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NCI K E LAY AAFSET (National Cancer Institute)
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AH 1) (35 5 BANL) D NEW) 2 IR EEMER O B RTEST K 1 mLZEfE L, 25°C - HOLK

W2~ 8C « HEHRFITB T L ENEE

(VI 11. & FoorEE | oES R

AT

RIV—4 BE%ZOREME
(3 1 v D)
25°C - Ok
HBRIE H :
e IATEREA 6 B[ 12 B 24 W[ 48 W[ 79
PR I €2,V ] X (XD X (AP Y (AP Y (AP il L
pH 7.38 7.38 7.38 7.38 7.38 7.38
G (%) 100 102.4 101.0 93.2 95.1 95.3
) 2 ~ 8°C -
PERTE H —
VAR % 6 B 12 B[ 24 W[ 48 FEf 72 W
LERN e V5 27z L 7L A7 L 7L 7L
pH 7.38 7.38 7.38 7.38 7.38 7.38
i (%) 100 92.0 96.4 100.0 92.0 97.4
S MM 3 B AR TR (%) TEORER ; MTT

Jr | P E s - MR R SR ARLE A N S (2006)
8. ¥l &L DEE XL (MIEILFEMZEL)

AF 13 (35 HHNAL) DNEW % UFHEfRR O B JRES /K 1 mL B SR 250 mL
CELA L. 25°C - HOEKR N2 ~ 8C - HENARIFEIC BT AL EM %

T
(VI 11. & s | oHES R

(1) AR MM aER)

KIV-5 EREEL(HRIEERER])

GR=IR RSy
B 20C - Bk
Bl A E % 6 MREfH 12 R 24 I 48 W 72 W
PEIR GAR) MBI | kil | &kl | &kl | ZfblL | ZfbheL
pH 7.15 7.15 7.08 7.08 7.06 7.04
(%) 100 111.0 116.0 105.9 104.1 102.3
- 2 ~ 8°C - #H
[LRRENIER?A 6 MREfH] 12 IR ] 24 IRFfH] 48 IR 72 IR§fH]
PR (AR M | kil | Akl | &kl | &fkdel | &kl Ll
pH 715 7.06 7.06 7.05 7.07 7.06
aEr (%) 100 107.5 114.2 105.2 101.3 103.3
s WIMEL e 2 R A7 R (%) TR GHERE ; MTT i

F TP - B 2R RS AR (2006)



10.

11.

(2) HRT5% 7 v itk

KIV—6 EEE{L(HRE%T FUKERK])

(3 v v b))

) 25°C - HOt
PRBRTE H
[RRENIEREA 6 IRFf] 12 e 24 HERH 48 72 IRFf]
PR (EIR) A4 P B Bk L e L Bz L VX (AP bz L
pH 7.36 7.25 7.23 7.27 7.19 7.15
aaEr (%) 100 102.1 100.0 98.8 100.5 92.0
2 ~ 8°C - #t
WBRIE R
Bl AE % 6 W5 12 BFRT 24 W 48 W5 72 HFf
PR GFHR) e 7 b7z L el L b7 L 7z L el L
pH 7.36 7.30 7.29 7.27 7.24 7.25
aat (%) 100 103.1 93.4 101.3 100.0 95.7

* o WIMELS RS Dk (%) THRoRHIETE s MTT ik

Jr BT E A - HE T o SR RS A N 15 (2006)

B
R L7g0

w5 - AL

(1) FENRELGRS - B SEVRRLGRS - 2RICET 515H

BN

(2) a%
1 (i & LTy RJRTESR K 1 mLiRAD)

(3) PREE
Y LA

(4) BBROME
HOSA T )
IRATIV : HTF A
= GV (- YN
Xy o Ry FrELy s TAI =T A
R fRR (7 > 7 )
TUTN s T A

ARt S h 2 EME
L7




12. £ DAt
Y L



V. amkIcBY HIEB

. ShEER (FxhER

O 15 A

O B

OMBRIFIEIC T H VXY F o~ 7 GRIn - 2 ) OPUIESESh R O #

EENIISRICEET BXE
BRE STV

- RERUVRAE

(1) BERUAZEDOMER
<ﬁuﬁ’§|ﬂ\1ﬂ$>
W RANZIET e A o GBI X)) E LT1H 70 THAZ, 1 H 1~ 2[FEIZ

Sy TCHE H R EET D,
7R B VAR JEIRIC L B EHER T 2 N KR S EIX 1 H 140 HHALE T 5,

()
W RANZIET B A o BIE i) E LT1H 70 THAZ, 1 H 1~ 2[FIZ
Gy CHE H RS D,
72 AR EIRIC X0 T D AN R KRG RIT 1 B 210 THELE T 5,
WET 5 Z L2800 TR AMEET KRR LT R EET D
Z ¢,

(FRRIFIEIC )32 O XY % v~ 7 GBS T/ 2) OFTIEE2h R D 1)
XY XU~ T GBI Z) M7 4 VT T AF A GBI 2) & ofHIcE N,
T OB, 7TtuA X @A Z) & LT1H 1R 75 FHEA/m?2 (KRR i1
H 1[5 100 J5 BAL/m? ((KZFKiEAE) & 24 R R ET 5, 28 Af%E 14 7
L, 2.4, 6 A 27D 1~4HHEIZ1H1E75 HHEA/ M2 (KERE) ., 8~
11 HHIZ 1 A 118100 FH/m? (RERER) 2% 57 5,

<ﬁ’%§)‘%>

VIL 11. @ EokE ) oEB MR

14 BRALDIE
141 EXFREBEOEE
1411 KFI V(T Ea A ¥ 35 HHNAL) H7- 0 RO B RESHK 1mL 20
AT D
14.1.2 RAZID 1 BB 5B 2 AB AR T 5% 7 K 7B EFHK % O 200 ~ 500mL
N2 CRIBEET 5,
14.1.3 AR U ML IR 2 &




(2) AZERUAZEDRERE - R0
CHfiL /87 PR )
1) FIE DR EARIL
AFN OB b TOMIEFHERE ORI AR 1R & BV 72D R RBRICB W T2y
B EZBEHT25EICEEE L CRIFIHFESHOW O TW, IENFEDOIRBR TH
W DI B ERRIRITRTERED 9 Bl & /b2 < FB2h#I1% 22.2% (CR. PR % 1 fi)
Toh ol , BHITORNRITHARD EORERVME L 72> TWDH A, 2D 9 FlOMIZ
SEFRE TR A BAA LT 50% LA EDOIEBEOME/ NS DAL TR IT R GRRE 2T L
T2BIA 2 B8 5, 25 I1%, BIVE SRR O 72 O\ BT G E T L2 & RO
AR L CRERE L BT G 2R AR AR GICER LI TH LR Wiy
TR L - CROBMEA b 126 SNIEFITH D (ZEH% bfE/NIE: L PR 2
RS TND) 2D 261 R 5 & fEEORHMmE]IX 11 41, 2880313 36.4%
L%,
EDNT TG4 & FENE GH2 1615550 W iuh PR LHESA TV,
BB EB SRR S IR EEC B - 72 72 0 SR EREORERES & L CRIEIC R T
S S, TEEOIRRICE R Th o 7o, K TR GG R G5 b A2 7 &b
FRIE & HEE T & D28, BEMEEE ORI B W CRFTHR G ONMLE ST A E L T
W EVEHIfIE N Z DO TORNWZ EEFZE L T HFERERE LI Lo T,
PLEX Y  HEEHR GRS ATRFHEN Z Y Th D &l L7z,
A& R ESEGNZ#EH SN2 20EEE0T 1 B 1 EE2E 2 58 TH D BTy
FTIUTHRD BT, o BRHEFHEIES D 90% LA EANEIC 5 B UL EOIFIFE B #
HThy mEAEER CHLEfNERRS Th o7,
PLbEXo AEIEIN B 1~ 2ENC00 CEA AEET 51 & L,
2) MEOH ERIL
I PREREBNZ IV Bz 5-&1d 70 1~ 140 J7 JRU THY . 70 )7 JRU £ 54
259 i, 140 )5 JRU #5605 4 | T - 7=, 70 75 JRU ¥ 5-61% 9 il & b I1o2 5
BHEHITHY  ZD D6 4 BINEH L BN HIT 44.4% Th -7, 140 17 JRU £ 5-
DB 1PIIRFTRSGTH Y 7D 3HIOSTHEHED 9 B 1 6(33.3%) 8FH L T
W2,
—H HEHEE L2 1 B 1~ 2 B0 AfERHE Co®R 55 & fIERBEE OBIRZ &
e, 140 5 JRU Z# 2 5 L& MoK - BAKEDORIKATR O « 18 R L O
fh e R ORIVEH MBI DB H > 72, 2D ORWER X SIE E R EE Tl
PR E R IESEONE 2B E LW, L2 > TRk 5813 140 77 JRU
NEFELWEBZ LN,

()

1) FHE DR EARIL
AT E5 T ARRRER 0D 55245 65 4B ONC BN H1 55 T AR ER 00 554245 50 1%, 4
B3 I ERE CTBRAA S, £ N TN OFRANFHIT 10/65 (15.4%) W TN 7/50 (14.0%)
T oo, MERBRICIB W T SRR TR GICEE INTHIEL 19 fild > 723 2
DFNTNF S R FHERFIZ PR 25EE T 2700, & 2 WIEHEE D 50% LA E O/ s



RO LNTIER T o7, LTeD o TAFI O G#EHE & LTI RMEFHFENZY Th
% &l L7,
R T EGREO T — & Z RN 5E O ZE0 = ZAEI S TAHRER T 9/64 (14.1%) .
BN IS TAHRER T 6/50 (12.0%) (H AR P B AL RIEE P S
TEFEE) B HUNMT T7/50 (14.0%) (B OIEBLILATER N A ERYE) TH Y T
BEEOT — 2 % L E DTl & TR > TTW e ho T,
SEIEEIZOWTIX 1T B 1B 2 [BSEICHRE S, 2 BIEG6TRDFEREHN
fEE 2R Liz2s, 1 A% 541 C 6 B FInT80 iz, & 7= SFEF 2N BLE O £ 5-1
B2 < EBERIGER S S Tniz,
PLEXY REEIT B 1~ 2 BENC 0 CHl A SRERET 5 & LTz,

2) MEOH ERM
RORE L LT, miflal 25 T AE SRR K OB 828 I ARRRBRIC 3V C 1 A& 70 7 JRU
o EER L UM rTREG IR G B AW L2 R E L2l B W CRERD
EVMEB A BT, 1 BfkmEiEba 70 T~ 210 77 JRU TEBINA L2
EME ABIEDOBLS I H1X 70 5 JRU/ALL EOFGNMETH D &Mk ST,
— 05 P55 L EIE RS BLBE I ONC SR AR A L W R B & OBR A 5 D &
210 5 JRU/ B B 5451 C UL VRIE, (A B HE NS O (R ATEE M OV BEAR A i J2 5 23 B8 o
THMEMIZH T, Lo, 210 J7 JRU GBIV TG 2 H ik L7 01X g
T 1] & BHERER A R OF 2 B0 A TH Y B RERAEMAEE I LV 5%
FIE L2 1B GHINS 7 LT F =N 25 LEETHAT-Z 2 MKT D &
AFNL 70 77 JRU/H % FEAR L UM FTREBNZ DWW T OAWIE T 572 51X, 210 5
JRU THHOMAEFEETH 5 & S iz,
Fo HEEHENORZEIT AR TR T 16.4% (10/61. 95% 1 X i
[8.2%. 28.1%]) .:8/N1% % N FHFER T 14.3% (7/49. 95% (5 XM1X[5.9%.
22.6%]) THH Bk TBHIEOIREI L L UKR ST\ 5 IL-2 #AID =% (EU :
8/51. 15.7%. 95% 1EHEIXMIX[7.0%. 28.6% 1. K[E : 37/255, 14.5%. 95%(54H
X[#1%010.4%. 19.4%]) CEWN THEGE Siv7z IFN3 FlOIRBRAE & 85+ L7 F=2h%
17.7% (40/226, 95% (XML [13.0%. 23.3%]) & 5\ XSO IFN % & s
(2 G- U T2 BRIR AR 12 Gl A 4651 L 7228405 15.8% (100/632, 95% 15 #HIX M 1X
[15.8%. 16.0%]) L FIFfRETH -7,
B CKEICB T D IL-2 8K o KRBT K E E LA A 8FSE T (NCT)
Rosenberg.S. A & 23 it L 7= 5kBR H I DWW TH N S =23 B EHEITB
TRIWERZHIET 2 Z LN ATREREERBEZRKIFREL AR LEFETHY, Lt
ZDORKIFREZEHE (6 HEDICEFMICERET D LV IRBREIT-o T 2z®)
(O ARH & Bl 5 LD NS KREDOR G ENFEERBR AW,
ZORERKENZBW TR ENZ 1 HEIT AFO BAROEKRRAEBRIZHSIT S 1 HE
IZHART 1T ~ 505 &1L KRETHY . EUICBWNTH 5~ 4 ERERE S
NIz LU, ZDOBEIMIIBNT S 1.4 ~ 5[5 L IR RO BIRRBRNTHhND X 5
2720, 1 BHRGELD b LARBEEGENSEIMEICK LEERRNT-TH D L
HEIRTWD,



PLbE Xy HEENEE A 1 R 70 FEPMIEERLY JRU) & L TE#JERIZE D
EIE T D208 ARG R 1 H 210 HEWNEERN E§5) & L,

PRI 2 XY % U~ 7 (BB 2) OHUIEIG R O 78)

