R EEERL X 25 P —F A 2 R
CONTE NTS 2017 VoL.48 No.1 Pharmaceutical and Medical Device Regulatory Science

R
2 PHATFEFREEC/N—YIVAILORKERE — AVMED %E 2 FDEE—
------------------------------- AREDEAEHEEREND BRAREREYS— tYy—& B8 KA

W
4  IEHOBHELDBEZAFNGICHSH
— SR SR DIRIR R o B/ B i 57 BE MBI IH B
R

19 FHEESONATEER/ )\ FYSS—ORRIUEBSRIEOLET—5
— (Y DUFIRIDNAFHER / NAFYZ5—T#H3 CT-PIBDT—RARYF 1 —

Héﬁ.ﬁ] ......................................................................................................................................... %ﬁﬁ; ﬁgié
24 WRYFTTRICBI DI Y Y [ADBE] oot TR HE - 1t
30 BEEBPICHD DRI (BRHLENE) DUBIEEIRE o HO 9, #5 BR

L YU—X BREICBIZEMEEOHA NS <T>
37 (BB MREE, TREEIR, DR oo & KEB

LY —Z EEROREEHSOTII>
43 HEOEGEE [BIF] 172, FERUSEEDDOBR oo Anita K. LALLOO - ftb

I mes 7051 —F4 25
<% 34 O ICH BIFHRSE=KD >

48 ICH®D#@ : IEC (Industry Executive Council | Z5R5FER) [CDNT e BB 8%
NE=7A
52 E=RHAH<85>
Eﬁ%@%ﬁ%gﬁ@%ﬁﬁ%f ........................................................................................................ i;t'; ﬂ%
N BR/EE
a4  Approval Status and Development Strategy of Biosimilars in the Light of the Different
Guidelines in the U.S., the EU and Japan e Tatsuya OGATA and Atsushi ARUGA
| HgsE
¥Ry 27 F£E [BAEBRHDRBREEICREIT MR HRRS
63 HiER (DVURII) EERA\DREIGEREBAICEIT DIRET s P2 @
L BHISE

a1l EZEEN
70 EBRRTE - AERT
7D =
BEEBH T +—> L Vol.25, No.4 Bx
BAEBHRESRSDBEHDCEA
ET LU EDAERHREEERTIDCEN
LFaS NP4 IYR IFR/I—MHERDEA



