HonaTtok

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Yxpainu «IIpo BiAMOBY y 3aTBep/KeHHi
TIPOTrpaMu AOCTYITy Cy0'eKTIB JOCTiIKeHHS
(matjieHTiB) 0 JOC/IHKYBaHOTO
MiKapChKOTO 3aco0y Mic/isi 3aBepIlieHHs
KJTiHIYHOTO BUTIPOOYBaHHS»

03.01.2025 Ne 19

Ha3zga [Iporpamu (3a HassBHOCTI)

[Mporpama (AG41814) poctyny cy0'ekTiB [ociimkeHHs (TIALliEHTIB) [0 /JOC/iPKYBaHOTO
nikapceKoro 3acoby OkpeByc® (oKpestizymad) mic/ist 3aBepiieHHsI K/IiHiYHOTO BUITPOOYBaHHS

Bug [Tporpamu (mporpama
PO3LLUMPEHOr0 JAOCTYITYy TAaLli€eHTIB [0
He3apeeCTPOBaHUX JIIKapCbKUX
3aco6iB abo rporpama Jo0CTyITy
Cy0’€eKTiB AOCTiKeHHs (Tal[iEHTIB)
J10 OC/IIIKYBAHOT' O JIIKApChbKOr0
3aco0y mic/is 3aBepileHHs
K/TiIHIYHOT'O BUITPOOYBaHHS)

[Tporpama goctymny cy6’eKTiB moc/ipkeHHs (Malli€HTiB) 0 AOC/IiPKYBAaHOTO JTiKapChKOTO 3aco0y
TiC/Isg 3aBepILeHHs] KJIiHIYHOTO BUITPOOYBaHHS

Kog Ilporpamu

AG41814

Ha3sBy (3a HasiBHOCTi) abo
imeHTrdikaTop (3a HasIBHOCTI),
niKapceKy (Gopmy, cumy
Jlil/akTUBHICTb JTiIKapCchbKOT0 3aco0y,
1110 Ha/|JaBaTUMeThCS B MeXXax
BianoBigHO1 [Tporpamu

OkpeByc® (okpesizymab), KOHLIEHTpAT /ISl PO3UMHY /71 BHYTPIillIHbOBeHHUX iHQy3ii, 300 mr/10
mi; o 10 ma y diakoHi

BupobHuk(a)/-iB

@.Xodpdpmann-JIsa Pou JIta, Bypmicser, 4303 Katicepayrcet, [Befinapis
Pomr liarnoctukc I'm6X, Cangxodepmrpacce 116, 68305 ManuxaiiM, HiMeuuriHa

3asBHUK (HaliMeHyBaHHSI
MiANPUEMCTBA/y CTAaHOBU/OpraHi3arii
i abo mipi3BuiIie, iM’s1, TI0 6AaTHKOBI
(3a HasIBHOCTI) rpoMa/issHMHA
YKpainu Ta Horo miciie
TIPO’KUBaHHS (MiCL[e3HaXO/PKEeHHS])

ToBapucTBO 3 00MeXXeHOI0 BiAMoBiAampHICTIO «Porr YKpaina», YKpaiHa
M. KuiB, Byn Benuka BacunbkiBcbka 139, 5 moBepx, KoHTakTHUM TenedoH +380 44 29-888-33,
0800-501-501, ukraine.cta@roche.com




2 TPO/IOB)KEHHS []o/laTKa

Ctpok nipoBesieHHs1 [Iporpamu

2 (#Ba) poku

OuikyBaHy pO3paxyHKOBY Ki/IbKiCTb
MKapCcbKOTO 3aco0y, 103BOIEHOT0
ISt BAKOPUCTaHHA y TIporpami

8 (akoHiB

IMepenik 303, nikapsi(iB) Ta/abo
nikaps (iB)-POIl, ski 3amyueHi 10
ripoBejieHHs [Iporpamu

1. ToBapucTBO 3 0OMeXxXeHOI0 BiAmoBiganbHicTIO «Meguunuii 1ieHTp «APTEC MEIIKYM», m.
Kuis; nikap — [lizkosa FOuis ITeTpiBHa

[JaHi o0 3araabHOl
XapaKTePUCTUKU MOTEHLIMHUX
TALli€HTIB, sIKi OPaTUMYTh Yy4acTb y
[Tporpami, BKIrOUarOuM AaHi o0
3aXBOPHOBAHHS MAL[I€HTIB

Y Tlporpami mpuiiMaTUMyTh y4yacTb AOPOC/i TAL[iEHTH 3 PO3CiSHUM CKJIepo30M, siki Opam abo
3aBepIIyIOTh y4acTb y BUMNPOOYBaHHI [JOC/Ii/PKYBAHOTO JliKapChKoro 3aco0y OxpeByc®
(okpesnizymab), croHcopoM sikoro € kKowradisi ®.Xoddmann-JIs Porn JIta, IIBeiiapis (kop
BuripobyBanHs GN41791)

[TporHo3oBaHa KiJIbKiCTh Mal[i€HTIB,
BKJ/IFOUEeHMX /10 yyacTi y ITporpami

1 (oguH) natjieHT

[Tepenik cynmyTHix mMaTepianiB (3a
HasIBHOCTI)

B.o. Haua/ILHUKA
dapManeBTUYHOr0 yNpaB/liHHA

Onekcangp I'PILIEHKO




