Honatok

Jlo Haka3y MiHicTepcTBa OXOPOHU 3[0POB’ st
Ykpainu «IIpo 3aTBepzkeHHs IporpaMmu
JocTymy cy6'eKTiB JOC/TiKeHHS
(mawieHTiB) 4O AOC/IHKYBaHOTO
MiKapChKOTO 3aco0y Mic/si 3aBepIeHHs
K/TiHIYHOTO BUTIPOOYBaHHS»

7.12.2023 Ne 2082

Ha3zga I[Iporpamu (3a HasiBHOCTI)

[Tporpama fgocTyry Ccy6'eKTiB JOC/i/pKeHHs (MALli€EHTIB) 0 JOC/Ii/PKYBAaHOTO JIIKAPCHKOTO 3aco0y
I'ycenpkymab (Guselkumab) micsist 3aBepiienHst kniHiuHux BunpobyBanb CNTO1959UCO3001 ta
CNTO1959CRD3001

Bup ITporpamu (riporpama
PO3LLIKMPEHOro JOCTYITy MAaLli€HTIB [0
He3apeeCTPOBAHUX JTiKapChKUX
3aco6iB abo mporpama J0CTyITy
cy6’exTiB mocmipKeHHs (TAL[i€HTIB)
JI0 IOCJIII)KYBAHOT O JIIKapChbKOro
3aco0y Tic/ist 3aBepIiieHHs
K/TiHIYHOTO BUTIPOOYBaHHS)

[Tporpama goctyrmy cy6’ekTiB Joc/ipKeHHs (TALli€HTiB) [0 AOC/TiKYBAHOTO JIIKApCHKOTO 3aco0y
TTiC/Is 3aBepIleHHs KTiHIYHOT0 BUTPOOYBaHHS

Kog ITporpammn

CNTO1959CRD4005

Ha3By (3a HasiBHOCTi) abo
izmeHTUdikaTop (3a HasIBHOCTI),
NiKapcbKy (popmy, cuny
[il/aKTUBHICTB JTIKapChKOTO 3aco0y,
1110 HaJJaBaTUMEThCSI B MeXKax
BignosigHoi ITporpamu

I'ycenpkymab (Guselkumab), 1 M, 100 Mr/my1, po3uuH s iH'€KLIil y TOMepeHbO 3alIOBHEHOMY
LLTIPULIL

Bupob6nuk(a)/-iB

fAnccen Cinar IntepueinviHan HB, Benbris (Janssen Cilag International NV, Turnhoutseweg 30,
2340 Beerse, Belgium); Cinar AT, IlIseiinjapis (Cilag AG, Hochstrasse 201, 8200 Schaffhausen,
Switzerland)




2 MPOJIOBXKeHHA JoJaTKa

3asBHUK (HaliMeHyBaHHS TOB «Kopekc YxkpaiHa», 08114, Byn. Crommuna 1A, c. T'openunui, KuiBceka 06s1., YkpaiHa,
TiIIpUEMCTBA/yCTaHOBU/OpraHdi3alli | KoHTakTHUM TenedoH +380997113661, customs-ukr@corex-depot.com

i abo mpi3BuiIie, iM’s1, 110 6aTHKOBI
(3a HasIBHOCTI) TpOMa/isTHUHA
YKpainu Ta 1oro Micrie
TIPOKUBaHHS (Micl|e3HaXO/pKEeHHS])

Ctpok nposesienns Ilporpamu 2 (#Ba) poku

OuikyBaHy pO3paxyHKOBY Ki/JIbKiCTb | 94 ynakoBKU
MiKapCchKOTro 3aco0y, 103BOIEHOTO
Jis1 BAKOpUCTaHHe y [Tporpami

IMepenik 303, nikaps(iB) Ta/abo MeauuHuii LIeHTp MpyBaTHOro mignpuemcTBa «Curma», m. KuiB — xipypr, A.Me[.H., ripogecop
nikaps (iB)-POII, ski 3amyueHi 10 binaucekuii Jleonig CemeHOBHUY

nipoBeieHHs1 [Iporpamu

[JaHi 1mo/0 3arajbHOL Y TIlporpami NpuMMaTHMyTb YuyaCTb MAL[i€EHTH i3 CepejHIM CTyleHeM TSDKKOCTI Ta TSDKKUM
XapaKTepUCTUKU MOTEHLIINHUX aKTUBHUM Hecrelli()iuHUM BHMPa3KOBUM KOJIiTOM Ta XBOpoboto KpoHa B akTuBHiM a3i Bif

TIAIli€HTIB, sIKi OPaTUMYTb yUacTb y | CEPeAHBOTO /10 BaKKOTO CTYTIEHSI TSHKKOCTI, SIKi 3aBepIvId abo 3aBepIlyl0Th Yy4acTh Y KIiHIUHUX
[Tporpami, BK/toyarouu faHi oo | BunpobyBanHsx CNTO1959UCO3001 Ta CNTO1959CRD3001
3aXBOPIOBAHHS MAalli€HTIB

[TporHo3oBaHa KilbKiCTb Malli€eHTiB, | 4 (UOTHUPM) Malli€eHTa
BK/IFOUeHUX [0 yuacTi y [Iporpami

[Tepenik cymyTHiX MaTtepiasiB (3a -
HasiBHOCTI)

HauanbHuK
dapmManeBTHYHOr0 yIpaB/IiHHA Tapac JIACKOBCBbKNN