WA CI/NRR Y 2 7 i M 12k U CBEIC AR SN TV PV TEXATF AL
aldesleukin # & AV XY X~ 7 LT 25 3 AIDFHEERIEIC isotretinoin %
R L 4 FIDFAFRIE CREIL U A ) 2B ARV Y A UREE SN,
AAL YA O - AERFHL. ENE Vla AR (GD2-PI iER) CHi S iz,
AFNLEATHW B L7z aldesleukin & N 72D 2 E NS LTV 5, KIE Tk
FE STV 5 aldesleukin 234 7L DI A I L7 #5 %, 22X 104 IU/vial 13 7.49
X104JRU OFFMEEZA L TV E SN TV DS, Z D72, aldesleukin 3 ITU=7t
oA ¥ 1HALELTHRET LI L ESNT,

KE LY A TO aldesleukin O 5-& (1B 1 H 300 5 IU/m?24 HRE., 2B 1
A 450 7 IU/m? 4 HI#) #2F (1. Z OHMEZOERGETHSH 1HHE 1 A 100 L H
f/m2? 4 AR, 2B 1 A 150 HH{Z/m24 AN EARL D A ORF O B =55
EINTZ L L ZeMEEZE L CHERGED 256%HCTHhDH 11HHE 1 H 75 HH
fr/m?4 AR, 28 E 1 H 100 FHA/m? 4 A ZBRGHE L L TR i S -,
TRBR MG EEOHLEH EREICEAT AREICESEEIE -0 1 L2 23—
H @ DLT FBURILARGT S AV AE R, B G &L L TREL TV aEaR— ho
BATI3 T e b3 B &N HESEH & & S,

[ENH 1Ib FH5ER (GD2-PIL 7BR) Tl & U A 7 #RIEIE O LW TEHRHE T 14 S i)
BE 2 RICEWNE Ula B (GD2-PIikER) O RICIK S IR E SN HESEH &
%z T DIN/FIL/TEC #5- (AR L U 2 ) OKE LY A AZxbT DA 00 & 22tk
DR ST ARMEICOWTIZEAR L D A L OK[E LY A 56 5 L PED TR
ENZEMIZOWTIZHERL Y AV EREL VA OREMET BT 7 4 VICKE R
FIEITRED Lo o, AARL U A B W UIEERIC X 20 - P IEfIEe<
PEFRERIBE TH D 2 E PR STz, LT > T, GD2-PII B CHW LY
XY X T KEN T 4 NI T AT LD 3FPFHBEORE - AT &Y A7 ik
FREOHREE L THE ThDH EHEZX LD,

GD2-PI & B PK IFEDOFER, 1 H 75 JHAL/m? % 96 FFfi] (4 H[H) # H & HERE
L7z & & OFEH TIES O mIMETEE T 12.1115.6 (Hi/mL) TH Y BEAGED
ik - HETH D 1181 70 JTHALZ 2 BEET CEBRERHE L7z & & O mififs Hie
1% 53.6+£13.0 (HE{7/mL) 22 TUL 720,

PLbEX o ARBORE - HEEZZRE LT,

 RERUVAZICEHEY 5

L

AxX A&

STV



5. BRERRHE

WEBRT—21\wr—2

(PR IR 692 XY % U~ 7 (AR TR 2) OHUIRIG R0 R O HE 7R)

. BN PO N e Al H
I Y = s 24
i | RBRE S | BREAH Sy P % A PISTIVR EEpY
+ DIN/FIL/TEC
PR AR 2 B UoXvXxs~
Zhtirx3LE | (55 T FE K OVER T T ANT T AT
GD2-PI FEAEE2 AL | TTa 48) KOS VANl
Eie Bk L/ 1la FEH | VA7 YIENG 2500, DIN/MIL/TEC © © ©
PRESRRER | R AR B UOXVFw
JiEE (%5 T1a #H) T RVERAF LA
#il
« DIN/FIL/TEC
ﬁ% VXY R
SHERIER | # ) % 2 i LA
_ A 3 2o N
sy | OD2ZPIL | gy | MEERAL MO oo ymiom: | © | © | O
E’Etgﬁ }Fg*ﬁ /D}?%Tfﬁﬁ :\/;‘\/?‘_:\/77
LR fif5) SO0
sargramostim,
aldesleukin,
isotretinoin
O : FHEEE, O : &E&k
(2) BRPRF IR ER

(5 I HERRHBROBE (B - LERNE))

K FEENE R B E 36 I kE L ASH 0.7 J7~ 230 7 HAAL/H (A 3 ~ 3.3 CIEKIE &)

ZIFRIE LT 5 H RS AEE (70 5 AL B3R FHRE b M) L it 2iTo72 Y,

DREEE TR E LicA 7NV U PRIER DS EICERE L TRE L7228, Wi ali
HITH Y EEZR S OILRD o To, RIEFHEIZ AR TR G-0 503000 E R Bl
[ AME D> 77,

2) 230 J7 HNL/ H 5B C A D AT AR T 23 B G-I BRIK 7 & #E52 v, 230 7 HAL/H
DIERAREICIVELEZE 2 SR,

3) KL FEL %5 6D 70 7 BAL B LA EOEGFNZ I TR Y > 2 SERO Ml fafa 5
DEFENRRBOONTZZ LD IR EIFTEZHEILT0 THA/HLUL EEHELR SN F
O ARG IR RBR AT L CH A ERFTT 62 & & Lz,

) AR - HE (V.3 HEROHE]DHEER)



(3) AE R RFRAER
(ERE I/lla 8588k (GD2-PI HER)DHME (HEFEICHT S OX VXU T EiEFH
BR) DHEZROETE)]
Ao TEE  AFL =0 =—fHE (7 A VT TAF A IV EAF L) PHYR Y F
U T GPEFRED FAT AT REPE DR
IR A PR 3% 2~ 7 O S BIRE O, HESET B [FIE  FUA b
EIHVERIR OBME AFN ST 5 HACA OFEAEFIG Oft

RERT VA > | Shax LR FEE R, Gk

PSR S FRIEARREINE (5 TAH M OV Ta A1) O U A 7 AR R AR AR A (55 Ta 1H)

TARGERILAE | 2 KLl b 45 BLL T O RBAL R IE 2 G TR FRIRRIEO & 5 PRl (5 1
FAR O Ta FH) K OV U A 27 FIIRIA R T A Aot 2R I (57 TTa #R) £

R 1k 1% A4 271 % 28 H LT 5,

VXX Tk Raa=—f#IR T (7 4 VT T AT A I YERATF L) T 3+3
BHET A ARFNT 3+3 BT VA O TR 21T o 72, 7B B OfG 3, 2238
Fl & B EAHELE R & 72 o 772 i bR LT R0 o 7 GEMIIARSER
OIFER MBI,

- DIN/FIL/TEC

[UxYFo~TOHEROCHE]

Fl, 3.5V A I VDFEA~THRO a0 =—filEKF (7 4 V7T ZAF )
BT 1L, XY F <7 17.5 mg/m? & 10 ~ 20 B2 T 80
LT,

FoHE 2, 4V AV LDE 8~ 11 H HOARAFGEMGHIZ,. XY F~T 17.5
mg/m? % 10 ~ 20 FEE 2T At Lz,

(74 N7 5 AF LOREROHE]

H1, 3. BVA I NDHE1~14 BEIZ, 7 V7T AT L5 pglkg % 5 FiEst
L7c, 7272 L U Y R o=T7 LT 2B, VXY R o~ T O GRNT T (v
TIAF LEEE L,

(A1 D F 5 OV £ ]

B2, AV AT NVDE 1~ 4 A BIC KA 75 THA/M? & 24 FER DT T SR
HL7E- B8~ 11 HEDOY X Y X~ 7 0 2 FMET4 B 222 AH] 100
JTHANL/m? % 24 BRI C e L,

- DIN/MIL/TEC #t

[UxYFo~TOMEROCHE]

DIN/FIL/TEC # & [f—,

[V EAT LDHEROHE]

H1,8. b AV ADEL~14 AAIZ, I YERF L 600 5 BN /m? % S
ELIE 2L UX YR o~T LT BIE. VXY o~ T O GHIIZI Y
EFERATFLEHKE LT,

[AA D %M O &)

DIN/FIL/TEC # & [f—,

TEFAEER | BIAHAS— R 1, 2 A 7 AFNFTO DLT O GEARIE : 1G5
H.BALE% 56 H B £ T)

% I1a #83— k : DIN/FIL/TEC # 5 &% O DIN/MIL/TEC #5045 %A 7 L ®
SE




BT ZE H

« DIN/FIL/TEC #45- K% O DIN/MIL/TEC &5ZNEhD L v A v T L O ESR
SLrn 7y A

© EEBIN R 7 4w b DEE (clinical benefit ratio : CBR) . BRhEI4 | #5417
HA R | e e A R | AR A A R

U X T ROKRF| ORI e, b b ORIt

- ADCC {5

- HACA OpEA%EIS

R

AsABRIZIE 25 1 (85 T #8/5— I : DIN/FIL/TEC £f 6 5], DIN/MIL/TEC £ 6
1), %5 1la #H-3— I : DIN/FIL/TEC £f 8 5], DIN/MIL/TEC Ff 5 ) 23 %4 - 15
BRI G S 4, 20 41 (35 T4#H8— |k : DIN/FIL/TEC £ 5 %5, DIN/MIL/TEC
T 5 5], %5 Ila #H-3— b : DIN/FIL/TEC #% 6 %, DIN/MIL/TEC #¥ 4 ) 237 12
ha— WG ESE T Lz,

B G IR Lz 5 Flo B HIE, 5 1A/ $— k@ DIN/FIL/TEC B£o> 1 61 &%
OV Tla #873— R @ DIN/FIL/TEC D 1 ffillZ L ¥ A L ARIEIE DO T- 5 Th v |
0o 3 FITAEES(E I — Fo DIN/MIL/TEC Bo 1 #llX Grade 3 ®
ALT #4045 I1a #8/3— k@ DIN/FIL/TEC #£® 1 #ill% Grade 4 ® ALT #4045
IIa fH/%— k @ DIN/MIL/TEC #:® 1 {5li% Grade 4 @ A gk | 4 ok E ek
A M RE D) DT T o T,

- HERER
I S— RO 1 YA 7 LB\ T, DIN/FIL/TEC # /&% O DIN/MIL/TEC
B2, DLT ORBUIRD ONT VXV X~ T AN T T AF LRI
U T AF AOHEEHEIT, 2N 17.5 mg/m?2, 5 pglkg O 600 J7 Hifz/m?
WZHE LT,
2 YA 7B TIE, 6 #It 2 FICAFICRF % DLT (1 #1i% Grade 4
DI/ EIAD . B 9 1 6% Grade 3 DK A UV & AMUE) 3FED BT A
FIOHELEHEIT 9 1~ 4 HAIZ 75 THA/m2 % 8 ~ 11 H BIZ 100 J5 B/
m? ([ZIRE LTz,

- e
HEFHSL KR OBWEIIEMBRE I L, Grade 4 DL EOFEFL K OEIEM
%42 DIN/FIL/TEC £ 14 4 4 #1(28.6%) . DIN/MIL/TEC #£C 11 4
o3 41 (27.3%) 1T FEBL L 72, AR TR L A FFLOZL  DIRRIE & THRAE
BIfedH 0 | LHE ST,
T EFLIL, DIN/FIL/TEC # T 7 41 7 {h (R S B e s 4 471 4
P BRGNS 11 1 R EZEAY 161 1 {4, ALT #8025 161 1 4) . DIN/MIL/
TEC BT 4 41 6 {1 (ERFEZ R ERRYL Y 3 61 4 71 FEEAM 161 1 {1 AR FRi P
L1 1) 3B L, DIN/FIL/TEC #£D 3 4 3 1 (I BEaEdens 1 4
1 A 141 1, ALT #8028 1 61 1 #4) . DIN/MIL/TEC #C 1 %51 1 {1
(fRpReRE A 16 1) X7 v b a— LR & ORI EE SN2 -
72. 723, DIN/MIL/TEC Bt CHEL L 7= flphiem =138 51k % 3 » A DL R
WEICHESNTZFRTH D,
Grade 5 (BE10) DA EFRITMALE LR Lo 7=,




(4) #REEHIEER

1) BRI ER
@ 1 A& PR AR

] P — R B R R
AR B 1 B — IR K

36.4% (CR1%IKU'PR3H) TH-7=?,
2[H 11 fask O FEFFEIC X 558 DA AR ABRIC B 5 g
KGR M RRE 11 61 (7272 L KGR AESN O B2 F g JEENEEG- 04 1 41

k<)

BehE 1 H 70 T~ 140 JHALZ 1 ~ 2 [BNZ53 0 T A e
e 59 ~ 82 % (K 71.2 7%)
PRI 2 5B 6 i, £ 5 il
Performance Status (P.S.)%]:0~ 3

R T DA HERTAG RBIE 11 H1TH Y BRI

RV-1  ERAGE (L% NE, ARBRE COHE)
— AL L (%) B AR EPAT 2 (REAM B2
SESE CR + PR CR | PR | MR | NC | PD
145 P JE 11 36.4 1 3 0 3 4

X1
*2

HIE © BAEIRIR R B A b TR BB ) Fe) i H e

785035 (%) = (CR + PR) /A ZhEHIi G414 < 100
CR ; complete response (F%h). PR ; partial response (A %h). MR ; minor

response (%)), NC ; nochange (1"%). PD ; progressive disease (#1T)

@ B

FE P — A B PR B
TRFRIEIC 51 5 — IR AR T O A SRRl X 61 119 #1Td 0  RAIHRIT

14.3% (CR3HILENPR144l) ThoT-. FDHH A & —7 x> (IFN)
D 66 BldH 0 . Z DZENRIT 13.6% (CR 11K PR 8 H#) Th -7,

RKV-2 R (B, KRB £ TORE)

. AR ZghErt (%) B REEAM 2 (R 51550
xR CR + PR CR| PR |MR|NC | PD|NE
B 119 14.3 3 14 3 46 | 44 9
i
(IFN 42) 66 13.6 1 8 | 3129 22| 3

