MRAAEE (SR BEEL O AV REEE
FEEHIE 2008/9/29 SHEE *
PEREL MARE(3—F) *
PERER ER LAV BTN — *
FHEEEM E4 * CAFRETT
FiRMEZA
FHRHAEIBRE
hARE LoAVE EHEX 5 RSP B 54E
O ARz B BEZEGRUN) O firaT#BEFEE
O sk O BEEZEEME O fkeEBEFEE
B ARRUSMNE | O ZHEHEEEHR B ERLPEE
INHEREATE | PE+RT :
O miREERKREER O XEZEEE
O AER O Z0f( )
O Z0it

) LPACAOMAE  OFEE (B OZEH

EREBR DA R E I N— T2 — Z DIEEIZ A LT IES W,

FHOEEIT A B AOHLNIER) @bk, OMRKRROLE

(day8, dayl5 2 E O ARG HEHE, A—FV

ﬁyx%AﬂiﬁlJv:jx VA ERD ETOT, KRBEOE L T-day8 X°-dayls 3 Y £97,)
e DG ETEA
HARE ~
Phase O 1 O 1/10 O 1o O o/m O Im Ow O Zoith
LUT@), D& 2 R—UHEEHDSEICL TS,
(@GR 21— )L &
L &55@1234 F 18[9 110011 [ 12[13|14|15[16|17]18 19|20|21(22(23 24(25| 26| 77| 28
E 3.0 Xmg/m? | @
FEHe yog/m® | @ [ ) [ )
10—Z 8 280 BEa—Z% |O0F ( o—2) [(mE{ppEe)
OB’REHDORT D 1—)LEREH
L—kx—7 30 4 9045 1205
[FERERK | HAFJIL3me =FA | B
dayl 250ml — (FAFOV8mg| = |x mg/m2 — |y mg/m2
|47 100m!l__|
L—kx—7 30 4 1204
day 815 |4$EEIEK HAH)JL3mg ZEHB
250ml —_—  [TAFO8mg| =— |y mg/m2
£ 100ml




IR—SBHOSEHBIZECTEALTLESLY,
(a) BHERHTTa—)L
FTOEA. EOIE—R—ZMLTEETT )

dayl | 2| 3| 4| 5| 6| 7| 8| 9|10|11[12]13|14|15|16|17|18|19|20|21|22|23|24|25|26|27 |28
E-4-1P4 k5=
IRRUR 100mg /m? H E =
RTSFY 80mg/m” [ |
13— X EARS 21(28)H BiEa—R# B ( 43—X) 4 (PD £T)
b) BEHDODRT D a1—)L (BEEELEALTESL, day8 ® day15 BHBHEH. BELTEEN, FTERMRYI R FIAE—TURR—XFCHEOEET, )
1HB: A
YL T L 3A 8B 500ml 48 500ml YL T L 3A ~A/Navsy
500m| ) | 2 556 ) | 2 556 =) | 500m| ) | 5nl iz
2 BFfE 2 B
188 A%
4 £ 100m| 4£#& 500ml 42 500m| E A=l Y|
7“-‘1J|~“|:I>20mg- T kR EK - 75 Ky - 300m|
HA ~YIL 3mg 100mg/m? 80mg,/m? 53 w4 R 20mg
[30 53] [90 53] [120 %] [60 53]




2HB A1y
VLT L3A 27T
500m| - 500m|
2 BS 2 B
2 HE AT
purrrey H£8 500m|
Fh KAy ong | WPl T bR S K
30 451 100mg,/m?
[90 4]
SAB: AV
VLT L 3A 27T
500m| - 500m|
. 2 BFfE
3HE IE
A £ 100ml A& 500ml
FhEay o | WP T koA S K
30 437 100mg,/m?
[90 %3]

VLT L 3A
500m|

2 B

VLT L 3A
900m|
2 Bf

~A/n\avy
5ml &%




(BEDSEITLFT DO THEICEEH L TS, )

