5% 357 RRREAE L B S Ok O
SRk 2749 H 28 H

H Rk 27T # 9 A 28 (H) 12 B 00 43 ~13 K 20 4y
% o TERFPEFHBERE 2= 2.3
H i R ATRE (R RE DI B
A g (RIZBEE) B Sk mHE Bt o thi—
Lies TE A RHE A
Ui g HE (ZER) e ®wE fill FZ & K7 &K BR &K G

[1] % 356 HZEE

ZiEFEa (R) N#E LIRS,

[2] AN TRAELLERSAFERICOVT (FEFH)

1) B CORBRMRED 2 L PRI OV THF#E S L,

At 1 AKGEE

TBBRERIEA

AR

C BRI 7 A v A BGERTRIRE S AARIBIERE 25052 & L 72 NIK-333 O T
B
BRIkt

2) e T ORI

BEDZ A PEIZ OV TR S LT, A A 1 K

IR A
R

WIFE DL I BEME R 2 %15 & L7- MLN9708 %5 3 AH#A B
T R Tt

3) M T ORIk D Z M PEIZ OV TEFHR S L,

A 1 K

BB A
A

KIBED LI BEIERE 2 x4 & L7- BMS-901618 D[ENE 2 FH kK ER
TY AR~ v — XA S

4) HBETOIRBRMERED 2 4 PEIC OV TG S L7,

i 1 K

TRBRERE A
AR

RIGHED LM B BENERE x5 & L7 BMS-901618 D ENE 2 FHER K B

A S R (e b ¥ S e

5) Yt TOIRBMkE DO L IEIC OV TE#E S L,

FamrE g - KGR

TRBRERE A
AR

EMEZ MERE 265 & Uiz INC4A24 O3 MIAHRER

S VT 4 ATy —< Rt

6) HBE T OIRERAE

BEDZHPEIZ OV TR ST, A A 1 K

IR A
A

PR TR 2 SENEREAIE 2 56k G & U 7= S5 TINAH AR

NAFT x o Dx RS

7) 45 T ORIk D 2 E PRI OV TE#E S,

A 1 K

TRBRERE A
A

E6011 O 1 /10 HHER
= —H A S

8) ME TOIRBRMEE D 2 Y I SV TRk S iz,

TR L AGR

IR A
AR

JF R R 2 k52 & U 7= BAY73-4506 O 5 AR ER R 345
A VRS

9) P TOIRERAk

BEDZ AP OV TR S LT, A A 1 K

TBBRERIEA

HIEERD

ar Ny vg F— ha—R%H R L L7z Crow-Fukase (POEMS) JEMEREEE I
%925 FPF300 Dfkfe 1% 535k

FRE N

[3] IRBREEFEESEERESO®/RE (HiE53E)
BEEFEEAM L TWAZ L 2R L, R 2T4ET H 31 BARE -T2 L NHE ST,

1) [RIE#SIISCE

| B S

| SR-0379 JE DR JEIIG 4 /5 & Lz abk, A9 R OB AE o 1) 137 |




HAEERD

Wep (7 =—X1/1la)
HEIRA - IRE - PO IPIR

BIEFEHAZMIZ L TWD Z &2l L, 2T T H 23 AR Lo Z Ll ST,
2) {RBRFEHEEHEE, [FEHHSGE

TR 4 oy Ry va p— ha—R% HH L L7z Crow-Fukase (POEMS) JEMEREEE I
%132 FPF300 Ok #% 5-3X 5k
EALERT | RN E
[4] #HFR
I. FHZTANOEEIZOWNT
1. 166 31
1) ZHETICHE LN TY D IR, BRI IS TR EM D 2 S PRI DV TR S
iz, TR L AR
1RBRER A BEMEAED T a—LT7 I U ERENC LD R A3t L L7 ONO-5371 D
1 A8/ 11 FHRER
{KAHE ANBP R, TR 4

2) TNETITHELN TV IR, BRI D S TERFIER O Z IOV TR S

iz, A KR
TRBRARL B4, ME2112 DA ISTHIEBE 2 x5 & Lo BaEnili (BEI4R)
KFEE Meiji Seika 7 7 L~ kRt

3) TNETITHELN TV D IEERABRAGE, BRI D S TRR IO Z SOV TRk S

ni-, FmAE R L KGR
TRBRFREA ME2112 OFEARFIERE 2 Xt 5 & L= EH&R 55 (GEIHH)
{KHEE Meiji Seika 7 7 L~k

I. {58k - BUEHRERBRMEBR MEOBEDRITOVT
1. Bl 2 ZEWBERICET IBE (EELAEFFROBERSEE) 651

e S e e ERIcB T oWl (EERAFEROBRERES) 2% T, Thth
DIRER - RIEIR B B ARR 2 (ke M5 2 & DS OV THF# SNz, BRIKIEE . BEE
s TR GRER) Ofkpic MR L) Ll L72 B oA % Ot IS TIEFICET 2 R 2 B E 2
T, 168 - RIEHUER IFIRFBR Ok SV T S iz, Hagend A 1 TR

(01) HEELAFEFES, BEEHSEE

1RERARE A C BUFIR D A v AGHENT RS AARTA B 265 & L7z NIK-333 D IIAHRR
(Y BUFIRR A

(02) EELAEEER

IRBRERE A

A

C UM T2 R 2 kb4 & L 7= BMS-790052/BMS-650032 O B Wi 47 25k
7 U A< A = XS

(03

) HERAERR

TRERER A s tR 3 A%t 52 & L 7= BAY73-4506 &5 ILAHER R 3B
{KFEE A USRS A
(04) EELHERS
TRBRAR B4, o5 TIUFH B PR 3R B
e WFngsEEx U RS