HIE - HAFIEIR R E DS AL SR B0 BLp) i L
78503 (%) = (CR + PR) /HZhIHERHMXF 4142 X 100
CR ; complete response (3 %5). PR ; partial response (45 %7). MR ; minor
response (R°°F%N) . NC ; nochange (‘R4). PD ; progressive disease (H1T).
NE ; not evaluable (FEAliRHEE

*1
k2

(FEREERT)



@ MR IFIRIZ 32 XY % o~ 7 (BinFHL# ) OHUEIE R O B iR

[E N5 1T b AR PR

B (GD2-PII #BR) +

H

VAYX LT DT 4 IVTTAFLRORFNZFHLIZAARL Y A (BL
. DIN/FIL/TEC #45-) A 254 5,

BT YA

s 3LIR AR AL, FEE R, LR

x &

i U A 7 AR S OB FROTR IR T 1% SR

T B G L UE

LUR DA T &G 72 TR W 31 Al O KB b ik 2 BT ETH

TRFHA T2 R BT 3380 LR R U A 7 BERR SRR B
kgfh%ﬁ(ﬁf&()\fﬁl%ﬂ%%f?ﬁ# %, 1272 U MBS O 5 BIBR A
1T SN2 E B ORI B AR O8GRI E 23 72 A b )k 42,

© BFREMAIRALA & Bk E 'C*‘@%ﬁF‘aEJﬁ 100 H A, 7272 L Btz
NEEIEE BRI 23 M AT S 72356 Ok Gk E TOHIMIE 150 H A,

© PRE AL TR O EGEHEIC B WD TO TR ORE IR RBD b
VRO N DS R S ALTe,

 TERREABRER T REOBEGEHHIC SO TOTNORE SRR 5
VRO N D R S AT,

- BRI (I AR AT AN GRS DAL D AT ELE OB (2 35V v T
FTHORE G RPBD SR,

BB DU BRI TR A 28 10%LL T,

TR BRAN e

C IREWEOEBA AL

C AT T REEEER LTS diE B A O B A 14 BN T
Do

< 28 HUINICSuE 7 a7 ) v DB BN H 5,

BRI 15

DIN/FIL/TEC FE R OKE L 2 A Uz, 1A 7T 28 HRIE T 5,
BRI A 7 RS 42 AR CRELV A VBED 5 %A Z VA
56 HH) £ TIZ VA 7 VBl IEENE 205728131 7 VbR FRE S L7z,

- DIN/FIL/TEC Ff

[UxXY % ~TOHEROHE]

1. 3. 6 A2 NDA~THED T 4 VI 5 AF 2EHKTHIC A

WK 10 mL/kg % 1 REfT TR 5%, U XY %<7 17.5 mg/m? % 10

~ 20 BFRE 2N T T A ERE L7z,

it 2. 4, 6 A 7D 8~ 11 HHDOAAIBHBLA% 1 K% HZ
TVAEBLENER 10 mL/kg & 1 RENT TR %, XY ¥ <7 17.5 mg/
2%10~20ﬁﬁﬁ71£%#&b#

(74 ND T 2AF 20RO E]

1. 3. A7 NVD1~14 BRIZT 4 VT T AF L5 pglkg % K FiES

LT 2 L U Fo~T T BT, VXY v~ T OGRS

T4 NT T AF LGBl ) A BG LT,

[AF D I Je OV & ]

2, 4, 6 A7 ND1~4 1 BITAHK 75 JTHEA/M? & 24 FE T TR

WHEL. 72, 8~ 11 AT XY XF I ~7T 05 2 BEFi4 B4

WZAFH 100 7 HA/m? % 24 BE 2T Tl L.

CCREL Y A R

[V ~ToMEROHE]

1, 3, 5¥ A 7LD 4~7HH®D sargramostim & 5-#& T2, AR RIE

% 10 mL/kg % 1 REMT THGAZ, U XY ¥~ 7 17.5 mg/m? % 10 ~

20 WFRE /0 COSTER e L 72,

F72. 2. 4V A 7D 8~ 11 HH D aldesleukin #%5-Bi4461% 1 FF[E %
WCAEFRIEIR 10 mL/kg % 1 BN TR EG%,. XY F v ~7 17.5

mg/m? % 10 ~ 20 FE/ 2T TAufii: Lz,




BRIk
(i)

[sargramostim @ 3% & UV ]

1, 3, 5427 /® 1~ 14 HBIZ sargramostim250 pg/kg % & N5t
L7z 7272 L . UX Y X =T LT DRI, U X F v~ 7 o541
sargramostim &% 5. L7z,

[aldesleukin @ H %Kk OHE]

2. 4V A 7LD 1~4 HHIZ aldesleukin300 7 HA7/m? % i L
7o FE72. 8~ 11 HEDOY XY ¥~ 7 0S5 2 BifflEi% HZIC
aldesleukin450 5 N7 /m? & 24 B2 CofiissiE L7,

[isotretinoin @ A E K& OH &)

1, 3. 594 27/1?® 11 ~ 24 A HIZ isotretinoin160 mg/m? (KH 12 kg
#8) i 5.33 mg/kg ((KE 12 kg LA F) 24y 2 THAR L 7=,

£72. 2. 49 A 7LD 15~ 28 H HIC isotretinoin160 mg/m? ({AH 12
kg i#8) X% 5.83 mg/kg ((AHE 12 kg LAT) 247 2 TR L7z,

E B2, 5 YA 71D isotretinoin HFEPAREE 11 H LA ERE L T,
6 %127/ 1~ 14 H HIZ isotretinoin160 mg/m? (A& 12 kg #) X%
5.33 mg/kg (AE 12kg LLF) 24y 2 TR L7z,

Bt RN

FELS FE%E « B, 2B ATAE LA N b LTI N MRS
(EFS)

R REATZE H

« A TF AR (OS) NI FE A7 C D250 A ML 2R A 77 1 R
- BHERES

« ADCC &1

- HACA pEEEIG

* isotretinoin O HYHE)fE

RS HERR S 7= 35 51l (DIN/FIL/TEC B 16 141 KE L A 8 19 41)
DA OB E, - TR 5-X4v, 32 6 (DIN/FIL/TEC £ 15 1], kK[
LOAVEELITHD N T 1 a3 — UiBEAZ 5T LT,

g B h ik L7z 3 oo ik # %, DIN/FIL/TEC #0 1 #ilid L2 #
VIRIREZN D0 TH Y CREL U A UEED 2 #1331 Grade 4 O EDH
% (1 HlE Grade 4 OHFHPEREDRA . & 5 1 HlI% Grade 4 O ifi/ M EIH D)
D= Tho1-,

- FE

2 4F EFS iZ. DIN/FIL/TEC % T 80.8% (95%CI : 51.4 ~ 93.4%) .k
LA UEET 62.3% (95%CI : 36.7 ~ 80.0%) T& ¥ . DIN/FIL/
TEC FEOKE L ¥ A UBRHT 20— FEHiE 0.494 ({1 70%CT -
®D ER:0.710) TH Y 1 70%CI @ _FERAS 1.854 (MEEDO I 2 42
EFS 65%. 35 ME~— 0 20%I2xtiE) & FRI-7-2 &, DIN/
FIL/TEC BEOKE L ¥ X VRHIIHRT D IELEN R ENT 728, Cox
eI AT — RET I K AR iR Cld, DIN/FIL/TEC £ 5- & K[E
DA TR FEINCE B RZTRO bR~ 72 (p = 0.3076),

109 ——mmm———- -
Lo DIN/FIL/TEC#

E . 2
1 s -
Z 08- I | e
(/7] L,AF,[
g KL A B b
6] I
a
=]
17
&
< 041
B
£ 02
=
g
[}

0.0-

0 100 200 300 400 500 600 700 800
Time from Randemization (Days)

Number at risk

DIN/FIL/TECH# 16 15 14 14 14 14 12 12 0
KELV AR 19 19 19 16 16 13 13 11 0
A L B AETEIAR O S ERENTI O Kaplan-Meier iR




TS *7-. 24F OS 1%, DIN/FIL/TEC # T 93.8% (95%CI : 63.2 ~
(i) 99.1%) KEL P A U RET100% TH o7z, 2B, Cox iy —F
T K HEEEI R TlE. DIN/FIL/TEC B & KE L 2 A U BECHET
PN E R EITEO B o 7= (p = 0.9984) ,
o = o
HEFELITRMERE ITHB L, Grade 3 DL FOAEES & gk c
FH LT AT L A EOFEFRIT, 7 a b a— LIRR L ORBEEMR NS
EINIR ol
EERAESST. DIN/FIL/TEC £ T 4 51 4 1 (1 52 5% 55 B E gL 3
2 B 2 1 Jififigi s S O IS4 151 1 44) CKIE L A URET 11 144
(AEYy) 365 L, DIN/FIL/TEC B> 2 41 2 {4 (il Js K OMitizk i o>
A0 1) CREL YA RO 1H 1 (DB 137 e ha—ih
& DRFEEMRNEE SN2 o7,
Grade 5 (BE10) DFEFRIIMAE L LB Lo T,
KE LD A RHIZBT 2 AEFRORIEE K OEIEE L KEIZB W
THREICAH S Q0 DEEHETRIR CRIE L ¥ A ) IC BT D 0222k
TnT A NVERBTALO TR R b7 2 EnD ARRBROKE LY
AV DOBEAEMEITREICBW CTREICH & T 2R CllE Sh
TWAHIFN & B 2 bivl-, F7=. DIN/FIL/TEC Bfix KEL Y 2 >
& i L CHEFR O BEMICR & 2750370 < R ERIEO MR
£ et EORMBICER T D18 IEIZ 0~ 2 Ens . DIN/FIL/
TEC #5132 R aReRIGRETh D L E 2 b,
FHE =
DIN/FIL/TEC % KEL YA R Gils
(N =16) (N =19) (N = 35)
PR Bk 8 (50.0%) 11 (57.9%) 19 (54.3%)
(1) Qe 8 (50.0%) 8 (42.1%) 16 (45.7%)
YA (55%) 3.4+1.26 4.1+1.82 3.8+1.61
- BEFRL - BWER ORBLRI
DIN/FIL/TEC #f KEL VA R
(N = 16) (N =19)
CIES (%) %k %k (%) G
HERR 16 (100.0%) 1211 19 (100.0%) 1354
HERAERES 4 (25.0%) 4 1 (5.3%) 1
mIEH 16 (100.0%) 1204 19 (100.0%) 1344
HE 2 EIEH 2 (12.5%) 2 1 (5.83%) 1
- 2RIVEH
BERAA(S00) e e e
FHAFE (PT) - " — -
Bk (%) (B (%) %
ik LY v REE 13 (81.3%) 85 | 14 (73.7%) 67
2. 13 (81.3%) 85 | 13 (68.4%) 65
B B BRI 0 (00%) O 1 (56.3%) 2
N1 0 (0.0%) 0 1 (5.3%) 4
T N 0 (0.0%) 0 1 (56.3%) 4
e RKME F iR X ORI EREE 0 (0.0%) O 1 (5.3%) 1
DES 0 (0.0%) 0 1 (56.3%) 1




DIN/FIL/TEC #f

KELV D A R

B BIK 248 (SOC) _ _
AT (PT) Lk R L -
B (%) | EE%R (%) %
MR p 6 (37.56%) 8 0 (0.0%) 0
M f 2 1 (6.3%) 1 0 (0.0%) 0
IR B v N 6 (87.5%) 17 0 (0.0%) O
e 16 (100.0%) 133 | 18 (94.7%) 164
N 10 (625%) 97 | 11 (57.9%) 39
M s o (0.0%) o | 3 (158%) g
N DS o (0.0%) o 1 (5.3%) 1
15K 12 (75.0%) 37 | 11 (57.9%) 39
T 9 (56.3%) 20 | 11 (567.9%) 13
BB~V =T 1 (6.3%) 4 0 (0.0%) o0
(=g 0 (0.0%) 0 1 (5.3%) 1
L 2 (125%) 9 6 (31.6%) 8
e PN 0 (0.0%) O 2 (10.5%) 4
P9 JE PR 0 (0.0%) 0 2 (10.5%) 2
F N2 1 (6.3%) 1 3 (15.8%) 6
TR 0 (0.0%) 0 1 (5.3%) 1
MR 1 13 (81.3%) 35 | 15 (78.9%) 43
P 0 (0.0%) 0 1 (53%) 1
T VEA LA H i 0 (00%) O 2 (105%) 2
EHL 0 (0% 0| 1 (53% 1
TP J PRAL B 0  (0.0%) O 1 (5.38%) 1
THAL IR 0 (o%) O | 1 (53%) 1
— % - BEEEER X OGN O 16 (100.0%) 265 | 19 (100.0%) 233
jiResS 1 (6.3%) 1 9  (10.5%) 2
R TV 13 (81.3%) 62 | 12 (63.2%) 38
it 2  (125%) 2 1 (5.3%) 1
ST Z O R 0o (0.0%) o 1 (5.3%) 1
TESHEAL B 0 (0.0%) o0 1 (5.3%) 1
P& S 11 (68.8%) 24 | 14 (73.7%) 30
TN 4  (25.0%) 8 3 (15.8%) 5
HRAYPEEEIE 4  (25.0%) 4 4 (211%) 7
PEI 10 (62.5%) 25 | 11 (57.9%) 38
FEEL 16 (100.0%) 134 | 19 (100.0%) 109
[ JRy I N 3 (18.8%) 3 0 (0.0%) 0
T T —T WREENLZ O PRI 1 (6.3%) 2 0 (0.0%) O
VEAGEBAL L A8 H 0 (0.0%) O 1 (5.8%) 1
JHFRE S R P 0 (0.0%) O 1 (5.3%) 3
EE VLB IE 0 (0.0%) O 1 (5.3%) 3
o R R 3 (18.8%) 4 2  (10.5%) 3
TFT 4 TG 1 (6.3%) 1 0 (0.0%) ©
U ECE 3 (18.8%) 3 2  (10.5%) 3




