrkoro 3aco6y Ne 1E3810D Kinekicre BBE3eHOrO Nikapchkoro 3aco6y 3000
Bupo6uuk Acrennac Ipnann Ko. JIta, Ipnauais
(naliMenyBaHHA BHPOGHHKA NIKAPCHKOTO 3aco0y, kpaiHa roXo/UKeHHs)
Baeseno e Vkpainy ToBapucreo 3 06mexeHoI0 BignoBigaabHicTIO "AcTemIac ®apma",
izenr, kon: 37994221

(nalimenyBanHs Ta koz 3a CIIPTIOY fopuanunoi ocobu abo Npi3BHINE, iM'4, no Batbkogi (izuunol
ocobu - mianpuemuy, il Micue NposxuBaHug Ta peecTpauiiinmii HomMep 06/1iK0BOT KAPTKY MIATHHKA
MOAATKIB aG0 cepis Ta HOMEp macrnopTa)

IIpoTokoa Bisyansroro koutposo Bia 17.10,.2023 Ne 3261/9.

3a  pesynuTataMH  EpKaBHOTO  KOHTPOJIO BCTAHOB/ICHO, MLI0 JIIKapChkuit 3aci6 BRezeHo B YkpaiHy 3
AOTPHMAHHSAM BUMOT 3aKOHO/IARCTRA 100 3a6e3NeUeH s AKOCT] JIiKapChKHX 3acobiE.

- m, en

(imiuinan Ta npizenie)




astellas

Actemnac [pmang Ko. JTo,

Jason Keppi

Kimnoprain, Ko Keppi, V93 FCR26, [pnanans
Ten.:+353-(0)66-97 92 300

CEPTHDIKAT AHAJII3Y

HahmeHyBaHHA npoayKTy:

ITporpad®

Cuna nii / akTMBRICTS 1 030BaHa QopMa;

Kancyau Teepai o I mr; Takponimyc

Kpaina-immoprep: Ykpaina

BupoGuux: Acrenac Ipmanz Ko. Jita, Kinnoprnin, Ko. Keppi, V93 FC86, Ipnangis
Howmep nineusii ua BupoGHMUTBO: M1035

Peectpauiitve nocsiguensa; 1JA/4994/02/02

Po3smip ¥ THR ynakoBku;

10 kancyn y Onicrepi, 5 6ricTepin

Cepix | KITBKICTE YIAKOROK:

1E3810D; 10 228 ynaxosky

Hara purorosnesns; 12.04 2023
‘Tepmin npuaaTHOCTI; 03.2026
~ Homep maxysanztinx marepianis; 147758

36epiranus; J6epiraT B OpUriHANBHIA ynakoBlyi, B cyxoMy micui. He 36epirat suwe 25° C
Hoxaznuku: Coeundikanin: PesyabrarTh:
Onmuc: IBepai xeraTHHOBI KanCyny 3 HATHCOM YEPBOHOTO KOTLOPY «1 mg»
Ha Kpuni kancymu ta «[f] 617» xa kopnyci kancyan. Bimoginae
Kpuinxa kamcynu: Henposopa 6inoro Konsopy.
Kopmyc kancynu: senpo3opuii Ginoro xonkopy.
Posmip kancynu: 5.
BMICT Kancynau: nopowok §inoro KoJIsopy.
Bumict Boan: ne 6iapie 7,0% 3,1%
IzenTudikauia (Takponimye):
-AxicHa peakitig [TozuTneya: yTBOPEHHA CBITIIOrO YePBOHA-TyPITYPOROTO 3abapBicHus. | Bimmosimae
-THIX Bianosiaae cTaHmapty: IWIMa, OTPMMAHA BiX PO3MHIY-3pa3Ka i iaMa, | DIAIOBLIAE
OTPMMAaHA 3 PO3UNMY-CTAHJAPTY ~ OPAHIKEBOIO KOABOPY i Mac
onuaxony Rf semmuny,
-BEPX Bimnosifae cTaHaapty: ronosauit mik, oTpuManuii 3 PO34UHY-3pAIKE i B
OTPHMMAHHH 3 PO3YHHY-CTAHAAPTY MAIOTh TAKIHI e OOHAKOBHI dac
YTPHMYBaHHA 0 BHYTPIMIHLOIO CTAHJAPTY HA XPOMATOTPAMI.
-Turana giokena (E171) ITosuTuBHA — yrBOpeHHS G1iA0 YEPBOHYBATO KOBTOIO 10 4EPBOHA Bixmosinae
JKOBTOro0 3a0apBieHHS HeraifHo.
KinskicHe Ba3znavyennn; 95,0-105,0% TakponiMyca B KoxHilH Kancyni 101,6%
(Takponimyc)
Opnopianicre no3ypanns: BIAIIOBIla€ BEMoram €Bponelicekoi ®apmaxonei i @apmakonei CUIA | Bimiosinac