(05

) HELRAERR



(06

(08

(0

©

(10

(11

TRBRFREA ML IRIAME % £ D 18 MERF IR R 2 b G & L 7= G PR 35 TN AR FRBR
KFEE T — A R Ett

) EERAERSR

TR E A MK5172 2 TN MK8742 D ff FH #¢ 5-3X Bk
S MSD #R 4t

(07) BEELHERSR, FREE

TRER R4 PF-00547659 D5 1 #H & #fkw e G55k
{KFEE 7 7 A PR EHt

) R

R4 E6011 D% 1 /AR ER
KFEE T — A RSt

) EERHERSR, RS

TREREREA, AJG511 DIREHHNEBNE KB B 2 x5 & U 7= 3 AR EG R 5B
s Mo F AR A 1

) BELHEERS

TRERER A4 M KRS OIEFEIZ 1T A MLN0002 (300mg) D 3 FAEER
e A TR

) BEERAERSR

TRER R4 B VEEBEM: A MYE & k5 & L7= AINLOT (=aF=7) OFEMHERER

T PEE B I B A et g & L 7= AMN107 26 I FHERBR

e D VT 4 A T —< RSt

(12

) BERAEES

IRBRERE A

A

HA N B MR EE 2 %4 & U= SKI-606 O 1 /ARG IR
7 7 A P —iEA St

AR

(13

) EERAERS

IRBRERE A
A

LI EBEIE B x4 L L7 BMS-901608 D5 3 FH &K
TY AR~ v — A

AR

(14) EELAEES, HERE

IRBRERE A

AR

KIBEOHEITH P S EMEIER XU RN EE2 %4 & LT~ RGT159
(RO5072759) &5 I FH AR
HR AR

(15

) EERAEER

BB A
R

3 ST EERMED 2R M B B E 2 x5 & L7- MLN9708 D 3 fHFER
MEWS:E S < s weay

(16

) EERAEER

BB A
R

W% D3V BEERE 2 %5 & L7= MLN9708 0% 3 AH7ER
EWEEE STIE v v iy

(17

) EERAEER

TRBRERE A
A

RIVBHED LM B BEIE R 2 x5 & L7~ BMS-901618 D [E N 2 fHER K BR 7
U ARV <A Y — A4




(18

) EERAERS

IRBRERE A
A

LI BEIERE A kP4 L L7- Ixazomib Citrate (MLN9708) O 3 fHZAEAR
T R TR s A

(19

) EERAERS

IRBRERE A
A

EM L MERE 265 & L7z INC424 O3 MIAHER
I VT 4 AT 7 —~ RSt

(20

) BERAEES

o R R

TRBRERE A
AR

J— T AR B g b U 7= BMS-188667 (7 \Z &7 1) OFEIMFHRE
7V AR A — S

(21) V& —  HBUEBIOMAN R, FREE, TRBRCE R

TRBREREA
AR

GGS DEEMREIAI LI AE S (MPA) Z x4 & L7~ AR
N7 7 —~< RSt

(22

) EERAEES

BB A
R

55 T AHRBR
0 = ZE TRt

(23

) EERAEES

R

IRBREREA
R

ELERAK B 2kl & L 7= MRA-SC O AR B
H A R RR S A

(24) HERAEFRR, FRERE

BB E A
B

2RI B LT
BLFRR AL

R RHIEEE 2R L LR

=

(25

) EERAERS

R

BB A
A

MK-0653C i TITAE &= W 56 - 22 e Pk
MSD #R 4k

(26

) EERAEES

R

IRBRERE A

A

TE BN S B OE B UL T B\ E N E B 2 x5 & L7z SOM230LAR D5
11 AR R
I NIVT 4 AT 7 —< RS

(27

) EERAERS

BB A
AR

T TIRBE ExtG L LT LC1699 O MFHRER
I NVT 4 A T < RS

(28

) HERAERR

TBBRERIEA

AR

7o TEERS NN v v TIEGRERE 255 L LTz LCI699 D%
I AR
JNIVT 4 AT 7 —< &t

(29

) EERAERR

TBBRERIEA

AR

PR RREITEBIT H SPPL00 (77U ZAx L) L BEEfFEIRIESE & o tigitba
(B ML AHRER)
I NIVT 4 AT 7 —< &

(30

) EERAEERES

T

RE-DUAL PCT 7R




G5

| BARR—Y U —A A DR EHE

(31) HEHELAEHES

TRERFRRE A Macitentan (ACT-064992) % I /IAHZER
e TIOTFVFy Tr—~a—T 4 ANK VxSl ett
(32) EELHERS
BB 4 BAY63-2521 DRFFEVERVEMEM 2 AE 5 SEEME T & i E RS 2 xtge & LTz
o5 11 FHFABR
KR E NA )V ER RS AT
(33) HEERAFERG, FUHRE
TR A COPD BREF#XR L LizF A bty a+A4aXT o —/Ld COPD BT
BN B3 5 5 I AH AR ER
e HANR—Y v — A A DR HE
(34) EELHERS
TREREREA, 5 1b/2 FEERER
e HARA =74 U U —EXSH
(35) FiE i
TRERFRE A s BB 2 ki Ge & L 7- CH5424802 2 TAHER