TI=UT R T AT 2 TN

TARTXURT I ) T A7 =T —EH

fi e v e #
fir 7 v F =
R 38 0

FmINEINNT AT =T — B

(87.5%) 63
(81.3%) 59
(12.5%) 8
(31.3%) 23
(50.0%) 38
(81.3%) 60

BER KA (SOC) DINRILTECHE | A 1 ™
=h.
A W (%) IR B (%) K
JULE 35 L OB AR HudiE 6 (375%) 9 | 12 (632%) 924
O nEs% o (00% o | 3 ((158%) 4
fiTe LS o (0.0%) o 3 (15.8%) 4
R i s e 1 (6.3%) 2 o (0.0%) o
HoRE o (0.0%) o0 1 (5.3%) 1
_nHgEZ 0o (0.0%) o 1 (5.3%) 1
REE 1 (6.3%) 1 0 (0.0%) 0
fifi %% 0 (0.0%) 0 1 (5.3%) 1
RIS 1 (6.3%) 1 0 (0.0%) ©
B g gy 0 (0.0%) 0 1 (5.3%) 1
ARG R G 1 (6.3%) 1 2 (10.5%) 2
IR 0 (0.0%) 0 1 (5.3%) 1
T A NV AVERE SR 0 (00% 0 | 1 (53%) 2
[ e A it BTk e 2 (125%) 4 | 2 (105%) 3
B BT LR 0 (00% 0 | 1 (53%) 3
H IR 0 (0% 0|1 (3% 1
o higk L OLE S OHE 0 (0.0%) 0 1 (5.3%) 1
P 0 (0.0%) 0 1 (5.3%) 1
PR PR A% A (100.0%) 445 | 19 (100.0%) 434

15 (78.9%) g8
13 (68.4%) @1
(10.5%) 4
(26.3%) 26
(36.8%) 29
(84.2%) 68

16

14

13

2 2

5 5

8 7

13 16
RFT R B 1 (6.3%) 7 0 (0.0%) o0
~~ k7 U R 4 (25.0%) 18 | 2 (10.5%) 8
~< ~Z7 U MM 1 (6.3%) 1 0 (0.0%) 0
U o oRERE R 7 (43.8%) 14 | 4 (21.1%) 11
U SEREHS N 0 (0.0%) 0 1 (5.3%) 5
I H R 13 (81.83%) 56 | 15 (78.9%) 51
T IR AR 12 (75.0%) 45 | 14 (73.7%) 37
JREA 2 (12.5%) 8 4 (21.1%) 6
UNGER 0 (0.0%) O 2 (10.5%) 6
IREEH N 7 (43.8%) 14| 3 (15.8%) 10
M 1 BRE ek 3 (18.8%) 8 8  (42.1%) 29
PR R I ERBS: 6 (375%) 21| 3 (158%) 15
7L h YR A7 7 2 —EHN 1 (6.3%) 2 0 (0.0%) 0

Rt L OvekEE 16 (100.0%) 155 | 19 (100.0%) 208

ik o (0.0%) o 1 (5.3%) 2
v T AiLE 1 (6.3%) 1 7  (36.8%) 16
SV RNk 5 (31.3%) 13| 6 (31.6%) 22
[/ SAVEN iR 2 (125%) 11| 0o (0.0%) 0
= N U T A E 5 (31.3%) 7 3 (15.8%) 7
5 R I 0 (0.0%) 0 2  (105%) 6
B7 N7 I e 15 (93.8%) 70 | 19 (100.0%) 64
AR i 0 (0.0%) 0 1 (5.3%) 1
KAV v A MAE 4 (25.0%) 7 8 (42.1%) 15
&~ 27 %3 7 A MAE 0 (0.0%) O 2  (10.5%) 6
K~ U U A IE 4 (25.0%) 7 | 10 (52.6%) 17
&Y VR ME 7 (43.8%) 12 | 8 (421%) 24
FARIGE 11 (68.8%) 27 | 12 (63.2%) 28




DIN/FIL/TEC #f

KELV D A R

#2 B BIR 548 (SOC) _ _
AT (PT) Lk R L -
Bl (%) M| Bl (%) %
BB R RIS L O B HiLsR e 6 (375%) 12| 5 (26.3%) 16
RE i 0 (0.0%) o0 1 (5.3%) 1
W 1 (6.3%) 1 0 (0.0%) 0
k=g e 1 (6.3%) 1 0 (0.0%) 0
FHR 2 (125%) 2 1 (5.3%) 4
DU R 97e 3 (18.8%) 8 3 (15.8%) 11
1R R 4 (25.0%) 4 5 (26.3%) 17
A 1 (6.3%) 1 0 (0.0%) 0
GIERE 3 (18.8%) 3 3 (15.8%) 5
LI 0 (0.0%) 0 1 (5.3%) 1
JEAEIEAE 0 (0.0%) O 1 (56.3%) 1
T 0 (0.0%) o0 2 (10.5%) 2
Wtk 0 (0.0%) 0 1 (56.3%) 1
AHRAE 0 (0.0%) O 1 (5.3%) 1
Bk L OUR K REE 3 (188%) 20 | 3 (158%) 7
IR 1 (6.3%) 2 0 (0.0%) 0
EAR 2 (12.5%) 17 | 3 (15.8%) 7
i BR SR 1 (6.3%) 1 0 (0.0%) O
A F I L O EREE 0 (0.0%) 0 1 (3% 1
G e 0 (0.0%) O 1 (5.3%) 1
BANEN TEISSERON i e 11 (68.8%) 32 | 14 (73.7%) 32
S 8 (50.0%) 13| 6 (31.6%) 12
e 2 (125%) 2 0o (0.0%) o
£ H i 1 (6.3%) 1 3 (15.8%) 3
KR RIE 5 (31.3%) 11| 4 (21.1%) 6
&0 0 (0.0%) 0 2 (10.5%) 2
fig Ak 0 (0.0%) 0 1 (5.3%) 1
fifiligi ¢ 1 (6.3%) 1 0 (0.0%) 0
fifi K JlEE 1 (6.3%) 1 0 (0.0%) O
T LIRS 1 (6.3%) 2 1 (5.3%) 1
BR 0 (0.0%) 0 1 (5.3%) 3
M 1 1 (6.3%) 1 2 (10.5%) 2
EEOE D RAE 0 (00%) O 1 (53%) 1
VPENA S 0 (0% 0| 1 (53%) 1
3 PSRN AN ik e 11 (68.8%) 28 | 18 (94.7%) 124
VR [REA=E o (0.0%) o 1 (5.3%) 1
A B P A R % 1 (6.3%) 1 2  (10.5%) 3
FE R w5 3  (18.8%) 3 9 (47.4%) 30
T2 92 (125%) 4 1 (5.3%) 6
A Y A LR T 0 (0.0%) o0 3 (15.8%) 18
HLBE 1 (6.3%) 2 0 (0.0%) 0
LI BE 1 (6.3%) 1 3 (15.8%) 3
e 7N antiill 1 (6.3%) 1 0 (0.0%) O
9 FEIE 3 (18.8%) 4 7 (36.8%) 12
W95 2 (12.5%) 2 4 (21.1%) 22
IR INITRZ S IN &2 1 (6.3%) 1 5 (26.3%) 18
B HI 0 (0.0% 0| 2 (105%) 2
= 6 (37.5%) 9 | 4 (21.1%) 9
ik 3 (18.8%) 4 6 (31.6%) 13
R 1 (6.3%) 1 1 (5.3%) 1
I 0 (0.0%) 0 2 (10.5%) 4
fES 1 JE 2 (12.5%) 3 2  (10.5%) 5
1ZTY 0 (0.0%) 0 2 (10.5%) 3
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2) REUHB
R L

(5) BFE - WA
A 2 H =7 = v NGRS D AR R (B
OF SES
A B —Tzar—aFELFA v F =Tz —y IHEG OB 58 1
PR B IARRAER (42E 24 figk) 2 %M L7=, 1 A 70 T~ 210 HHALZ 8 B LL E#&5 L,

AN MR 2245 50 51T FBahRIE 14.0% (CR 1B} NPR 6 4)) TH-o7-,
£V -3 HBEKRDE (B, IFN &%)

B

)5)

e A Z5hE* (%) B RREAM 2 (REAM 51 %%)
. X BIEK CR + PR CR | PR | MR | NC | PD
s (IFN fE%0) 50 14.0 1 6 3 16 | 24

HIE B AR ST AL SR B2 B i L v
k1 FHFR(%) = (CR + PR) /A hPEREM 4512 < 100
%2 : CR ; complete response (%)) . PR ; partial response (FA%)). MR ; minor response (*°
L67%)) . NC ; nochange (‘R%). PD ; progressive disease (f£1T)

@ BIVEF R OV R W s i 52
7 RWEA 2 AEVERHE TS 56 B BIVEA X 51 41 (91%) IZFR 8 BTz, FEEL,

J - R BRIRE DA 7T O PERIER DS 49 1(88%) L mBHE TH o 7=,
A BRI AR E VRl 5B 56 6| BRI A AR H L 52 61 (93%) 1278
D BV AFBRERIEZ 75 49 B (88%) L M Th -7,

(6) JAEAIfE

1) EAKERE (—REARERAE B EERRERE, ERABELERE), #ERT
BT —AR—AE, BERFTERERABRONE
@ i FH A A
7. A EHB
(ifn. A P e )
ARFNHMEFH S 472 IR & it AT TR O FERE T IR 2 Z R OE
IMEZ B 2 ., € DI O B A 82 R U RERR T D,
- RENOFEIEH
- RANOFE I FERE T IR 2 RIVEH O F AR O 4
<NV R AT A R RE R - TR RN - DR AT D BRF IR

% et
s M AN 525 L BEZX LN HENA
(& )
LIFOHEZET D & & I Rl iR R BR O L E IO F 1%
BT %,

s REORIVEH



- KRIOFEHFERTIC
- TR AT
A HRAE S L
(ifn % P ) 2 il 4 5 =X
(B ) sk
v . A St T
(/& A IE) 1992 4F 3 A ~ 2000 4= 3 A
(& #E) 1999 4 3 H~ 2001 4 12 A
. B R S (AR SE 51150
(i /& A AE) 80 filiak (114 SEH)
(% ) 86 filigk (211 SEH)
. HEhE
(i &7 A )
1 IR O AT MERTEAT ek S5 77 451 CGEEVE IS PN RCRIIRIE 2 1l & & de) I23 1) 5
TR 42.9% (33 /77 H) T - 7=,

BT 2 BIWER OF AR OHYE
WEEHZ5LEEZONDEROLE

£V—4 BREHFE(LEPRE. EHRERLT

- RAE P my | =
. CR| PR IMR | NC | PD SiEBIE SEFIE (%)
1 PR 7 12| 4 | 19|19 75 33 44.0
BEMEMENEMEE | 0 | 0 | 0 2 0 2 0 —
Bt 7 12| 4 | 21|19 77 33 42.9

HIE  HARETRIR P BT AL F R R h F) i Jh e
*1: % (%)= (CR + PR) /AhMHERMMERIEFI% X 100
%2 : CR ; complete response (#%7). PR ; partial response (F%7). MR ; minor
response (°°f %)), NC ; nochange (1"%Z). PD ; progressive disease (H#£17T)

TR E ISR A e SRAEB] 42 BT 31T 2240 =1% 38.1% (16 Hil/42 1)) TH Y |
7%&; IR COZRNHE 46.2% (6 /13 ) & TR S =N BB 2T O H i
TRino T,

(p = 0.6043, 7 4 —FRTE)

)
RS DA MR S 451 193 Bl B 1T 5 Z4h=1% 13.0% (25 #1/193 i) T -
7=,

FV—5 ERRZE (B, B RERE)

—_— RANE AT %) e
. CR| PR |MR|NC| PD SiE B JiE 4K (%)
&g 3 22 1 76 | 91 193 25 13.0

HIE . BAFETRIFR P BT A A0 R B B FE e
%1 : 22212 (%) = (CR + PR) /A Zh%EREMx G414 < 100
*2: CR ; complete response (# %h). PR ; partial response (A %)). MR ; minor
response (°°f7%)). NC ; no change (1"%). PD ; progressive disease (#1T)



AR LB RTAM e SUEB 177 BB 2 Bh#1% 183.6% (24 $11/177 1)) TH
O KR TORLER 14.3% (17 Hi1/119 #]) & e _XTED o 7208 A B EI1T3R
O BRI T,

(p = 0.8592, 1 1 kg iE)

71 Ak
LARMIZOW TN E ARE & B OZ I OER 2 55 L CRiat L EH K
RETAIZ 3T D RITEM R BLEIT 82.5% (263 f51/319 f5l) Toh 1V  7KFRBIF & ik
L7cER AEETRD o T,
KV —6 KB LEAREREICR T 2BIEARBERO LR
ZCrUEa it Y Al Aot A p fiE*?
RITEFZBIR | 86.7% (314 $1/362 #1) | 82.5% (263 41/319 1) 0.1200
* 1 AKGRRFIC IS U D 2 MR 2051 362 (1%, 4 5 B G- G §f e B T B G- i A N
B R ERE + TS 258 BN RT G- 61 (RSN - B PR G- BRI B G- IRIE N B

5. 104 B % & TER
%2 WA T

LM S5 319 i, /e RIVERIEFEEN 148 41 (46.4%) | AFERERHE S 129
11 (40.4%) . B MEKIENN 56 51 (17.6%) \ 4F Hr ek 36 511 (11.3%) & OV ALT |
5 32 £1(10.0%) ThH - 7=,
F 72 KGEBRRIC bl U CE A AR A I B W TR B RN R L RIER
(X, B ERESIN, A ek CRP E&- p-GTP LA ~E 7 1 e jad KE
HfSE AR MERAD  ~~ 7 Uy MERDZETH - 72,
[VIL.8 X H I EIE 8 Bl B B OB IR R A S — B ) DTS R

