JlomaTok

110 Haka3zy MiHicTepcTBa OXOPOHU 37I0POB’ A
Vkpainu «IIpo 3aTBepKeHHS IporpamMu
JIOCTYITy CyO'€KTIB JOCIIKEHHS
(TamieHTiB) A0 AOCHTIHKYBaHOTO
JKapChKOTO 3ac00Y MiCIIs 3aBEPIICHHS
KIIIHIYHOTO BUTIPOOYBAHHSD)

Bia 16.06.2026 Ne 806

Ha3zsa IIporpamu (3a HassBHOCTI)

[Iporpama goctyny cy0'eKTiB JOCHIKEHHS (TAIIEHTIB) A0 AOCIIIKYBAHOTO JIIKAPCHKOTO 3aC00y
OxpeByc® (okpenizymal) micysi 3aBepIIeHHs] HUIMHU y4acTi y KIiHIYHOMY BUIIPOOyBaHHI

Bun IIporpamu (mmporpama
PO3IIMPEHOTO JOCTYITY MAIIEHTIB 10
HE3apeECTPOBAHUX JIKAPCHKUX
3ac00iB abo mporpama JI0CTyIry
cy0’€eKTiB AOCHII>KEeHHS (Talli€HTIB)
710 AOCITIHKYBAHOTO JIIKAPCHKOTO
3aco0y miciis 3aBepUICHHS
KJIIIHIYHOTO BUITPOOYBaHHS!)

[Iporpama noctymy cy0’€KTiB HOCHIIKEeHHs (TAL€HTIB) 10 JOCTIIKYBAHOTO JIIKapChKOTO 3ac00y
TICJIS 3aBEPILICHHSI KIIIHIYHOTO BUITPOOYBaHHS

Kog IIporpamu

AG41814

Ha3By (3a HasiBHOCTI) 260
iaeHTu(ikaTop (3a HasIBHOCTI),
JIKapchKy Gopmy, CHITy
Iii/aKTUBHICTb JIIKapCHKOTO 3aC00Y,
110 HaJJTAaBaTUMETHCS B MEXKaxX
BianoBiaHoi [Tporpamu

OxpeByc® (okpenizymad), KOHLIEHTPAT JUIsl pO3YMHY JUIsl BHYTPIIIHBOBEHHUX 1HOY31i, 300 mr/10
wit; o 10 M y piakoHi.

Bupobuuk(a)/-iB

®.Xodpdmann-JIs Pom JIitn, Bypwmicser, 4303 Kaiicepayrcr, LlBeiinapis
Pomr [Miarnoctuke I'M6X, Canaxodepinrpacce 116, 68305 Mannxaiim, Himeyunna

3asiBHUK (HaliMEeHyBaHHS
HiANpHeEMCTBa/yCTaHOBU/OpraHizarii
abo mpi3BuIIle, M5, O 6ATHKOBI (3a
HasIBHOCT1) TPOMaJIsTHUHA Y KpaiHU
Ta foro Micie NpoKNUBaHHS
(MicIIe3HaXO/IKEHHS)

ToBapucTBO 3 0OMEX)EHOI0 BiAMOBIabHICTIO «Pom Ykpaina», Ykpaina
M. KuiB, Byn Benuka BacunbkiBcbka 139, 5 moBepx, koHTakTHHI Tenedon +380 44 29-888-33,
0800-501-501, ukraine.cta@roche.com




2 MPOJOBKEHHSI 10J1aTKa

HanaBau smikapcekoro 3aco0y (abo
HOro YIIOBHOBaKEHHI
MIPEICTABHUK)

®. Xopdmann-JIs Pom JItn, [Beinapis, ['penzaxepmrpacce 124, bazens, 4058, lseitnapis, +41
61 688 1111, welwyn.eudract@roche.com

Crpok nposeaenns [Iporpamu

2 (1Ba) poku

PospaxoBaHa KiJIbKICTh
JIOCITIJIXKYBaHOTO JTIKAPChKOTO
3aco0y Ha BECh CTPOK IPOBEICHHS
IIporpamu 11t KOKHOTO
JIOCJTIJDKYBAHOTO (TIaIfieHTa)