IRFHE rh A SRR S
(36) H5E H 5
R4 NETU O 11 FHERER
KFEE MBS T 2R St
(37) EELAEFRSG, HEERE
TRBREREA ABI-007 O H g % x5 & U 7= 55 AHRER
KIEE MR 5 T 2Rk et
(38) HEELHERS
TREREREA % 1/2 fRakBr
IKFEE A TR
(39) EELHERS
TRBREREA T SENRE 22560 52 & 3% ASP3550 &5 LAH A ER
{KFEE 7 AT T AEEA S
(40) HEEHE
TRBRER A4, MR11A8 D% I1 ARG IR 3 BR
S A SRR A
(41) BEELAESRS, FREE, ] LOTEESGETORBM LY, 7L R=Y o ViR 3eE
TESRARE 4 FEREME CRPC & 9 AL PERIGEBE RIS 5 abiraterone/ 7 L K=
VB BAYSS-8223 D 111 #87°F & AR % HR Fris i Bk
KFEE NA )V ER RS AT
(42) EELHEHRG
TREREREA FEM ANED B ML IR BE 2 %4t & L7~ naldemedine O 3 FHEGK 2B
{KFEE Yo By Fe SR U 1

(43) V& —  HBUEBIOMAN Rl EREE, TRBEE R




BB A
AR

GGS DHARIEI 26 G & L 72 55 AR R
N7 7 =< BRAatt

(44

) EERAEES

TRBREREA
AR

RFB002 D7 U — 7 IRHRA IS M55 1 AR & %P 5 & L 7= 55 IV AH R
VT 4 A T 7 —< R A

(45) EELAFFSR, BHLOEESGETOBH L

BRI A RY — PRI A ERE 2R e Lz, 77 U~k 7 MRS
HMEIE L 7 7 U~k 7 R SRS Gl &2 B T D5 A1 D A5 i)
DOF 111b/IVAHFER
KFEE AT =V Y S Ve
(46) EELHERS
TREREREA SO-1105 5 ML AH s AR 3k
{KFEE MAESHZF—H0n
A7) FWHE
TREREREA OPC-34712 DA KFMIERE 2 xf5 & U= H B
{KFEE KGR S
(48) EELHAERS
TREREREA TV T T =0 EREEO/NLEE &k b U Rk 5K 5R
{KFEE KGR S
(49) BEELHERS, HFE®RE
TRERFRE A CIDP Z%t5 L L7z FIY720 O “HEMRIEIZ L 57 7 AR 5 1/ IAREG R
R
(K J VT 4 AT 7= RSt

(5

=]

) EERAERS

TRBRERE A
A

I E R MR IE 2 R 5 & U 7= 3B AR
NRAFV v« Dy U pkiett

(51

) BELRAEFR

BB A
AR

ZIEMERRAVIE 2 %t 5 & L7~ BIIB041 O & M AHE B
AT 2 TAT w7 P RSt

(52

) EERAEES

TRBRERE A
AR

BAF312 @ —WRMETT R 2 FE MM LIE B 2%t 5 & U7 BB AER SR
J ST 4 AT 7 —< R et

(53

) BERAEES

 HEFEHRS, IR E (FRSGT R E OB L)

TRBRERE A

A

PBPEJEME N BEME 2 FARAER AR (CIDP) DIRHEIZXTT D 1gPro20 @ IIAH
AR
CSL _— U o ZikA et

(54

) EELATES, HERE . BPESEE FRUGTAEORBH L)

TBBRERIEA

AR

TS A M B 22 FEARARER S (CIDP) ODHMERFEIRIZ K5 IgPro20 Ok
R
CSL _— U v 7kttt

(55) L& —  HBUEBIOMAN — R plr, FEREd, B




TRBRERE A
R

GGS DIENEIIEMEBI AL FARFES (CIDP) &5t 5 & L7255 MAHRAER
N7 7 =< Rzt

(56

) L Z—  FEUE

BIOKMAN BT, RS, IR S

TRBRERE A

A

G6S DB RMEEB = = — 1 <F— (MN) & *t5 L U7 5 IHHRBR
N7 7 —~ kRS

(57

) EERAERS

TBBRERIEA

R

EIEMESERE 2% L L7z Eculizumab OFENAfE _EEMRZE
RaER
TLIvAy 77 —<AREE

Bl

(58

) EERAERSR

TRBRERE A

A

VAR RANPE T O /—F% 0 IR OIREIZEIT 5, TVP-1012 (0. bmg X% 1mg)
D 2/3 FHAER
A TR

(59

) BERAERS

TBBRERIEA

R

DS-5565 5 I AH [E Rt
o =Rkt

(I RRR  CHE PRSI A AR feh 08 B S M0

(60

) InBREE R

BB A
AR

FESEN ABRE B XR L LTz 7-100 OB NAERER
YU 7 E R TS

(61

) EERAEES

(62

1RBRAREA U X~ T DRNFEIEA T 4 VIR 2 BRIR SR
FLERM | 7 LR — - BERHNE
) U WFFER
TRBRERE A Crow-Fukase (POEMS) SEMFREIZ %35 FPF300 D& sk Hlm, 7 v & 2k, 77
AR, CHEER, WATREM LRGSR & ORI R
Crow—Fukase (POEMS) SEMREIZ %9~ 2 FPF300 Dffkfse % G-l
HAEEERT | APREPE