X fEam
i AR AR A CIIRGEIRE & Hei U CRIME I B BLER BRI A EZEIT 2R <
B ISR b o Tz,

@ i R 1% il PR SR

7. AR H
AT DA Lx— A (IL-2) & A 7 = v v (IFN-«) O F#EEO%)
BERFT D720 5 1 BB CIXL a2 M8 L CHERA RORE 21T
WL 2 BERERBR CIEEE 1 B RREBR CRRE SR A BT oA NE R OV 4
P& %,

A RBRITIE - Sk I E A — 7 R

v . BRI AR : 2000 456 A 19 H~ 2003 453 A 20 H

. R R (NERSE B H0) - 35 Hiiak (B 1 BERERRER 5 10 6], 25 2 Bebiakin ; 46

1)



7. Bk

1R K5 LUV~
[13 : 23— 2BMBEE] 1 0 70 FEAOSTHESEEG HA8E)
(23825« BEAPRE (4 ~ 8HEM) ]

OF Ik A DF—A L R ZIT7xzmy o fHE
P L ~UL | 300 J7EBEHAL, 3 H/A
BB L~ 70 JTHANL, 5 H/E 600 7 EFRHAL, 3 A/
PEH L ~LT 600 75 [EHBRHLAL, 5 B/IE

BE LTS T 3 ~ 6 il T L ITHEHMNZATV A AR —A LR
37 = u O REOMRET> T HRH B L RET 5.
o 2 BelkakER - o 1 BB O E LI HER A REOR G5 LUV (f A p— A
70 FEZL 5 HAE, 2 X 7 =1 600 FERSHAL 3 H/H) % 8
WL 24 WARE L LTI 2,
A AE
%1 BepEBR O EN R L 9 Bl 4 B CTH Y  FESBEO HE AT D IER TIE
6 it 4 BT o 7=, 55 2 BxPERBRICEK 1T 5 PPS (Per Protocol Set) 37 5o
RHEL 21.6% (8 BI/37 ) TH VY B O » % H 3 2 JEH TIE
32.0% (8 51/25 %) T - 7=,
* @ % (%) = (CR + PR) /A 2hHERHmx 4514 X 100
x. 2k
%1 BMERBRICER T 2 ERRIERIZ BB ERE () EEFO— R eI fEE
WD BT, 5 2 Be BB 0 22 MR = S 41 61 ®IE A 1 41 41
(100%) 12588 B ATz, E72 b DX BB AR (K) B AR IRE CTh o T,
F 7o BRIR AR A B X A PRI | AR ERYE 255 O P ER « HEPN SRR DN
HEZ Do T,
7
01 BREEER & 2 BRIEERBR DA EF 46 Bl DR *1X 26.1% (12 511746 1)
Th O IR O 2 AT DIEF OZED)3*1% 838.7% (12 #1/31 #1) & &
oo, BWERIZESN TIToN TV A EHE IL-2 [T TRETH Y 1 L%
— AL ZAI 7 zu L OHFEIEIIAE N TEERIFEIETH D Z L VRIBR ST,
* : % (%) = (CR + PR) /A2 ERHmx 514 X 100

2) RBEME LTREFPEDRBRIFER L I-RE - HBROME
A% L0

(7) T 0t
R LR



VI. ZE3hEB(CB Y 5IBH

1. REZMICHEH HLEMRITILEME
bR AU F—mAfFr—2 (R
oA X GEE T Z)
TR BEEDOH LA OREE « WRFIX B ORMNLEFELZSZRT L2 L,

2. EBEER

(1) YEFERML - fERER

T A X GEE ) (TR YV RERICVER U IS AR k3 2 BRI %

HR S D WVITFHET 5,

F& LT THMifae NKHIRICHES LIS ET 5 2 &SIk 0 HilEEEOmWF T —

ARAZFHE L CHEEZEET 5, BIC BHRSC~Y 27 27 7 —DI0bfia L 2 s

T 5,

1)NK (natural killer) fifiai% M58 E A (in vitro)
BEFERR A ORI Y > RERICT 1 A %2 GB5 F## %) & 70 HA/mL il x T 72
IRFfAIIE 2R L7z & & K-562 flliaiZ 7 2 Ml ia b s v (NK AR TS M) 138 2 5 9k
SN 9,

2)LAK (lymphokine activated killer) #lliai& M 584 (in vitro)
BERERR A ORMIM Y > RERICT 1 A % BB TH# %) & 70 HA/mL inx T 72
RFffEE 2 L7z & &, Daudi AIEIZ 39 5 900 i b st (LAK AT TE) 235553 <
o,

(2) BN & E 1T 5 HERBHE
I AL DU TN U 72 MIRAR 23 72 ) 0 C & ff b MRS IEEMIR I DV T Ok
WE BB ETIRT,
1) Bl E A

BEFERRA 6 B (51 5 61, 2o 1 451) 2> HAF HAVIZ R U > 73ERIZ 70 B/ mL O 7 &
0 (BT 2) 2002 T 72 REfES SR L7z & & b MESFR SN (BRI A s
55 3 HRITH L TRV S E S TR S 472, Lo L IEHE ML (Con A B E M IE
U 8B ISR LSRR EE M A R S 720 o 72 (dn vitro) 7,

2) PIEGHEM (= 7 2)

(DRenca (BARIEA~ T A H)
Renca (HARFEE~ 7 ABHE) IZxF L AEFHBOIER B IMH R 2R~ L7298,



[y AT P
(j‘%) p < 0.05

100 HE'I%@*{E‘E@ 21 HE Hﬁ%@ﬁﬁ‘f& 28 HH (H A FetE)
[ - 1 : ]
[ - | f u ]
* *

| 1 T | 1

n=20

50 — B i3 H%%ét}
\ﬂ%%u
0 L [ 1 " 1 L T
pagil FaAF IR F BT
(EIETFHIER) GEEFHH#ER)
KVI—1 HUESHEA (v v R)
(R 7 )

Renca 5 X 10° ffifid/~ 7 2 % BALB/c ~ 7 A DBIE FIZBAMi% 2 H B> AR

BEEXIIT oA X (BB FHEHZ) 7 X 10° B/~ Y A/H% 5 H i A iE

ENF G LTz X AT EE (n=10) kO 21 HE & 28 HEICEZ LIz~ T A (n

= 20) ZHH L CHIE L7 BRI O K & S NS Rkas O3 CHIE LT,
(PR A )

AP REIR 2 b U 7o kP RERE IR BG4 35 B £ TR SET L, SF AL

A3 8256 =26 HCThHoT=N. T aA X2 (BT 2) G TIIBM%

35 HTH 80% D AEFLTHEY 2OV AEFRHIT41.0 =39 HTHY AER

JEAN RO bz,

(p <0.01, —fi%{t. Wilcoxon % &)

FIZ BHE 21 H H AU 28 H BIZIBWTCUBAEIEEE QN il TR 153 2 Bl 2h

RITFEO LI TS JEER Y o/ Ef Ui IERE K OV b ~ DR I3 A B2

il &7,

(p <0.05, 14 —FIRE)



OfbFHIE~ U AR
{57389 (streptozotocin i %) D~ 7 ABHEIIKT L CTE LWEERBIMHI R 2R~ L2 9,
RVI-1 FHEBmHEhR

. - filiia R B4k .
¥ Bl = (mean = S.D.) p fit
HEALE 0 30 100.4 + 52.2
IFN-a 1X10° TU 6 67.5 + 34.3
1X10° U 7 109.6 =+ 37.8
mu-TFN-7 1X10'U 7 54.0 + 19.4 p = 0.0007
1X10°U 7 31.0 + 19.6
_ . 1X 10% BT 7 88.0 =+ 37.0
(géiégg) 1104 Hifir 7 54.0 + 24.7 p = 0.0001
el 1X 105 Hif7 7 14.6 + 14.2
TEEuAF R
et 1X10° iff+ 1X10°U | 7 83.3 + 37.3
BT 2 ) + L s p = 0.0001
5 : +
mu-TFN- 7 1X10° iff+ 1X10°U | 7 2.1+ 1.1

* : Mann-Whitney ® U /&2 & 2 MEALERE & D bk

(BT 1E)
streptozotocin D~ 7 A B O ffifiiEk (MRAC-PM,) 5 X 10%/~ w7 A% CBA/
H/T6J ~ U A D BRI OB L2 BAEE A 225 10 AER T v ¥ —7 =
nr—a (IFN-a) . [V AAf v Z—T7 x> —7 (mu-IFN-p) ] [Tku A F
(EE B 2) IR O[T e A ¥ (G s 8 2) + mu-IFN-7] & @5
L. Bl 14 HZIZER Lic~ U A OISR AEEiE A E Lz,

(RRBRAE 5L
JfER A i BT [IFN-a (1 X 10° TU) ¥ 5-8E] & [EALERE] & OfICITA
BAEEBORI-Z8, [mu-IFN-7 (1 X 105 U) & E5#E] [T a1 %o GEfs+F
FHz) (1 X 10° AL BERER N [T oA o GEfa - 2) (1 X 10° Bifr)
+ mu-IFN-y (1 X 10° U) fFH#E] ik, UEAERE] & bk U TR RIS RRs
B L7, (p <0.001, Mann-Whitney ® U #7E)

QKM A o —m A X —2 LDl - Y o/ BRI 2 BGEIEEE A (in vitro)
T A % GBI AL MM ONRRIA 2 —a A % =2 IRINO Wz B 0
The U /SERIE 3 HRIOE T 4 ~ 15 (T L, REFEE L ECTh o2, T
bbb . TeuA X (EBEEEZ) T Y U oSEREB S E AR E A L. OTE
PEIIRIRMA X —a X —2 LRETH-T2 10,

(3) fE RIS - TR
R L



VI EMEBEICET SEE

1. MAREDHRS

(1) AR LA R M ep
M L

2) R CTHRIN-ILPEE
1) HEl#& b
VR R (B 4 BICER AT e A v GEE R Z) 118 70 75 HALE
AR 7% T — 8B CIEMEZ 2 IRpf 20 TRl EE L iy i 2 CTLL-2
Hha 2 2 SH-A25% thymidine O BUA A2 X % bioassay CHllE L 7z, MLk R E
ITEGE TR PR DR EOZOERIT 2 FEZ R LT 1,

(WA /mL)
80 ¢

P £ AR TR (R

2z 3 4 5 6 &
s [l
RVI—1 2 R R oD M 1 PR B

RKV—1 KYBHB AT A—F

B b Cmax AUC, ... Ty, (@|Ty, (B K, K,, Ky Vd
(HLAT) (HAL/mL) (HAL « hr/mL) (hr) (hr) | (hr™Y) | (hr ) | (hrY) | (mL)

0.23+ | 1.46+ |3.789+(1.543+(2.285+|3049+
+ +
07 4 53.6=13.0 12932 0.15 0.79 6.181 | 1.365 | 1.359 1390
HI7EE : bioassay M () enzyme immunoassay (mean + S.D.)
2) KA -

PR RE (RN 6 BICIER AT B r A v (BIETHH ) 70 J7HALE 24 FEHE
T LT b A S (2 BERLSTEEE) L& & 1, 3. 5 &% H O T EO L
REZ3SHEABICEMEAZ R LN, 5 EBEIZIFTOEIZRE > T 2, HIEE -
bioassay)

(3) &t
M ER L




4) B - tREDEE
VL7 F6 A AEH ) DTSR

2. RYRERAY/NNT A -4

(1) B 73k
AR L

(2) IRUIGEE E
B RSN

(3) HREEEH "
0.569 + 0.243 hr ! (mean + S.D.)

@ IYTF YR
DR L

(5) AR
[RVI—1 B T A —Z | B ]

(6) ZDith
MERR L

3. BEA(GRE A L— 3 V)@

(1) i 3
LR L

(2) 185 A— S EHEHA
MR L

4. IRIR
B S L5 A 0 MG P IRERBEIL 2 fAPEZ 7R L, bioassay TR 72 283 (T,,,) X7 v
K (SD %) Da tHT 2.4 43, BT 16 53 W=7 A4 L Da FHTITHK 8 ~ 14 47, [HHIE 1
BREEIRTE OEZ R LT, h =7 A FMTBWTHR G &2 E 2 THELTHE O Mg EE T,
TN OEGEIIFT BT HEA 2R Uiz, £ o MElED =27 A POUVICERE L2 5E O miE
PRI BRI 2RO R o T, TR a A F o GBI ) M ORI e b A & —
HAF—2%~ T RAIFELIZEZEOMEDOMIETREZ IS PR Z R LT D=7
A YT 35 AT kg % 1 B KON 4 B 20T TEEFARPTEA U772 35A ik g i34
W EF LTI P—RICEW R 2R LTz 319,
7 > b (SD R IZEARN R G- L7256 CRERIK T Al S iU GENLIRE CRRINS LD &5 2
v W,

a5



5.

ki

(1) % — RBEPTE B
AR L

(2) Mk — Ra AR RAFT @B 1%
MR 20 HEDZ >~ M(SDR)ICTBu A F o (BT z) 35 5 H/kg % HEIFHIR
NG L7256 RFEM O BB i b MR EE L2040 L IRV CREEN o i | ek, i
oA L7228 IRV My  AFHE. B I C ORI ERBARU T TH 0 MR IRHI~B1T
LieneEBz bW,

Q) Fit~DBTH
St 12 HADORATOZ v F(SDR)ICT oA 2 (BinF#i#z) 35 J7Hi/kg
ERIRAER G L2 6 FER 30 43, 2 WEfA]. 4 BFR ORI HIckit Sz s, € ofe