HAEHF

B EHE

75 LA T, PS 0-2
UIBRANRE & 7o 132 R MR E S T 2 Z & DR ST
HZ &
FENBEARNLY XETHLNTND Z &
(BRI 23 X T T b0

PROVE#E

[RVECIEIAE . TARAREIE 2 & BF L 7]

HIE RIGENMEDIRYIE 2 & OF L 72 AEB]

2y b — AR RpNEERREE (DR (B D FEIEC AL E RO
FE72 ) R, BIRERE) 2H ¥ HIEH

AR T S U < 3R oLtk

RGN F T IR AER 2 A 0F L TR 0 | 16D IREE & il S h 2 8
ZOM, FYEPARIGRPAEY) TH D5 &l L7z AES]

AR FEFN W BEUE D AE]

ERIAI AN 2 Td 5 &M 256

Fin %

/iR 1005/ w LEA |

[ M EREL 4, 000/ u LEA

Hb 11g/dLLL E

1M3ECr 1. 5mg/dLLL FA>2Cer 60mL/minkh E
MMyFAST, ALT 80IU/LA

MyFBIL 2. Omg/dLA

P0,70mmHg VA _F

Z O OfgEHERE RS R IZLTWN D 2 &

Ra—R
Bt &4

M/ 7.5/ n LLL
H Bk 3, 000/ 1 LLL I
DI BEIZHOWTIE, BRI 228135

['RO—AFIREE 1 ZHB-SRGES

REE

KEEE

33— 2 HEARRIZ B\ THIE L7515 CTerade 40 MR TN A 4 U725
B, VAT TFUBLOE MR Y RETNEICHEET 5,

Al — 2B 1T 2 5D, BFEE D Grade 280 EOGAITIX, k=
—RZBIT D VAT TF 1% mII I ET D




pubEE | - 1a—RHBBE VAR T2 —XAHABRTE 2V OIEF kL
T 5%

LUFOWT N EIEEFREE L Ve EBRE L CHLR O LNDDHEH
IZITEREE R IT 5,

@. FT7 A7 I F—F100IU/LAMIZEE LWe

@. MiEE YLy 2. 0mg/dLATHIZ[EE LRWEE

@. MiECr 2.0mg/dLATM ZFIE LaWEE

DUFMHB LG A8 3R IE 2 ZET 5%

Grade2lL b o fififs 5=

Grade3LL b o fiffes

Grade3LL b o Ry frE

©0oo




"ARLOAUH BBREBRDGEFTOM— )L OBEHRE B RICRE LTI,

LOAVBBEDODREFILUTOEEY EGHOTLET,

D BERBTHI L, T BEBEICET HRBTHDHIEL,

@ IRBOEEZZIT-HETHDH L,

NEDREESFRALET ALDAVICERETIIETUVALRNILEUTORIC
FrvILTESW TETURLARILHHIRELGZWNEE (X, AV MRIZHARSA
CDHEREFRELTZEL,

Fvy

Level AR
eve =S *F;ﬁ

Phase Il M55 Lt LB R ER

Phase Il 0) prospective study

Retrospective study (case control study % &)

Case reports

<|2 H|H |~
Ooojd|m

BEMROER

= A R




EERERER T a— (LA RE2BER)