(63

) R, WFSE

W

TBBRERIEA

HAEERAD

Crow-Fukase (POEMS) JEMEREIZ %95 B &R s In B EIE ORITEE & L
T ® FPF300 D22 « HEhEIZES 3 % 5B
TN R

(64

) EERAEES

TBBREREA

HIEER

FT 2 NU—EBRIICBIT 27 ) AT O &AM 2T 572
DHORIA &, Shiax I, 5 TAHER
PR PN

(65

) EERAERS

TRBRERE A

HATEERA

FIERRRIE 25 G L Lt /a7 Y v i ra 7 ) v+ 7 n AR
U ¥ APFRBRED S sk LRI TR T o 7 MULEaER 55 11T AR
N

2. IEBRE M B ES DL ERE

35

(01) RBRIE gk M5, 7 ALY SO (BRAMIEHE, AL S)

IRBRERE A
AR

MBI 2 O B PERT IR BT &G & U 7 B IR 5 IINAH AR R
T — YA At




(02) U 739 L VRV SO, BSOS (AN R S)

(03

(04

(07

(08

(09

(12

TRERER 4 RIBBEOEITH P EEMEEIRERS XU R EL2 xS & L7 RGT159
(RO5072759) %5 MIAHZER
{KFEE rh AN
) TRIERRIASCE (LM o )
BB 4 LI B R E A kP4 L L7- Ixazomib Citrate (MLN9708) D5 3 fHZER
KFEE IR TRt
) IR hERTE R BIS 1 (RS TR R R T Ik ) )
TREREREA B MIEERE 265 L Uiz INC424 D5 NIAHFRER
{KFEE JNVT 4 AT 7—< AT
(05) Norditropin FlexPro #Bk# HEE (BBRIEH M ELGTICH: > A FH)
BB 4 AR R VR AR ESE BB At g & L= NNC0195-0092 DA ZhE K O
ZeMEE Erd b St E IR, WATRER. 77 ARk B
RFAE IR INT 4 AT Ty —<RAStt
(06) TRBRIEMEE (EHIKGET)
TR T TIREBE kg & LTz LC1699 26 M AHEER
e I NNVT 4 AT 7 —< RS
) R EE (EHIGT)
R4 T o TIRERS NI v v TIEERERE x5 & LTz LCI699 D
11 FH 70BR
e ST 4 A T —< A
) IRBRRANEEE JRBRSEMERTEE, RIEMBASCE (IFHREH)
R4 NS-304 D5 1 FHFER C
{KFEE H AT AR S 1
) 1RBRSEhE AT EE, FEHISCE (BRSSO IEIES)
TREREREA BAY63-2521 DHFIEVERVEPEM 2\ £E 5 JEEMERNT B i B B 2 )t g & LTz
o5 1 ARRBR
G EES A VIR RS AL
(10) WZESCERTFIARIE R
R4 LY3009806 &5 I #HZER
ko AARA—TA4 U —kEth
(11) JRBRCEMEEE RIEDA SCE (s o wes)
TEBREREEA % 1b/2 FHFRBR
e AARA—TA4 U Y —kEth
) VRERSEREETEE (ME R ENRE R E T BB, FRER AR E)
R4 NETU O 11 FHERER
KFEE MBS T 2R St
) FIERASCE (ZZarEiE )

(13

TBBRERIEA

A

HERFEME CRPC % 9 AL RIGHEEFE 12 1) 5 abiraterone/ 7' L K=
v a R BAYS8-8223 DA 111 #1~7°F & 7R %t R i ik B
A VIR SRS




(14) 1RBCBEEEE CEMICLRT) . R8RSRt mE, FESSGE GURIIFIEER ., BB
FENCPE D A AE)
IRBRERE A SO-1105 %5 TIUAH B R RAR
A stz —gn

(15) TRBREAEEE (FEHE) | IRBREM SIS (RIUEE, PROMEYES) |

FESISCE (GRBRH

B, RPN AT I A 5 )

(16

(18

(19

(20

(23

TREREREA CIDP Zx}5 & L7z FTY720 @ “HERIEIC LD 77 v ARx 5 10 /AR EGR
(RHEE ST 4 AT 7 — v RSt
) VEBRCEMEEE (EHIKET) . REMASCE (GRBREM B EWETICE O &%ET)
TRBRAR B4, BAF312 O —WRMEMES T 2R L E B & b5 & L 7= S AR R
eaE ST 4 AT —< A
(17) BEHMT 2w GAFMELE). AW T T~V T 5 L2 —, EERHCE (ZerE
)
TRBRAR B4, PP SEME B 2 SRR SS  (CTDP) DIEIEIZRTT 5 1gPro20 O & IMIAH
KFEE CSL _X— U v TR S
) IEBRIESE TR R, FE AL SCE (O AR AR EL A B N)
TRER R4 P2 ST G T 22 F ARSI ZE  (CIDP) ODMEFFIRIEIZ XI5 IgPro20 Ofiki:
e CSL X— 1 v F R4t
) ARBRSESE R EE, RIEMASCE (EFEHRE S EOAELE)
TRER AR 4 TESEANABE G L LT 7-100 OFAH R
TEES B U 7 TS
) RE R NNVTREE D — R, IERIERGEE (FWROMIEE)
R4 OL-BF-001 DA ZhE M OVZ2 2 % 5HAI 3 5 72 D O G R 5ER
e FRINZAYY: -y iy
(21) EEAEIAE (EAEHYFEHIER)
et e BB E IR MR A s IR Ik DI EA v X —ue A %2 2 (IL-2)
B THRE50% 1/ 0a kbR
EARER | Mg NE
(22) 1RBRSEfERTEE (DFHGIREOBR., AEHFROMM)
TRERFRRE A h ) X T DRRNFIEAT 4 VIR 2 R R
ELER | 7 VR — - BEENF
) IEEBRFEmAEE BIEE T (AEE - M)
TREREREA FE/INREA I S22 OISR % T -TIHI O EGFR ZEEBMFIC T 5 A TS5 F o+
LA EUHEREIEE SR E LT 7 ¢ F =7 Ol R ED 5
Z P B AR SR (220t a% 3[R [ Al 22 38R BR)
EAEER | PR gs SR