1. [Tamient 20082: 4 ynakoBku ((1akoHHM) HA PiK JIKyBaHHS, 8 ynakoBoK ((pylakoHIB) Ha BECh
ctpok nposenenns [Iporpamu;
2. ITamienT 20107: 4 ynakoBku ((h1akoHH) Ha PIK JIIKyBaHHS, 8 YITaKoBOK ((JI1aKOHIB) Ha BECh
ctpok nposenenns [Iporpamu;
3. [Mamient 20123: 4 ynakoBku ((1akoHM) HA PIK JIIKyBaHHs, 8 ynakoBOK ((p1akoHIB) Ha BECh
CTpOK nposeneHHs [Iporpamu;
4. IMamient 20144: 4 ynakoBk# ((hIaKoHH) Ha PIK JIKyBaHHS, 8 ymakoBOK ((hJ1akoHIB) Ha BECh
CTpOK nposeneHHs [Iporpamu;
5. INamient 20207: 4 ynakoBku ((p1akoHU) HA PiK JTIKyBaHHS, 8 YIakoBOK ((h1akoHIB) HA BECh
CTpOK nposeneHHs [Iporpamu;
6. [Namient 20141: 4 ynakoBku ((h1aKoHH) Ha piK JTiKyBaHHs, 8 ymakoBoK ((hJakoHIB) Ha BECh
CTpOK nposeneHHs [Iporpamu;
7. Hamient 20191: 4 ynakoBku ((haKoHH) Ha piK JTiKyBaHHs, 8 ymakoBoK ((hJakoHIB) HAa BECh
CTpOK nposeneHHs [Iporpamu;
8. ITawient 20199: 4 ynakoBk#H ((h1akOHM) Ha piK JIKYBaHHS, § yIakoBOK ((JIakOHIB) Ha BECh
CTpOK nposeaeHHs [Iporpamu;
9. IMauienT 20290: 4 ynakoBku ((akoHn) Ha piK JIKyBaHHS, 8 YIaKOBOK (()JIaKOHIB) Ha BECh
CTpOK nposeaeHHs [Iporpamu.

I[Tepenix 303, nikaps(iB) Ta/abo
nikaps (iB)-POIl, ki 3anydeHi 10
nposeneHHs [Iporpamu

1. YHiBepcuteTchbka JikapHs J{HIIPOBCHKOTO JEp>KaBHOTO MEAMYHOIO YHiBepcuTeTy, M. [[Hinpo;
nikap - [llactyn Harans [lerpiBHa.

2. ToBapucTBO 3 0OMEXEHOIO BiAMoBiaanbHICTIO « Meanunuit nentp Xenc Kminik», M. Binauns;
nikap - Koctrouenko Anapiit Bonongumuposuy.

3. ToBapuctBo 3 OOMEXEHOIO BiAMOBIJANTBHICTIO «HEUPO®OKYC», M. JIbBiB; mikap -
Ky3bmincbka Ipuna TapaciBHa.

4. VYmHiBepcuTeTCbKa JIIKApHS JEP’KaBHOIO HEKOMEpIliiiHoro mianpueMcTBa «JIbBIBCHKUI
HalllOHATFHUNA MeAUYHHA yHiBepcuTeT imeHl Jlanwmma [Mamunpkoro» (kammyc imeHi Map'sHa
[Tanuummuna), M. JIbBiB; Jikap - boituyk Map'sna OuneriBHa.

JlaHi mo0 3araapHOL
XapaKTePUCTUKH MOTEHIIHHUX
NAIIEHTIB, SIKI OpaTUMYTh y4acTh Yy

VY Ilporpami npuiiMaTUMyTh y4acTh HAIIEHTH 3 PO3CISTHUM CKJIEPO30M, sIKi Opayin abo 3aBepUIyIOTh
y4yacTb y JOCHIKEHHI OKpeni3yMmaly (koj BunpoOyBanHs: GN41791)




[Iporpawmi, BKIIIOYaIOUH JaHi 111010
3aXBOPIOBAHHS MAII€HTIB

[IporHo3oBana KiIBKICTh MAII€HTIB,
BKJIFOUCHUX 110 yuacTi y [Iporpami

9 (neB’s1Th) MAIli€HTIB

[epenix cynyTHix MaTepiaiis (3a
HasIBHOCTI)

HavanbHuk
dapManeBTUHYHOI0 YIIPaBJIiHHSA

Ouaexkcanap 'PIHEHKO




