Hopartoxk 2

Jlo Haka3y MiHicTepcTBa OXOPOHU 3[0POB’ st
Yxpainu «IIpo BiAMOBY y 3aTBep/KeHHi
TIporpam JoCTyIy Ccy0'eKTiB JOC/TiAKeHHS
(mawieHTiB) 4O AOC/IHKYBaHOTO
MiKapChKOTO 3aco0y Mic/si 3aBepIeHHs
K/TiHIYHOTO BUTIPOOYBaHHS»

20.03.2024 Ne 484

Ha3zga I[Iporpamu (3a HasiBHOCTI)

[Mporpama (AG41814) poctymy cy0'ekTiB [ociipkeHHs (TAL[i€HTIB) [0 JOC/TiPKyBaHOTO
niKapchKoro 3acoby OkpeByc® (0Kpesizymab) mic/ist 3aBepiiieHHsT KJIiHIYUHOT0 BUTTPOOYBaHHS

Bug Iporpamu (mporpama
PO3LIMPEHOro JOCTYITy MaLli€eHTiB [0
He3apeeCTPOBAHKUX JIIKapChKUX
3acobiB abo mporpama JoCTymy
Cy0’€eKTiB OC/TiPKeHHS (TAIfiEHTIB)
JI0 IOCJIi/PKYBaHOTO JIIKapChKOT 0
3aco0y mic/is 3aBepIIeHHS
KJTiIHIYHOT'O BUTTPOOYBaHHS)

[Tporpama goctymy cy6’€eKTiB moC/ipKeHHs (Malli€HTiB) 0 A0C/iPKYBAaHOTO JTiKapChKOTO 3aco0y
TTiC/1sT 3aBepILeHHs K/IiHIYHOTO BUTTPOOYBaHHS

Kog ITporpamu

AG41814

Has3By (3a HasiBHOCTIi) ab0
izeHTUdiKaTOp (3@ HAABHOCTI),
niKapceKy Gopmy, cuny
[lil/akTUBHICTb JTiIKapchbKOTo 3acoly,
1110 Ha/JaBaTUMeThCS B MeXKax
BignosigHol ITporpamu

OxkpeByc® (oKkpesizyma0), KOHI[eHTpAaT [jisi PO3UMHY [JiIi BHYTPilIHBOBEHHUX
300 mr/10 mut; o 10 M y ¢1akoHi

iHdy3iH,

BupoOHuk(a)/-iB

@.Xodpdmann-JIsa Powu JIta, Bypmicser, 4303 Katicepayrct, [1Belinapis
Pomr liarsoctukc I'm6X, Cangxodepirpacce 116, 68305 MannxaiiM, HimeuunHa

3asBHUK (HaliMeHYyBaHHS
MiJNPUEMCTBA/yCTaHOBY/OpraHisaryi
i abo mpi3BuiIle, iM’s1, 0 OAaTHKOBI
(3a HasIBHOCTI) rpOMajsTHUHA
YKpainu Ta 1oro Micte
TIPO’KUBAHHS (MiCL[e3HaXOPKEeHHS])

ToBapucTBO 3 06MeXeHOI0 BifinoBizanbHicTIO «Porin YkpaiHa», YKpaiHa
M. KuiB, Byn Benvka BacunbkiBebka 139, 5 moBepx, KOHTakTHUM TenedoH +380 44 29-888-33,
0800-501-501, ukraine.cta@roche.com




2 TPOJOBXKeHH oaTKa 2

Ctpok nposezieHHd [Iporpamu

10 (gecsATh) POKiB

OuikyBaHy po3paxyHKOBY Ki/JIbKiCTb
MiKapCcbKOro 3aco0y, 103BOIEHOTO
J/1s1 BUKopurcTaHHs y ITporpami

40 ¢sakoHiB

[Tepenik 303, nikaps(iB) Ta/abo
nikaps (iB)-POLIl, ski 3amyueHi 10
ripoBejieHHs1 [Iporpamu

1. MeauuHMii LIEHTP TOBApUCTBA 3 00MEXKeHOI0 Bi/IMOBiAanbHiCTIO « MeauuHa KiiHiKa «biaromey,
M. KuiB; nikap — [Higkosa FOmist [TeTpiBHa.

JaHi o0 3arajsHOL
XapaKTepUCTUKU MOTeHLIINHUX
TaIli€HTIB, sIKi OPaTUMYTh y4acTh y
[Iporpami, BK/IFOUarOuM JaHi 1oz0
3aXBOPHOBAHHS TALIEHTIB

Y Ilporpami NMpuUAMaTUMYTh Y4acTh JOPOC/i TALIIEHTH 3 PO3CISTHUM CKJ/IepO30M, siki Opamu abo
3aBepIIyI0Th y4yacTh y BUIpoOyBaHHI [JOCTi/PKyBaHOTO JiiKapchKoro 3acoby OkpeByc®
(okpenizymab), crioncopoMm sikoro € kommadiss ®.Xoddmann-J/Is Pour JIta, [IBeiinapis (ko
BunpoOyBaHHs GN41791)

[TporHo3oBaHa KiJIbKiCTh MAaL[i€HTIB,
BKJIFOUEHMX /10 y4yacTi y Ilporpami

1 (opuH) narieHT

[Tepenik cynmyTHiX MaTtepiasiB (3a
HasiBHOCTI)

HauanbHuK
dapmManeBTUYHOr0 yIpaB/IiHHA

Tapac JISCKOBCHKHUI