(24

) BERESEOFIACET 288 (AR A — L _—

N7y NE)

TBBRERIEA

HAEERAD

SEFF R ELERE (T D MR = v = — A 2 e T o A
7R A, CEERIATRHE LG 2 AR
B




(25) IR EE (2 M E AR )

(26

(27

2

0

1RBRAREA Crow-Fukase (POEMS) SEMEREIZ KT~ 2 FPF300 D sk lF], 7 v & 2k, 77
BRI, CEER, WATHRLEER k ORI a5
FAEEERD | #hRENA
) IEBIMEEE (LR W)
R4 Crow-Fukase (POEMS) JE R, (%135 FPF300 Ok 5 akBh
TR | AR
) IRBERBEEIE (AP SR
IRBREREA Crow-Fukase (POEMS) iEGEAEIZ 35 B AR M e AR A D RITaRE & L
< D FPF300 D224 + A0z B3 2 3k
FUEEA | AR

) BEREGETFIACE T 2 &R (BHEHITERD . BB ~DOSHANIZET 5 E 8

TBBRERIEA

HAEERAD

FT7 2 RU—ERFICRIT 27 ) XAx T OReM &AMz
HOHIME, Shtia L, 5 TSR
PRI

7T % 72

(20) EGRIHER T (HARTEREIFADTERERE (WED) ~DBSAT, DMIN SRS, JACCT b 5
B IRRFEMAE A IR ()

IRBRERE A

HATEERA

FIERRRIE 25 G L Lt /a7 ) v i ra 7 ) v+ 7 n AR
U ¥ APFBRIED S s L RHEE R T o 7 MULEaER 56 11T AR

/AN

(30) EBRERHEL AL GABIETEAMON) | BRRROEIIC BT 5 FIRE (R

1

LM, =4 BN

TRBRERIEA

BRI SEIT N2 2 ML EEE HAYATE OB IERERN R 5
PREAER (Al 325 RER)

HAEERAD

Rt

(31) MASCERAF IR IE &

TBBRERIEA

AANAIMFERE 254 L L= SKI-606 OF5 T / 11 G KR ER

A

7 7 A Atk

(32

) [RERLIASCE

(GRAEERZA )

TRBRERE A
A

HER2 B MESn e B 2 i % & L7~ PB-272 (neratinib) O IAH
AT B AR PPD

AR

(35

) [FESLSCE (

B FERAIC L D A )

TRBRERIEA

a Ry gx—ha—2A%ZHAE L7z Crow-Fukase (POEMS) JEfEREHRZE T
%1% FPF300 Dk 535k

HAEERAD

PPN

3. E=F Y U TREEIZOVT

34

R Ehize =4 U v 7l FIT OV TFR#E S, TBROMk VKR S,

1)

TRBRERE A

HAEERD

/AR e YIERER T - > BGFR RGN T AT T F o+
v LB REIEERIRE LTe 7 7 0 F =7 OB FEED 7
5 DA PRI TARERR (26t 3 ] 1= il 25 R R

RSz dnias

10



2)

3)

TR A Crow-Fukase (POEMS) SEfEREIZ %132 FPF300 D& fak A, 7 v & MMk, 77
BRI, CEER, WATREE R L O E e AR R
HALERT | RRE
TR Crow-Fukase (POEMS) JEBEHEIZ XI5 FPF300 ODiiffsisk G-7kiR
HALER | AR

M. IFREEEMOEFIZOVNT
FALEAIOEEIZOWTHERE S NER I,

1.

1.
1)

2)

2)

1R5R

FLEMOLEE . NERBO-

BRI HER2 BtEdiAR AL B A %5 & L7~ PB-272 (neratinib) O IIHZAER
R AE R &8 B AEL 2 PPD

[5] Hi5FIHE

JEBE NN

JEGLEI « BRI LV &R

TRBRAR B4, KIGED LT RNERE 255 & L7~ BMS-901618 DENE 2 FHEGK B
R fEE TU R R v A v R

JEGLE « FGREEAIC LV &R

TRBRER A4, WIFE DL I BEME R 2 %5 & L= MLN9708 % 3 AH# B
EES MEWS:E NI < St weayay

. SHEROES - YR
TR IC L &R
TRERFRRE A A S A2k 5 MRk HAYATE OF R EEZIRICEE T 5
HARBR (ERH I ER5R)

EEER | REF

TR IC L &R

TRERFRRE A P R FEVERALE 2 b B & U 72 35 IR AR
{KFEE NAF T xy » DR ett

. BRI EEOWETICOWTHE N D > 72,

2)

3)