VYA (BEA) | /lafiE PE+RT VYA UATLHIAICE L TR EZZRIES N,
PRFELIR ¢

LY R a— ¥

XEGIRR 7N iR

BRI, #ATRLARE T,

EAEL

Day 1

AA 2D RTFPARIR OFEA] QMEOMERHE R L) 2L VA AZIIRET 2OIHMEETT B, LI AO—fE LTRET D LA —F—DEEIE
AT,

FHIE | BHIEAL (R el B P 5% e 551k R R R ZOfh = A b
Fr %)
il BA U 3 BMmg Cnl Omg/m® Omg/kg OZF0f () OxA> BHE WA DFE 304
FhRey 10 BMng Oml Omg/m* Omg/kg OFDOM () O% oAl ( ) | Ozt ( ) e
A 100 Omg Mol Omeg/m® Omg/kg OF DMl ()
Rpl VIV b 3A 500 | Cdmg MmL Omg/m?* Omg/kg OOZ DM () XA O B O#E 43 | 10:00 - 12:00
Omg Oml Omeg/m® Omg/kg OZ DM () Ozl ( ) | Ozoft ( ) 2 Wi
Omg Oml Omg/m® Omg/kg OZ DM ()
Ro2 | £R 500 | Omg MmL Cmg/m’ Omg/kg OZ DAL () W21y O WA O#E 4y | 12:00 - 14:00
Omng Onl Omg/m* Omeg/kg OF DM () Oz ofh ( ) | 0% ( ) 2 R
Omg OmL Omg/m* Omg/kg QDM ()
Ro3 | £& 500 | Omg MmL Cmg/m’ Olmg/kg O DAL () W21y O WA O#E 4y | 14:00 - 16:00
Omng Onl Omg/m* Omeg/kg OF DM () Oz ofh ( ) | 0% ( ) 2 R
Omg Oml Omg/m* Omg/kg QDM ()
Rpd | Y VT 4 3A 500 | Omg MnL Omg/m? CImg/kg OZ 04k () WA O WA OfFE 4% | 16:00 - 18:00
Omg Oml. Omg/m? Clmg/kg OIZ DAl () Oz oft ( ) |Oxof () 2 F5H




Omg Oml Omg/m? Olmg/kg % DAl ( )
Rp5 ~RYUF NI Y 5 Cmg Mnl Omg/m® Omg/kg 20 () A2 O OA WEE 14y | 18:00
N Omg Onl. Omg/m? Omg/kg OF Dk () O oft ( ) | O%oft ( ) i
Omg Ol Omg/m® Omg/kg %D ()
Rpl ER 100 Cmg Mnl Omg/m® Omg/kg OZ DM () OAA > REAE WA D#E 304y | 10:00 - 10:30
IA MUV 3 Bng (ol Omg/m* Omg/kg OFOM () O% ol ( ) | O%Fofh ( ) R
v B N= 20 Bng Cnl. Clmg/m* Omg/kg 12 DAl ( )
Rp2 | R 500 | Cdmg MmL Omg/m? Omg/kg OOZ DM () Ox4> MEE B O#FE 90 4y | 10:30 - 12:00
ER AN 100 | Omg Onl Mmg/m® Omg/kg OZ DAk () Oz oft ( ) | O ( ) IRF
Omg Omnl Omg/m® Omg/kg OZ0OM ()
Ro3 | £R 500 | Omg MnL Cng/m’ OOmg/kg OZF DAk () OXA > ME B OfE 4y | 12:00 - 14:00
VARFTFV 80 Omg COml Mmg/m® COmg/kg OZ 04k () O% ot ( ) | OZoff ( ) 2 I
Omg Oml Omg/m? Omg/kg OZ 0 ()
Rpd | wv=hk—s 300 | Omg MnL Cng/m’* OOmg/kg OZF DAk () OXA > ME WS OfE 4y | 14:00 - 15:00
VA /A 20 Bng (ol Omg/m? Ong/kg OF0OM () O%Zofh ( ) | O%ofh ( ) 1 BgfH
Omg Onl Omg/n® Omg/kg %D ()

Day 2 BICRE BB HAGEIETERAT Va2 —VIEALTLKZEW (HBICAREZEZTEEW),

VYA CBRERA)

/NREftE PE4RT

PRSI 3%

LA a— R

KITRARE T,

LA AR

@
@

DIEIZ L TL &V,

PRI

e « A Z BV - (weekly adjuvant)