CroponHi fomimixu:
Homimrxa I1

Jiomimka VI

Homimka IX

Homimka X1

Homimka nixy A
HeipentudikoBana o lMHUYHA
ROMIIIKA

CyMa JOMIlIOK

He Oinbire (,2%
He Oinbine 0,3%
He Oinbiue 0,3%
He Oinmbme 0,3%
He Ounblue (,3%
He Oinblire ,3%

ue Oinnine 0,5%

MixpoGionoriuna uncrora:
JaranbHa KibKicTs acpobis
[pubu i opixmoxi
Escherichia coli
Staphylococeus aureus

Hue aiMiTy BH3HaYeHHS
Hipxue niMiTy BuzBauenms
Hrkue niMiTy BU3HAYEHHS
Hinxge niMiTy BR3HAYeHHS
Hirxue niMitTy Bu3Ha4YeHHs
Hinkue niMiTy Bu3sHAYEHHS

Hrxcae niMiTy BU3HAYeHHY

He 6insme uizx 100 KVO/r
He 6insire uizx 100 KYO/r
Bincyrai /v
BincyTHi /v

PozynHeHHs:
TaxkponiMy¢ 4epes 60 xpunnn

<10 K¥YO/r
<10 KYO/r
BiacyTui /v
BigcyTni

Cratyc cepii: 3aTBepmkeHo

94%

3aTBepUKEHO: YnoBHOBaXeHa ocoba: Linda Spillane, nara: 23/08/2023
REF:N/QC/CERTS/UKRAINE/147758- 1E3810D

3apeectpoBannuit odic; JnpexTopu:
Acremnac [pnaua Ko., JIta, Louis Colins

Emily Ging
Hamactosn Poyn, Ingyctpiansuuii napk Jlamactosn, Yusuke Ishii {Japanese)

Mymxynnapt, lyOnin 15, Ipnaugis.

Tetsuya Kawasako (Japanese)
3apeecrposannii B Ipnaunii Nel11917

Minetake Kitagawa (Japanese)
Jun Kono (Japanese)
—~Fearoid Walsh




Hoxyment Ne; COIT-KP-06%
Bepcis: 30.0

Jata seefennsa s gito: 21.06.2023

HaitMeHyBaHHA ROKYMeHTY: Bumyck cepit uis npoaaxy Ta [McTpubyLii

Hoaarox Nel. Ctopinka 13 1

Ceptudikat Bunycky cepii — Ilporpad kamncynmu

Ceprudikar BHNycKy cepii
Budano Acmennac Ipnano Ko. JImo

Indopmairis no npoaykry

Haiimenysauds nponykry: | [Iporpad® kancymu tmr 5X10 UA
AKTHBHHIT KOMIIOHEHT: TakponimMyc

Hosysanus;. 1 mr

Po3Mip ynakoBku: 3x10

[ndopmariis nipo cepito

Howmep cepii: 1E3810D
Homep marepiany: 147758
Po3Mmip cepit: 10 228
Ha3pa xpaiun npu3HaveHHs (Ti/IbKu H/a

i €C)

06’ emHa-BaHTaXHKE pPO3Mip H/a

KOHTEHHEDPA

Ceprudikanis cepii

A niaTsepazKyto, wo Bl BUPOSHIUI CTAAIT (BRTIOYAIOUM YIIAKOBKY i KOHTPONb SIKOCTI) L€l cepii NPOAYKTY OYIIH NPOBEREHI Bi INOBIAHO 10 BUMOT
Hanexroi Bupobrnyol npakmvxkn €C Ta 3 BUMOramMM PeecTpauifnoro caifonrsa kpainu / KpalH-ONep:Ky Ba4a.
Bupobunurteo cepii, ynakoska i 3anucu auanizip Oynu neperasnyTi i 3Haliie ] Ak Ti, 8xi BIANOBIAAIOTE BIMOIAM HANEKHOT BUPOOHK1OT IpaKTHKH Ta
Peecrpauliinoro ceiauenuam, BupoGHHITB Ail040T pevoBHHM BiANORIAHO A0 HANEHKHEOI BUDOGHATO NPAKTHKH JUIA MIOYATKOBUX MaTEpiaiiB