4)

TRBRFAEEE (I 58T

TRBRERE A

C RIFFR 7 A v A BGHERFRII 23 AARTB R8T 25 G & L 7o NIK-333 DS TIAHA
B

A

BLFnRR AL

BB E (EIkET)

TRBREREA
A

PSR BENE IR 25t % & L= AINL07T (= F=7) OFMHAR
JNIVT 4 AT 7 —< RSt

THBREBEE E (EMIkET)

TRBRERE A
A

PP B BEME A IR B A2 xS & L7 AMNL07 % AR ER
NV 4 A T 7 —w R E

TR L CEWIGET)

IRBREREA

GGS DEAMEEIZH A /& (MPA) Zxt5: & L7255 AR RABR

A

N7 7 —~< Rt

11



5)

6)

7)

8)

2)

3)

4)

5)

6)

7)

8)

2)

TRERFA 25 (EIET)

BB A
AR

GGS DAFFRIEIR 265 & U 72 S5 AR RABR
N7 7 —<BRAatt

TR L CEWIUGT)

TRERRRE 4 GGS DR MEIIEMEBLRENE S FAR IR (CIDP) Z b5 & U755 IAHEBR
{KIEE N7 7 —~ RSt

TRBRHE 2 (E BILLET)

TR GGS DL HENMEEE) = = — 1/ 3F— (MMN) Zxfge L L7z AR
S5k N 77—~ RSt

TR 22 CEWIGET)

1RBRERE S TESHNABE RS E L2 7-100 O F MAHRER
{KIEE YU 7 T kA4t

. HERTORA - BIBRICOWTHENH Y | FBEINWEAR SN,

i

TR 4 PR 2t & LT S-588410 D 3 FHERIKFAER
K HE B IR At

f54 - HIbR

1BBRERE S 7 TIEBRE RS E LTZ LC1699 8 AR ER
IR J VT 4 AT =< RS

54

TR A 7 TR ERS N v oo TIEERERE 55 & L7z LC1699 D

11 FH R

kS I VT 4 AT —< et

f54 - HIbR

TRERARE 4 S0-1105 5 MUAH G PR #ABR
KiEE RS ZE—H

HIlBR

IR P8 R RPN 8 MR AE 2 b 5 & U 72 28 ILAH AR
R NAF D x « Dy RSt

HIBR

TR A ZIEMEREAVIE 2 %152 & L7= BITB041 % M AHZER
IR NAF Tz« Py XU att

f54 - HIBR

TR RE 4 CIDP Z x5 & L7z FIY720 O “HEMRIEIC L 57 7 BaAX R 5 11/ FEERR
5k JNIVT 4 AT 7= Rt

it

TRBRGRE 4 X7 e RU—JERBHCB T Dy ) X~ 7 0%t L otz i+ 5 72

DOFIM X, ShaakdklE, 5 T AHRER

FLERM | ARRNE

L IBBROTIE RO THE B b -T2

FEGIHEE\fE D AR

BB A
R

2 RPEGR 2 G 0F LI IR E SR EERE g & Lo

BFRRR A AL

TEBIREEICHE D A

BB E A
AR

IR AMED MR B 2 x5 & L7z naldemedine D5 3 FHER KSR
H R B AS A

12



3) BILERIONRA AT
TRBRER A S-8117 DOEEMEER
K By F TR A A

4) BEEEROBA LT
TRBRFR A, S-8117 DOkt H-7klk
{KFEE Yo By e MR U 1

5) RSN UEITHE O RAVEFIE DL E
IRBRERE A TV ETT Y=o A AMREEO/NEERE 2R & Lo Rk SR
A RF IR A A

6. BT - FIEHREEOR
LT OB T L, 5817 (k) SEEDSFIEEAN LY f&th S 2 Ll Sk,
TRBRARE 4 2 BUBER A 2 B 0F LIDARE REERE 2R & Lo
A BRIkt
BB 4 S-8117 DR
s | SRR AS
BB A S-8117 Dk % 535k
R S S
TRBRARE A FENS ANEDIBMEPLIR FBE % %52 & L7z naldemedine D5 3 FHERA AR
s | RS
RIS | OPC-34T12 OFEA RTMERE x5 & L7 Fl it
R REBIRRA AL
RS FT U NUEBERE ARG L LT GB-0998 O ITAHFER
A RAERRVE N AR R A B
TR KPS-0373 D fll/ MMAVEAE B 2 %75 & U T- K ikt 5-liR
A % v A i TR

[6] RERBET 74 7 v A TEEI N HIBRITONT
1. [F&FH]
I. AR A DB ROV T
L. B ZBeMERICETOHE (EELAHFFROBERES) 144
Bic e BRI T oWl (EERAEFROBEREE) 23200 T, IHREMBEME S 2
Z L DBEITOWTHRR S L7, BBROMKFIC OV TG S, BT RvwE L ORRB T,
FRETE, HHIEHRE
BB A Crow-Fukase (POEMS) JERIEIZ %3 % FPF300 Oifikise f 5-7lR
HAEERT | FBRZPEW AR ORbe A