FiIWFhn b ooz 19,
RVI—-2 FHPBIT (T v 1)

n 5 3t 30 5% 2 Weldlte | A Wpff: | 8 WefHf% | 24 WR#IT:
ILYE R "
(947 /mL) 4 4781 = 1139 286 = 37 21 £ 7 N.D. N.D. N.D.
L R .
(HL7/mL) 4 N.D. 18 £ 4 22 = 6 18 £ 3 N.D. N.D.
H7EH : enzyme immunoassay (mean + S.D.)
¥ :n=3
N.D. : BHRALLT
(4) EERA~DBATH
SR L
(5) T DD B~ DFATIE

1) 7 > MC T - T B oA %2 35 JTH/kg & ERRNEE G- L7z 5 43 1% O T Efigias
HREHTE MRV B IR DS foe b v <L LY | R A L O PR ODJIE C L IM T E B IR LT
ThoTm, ISR OFHHIL 6.6 ~ 13.2 5 Th V)  Afilitk & & H0n Rk
LTz,

DIEIRT v MCTu A X0 Z2HARNEE Lz & & I8RO Mk, i, B, Ko 5 E
XEEBRLLT CTH- 7= 9,

(6) MEEEHEAE
YR L



6. fX#

(1) RBEL B U BHERR
7 v MCEHIRNI G ST & A & 385k & HlAY L 2N R LT 5 25,
EMIZE LTI ARATH %,
L7 R LB T 0 AR THIPIZE Y A F 4, o F B O/ S WRE)IC
RHEZEZDND 1B,

(2) REIZE5T 2BR(CY PE)DHTE, B5%
MR L

(3) MEEBHRDERRVEDEE
AL

(4) REMODE O BRRUTEILLL, AL E
MR L

7. BE
BV EE A (RN TN ERHAT 2 aA oo 35 THAL(L ). 70 75 HAL(6 i) Z2 &
HEHE L2 L & 0~ 4 BFEORPRE % bioassay & OF enzyme immunoassay CTHIE L 72
DNVTNORIEET OB SR hoTc 1119,
Z v b (SD R) IZER RN 5 L 7= 1 BB ORIz b dF It S @ BRI
Tholo W,

8. S URKR—E—IZEHT B1EHR
M ER L

0. BAEIZ & DBpEE
LR L

10.5ENEREEHITHEE
mMER L

1.2 04t
AR L



VI 2t (ERLOEESF) ICHY SIER

ERNBEFDER
EI N TV

oD

2. FRAR LT DEH

222 (ROBEIZITB/E LRI &)
2.1 KRFN ORIk LIBEUE DBEEIE D & 5 BFE
2.2 U F QAW FHERAN T LB EUEOBEERE O B 5 B
< fifa >
21 HHEREICEVEEREBBIERN S GO Z LR H D,
2.2 IL-2 BIKNZ D 7 F % & R 0 R F AT o 0 ARKIU I o TL-2 8UHIR04E Y
SRBAN R L CRBUE OBEREIE O & 2 B TIEARFI O 512 X 0 \EuE 2 L = 3 7]
REPEAS IR 19,

RIFHRICEET 5 EE & ZDEH

3. $hEE
EIRN TV

Re &

4. AERUVA=ICEAEYT 538 L ZNDER
RESH TN

5. EELGERMIRE &£ TDHERH

BEELEARNEER

8.1 AHZ 5T A TIX BRI K ORIER ORRE 2 E[E L SRR b
BHCERSEPIETH L,

8.2 WMBUIELE DG ZE TIIT 572 HEAICEE LTI+l 2172 L & i . H DD
CORANZ L D7) v 7R E21TH) 2 ENLE LV [9.1.1 ]

8.3 AFIDOBEHIZ L FHEEENDREEDRFIERNDH S DONLT VDT BE DR
e+ IC Bl U TS U CRERAI O DY) e g 2179 Z &,

8.4 EiBR (v U R) TIX AANOEGIZ IV A v —na A X -5 DEANFTEIND
ZEIZE D EEONDIFERERIEE RO 5N TV D R ICB W T H  AFID B
X0 FWARHEBERIEZ N H N D Z L RNH DO T REDREEZ 0B L %
T U O - RSOy 2@ %2175 2 &,

8.5 ARAID R FHEEREOAZINEITMEL L TW7R0,

<R >
8.1 IL-2 1ZEIMEH ORBLZR I\ D T AEHICEE U T E IR R & BIVER & ik Lo
D EORRMEZMRT HLENH S 19,



8.2 IHBUES O KRS & R/ NRIZE 5 19,

8.3

8.4

8.5

(& &)

AR E74-% JI el ANE

LIABUEEO KIS E TT 5720072 aiTo L bl b6t v 7Kl
BREATH ZEMEE L,

2.7V v 7 RBROFERDEMETH > TH IR L CEEIS1 580 b 5413,
EblcEbad ik L sy @& s17 9,

1) 3R FH SR A PRI A 5 2 FRAIE (1 1)

H 5 U DERE ORI EZMN A Z 7= 6 LB ICxh LTk
a | THANCIE R A OFEFSE 2D k@ L CRENICE % 1 [nf]
) T4 LR b B t#t 28k <, (& 2)

b |1 4FaE%, T —F TR EWRWERD,

PHEtR\NE14 . 15 4 TS L AIEEDE A ZIE T 5, 5 23
Z3mmUETHY FHELES LOEBEE T2, (7 3)
7212 LR IE DA DO 7 30 45 £ TBIE A #iiT D,

RS SN

IIT) ) Feg ] B OV
TE L

(1) : EFNIRA O B RER K 1 mLICOAREZO L 0T 5 2 &,

(1 2) : BB EICEE H 5\ VIR E RN BEH AT L E A T il L ERASENIZA >
TH TR ARDDOTEET S 2 L #HIE &K 5 cm OFELOAEE ) 26 G OV
BT 5,

(1 3) : 7V v 7 RBROFE RS BIEOSA T AR AR Z AV TR Y v 7 BB 2170, [k
I I b & b & & IR R £ 2 D,

AHANDBIWERI R BADBEE D3 5 < | FEBND TR | LB L ~ T 55 B (40°CoARi) D & D

INKERGT T D 1,

FEEUE O b B OIS D A V7 VT o PRERER I A ORIWER Th v | F 7= gk

B 55 DOREFIEC L O RN ATRECTH - 727 B EEE PO KA LSS Z L&

BEE L BERIEBO 5 70 B2 LTl RALE I OV T OTER 2 Wil L7z,

B R AR A D S H 2R B [ TAF IR BRI 2 D i & 298 L T D AANR 51T K 2 AF e kMG %

FA v Z—uAfF -2 WANIHE L TROONDHRTH Y B H) D 5 T5R

HHENTNWD, T Z T IFRREREEZ D A 1 = X LDZHOWTEMWRER (= 7 R) OB R

iR L7z

5 IAHERIRARBR (1 38\ T 281X T4 b R U ERFIC 3R BTz, B R BIEE O

filt RRER D3 D 7 < BT G-I D ARE DA ZMEITHESL L TOZRW e IR A Wi L7z,



6. RENDERZEZHT HBHICHIT IR

(1) BHHE - MEEZFDOH L ESE

(2) 8

(3)

(4)

(5)

9.1 &t - IEEEOHLHEE

911 FUILFX—FADOHIEH
[8.2 &[]

912 MEEXIITDOBREREOHLEE
DIRENENAT D2 03B 5,

<P >
911 AAIDHEGICEIVEWEHZEZ LTV EZEZBND Y,
9.1.2 SMETAAIRGIZ LY (DEEFELZRRLIEREDH D 2,

BREESEE

9.2 BHmEEERE
JERDEALT D2 3D 5, T AANTEEL L TRHIZRBWTRE - gt s s
728 BRI B CIXRIEM 23558 < BT D WTREMEDN & 5,

<R >
R EE O B CILMm T EEN FR U AWEREBR O EENEE 5 19,

APt RElEE B E

931 EELRIEENHSEE
ERDEALT D Z LD D,

<@g >
RIS O BE CIIMm A EEN FA U BWERSBR O REMRNE £ 5 19,

HIEREEH T HE
BRIE I LT

bt

9.5 115
Wb SATIEAR D FIRENE D & 5 e MEIZIT IR G- L2 2 L N E LW, BadiR (v
) TR NSRBI )T 5 Btk D IR L o 2 IR IR AT TR O )t

EHRH D,

<R >

%Lﬂe BT B B A TR nft%ﬁf REENY) D e el DN AR VR O #EAA7F (IRIE & 4 Bk
HSHTE R OTE AR, D E=H /INE IR B AT U8 HE o, R

”%" . kﬂi&ﬁ’%@%’% Hi /)N Jtﬁ’ﬁéﬂ:t MFRD BT,

(MX.2.(5) A:gwps A R ) DI FR)




(6) =34

B OB MR OB RFEORISMEZ ZE U Lok Uik 245
L BB (T > B THHFRBITOMRENH 5, [16.3.83 B ]
<fiEgn >
IR LTk, BN R RBR T 6L < FERERBRE R 2 ZE L TREL
T2 BWER (T > b)) THIT T RBAITORENH 5, (IVILE.B)FITH~DORBA T DIES M)

(7) INRF

9.7 INRZ
(MmEANE. B
N Z G L U ERREBR T I L CTuvZeny,

(8) &t

9.8 E#E
BEORBEABIE LN EHEICEEGET L2 L AKAITELE LTHIZBNTR
- PR 03, EEE CILEHREME T LTV D 2 EBZ N 2D @ i R
ENRFHET DB TN B D, et KGRI (ML PINE & OVEH#E) 12380 T, 65 kLA
FoE#E 103 FH . BIERITIEEL 72 41 (69.9%) | (#1383 1] (12.6%) | I+
T 5 1511 (4.9%) 1Z5R& DAL, BRI AR 0O B 288X, AFERERIEZ 74 61 (71.8%) .
JIFRgRets A B S5 19 41 (18.4%) | B HEREMR A E T 6 #1 (5.8%) Th -7z,

<R >

E R E CITBMHEREN R T L TV D 2 & B E W GRS O i R G B il S OV A f& T
DOAF B OfE RN FES W T Bl E 2B 5 E2EIEH OFEE & 3T 2 od
L7,

7. HEEA

M) tRZZ L ZDHERA
BREIN TN



(2) GtREE L EDER
102 HAZEE(BRICEET S &)

HHN 4 BRARIER - HEE 715 F&FF - SRR T
R REFRVE Y | A v F—uA -2 8RN OFEEHEEE | TR TH D,
#l XD AHEMENH DO THAZRET D 2
k 22) R
%U%ﬁ%‘ﬂﬁﬁﬁ?‘éiﬂ/\ HEECKEGTHZ
<>

HNENZBWTEWRER (= 7 ) THEBR 2L F YV U O TA v 22— A % —2 O
NEEAEH (in vivo) BHEINTZ L OWENH 5 29,

10.2 SHREE (BFRISEET S &)
$KH 40 55 BRAEAR - HEE TR P - fEBRIN T

I— RRXBEY | AP —af 0 —28AE2EEEELZT | FIEAHTH D,
palll 7FEREN B XX — NR X EEH 25
HBEnmexlo. BXE 1 ~ 4 BH#%ICIEE,
FEYE < BRECELL - MR RCEE AR VR E S
NS DRENRH L D

< figa >

AEIZRNWTA w2 — A F o —2 B EHFITT — FR X BUERA & IR G L7 FR

ZHNREED A VT v O PRRIEIR R OVH LS ER A 2 L E ORERH D 2,

(%)

KETRFBSINTNDA v F—n A F =2 8F (s 7 LVT 2 A %) TIEEHHE

HAEHIZ>WT PDR (Physicians’ Desk Reference 2003 i) (2R D & BV itk X C

W5,

D7 VT Am A 0 R SR AL I SR N T xR T A = L5 2 apkE e
HEPEHT 2 & PRI I B A B 2 D AN B D,

T INT A A X AT EN (T X B, A v R A X2 %) (EREENE G
FRIEAIE) OEME(RF Y LT ) o D WIEFHEME (X R U FHh— Kk 7 23
TXT—BE)OHLEAIL AT D L O DIESRRICKTT N EREN D =
ENRDD,

3) T NT Am A X LS KA O BEEA] & OFH 3 5 & AFNC L D IRIEZ RS 5
ZEMbD D,

DT NT AL X OPEEERIEE 2L F 24 FEDOPFRICE VIR T 2,

B A A —naAFxy 245 E50REEZ T RICXBEI— REFERZABHNOND

&R AN G0 D ELRER AN IR BN FESE L IR 5 B RS TR IRIIE
[, ZIRFED 12.6% (HBL LT & OWE 2 3% 205 MFIT 52T,



8. BlIfEA

11.