HHL B DT LY A D@
@ MERHIUZAT D 2—AR0T Va2 NEETH#H




Day

_2

RIATICHID AAI E AR 2 T A L TS IZE 0,

BEIE | #&53A4 (05 G5 G- R S #5051k SRR O Ak
Fr %)
Rpl YT A 3A 500 | CImg Mml CImg/m? COmg/kg OF DMl () W2 O B O 4y | 10:00 - 12:00
Omg Ol Omg/m® Omg/kg %D () O oft ( ) | O%oft ( ) 2 A
Omg Ol Omg/m® Omg/kg %D ()
Rp2 ST 500 | CImg Mml CImg/m? COmg/kg OF DMl () W2 O B O 4y | 12:00 - 14:00
Omg Onl Omg/m? Omg/kg OF D4 () O o ( ) | O ( ) 2 I
Omg Omnl Omg/m® Omg/kg OZ0OM ()
Rp3 JIVT A 3A 500 Ong Munl Omg/m? Omg/kg OZ 04 () BAAy ORE WA OffE 4y | 14:00 - 16:00
Omg Onl Omg/m? Omg/kg OF D4 () O o ( ) | O ( ) 2 I
Omg Omnl Omg/m® Omg/kg OZ0OM ()
Rp4 )P Ry 5 Omg Mnl Omg/m? Omg/kg 0% DAt ( ) WALy OlE OAE W#EE 147 | 16:00
2 Omg OmL Omg/m® Omg/kg OZ 04 () O o ( ) | O%oft ( ) i
Omg Oml Omg/m? Omg/kg OZ 0 ()
Rpl ER 100 Cmg Mnl Omg/m® Omg/kg OZ DM () OxA > REAE WA O 304y | 10:00 - 10:30
FHRay 10 Bng (Onl Omg/m? Omg/kg OZ 04 () O% ofh ( ) | O%ofh ( ) IR
Omg Onl Omg/m? Omg/kg OZ M ()
Rp2 ER 500 Cmg Mnl Omg/m? Omg/kg OZ DM () OxA > REAE WA O 90 4y | 10:30 - 12:00
TRV K 100 | Omg COnl Mmng/m® COmg/kg OF DMl () O% Dft ( ) | O%oft ( ) I
Omg Onl Omg/m® Omg/kg %D ()




Day 3
KIUATICHID AAI L FRE ZFEA L TS T2,

BEIE | #&53A4 (05 G5 G- R S #5051k SRR O Ak
Fr %)
Rpl VT A 3A 500 | CImg Mml CImg/m? COmg/kg OF DMl () W2 O B O 4y | 10:00 - 12:00
Omg Ol Omg/m® Omg/kg %D () O oft ( ) | O%oft ( ) 2 A
Omg Ol Omg/m® Omg/kg %D ()
Rp2 ST 500 | CImg Mml CImg/m? COmg/kg OF DMl () W2 O B O 4y | 12:00 - 14:00
Omg Onl Omg/m? Omg/kg OF D4 () O o ( ) | O ( ) 2 I
Omg Omnl Omg/m® Omg/kg OZ0OM ()
Rp3 JIVT A 3A 500 Ong Munl Omg/m? Omg/kg OZ 04 () BAAy ORE WA OffE 4y | 14:00 - 16:00
Omg Onl Omg/m? Omg/kg OF D4 () O o ( ) | O ( ) 2 I
Omg Omnl Omg/m® Omg/kg OZ0OM ()
Rpl ER 100 Omg Mnl Omg/m® COmg/kg OZ DM () OxA > REAE WA OFE 304y | 10:00 - 10:30
FHRay 10 Bng (Onl Omg/m? Omg/kg OZ 04 () O% ofh ( ) | O%ofh ( ) IR
Omg Onl Omg/n® Omg/kg 0% DL ()
Rp2 ER 500 Cmg Mnl Omg/m® Omg/kg OZ DM () OxA > REAE WA O 90 4y | 10:30 - 12:00
T PRV R 100 | Omg COnl Mmg/m’ Omg/kg OZF 0t () O% ofh ( ) | O%ofh ( ) IR
Omg Onl Omg/m? Omg/kg OZ M ()