2 . {BBREHEF I % DI FE R

TR BT (TS R

TRERIRE 4, Crow-Fukase (POEMS) SEMGHEI K92 FPF300 Dk % 57Xk
HAEEM | BB RFEE SR e

[7] TR v~ T —2 CEMSNDIABRICONT
1. [EBEH]
I. 1B AkE DB OVT
1. B ERCET s WME (ERAAEFEORERSES) 14

B Z R RICE T 58 (ERRAEFROBARES) 2% T, WREMIRT
2L OBEHICOVTHERS N, BROGEIC OV TR S, BIBITRVE LTRRS L,
HELAEFS

LSS | EEIRRRE R AR LB u T ) ka7 ) v+ s a AR

13



U2 AFIRIEO Z ik ILFIFEE MR 7 o & MMu ik 55 111 FH70ER
TR IEST R T - - 8 b EEY - N E B SR

HAEERD

2. R FIE % O L EE
BRI (FRIESRRT R (AIED) ~OBT%)

TREREREA HEJ IR ERIR A B L Lt a7 v e rsar ) v+ 7 n AR
UA {%%{%/f@gﬁﬁgﬁﬁéﬁ}}z%*ﬁﬁ NGNS 959 ’;‘%‘ T11 FE2kER
EATEAR | RN RS IR - - 2 b ERE - N R RBR AR R
[8]1 BHEERBRIZOWT
1. [FEBFH]
I. FAREEDOEEIZOWNT 9t
1) SEREN LT S X R ER O AMEIC SN CRE ST, RaEEE &
BT A G27019
EILEM | JAEREGNE
2) FREREM L S X R EN O YT SN CRE ST, AL . A
BT 4 G27020
ELEARD | fEERER N
3 ) %ﬁ%%f@%{’@%c:gd%%ﬁgﬁ%j}@@g}%Tﬁ&:ob\«C%% é hf:o %%% : 7?(%73
RERFR 4 627021
EILEARD | fEEREZR A
4 ) %ﬁ%%f@%{’@%c:gd%%ﬁgﬁ%j}@@g}%Tﬁ&:ob\«C%% é hf:o %%% : 7?(%73
PR R RE 4 G27022
EALEAD | PR ERSVE
5 ) %ﬁ%ﬁgﬂéj}ﬁ§+@%61%/§%%ﬁ%ﬁ%ﬁﬁ@g/‘%triﬁzob \VC%% é nf:’_o %%%% : 7?(%7\8
PR R RE 4 G27023
EILEM | PRI
6 ) %ﬁ%ﬁgﬂéj}ﬁ§+@%61%/§%%ﬁ%ﬁ%ﬁﬁ@g/‘%triﬁzob \VC%% é nf:’_o %%%% : 7?(%7\8
BT A G27024
EEEM | e
7 ) ﬁﬁgﬁgﬂ%ﬁﬁ§+ﬁ%c:%6%%t‘%ﬁiﬁﬁ@%fé%‘lﬁélob \VC%% é j/l/f:’_o %%%% : 7%(%28
RERFR 4 G27025
HILEA | e AL
8 ) %ﬁ%%f@%{’@%c:gd%%ﬁgﬁ%j}@@g}%Tﬁ&:ob\«C%% é hf:o %%% : 7?(57‘8
RERFR 4 G27026
HILEA | e AL
9 ) FREBR SN FTE 2 D X RBR S O S MEIC oW TR S L, spcbE . g
PR R RE 4 G27027
HALEA | BRI

I. HEERRER MWEOBELRICTONT

1. BENTRELLZEBRAEEERIZONT 514
1) %P CORBkG D2 L MEIZ >V TFE S L, Fa A KR
BRI A 624029
EALEM | mEnNE




i

2) M T OBk O Z UM OV TEFHR S L, At 1 K

Y|

BRI A 625051
EfEER | 7 LAX— - BIFERNE

3) M T oORERIkE DR UM OV TEFHR S L, i e KRR

FRBR R4 625049
EATEERD | BRI D

4) P TORBRIRE O Z A PRI OV TER S L, A et A KB

PR FE A 623058
EATLERM | WRas A

2. Bl REMBRCETIHE (EELAEFZOBERESE) 114

BB RICET 28 (EERAEFROBERES) 2207 T, RBEkEiEd 2
T EOWEIIONTEE SN, RO OV TR S, BRIV E LR S,
1) EERAERSR

PR FRLE A 625002
ELEM | &E - HEsAE

3. PREMHBEZFSEOLERE 131
AR S R A DL FRRIC DWW TR, F N TRICRHIBEZR W & LTRGBS,
1) AR At &, [FESIISCE (BROMEYE, WFZEEEA PR )

PR FRLE A 622021
EARER | Mg NE

2) WBRSEH g, FESRISCGE (WHIEBEs Frag B 55)

PR R RE 4 622022
EEEM | mikNE

3) FBREME I E, REBASCGE GURBIRIER)

PR R RE 4 622031
ELER | JAERENE

4) BBk Fht it (AT IE H o8 0)

FRBR AR 4 (22058
EILEM | I bENE

5) FERGENEFH BT (PFMRET. SRARHTIE )

RERFRE A G22065
EATER | FFRRPESL R

6) PBREMEEE, FERASGE GERIEEEE, BRI AE R 55)

PR FLE A 622066
EAEERD | s R

7) BRI A L CERIEZE )

PR FRE A 624065
EALEERM | FFRRES R

8) FBREMIF T CREFIERZE )

FRBR R4 625007
HILEM | AR

15



0) FIEMIIE BIE1 UM L 0 %)

