NMEPENIK

NIKAPCbKUX 3ACOBIB LWOAO AKUX 3ABEPLUEHO PO3IrNA4 PEECTPALINHUX MATEPIANIB NMPO BHECEHHSA 3MIH A0

PEECTPALINHNX MATEPIANIB NPOTAroM Ali PEECTPALINHOIO NOCBIAYEHHA HA NIKAPCbKI 3ACOBU, AKI 3APEECTPOBAHI

KOMMNETEHTHAM OPFAHOM EBPOMNENCbLKOIO COH3Y

KOMNETEHTHUMW OPFTAHAMW CMOMYYEHUX LUTATIB AMEPUKW, BE/IMKOI BPUTAHIT, LUBEWLLAPCBHKOI KOH®EAEPALL,
SINOHII, ABCTPAII, KAHAAQWN, NIKAPCbKUX 3ACOBIB, LLIO 3A LLIEHTPA/II30BAHOLO MPOLIEAYPOIO 3APEECTPOBAHI

Ne Hassa MiXHapooH Hassa Koo ATX dopma 3assHukK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa Ymosu Homep
n/n JliKapcbK0o20 a diroqoi BUMYCKY npoyedypa BionycKy peecmpayitiHo
3acoby HerameHm PpeyoBUHU (nikapcbka 20
oBaHa ¢hopma, nocsioYyeHHs1
Hassa* ynakoska)
1. ABIPATEPOH | Abiraterone abipatepoHy | LO2BX03 Tabnetku, ToBapucTBo 3 YkpaiHa [03BiN Ha CnoseHis/ AkicTb, IB 3a UA/19750/01/02
CAHAO3® auertar BKPUTI obmexeHoto BUMYCK Cepili: Kinp Type IB, B.L.a.2. €). - peyenmom
NAiBKOBOIO BignoBigasIbHICT Nex Minor change in
060/10HKOI0, 10 "CaHp03 PapmaueBTUYHA restricted part of ASMF
no 250 wmr, no YkpaiHa" KoMnaHisa 4.4., for section 3.2.s.2.5 and
10 TabneTok y CnoBeHis; 3.2.5.2.6.
6nicTepi, no BMPOGHMULITBO in AkicTb, IB
12 6nicTepiB y bulk, nepsuHHe Type IB, B.l.a.2. €) -
KapTOHHIl Ta BTOPVIHHE Minor change in
Kopoou,i nakyBaHHs, restricted part of ASMF
TEeCTyBaHH4, for section 3.2.s.2.2,
[03BiN Ha 3.2.5.2.3,3.2.5.2.5,
BUMYCK Cepiii: 3.2.5.2.6.
Pemegika N14., AkicTb, IB
Kinp Type IB, B.l.z. - Other
changes to Applicant
part of the dossier
(including changes in
3.2.5.25,3.25.4.4,
3.25.7.1,3.2.5.7.3)
2, ABIPATEPOH | Abiraterone abipatepoHy | LO2BX03 Tabnetku, ToBapucTBoO 3 YkpaiHa [03Bin Ha CnoseHis/ AkicTb, IB 3a UA/19750/01/01
CAHAO3® auertat BKPUTI 06MeXeHOo BUMYCK Cepiii: Kinp Type IB, B.l.a.2. e). - peyenmom
nAiBKOBOO BignoBigasIbHICT Nek Minor change in
060/10HKOI0, 10 "CaHgos dapmaneBTMYHA restricted part of ASMF
no 500 mr, no YkpaiHa" KoMnaHisa 4.4., for section 3.2.s.2.5 and
14 TabneTok y CrnoseHis; 3.2.5.2.6.
6nicTepi, no 4 BMPOGHMLTBO in AkicTb, IB

6nictepu y
KapTOHHiiA
Kopobui

bulk, nepuHHe
Ta BTOPVHHE
nakyBaHHS,
TeCcTyBaHHS,
[03BiN Ha
BUMYCK Cepii:
Pemepika NTa,.,
Kinp

Type IB, B.l.a.2. €) -
Minor change in
restricted part of ASMF
for section 3.2.5.2.2,
3.2.5.2.3,3.25.2.5,
3.2.5.2.6.
AkicTb, IB
Type IB, B.l.z. - Other
changes to Applicant
part of the dossier
(including changes in




3.2.5.25,3.28.4.4,
3.2.5.7.1,3.2.5.7.3)