Hi

Tak V
DiHATEHUM NPOAYKT Bumyennii ans 3abpaxoBaHuii
Ipoaaxy/ mcTpuby il

Bumymeno: YnopnosaxkeHa ocoba — Linda Spillane (;mipmuc), Jara: 23/08/2023

Po3zapykyBpaBiin/3aBaHTaxMBLIN 4O KYMEHT ITEPEKOHANTECH, O B BHKOPHCTOBYETE ODINIAHY AKTyanbHY Bepciro.

ACTEJUTAC KOHOIIEHIIMHO TA IIATEHTOBAHO




Vastellas

Ho3sin na sunyck (peanizauiio) cepiy

Jo3BiJ Ha BHILycK (peaJtizaiiito) cepil

Ilpoxyxr:
IIPOTPAD®, kancynn no 1 mr Ne50 (10x5) y 6aicrepax y 3anasnomy aJominiceomy naxeri Nel s
KapTOHHi# mauni

Jiep:xaBa-BHpOOHUK: Ipyannis

HaliMeHnysanus, MicuesHaxo/pkeHHn Ta | Actemnac Ipnang Ko., JIta, Ipranis;
HOMeED JiLieH3il BApoOHKMKa (3a HasBHOCTI): | Ne MO1035/00001

Ceprudikar BiznoBiAHOCTI GMP BHPOOHIKa 200 HoMep 30429/M01035/00001
nocuniaHys ¥ 6a3i ganvx EudraGMP (3a HassHocTi):

Cuna ,ui'f/axmgﬁim: Takponimycy 1wmr

Peectpauiiine noceiguenns: UA/4994/02/02 Crpok aii: HeoOMexeHHit

Cepin Ne: 1E3810D Tlara BupoGuuursa: | 12/04/2023 Jlara saxinuermn | 03/2026
TePMiHY NpUAATHOCTI:

PosMip cepit: 10 228 ym. | KinekicTs BBE3€HOIO Jikapcebkoro 3acoby | 3 000 yn,

KinekicTs, [o3BoseHa 10 peanizanit: | 2 999 ym,

{IapTig Ne: |1

PosMip Ta TUN NaKyBaHHs: [1o 10 kancyn y Snictepi; no 5 Gnicrepis y 3anasHomy amomitieBoMy naxeri;

10 | nakery y KapToHHi# nayyy;

Jarta cepThdirara sKoCTi cepii: 23.08.2023 poxy

Homep Ta gata BrucHoBKY npo akicts: | Ne 50790/23/10 Bix 19.10.2023 POKY

3asiBa npo BuIyck (peanizaniio) cepii:

LluM s migreepmxyto, ulo Hapeaena Bhue indopManis e JIOCTOBIPHOIO Ta TouHol. Cepilo nponykuii 6yno
BUPOOMIEHO (BKJIIOYAKOMH NAKyBaHHA/MapKyBaHHA) Ta MPOREAEHO KOHTPOJIL [l SIKOCTI HA BHIIE3A3HAUYCHIH
AUVIBHHLI Y TOBHIM BiamoBimHocTi 3 BUMOramu GMP, unHauMH B Ykpaini, a Takek Bigmopinxo no
chneuudikauif, moO MICTATECS y peecTpauifiux Marepianax kpainu-iMnoprepa. Ll cepia mpoaykuii
BUnpoOynana Bianoriaso mo INopsaky 3aiftcHenns ACPHABHOTO KOHTPOMO SAKOCTI JiKapChKUX 3acobis, 1110
BBO3STHCS B Y KpalHy, 3aTBepKeHUM nocTanoso KMY sin 14 sepecua 2005 poxky NeS02 3i aminamu.

Ha nipctasi npoTokony BXiZHOro KoHTpOIO, CePTHRIKATY AKOCTI, BUOAHOIO BWPODHUKOM, HASBHOCT]
BUCHOBKA NPO AKICTb BBE3EHOro NiKapchkoro 3acoby cepist 103BOMAETHES O peanizailif,

YnoegoBaxkeHa ocoba 3 gKoCTi
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