BlER
WOREIWER D 8 oD Z L3 D DT BEZ 40T BE RO b HEI
IR G A2 RIS 572 EHEORAEE1T O Z &,

(1) EXLGEIMER & HER

(2)

1.1 EXGEIEA

11.1.1 KRBT EE(12.4%)
A I U HHEAERE (capillary leak syndrome) 1& & 5 & b 2 K HTHE
UAREEIENN (5.8%) - 1E (4.3%) 7K « BEAK « BiliZKIEZE DKy IFEE (3.5%) |
JRERD (1.6%) ) 5 2 W ITEER MAE R OWD I X 5 MEK T (2.7%) &3 &
SEONDZENH D, LB REIFR B ERE 1 ~ 2 EICRRT D Z &
MENDOTHEETDH L,

11.1.2 5 >mE LA £ (0.4%)

11.1.3 15 2(0.8%) . BB (FHEARH)
Moo BREEMIS b EOWMENH D 2

11.1.4 FHRBELIE . BEEDEE (T b HEAD)
REFGIZL Y AP ERBERE DN I S v, 55 R | R YRIE OB A il =
LT b L OWENRH D 2

11.1.5 BERERZ BE AR
H OB L5 & b AR - e (FRERE TR M2 i, fE PR Ip) 73
bbbzt ORENRD D 2729,

Z DD EIERA
11.2 ZDODEI1ER
&ETE 0, ‘J: [o) v 0, ty E‘ﬁr_ E
R 10% LA 5~ 10%KiH | 0.1 ~ 5% A
M JEAR T A&
TEER MR Bz AEAR,
TR
FEEN(73.3%) . | AR BEHTR
FESE < BT
A 7N YRR | (39.9%) 2
JERT 1B
(34.9%) .58
I/ - BE R




IFIEERYE %2 IR ERIE . A
(69.4%) HEREEIN, A 1
R U o)
BRI A
(Frif kg~
iR 70U
o~ 7Y
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OENSDHD
X
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<R >
OF
BAERK A X —aA X —2HEHLNEA ¥ —a A —2 Iz LD H
RN BEEASNT-NIRMERBME 7 0 A2 7T 2 By DN R
DR ERPLT D720 D LEZX BN TS,
R 5 1
T HEBNIEANEDRH D EICRYIOBEGRICR BB S D bILd DT AEnD
W5 %2BRM L BWEROREZ BN OS2 Z ERZEE LU,
A TRRE T TV By OFEEZIRIT HIEAT v A NIEERERAIZ 53
D
© BRAR
FAERK - FEAEA 7N UPRIERICEEE T 2 b0 e E 2 b b,
QLB TTYE - fREAKI P 552 X D IEIR DS EET I,
OF NN Al
RAFN . L@ R
WLE 5L . FRR@Z R
EHARMERXBEHRERVEBRREERE—E
1) A&GRHKE
@ BIVER ORI
AR (M55 PINE S OVER) 12 36 1T & e MERTAT kF 5451 2568 1l | BITEHTIE 222 1] (86.0%)
WZRO BT, Bl b Ol 388 189 #1(73.3%. Grade 371 : 5.4%)  FEFE « B 103
(39.9%. Grade 3 : 3.9%) & E/& 90 1 (34.9% . Grade 3 : 2.7%) . BE AR 95 i
(36.8%. Grade 3 : 5.4%) . E.L - MEH: 51 $1(19.8%., Grade 3 : 2.7%) Td -7z, % DA
Grade 3 OFEIWEM & U-C 8%, T, AREH N, ZIE, K I8 IR & Mk iesd | ek
N, 5 DFER (% % 0.8%) %0338 b ivTz,
7% 1 Grade : WHO handbook ®gEI/ERHGR#AERIZ K 5

RM—1 ABEICRIT ZEEROREBHRE (1)

AN R G5 B 258

BI|VEH O3 Bl # 222

BIVEH ORI (%) 86.0

- ; RIEH] Grade 3

AR ORI R | FRE) | EER | REE%)

A > 7 PRERER 209 81.0 = =
FEEL 189 73.3 14 5.4
HHSE . B 103 39.9 10 3.9
PH BB 90 34.9 7 2.7
SEY - UE 32 12.4 2 0.8
75 PR 15 5.8 1 0.4
Bt 16 6.2 1 0.4

TH LRI IR 104 40.3 = =
BRI 95 36.8 14 5.4
L - gt 51 19.8 7 2.7
T 8 3.1 2 0.8
T P e 1 0.4 0 -




_ \ RIEH Grade 3
AR ORR RO | FRE(%) | RER | IR
& 3 1.2 0 -
R 1 0.4 0 -
M PN L) 1 0.4 0 -
ARNT 74 1 0.4 0 -
R AR PRk 1 0.4 0 -
RiRAT 32 12.4 - -
TR EE N 15 5.8 2 0.8
FHNE 11 4.3 2 0.8
KGR 4 1.6 2 0.8
PR 4 1.6 2 0.8
Hg 7k B8 4 1.6 2 0.8
NEAK iR 2 0.8 0 -
Jiti A 1 0.4 0 -
76 B AR 11 4.3 - -
T 7 2.7 2 0.8
9 o ML 1 0.4 0 -
ARG 1 0.4 0 -
REENR 1 0.4 0 -
[olES 1 0.4 0 -
R 1 0.4 0 -
I g R AR 10 3.9 = =
e K] 5 5 1.9 2 0.8
Wi EFEAE 2 0.8 1 0.4
% - K 2 0.8 0 -
£iPA 1 0.4 0 -
it 1 0.4 0 -
FERH - ARERR 9 3.5 = =
Gl Y ke 4 1.6 0 -
5 IR 2 0.8 2 0.8
T 1 0.4 0 -
L Ok 1 0.4 0 -
HFEV - SH DX 1 0.4 0 -
FEREIE R 34 13.2 = =
RS R IR 5 1.9 0 -
% D PRIk 14 5.4 0 -
g% E 1 0.4 0 -
LB 12 4.7 0 -
AL 2 0.8 0 -
W5 7 2.7 0 -
IR ES 1 0.4 1 0.4
Z DAt = = = =
Hig 0 1 0.4 0 -
JBE SR 1 0.4 0 -

FRAAHAM (1985.3 ~ 1994.4)
@ AR AL B 0 52 AL )
BRI O BoF A E X 258 B, 194 B (75.2%) 1278 BTz, Ee b O, A FREREY
% 179 %1(69.4%. Grade 37! : 17.1%). AST kL5 26 #(10.1%. Grade 3 : 0.8%) .
ALT E5- 31 $1(12.0%. Grade 3 : 1.2%) T&H > 7=, = Dt Grade 3 D FEFEE) & LTIl
W7 L7 F = EH(1.2%) AP ek (0.8%) 3588 b LTz,
7 1 Grade : WHO handbook @ EI/EHA ek X 5,



RM—2 ABFZBIT 5ERBREEDOREEE)

BRI R G5 258

i AR A A A1 B R B R B 194

il A A A A1 S S D T (%) 75.2

Fs i i PR R A i B o S ) Grade 3
2 FEHUIEL FEHLE (%) BB FEHLE (%)

L ER R B 5 183 70.9 = =
IR ERYE 2 179 69.4 44 17.1
i HRERI D 10 3.9 2 0.8
U o SERED 2 0.8 0 -
H i ERIE 2% 11 4.3 1 0.4
M 1 BRI 3 1.2 1 0.4

IR LER R 2 7 2.7 = =
7R R 5 1.9 0 -
~NES 0 e 6 2.3 0 -
~~< 7 U v MEj 5 1.9 0 -

AR I - EE R 2 0.8 - -
I AEA IR 2 0.8 0 -
T4 7V = 1 0.4 0 -

FFHERE R 5 42 16.3 = =
AST 5 26 10.1 2 0.8
ALT |5 31 12.0 3 1.2
AL-P L& 23 8.9 1 0.4
r—GTP L5 7 2.7 0 -
vy L5 1 0.4 0 -
LDH k5 4 1.6 1 0.4
Y AT T —PIKT 8 3.1 1 0.4

B R R B 9 3.5 = =
migr7 v7F=r L& 7 2.7 3 1.2
BUN 5 5 1.9 1 0.4

Z DAl = = = =
BN ot = 5 1.9 0 -
IgE #i% 2 0.8 1 0.4
IgG % 2 0.8 0 -
IgA H4% 1 0.4 0 -
LAP L5 1 0.4 0 -
GRP L& 5 1.9 0 -
M7 N7 2 AR 2 0.8 0 -
EAR 2 0.8 0 -
EH Y U AIME 1 0.4 0 -

FHA IR (1985.3 ~ 1994.4)
2) FIFRAHE T I
FEAK THHCB T D2t 82451 319 B rh | iR R AE O B A8 2 & e fIER I
263 1 (82.5%) I8 ®» b7z, T2 b DX, FEEN 148 1 (46.4% ) | AFFRER G 2 129 4
(40.4%) . FIMERHIN 56 1] (17.6%) | 4F HERIED 86 4511 (11.83%) ALT k5 32 1 (10.0%)
Thol=,



RV—3 BHEEKTRICBT 2EIER (BRREMEORKT 2 ET) OFHEIRE (1)

ik - R fof H AR AR AL 0D A G "

x4 HRRBIFECORDL | (1999 3,97 ~ 2002.3.26) et

RS HER R 100 166 249

AR A G 5 362 319 681

BIVEH O3B $L 314 263 577

BIEH OFBUTE 1294 1080 2374

RIVEH OFBLHE (%) 86.7 82.5 84.7

BIVE A o FEkE BIVE R ORERIF BB - REELE (%)

FEIE - FE R Rk 29 8.0 10 3.1 39 57
g% )R 1 0.3 2 0.6 3 0.4
BMEZ RIS 0 - 1 0.3 1 0.1
HLEE 11 3.0 1 0.3 12 1.8
LR E 0 - 1 0.3 1 0.1
G R ¢ 1 0.3 1 0.3 2 0.3
& 9 OiE) 14 3.9 2 0.6 16 2.3
i (iE) 0 - 2 0.6 2 0.3
IR 1 0.3 1 0.3 2 0.3
T 1 0.3 0 - 1 0.1
5 8 2.2 1 0.3 9 1.3
2 JiE O f i 1 0.3 0 - 1 0.1

i« BASRIEE 24 6.6 9 2.8 33 4.8
RAHE 16 4.4 7 2.2 23 3.4
7 P 15 4.1 2 0.6 17 2.5

HHX - RAE R R RS 39 10.8 9 2.8 48 7.0
SR 37 10.2 6 1.9 43 6.3
L O (%) 1 0.3 0 - 1 0.1
WE 1 0.3 3 0.9 4 0.6

B AR R 2 0.6 1 0.3 3 0.4
iE 1 0.3 0 - 1 0.1
SER 1 0.3 1 0.3 2 0.3

HEYE - AipEREE 1 0.3 1 0.3 2 0.3
EE S 1 0.3 1 0.3 2 0.3

TEAREE 6 1.7 9 2.8 15 2.2

O %% 0 - 1 0.3 1 0.1

ORSTET 4 1.1 0 - 4 0.6

O £ 0 - 1 0.3 1 0.1

O FERHIALE EREAR 0 - 1 0.3 1 0.1

O = 0 - 1 0.3 1 0.1

O i ohE 2 0.6 3 0.9 5 0.7

O KirdEk 0 - 2 0.6 2 0.3

RM—-3 FEERTRICKT2BER RRREEORE &) ORFIRIL(2)
Ry - ks il R ARE AR A 0 B G Az
x4 FRRIFECORDE | (1999 5,97 ~ 2002.3.26) At
BIVES o FiE BIVER OFFERIFBLBIER - R8I (%)

HLE RS 123 34.0 52 16.3 175 25.7
ERLS 0 - 1 0.3 1 0.1
ERie 1 0.3 2 0.6 3 0.4
b AL 0 - 1 0.3 1 0.1
HE T R B 1 0.3 0 - 1 0.1
& & 55 15.2 12 3.8 67 9.8
A 42 11.6 12 3.8 54 7.9
T 9 2.5 4 1.3 13 1.9
BIRES 1 0.3 5 1.6 6 0.9




MR 1 0.3 0 - 1 0.1
R 110 30.4 24 7.5 134 19.7
Jlizb 4 1.1 3 0.9 7 1.0
RS AR 2 0.6 0 - 2 0.3
JFliee - NEAE RRE 43 11.9 75 23.5 118 17.3
e 2 0 - 21 6.6 21 3.1
AST L5 31 8.6 27 8.5 58 8.5
ALT k5 39 10.8 32 10.0 71 10.4
v UL e Al 5 2 0.6 7 2.2 9 1.3
LAP L5 1 0.3 0 - 1 0.1
7—GTP L& 8 2.2 29 9.1 37 5.4
R - RABEE 37 10.2 65 20.4 102 15.0
FAHY T AT 7 H—F |5 27 7.5 22 6.9 49 7.2
LDH L5 4 1.1 19 6.0 23 3.4
Ho~=ra7 Yy o Hn 0 - 1 0.3 1 0.1
[ RR/N ki 1 0.3 0 - 1 0.1
MK (i) 0 - 1 0.3 1 0.1
1R A IfE 5 1.4 28 8.8 33 4.8
&7 7 2 o fE 2 0.6 11 3.4 13 1.9
al A7 7 —EETF 8 2.2 1 0.3 9 1.3
LDH (X F 0 - 3 0.9 3 0.4
D+ Mg R (%) 9 2.5 10 3.1 19 2.8
DA 0 - 1 0.3 1 0.1
9 S MO 1 0.3 0 - 1 0.1
O MmEETF 8 2.2 9 2.8 17 2.5
D« PR - DA - SRR 0 = 1 0.3 1 0.1
DB IR 0 - 1 0.3 1 0.1
DS - D) R AR 1 0.3 1 0.3 2 0.3
AEERR 1 0.3 1 0.3 2 0.3
A8 Gt B 55 2 0.6 2 0.6 4 0.6
WL (7 7 v ) 0 - 1 0.3 1 0.1
WAL (R ) 1 0.3 0 - 1 0.1
fili ZEARE 0 - 1 0.3 1 0.1
TR 1 0.3 0 - 1 0.1
IR 2 P 14 3.9 19 6.0 33 4.8
A S35 9 0 - 1 0.3 1 0.1
23 1 0.3 2 0.6 3 0.4
S S L 2 0.6 1 0.3 3 0.4
V) 0 - 1 0.3 1 0.1
fig 7K 4 1.1 10 3.1 14 2.1
I R g 5 1.4 1 0.3 6 0.9
% 2 0.6 3 0.9 5 0.7
L3R M (iE) 0 - 1 0.3 1 0.1
Jiti 7 N 1 0.3 1 0.3 2 0.3
it 1 0.3 0 - 1 0.1
= PA 1 0.3 2 0.6 3 0.4
V-3 FEEKTRICBT2EER ERREEORE Z2ET) OB (3)
5 5] - ks 15 RS AR 00 FA Gt Az
x5 BIRFETORI | (1999597 ~ 2002.3.26) adt
BIlVEH O e BIWEH] O EE R T BLEIEL - FHBLE (%)
R I ER 7 1.9 56 17.6 63 9.3
L ER A (iE) 0 - 1 0.3 1 0.1
2 1. 0 - 24 7.5 24 3.5
R ML ER 5 1.4 27 8.5 32 4.7