RERFREA 625045
HEEER | iENE
10) FABRFE G A E (BEHSEMEAE, L AS 2 —3KOK 5 IR AE, AMBEE O\ BINE)
PRERFREA 625047
EALEARD | B S0AvE - SESEEA R
11) PRBRSEhEFtmE QEEILAEE) . RERFEMEEE B (NFEW), REHRASCE Bkl
(BRI SN D %) | HRE LT 5 FIR (=2—R VU U —X)
PR R RE 4 626009
EALEAD | BEIRIA - A - N NE
12) R ShEFmE GRELEER)
PR R RE 4 626021
EALEA | B SEE - SESHAVE
13) [RIEFHACE BEL 1 (AHEEBREE AN DO A)
PRERFEA 626033
EEEM | e

4. R 26 EEEEKRBREMR RS
EATLERD LV Rk 26 4R O Sk EN R SN2 L 25T T
L TITH 2L DEEICHOWTHE®E SN,

HRIRFER 2 27 - b

5. BARMBRERSBEEEEEREEORT 1%
8 R SR S it e S S IE RS EH LS DWW TR ShukRB ST,

1) WBREFEE (F— &8 - EHHECONT0)
BRI A 618024
EAEER | NEE
2. [BEERE]
1. ERARRBRKE TS EORH
AT ORRARRERITHE T L, & THEENEEEM I VD SN2 &8ss ST,
AR A 621017
EALER | I EARE
BRI A 622048
EALERT | FERERSNEL
BRI A 625007
ELER | e AR
BRI A 625008
ELERT | BaE - HISEE
BRI A 626004
ELER | Bl - HIBSEE
[9] TERZEZEAMBREEEZ L L LIIBRR Yy NV —27 TEBE S5 B EEKRRBRICOWT
1. [FsEH]
I. FREREDOBEESIZONT
1)
BRI A N27010
HILEM | TEXIE—2%7V=v7/

TRERFEAMMEREEZ Pl & LIsipBRr v U — 27 THEA$ 5 A BB E LT, ERE

16



DR X 0 FAKIE D R S V2 BRARERERIZ DUV T S v Tc, ARRBRITHREI AR 3 F 4 2 5k
LRERTHY . Sk EFRBRE L CEMSND Z LM S, BEEMOHEMSEIZRIT S
AR TH Y, HARRBRO IOV TITFRICMBIT 20 & SR 0 FEhE 0 AR S 47z,

2)
BRI A N27009
BEER | EREAEE EARRKEGL RS NPT
B E A N27011
EATERT =N s o [ ]

TRERFAEAMMEREE fl & LIsiBr y MU — 27 THERMT 2 A BB E LT, EFRE
B R K 0 B AR S AU ERIRERBRIC O W TR S v, ARRBRITRE IR R 3 a3 53t
BRLFEKTH Y, ZhasdtRHEBRE LTEMSN D Z B Sz, BEEMOHM I

LB TH Y | BIREBR O FEFEIZ OV TIIEICBIEIL 2V & SHRBR O Efi N KGR ST,
3)
BRI A N27010
BEATERR | B KRFE S EEbT B SR

TERFEFTH B RO & LTERBRR Y U — 7 THEET 5 B KA E LT, ERE
BIDF £ 0 BAEKIED I ST RRBR IC SOV TRk S vz, ARBR T H SE: - SESEHRANVER DS
T 2R EREECTHY . Sk E L TEBIND Z ENmA SN, EfEERMOERM
SEICBIT AR TH Y . BRERER O FEi |2 OV CIEEFC BT e & SaBRo Ea 23 &R S
77

OI. #REGEOBEEIZDOWVWT
1. RERERHBEESEDERRE

1) PRBRERFHEE (1.7 MR - BEAEEIN, BUBREMGEE B AFEFIZO W THF#RI N
AR ST,

BRI A N26003

ETLEM | LU AR — AP
BRI A N26004

BALEAM | ERIE AR TIEWNT s SRR IR
B E A N26005

ELERT | FRERbE
BRI A N26006

BLEM | EREANFEA S SEASa
B E A N26007

EALEAT | FECRIEEE T Rpibt
BRI A N26008

EEER | EREANMHAS &S D bFahbE
B E A N26009

BLEM | EREAAEEA & TERRARNE
BRI A N27006

ERER [ 125D NI LNE

2. Rk 26 FEERARRBREMR LSS
EAEERD XL 0 Rk 26 FE O FERR LR EESRE SN2 L 22T T, BRRABRE 27T F£E
Bkt L TITH 2 & DRI OV TR#® ST,

AR A N25030
BAEER | A SZHmRERE
B E A N26001
BLER | BESas TR
BRI A N25031
BEALER | EEEAAE THY E<0FE 7 V=v 7

17



B E A N26003

ELEM | LR AR — AP
BRI A N26004

BALEAM | ERIE AR TIEWNT s SRR IR
B E A N26005

ELERT | FRERbE
BRI A N26006

FILEM | EREEAAEEAE S A2
BRI A N26007

BLEAT | ECRIEEE T REPE
BRI A N26008

EEER | EREANMHAS &S D bFahbt
BRI A N26009

BALEAM | EREAAEEA & TERRARINE
AR E A N27006

HEER | 1Z=50%y N7 LNE

70k, LLESE 356 REEBEAZB S OEFRICB W T
BOBEZE R L ORISHK OIRBICH D HFEEE 1T
AL TR,

B GREY) BAREMOPTIRT % Y%
. HEKIGR GUR) OF#ER LORRIZIES

18



	第357回治験審査委員会の記録の概要

