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»

09.04.2024 Ne 596

Ha3zga I[Iporpamu (3a HasiBHOCTI)

[Tporpama (AG45056) moctymy cy0'eKTiB [ociipkeHHs (TAL[i€HTIB) [0 JOC/TiPKyBaHOTO
niKapchKoro 3acoby EHcnpiHr® (caTtpanizyMab) mic/isi 3aBepiiieHHsI K/JTiHIUHOTO BUTTPOOYBaHHS

Bup IMporpamu (riporpama
PO3LLIKMPEHOro JOCTYITy MaLli€HTiB [0
He3apeeCTPOBAHUX JTiKapChKUX
3aco6iB abo mporpama J0CTyITy
cy6’exTiB mocmipKeHHs (TAL[i€HTIB)
J10 IOCJTIIKYBAHOT O JIIKapChbKOro
3aco0y Tic/ist 3aBepIiieHHs
K/TiHIYHOTO BUTIPOOYBaHHS)

[Tporpama goctyrmy cy6’ekTiB Joc/ipKeHHs (TAL[i€HTiB) [0 AOC/TiKYBAHOTO JIIKApChKOTO 3aco0y
TTiC/Is 3aBepIleHHs KTiHIYHOT0 BUTIPOOYBaHHS

Kog ITporpammn

AG45056

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

EHcnpinr® (carpasnizymab, Enspryng®, satralizumab), po3uuH st iH'ekiit, mo 120 mr/mt; 1o 1 mi
y TorepejHb0 HallOBHEHOMY LITIPULI

Bupobnuk(a)/-iB

Uyraii ®apma Manydekrypunr Ko, JItg, 16-3 Kuitoxapa Koryomanui, ¥YTcyHomis Citi, Touiri,
321-3231, fAnoHis;
@.Xoddmann-JIg Pom JIta, Bypmicser, 4303 Katicepayrcr, IlIBelijapis

3asBHUK (HaliMeHyBaHHS
MiAMPUEMCTBA/y CTaHOBHW/OpraHi3artji
i abo mpi3BuiIie, iM’s, 110 6ATHKOBI
(3a HasIBHOCTi) TpOMajsiHMHA
YKpainu Ta 1oro Micrie
TIPOKUBaHHS (MicLie3HaXOpKeHHS])

ToBapucTBO 3 00MeXXeHOI0 BifimoBizampHiCTIO «Porn YKkpaina», YKpaina
M. KuiB, Byn Benuka BacunbkiBcbka 139, 5 noBepx, KoHTakTHUM TesepoH +380 44 29-888-33,
0800-501-501, ukraine.cta@roche.com




2 MPOJIOBXKeHHA JoJaTKa

Ctpok nposezieHHd [Iporpamu

3 (Tpu) poku

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

312 nonepejHbO HAIIOBHEHHUX IUTIPULIIB

[Tepenik 303, nikaps(iB) Ta/abo
nikaps (iB)-POLIl, ski 3amyueHi 10
ripoBeieHHs1 [Iporpamu

1. Jlep)kaBHa yCTaHOBa «YKpAiHCbKWW [lep>KaBHUM HAyKOBO-AOCTiJHUN IHCTUTYT MeJUKO-
collia/IbHUX TIpo0JieM iHBasTigHOCTI MiHiCTepCTBa OXOPOHH 3/10pOB'st YKpaiHw», M. [THITIpo; Jlikap —
Kupuuenko Asina ['puropisHa.

2.  KomyHasmbHe  HekKOMepLiliHe  MiANpUEMCTBO  «TepHomisibchbkKa oOsacHa  KITiHiYHA
TICUXOHEBPOJIOTiUHA JIiKapHs», TepHOMiIbCbKOi o6macHoi pagu, M. TepHoriab, mikap — /lyBe
XpuctuHa BosogumupiBHa; nikap — bygapHa Osiena FOpiiBHa.

3. KomyHanbHe HeKoMepliifiHe mignmpueMcTBo «OnechbKuii 00/1aCHUN MeAWYHHN [IEHTP TICUXiYHOTO
3710pOB'si», OfeckKoi 0bsacHoi paau, M. Ozeca, yikap — Bosoliyk AHaTostii EBreHOBHY

[HaHi o0 3arajpHOL
XapaKTePUCTUKHU MTOTEHL[IMHUX
TALli€HTIB, sIKi OpaTUMYThb Yy4acTh y
[Iporpawmi, BK/IrOUarOuu aHi 110710
3aXBOPKOBAHHS MALi€HTIB

Y Ilporpami NpuMMaTUMyTh y4yacCThb TalliEHTHA i3 pO3/7ailoM CIEKTPY ONTHKOHEBPOMIENITY, sKi
Opasu abo 3aBepIIyIOTh YUacTh Y BUIIPOOYBaHHI I0C/TiZPKYBAaHOTO JIIKapChKOT0 3aco0y EHcpiHr®
(caTpani3zymab), crioHcopoMm sikoro € ®.Xoddmanu-JIs Porn JIta, IlIBeiiiapis (ko BUIPOOyBaHHS
WN42349)

[IporHo3oBaHa KiJIbKiCTb MAL|i€HTIB,
BK/IFOUeHUX 10 yvacTi y [Iporpami

8 (Bicim) martieHTiB

[Tepesnik cynyTHIiX MaTepiasiB (3a
HasIBHOCTI)

HauajbHHK
dapManeBTUYHOT0 YIIPaB/IiHHSA

Tapac JIICKOBCHKUI