~~ h7 U MMERED 5 1.4 25 7.8 30 4.4
~E S0 e 6 1.7 29 9.1 35 5.1
HifER - M REEE 219 60.5 162 50.8 381 55.9
B F R k) 11 3.0 36 11.3 47 6.9
BRI 0 - 1 0.3 1 0.1
IR £ (JiE) 214 59.1 129 40.4 343 50.4
HEREE 2 () 0 - 6 1.9 6 0.9
A i ek OF) 4 1.1 20 6.3 24 3.5
M i ERIE 2 () 11 3.0 56 17.6 67 9.8
I R EREE £ (SiE) 0 - 7 2.2 7 1.0
U REREAD 2 0.6 11 3.4 13 1.9
U v SEREE S (iE) 1 0.3 13 4.1 14 2.1
UM IR 2 (F) 0 - 6 1.9 6 0.9
I ER 5y ) S 0 - 3 0.9 3 0.4
M/« o i 6% i pes 2 0.6 20 6.3 22 3.2
/R 2 () 0 - 5 1.6 5 0.7
[/ MR GiE) 2 0.6 15 4.7 17 2.5
miE7 4 70 7 —27 b 1 0.3 0 - 1 0.1
W IR R B 14 3.9 28 8.8 42 6.2
fprvrF=r L& 7 1.9 18 5.6 25 3.7
S AL 0 - 1 0.3 1 0.1
PEEE A I fR 0 - 1 0.3 1 0.1
RS RE 0 - 2 0.6 2 0.3
R4 0 - 1 0.3 1 0.1
EHENR 2 0.6 0 - 2 0.3
BUN L5 5 1.4 14 4.4 19 2.8
5873 1 0.3 0 - 1 0.1
2R 4 1.1 1 0.3 5 0.7
A BEIR 0 - 1 0.3 1 0.1
RAB, 2rmrn7Y v ki 0 - 1 0.3 1 0.1
BT (F5) fEE 0 = 1 0.3 1 0.1
FINALTS 0 - 1 0.3 1 0.1
— Ry R 252 69.6 189 59.2 441 64.8
AESE .« B 115 31.8 10 3.1 125 18.4
A T 2 0.6 4 1.3 6 0.9
Jiobr 0 - 1 0.3 1 0.1
okEist 0 - 1 0.3 1 0.1
=8 SN 0 - 1 0.3 1 0.1
[Sicdisn) 6 1.7 9 2.8 15 2.2
RN 15 4.1 2 0.6 17 2.5
TR 0 - 2 0.6 2 0.3
FEEL 231 63.8 148 46.4 379 55.7
&2, (J) 97 26.8 31 9.7 128 18.8
gk 0 - 2 0.6 2 0.3
TN 9 2.5 9 2.8 18 2.6
PR T AL 1 0.3 1 0.3 2 0.3
A By BN 0 - 2 0.6 2 0.3
PR 0 - 2 0.6 2 0.3
Migp, 37w sz v L4 0 - 1 0.3 1 0.1
CRP |5 6 1.7 30 9.4 36 5.3
A VTN P RERE R 0 - 13 4.1 13 1.9




RV—3 BHEEKRTRICBT 2EIER (BRREMEORKT 2 ET) OFHEIRL (4)

7 44 - s fif H RORE AR AL 0D A G "
x4 HRRBIFECORDL | (1999397 ~ 2002.5.26) et
BILVE o FidE RIVE R ORERIF BB - FEEE (%)

1t A P 5 15 4.1 6 1.9 21 3.1
HESTEBE RS 0 - 1 0.3 1 0.1
SRR 10 2.8 2 0.6 12 1.8
RS T 3 0.8 1 0.3 4 0.6
TR i 0 - 1 0.3 1 0.1
S 0 - 1 0.3 1 0.1
TR 2 9 PRk 0 - 1 0.3 1 0.1
VSRR 12 3.3 2 0.6 14 2.1
e SRR 1 0.3 0 - 1 0.1

PRBURAE B 55 4 1.1 3 0.9 7 1.0
ARG 0 - 2 0.6 2 0.3
HoRIE S 0 - 1 0.3 1 0.1
IgA #4) 1 0.3 0 - 1 0.1
IgE #4)in 2 0.6 0 - 2 0.3
IgG Hhn 2 0.6 0 - 2 0.3

O : HAPNEE IS T 2 IVER Gk R )

1) fas B IR RN R L7,

1 2) KGRI £ T ORI IS B 2 A ST & G451 362 13, 2By 5% 551 CALidi i e L J2 T35 1 AL N %
B RIEFRE R NG 258 B JRATE G- (5N - JEBRE G- BRI S RENEE ) 104 B
s TR

1 3) T | % AR [ | CH AR A TEF LTV DO T RBITEMA 2 THESE « g L LT 5,

HE B R N R (2007 4F)

ERERE AE EEERUVFHOAEFERNDBIERARREE
RVM—4  FRIBHWEROREBIRIL (A RERE)

. geavtm | m AITE A '
=R T @%ﬂgﬁ %%EEJF@E& 3‘%% p
ASEA - 319 263 82.5
i & A 102 92 90.2 |0.0085* (p1)
T A A8 PN R e 4 4 -
AR 2 2 -
R4 VS 1 ! -
$A F R AE 1 1 -
ieRob 209 163 78.0
B | 5B 220 175 79.5 |0.0424% (p1)
i LS 99 88 88.9
g P J A (15 P 65 i) 150 124 82.7 10.9219 (p1)
b it (65 L) 169 139 82.2
Y 137 116 84.7 10.3527 (p1)
EPHEDA L 181 146 80.7
AFLHL 1 1 -
HY 15 15 100 0.0674 (p1)
R L 299 244 81.6
T UL —ROF AR 1 1 —
B 4 3 -




e Atz ~ I
. LAMEE | BIVEM . .
) — FH =& P
= A7V srapis | wmp | OEF p i
HY 205 161 78.5 | 0.0089* (p1)
o L 112 101 90.2
w PR fiig
ﬁ,%ﬁﬁﬂﬁ@ﬁm ey 1 1 —
g R 1 0 -
£ HY 247 198 80.2 |0.0517 (pl)
W seqpmisofm 2L 71 64 90.1
KL 1 1 -
30 H A 83 62 74.7 10.0046* (p2)
- " 30 HLLE 60 H AR 96 74 77.1
KRG HE 60 HLL L 90 H A 62 59 95.2
90 ALk 78 68 87.2
2100 A 75 55 73.3  ]0.0138* (p2)
N 2100 LA I 4200 i 100 81 81.0
i #EGROTIRU) Fono LI 6300 A 53 48 90.6
57 6300 LA - 91 79 86.8
£ HY 264 224 84.8 |0.0109* (p1)
E'ﬁ%%@ﬁﬁ 2L 54 38 70.4
Ratdk 1 1 -
\ HY 104 80 76.9 |0.0714 (p1)
Jah 25 il
DA O 2L 215 183 85.1
B 108 91 84.3 |0.5490 (p1)
PEHRIE DA 2L 206 168 81.6
ARatdk 5 4 -

Mook p<0.05 (BHAT AV —HOREMEBRICHEEZED Y M HRE)
pl; I A ZFERE FERO BT IV —RIIEFERERZ L OSA)
p2 ; Cochran-Armitage OMEMMEMRE (KO 7 2V —MICIEFFBIfR S D O5E)
By e AN R (2007 4F)

0. RRRERBRICRIFTHE
RIE STV

10.8ERE

13.BEKRS

13.1 % AEIK
WEEGEO 10 (5 EOB5IZ L0 EERME, B S RS D o i,k
FURRE DAL D RE L, O 2% - BEFE TH LA H i, B/ 22 5L - PAZEED RO 51T
W5,

13.2 L&
MM BN T OB G 2 B A v 7 — o -2 BRI OB ER 51 X 5 A
203 5 EERBIVER A BB RE AR LE R ORI G12 L0 FBEfm Sz &
DHRER D D,




<>
ENTT &0 A % GEETHMA) 1T L 5B RIS OEFIIAT L TRV BT
FATA R GRTAIRATNA » 5 — 1 % —2 B [EPARRTE) O 5 TRE L
T BIERIBE 2 8 5 O TARIT b B 2 WY 5 - il L7z,

MBERLDEE

14 BHLDEE
141 EXFRARBEOEE
1411 AFI 1R (T Eu A X2 35 THALD) H7-0 IR O B RES K 1mL 201 2 3%
RS %,
14.1.2 AHFID 1 [0 582 EFAER UL 5% 7 R U REEFHKZ O 200 ~ 500mL (20
R CHRIMHEET 5,
14.1.3 AR L % ITECHICHEHT L 2 L,

12.ZDHDEE

(1) BREREAICE D < 1E#R
RE STV

(2) FEERAREBRICE D < HIR

15.2 JEERARERERICE D < 1FHR
BRIRICEWT ARFNC LD U o SREGEOMEEZ K LT & OHEILR VA, In
vitro \IZEB\WTC U R IEE R OB AR E L= & OFERH DT, U
FRIESZ S50 L CODIERNCE G5 & XITIXEETHZ &,




IX. JERREREHER (B I S HE

1. RIEER

(1) EEIEHAER
(VI BZhHBL BT 2T EH | DA R
(2) ZEMEIEHER
i]}(_l _ﬁﬁﬁﬂ 30)
B BT iy B 5RRR BER I
e BN AR o | Gk PR
., SN N AT
G | aaysm | TR 49 A b, SR Huin R RGBS R 5 L
s ' Bx IE S R T,
A % | L, | IR L7 x 10 |BRTTBLME RREELHEY 7T ACE LR
(MERE, 2) 7 H [ ) B2 RIF S o T,
Pl e | #IRA CmER M KRR SR Y 75 ACE LVE
i | G 2~3) |77 | YT lma g sanor,
5 FUC A EREEE RIS Ao T,
R 429><X1é?~ PRIEL B R RIS I o T
H ] : . ~11 B> B FEEN i
S - o 10 |7 H G 53BN B 5T
(M. 4~17) | NZW fi pr— 4.9 X 10° 6 #il 3 i
ME%@% 17X 10° |6 Bl 26 |v = v 7 BRIk &R L TR L,
T 49 x 100 |6 i 5 4
i FHBCR A7\ LE 2 FESEAOIC_E 5 KEIIRK OF k-
x 5 FL AL D= NANT= AN A Py
L - (HE. 3) (B2) SR 4.9 X 10 Ezﬁﬂﬁibwl’%ﬁuo@ﬁ T U AR i A BT R
TR T - Hi o] - -
%%f;F Hartley % o 1o |EMEEDS B LTe
R SO R OFE A S EBN 31T . 5 (i1 E
— IR 4.9 X 100 [ ONCBRIEIGHE R I 122 LV % IE S 22
(@‘w (B4) | HEROD 7
N SH B 4 N
6 H il 4.94>; >1<01§§U\ IS PN B 2R SRR I B % T IE S e o T,
_— Sk . PE RN IR — WER 75 O B BB L
W) i, o) | VSRR | gy tox 1 |ERESEROL,
™ VR |AAEGHE  HE : AR - I EERC S LR RIE S
(., 6) NZW f& Mmool
e TEFLal) s b RAZ I RO T AT
TN ortley 7 | 9BXAOP ML |y e o I B A RE S Ao T
(. 6) ariey s\ exwvo 0.8 10 Wifir/mL |7 E T/ T U S ROSRHE S U & 1S X 5 o 2 e
: FE ) L7,
Sk FRN Rk
B HAE 7o b wistar % | g | 49 X I0RTY e e v 1 S 2o 72
(MEiE, 8 ~ 10) Ny 4.9 X 10°
5 H [EHE
- IR 3 F R4 5 O R S ] S 7= 28,
(. 6) 3HMEG| 85X 10° |7 HREHRG TR S R SR LY 2
: 7 B HERLEREUS S TR B N R > TV,
R ddY % 2.1 X108/~ 7 A HRETITMIRS 72 0V OH AR L
X—Fwy RPN 21X 105 ~  |BRHLHSTEA: MNLER OWEEING 106 8 & 7= » DHiE
(HE. 5) 4 HIH 2.1X108~ 1w A [FRIMERGUAEAMIEI T E— 7 VGt tt LA
BElTHL T\,




P : = UR L e A ) - B IR > N
(lﬂﬁfﬂ/ﬁ‘ 4~ 5) Wistar R %%‘H)RW 19 % 105 Fﬁﬁ Et’&lﬂ Dm\—,‘ﬁ/ = %‘f&ci éfcﬁﬁ 07:_.0
A H@@%f i AR 2R & Ao o,
ol TSN Wistar s | FIRP | 49 X 10 %0 | WAL & MBHIE L ML TR A B Lo
(Mg, 8 ~ 10)| "SRR 49 X 100 |BEERIESRoT,
AV HAAGH| RN 2.5X10° KON |, . o
. 3) | NZWHE | W | 4.9% 100 BfimL [P OLERERS DS,
(3) Z DD EEIREAER
LR L
2. SRR
(1) BEI%ZR 5S4 >3
RX—2 AtEERR
(LD, Hfi7/kg)
B E3 P (1) BRI 5
<A CD % T (5) (M (5) > 690 7
A SD % 1 (5) (M (5) > 760 77
L H=7 AP T (1) (1) > 380
(2) RIEHRSEHAER
RIX—3 BAMEMRER
B | 1 RS | #2155 pglkel P e 1M
G | @ sl Gsern) BEER ik
5 A E N .
(38 % 104) ﬁ%%ﬁ&infg\&) %ﬂfcﬁﬁ /)7:_0
50 (R B B SRR T B3 < DRI RIS B B LT LI

_ s U A LER R ER 0D BN AT T ER DR BN
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