*20204E9 HILET (58 2 W)
202082 A BET
BRI 1 2~8CITRTF
BEMEAR : 36fEA

EYERBG. B
WS BERES

JI

BHARERRORES
874291

NEESA

E MERCCT ED A ZEH4(CCRA) £/ 7O—F LK
EALY XY T (EnFHERZ) SHE

WTFUII RS E20mg

POTELIGEO Injection

E)ER-EREOMTEIC LV ERT S &

22400AMX00660
2012454

ARES
ARChYE

-

|
1.1 AFNF, BREFICTDITHISTE D EEMRICSL

T, EMBEMEBEOAEICHUT, T2 - &

BREZERDEMDD ET. FEDEANEY EHETEN

BBREBCOIEET DL, Flo, BEFBICHKIS.

BENFZOREICEMERVERMEZ 3 (CEHEA L.

BRZETHSKRSZRIET DT &,

L2 PEMRRIRIEMBELE (Toxic Epidermal

Necrolysis : TEN). RE SEIRAEIREE (Stevens-

JohnsonfEl&E¥) DL SERZH SEEDKERS

HMRESNTVB T EN S, AFIRSHBIK WS

BEEED L, BEZITS T L. Fleo UTOSIAIC

FBTBHTE, [11.1.288]

- EEDOREEENMAFRSDIEFI TR, B5#
THHBBRLEBOHEFEIT I EN/RESNTVLBI
. BRZETHITITSIT &

- RERERRRAN SBEYRUE @IBRERIVEY
B, M7 LUILF—H. MERIZVEOERS) Z1T
5C¢, EEDRERENRE UCBSICRKRSZE
FlEL. BURBAEZITS T &,

—_

2. B2 (ROEBEICIF/RS LRV E)
ARE DR  UBBEE O BHERED & 2 BE

3. #ERE - R
3.1 #8R%
M7 AT DA RAHEENE20mg
AR |14 75mL
BRI |[BH LY X< T GEIETHEEEZ) 20mg
gV 112.5mg
R VIR — k80 Img
WAl 8RR ()
ViN-Z| ol SRV (ER)
7 IV BKF 2.0~2.5mg

KEIOBERETEN LY X< T BREFHBZ)E, FrM=—X
NLZLY —INBEMIETEES NS,

3.2 RAIDMER

Wires A7 D HEEE0mG

@ - IR BB O
pH 5.2~5.8

BB 41 (LR AW H)

4. HEEMIFIHNR
OCCRABBHEDMATHEIREMR D > / ViE
OBFX 3 HAEDOCCRABIEDFMMETHIZY >/ V&
OBRX GHAMEORETHINY > /&

5. WEEXFXRICBHET BF=
(GhEELLE)

5.1 KA E OIS & & 2EBOZMIE. RIEZENIC 57k

BB E2HROEMYIMRICE VTS 2 &,
(CCRARZIE DR ATHERRAINFR Y > /VEE (ATL) . BRXIFHE
4 DCCRAG M DARMMTHIRR Y >/ VEE (PTCL))

5.2 CCR4HUEIZ. 7u—H 4 b X M) —(FCM) XiZshyEHH
bR (IHC)EIC X D EZITV. BHETH 52 LA
RENTVBREZEOAIKET HZ &, [17.1.1-17.1.358]

(CCRARZMEDATLY

5.3 BRRBICHAAN S Nz BE ORI R O FHRARR T
DOEEZIZOVWT, [17.BREE]OEONEEFA L,
AEIOEWER RS2 HHICHEFE L BT, HnEE
DEREITH &, [17.1.1, 17.1.288]

(BRXIIHEMOCCRIBZIEDPTCL, BRXIIHEMDEE
THABSMED >/ XBE (CTCL) )

5.4 BIRAEBICHAAN S N BEOREMABIE IOV
T M7 BIRBAEIOHOWE #BH L. RAIOARMHE X
VREMZTDICHE L BT, HISEEDERE2ITH
ko [17.1.3. 17.1.42H8]

6. FENRUHEE

(CCRARZMHEDATLY
BE. RAICIE, EHL) AT (BEFEBE2)ELT ]
[E& 1mg/kg % 138 R bR C8MEI siffi#FiE d 5.
BTSN & AT 251 EBE. KA. T4
LAY A7 GEETHEEZ) & LT, 1EEImg/kg % 28 /-
b C8ul s EET S,
2B ALFEERIGEGIN U Tl oHEEEER &
T5Z &,

(BREXTH#EMEDCCRAZMEDPTCL)
EE, RAICIE, EAFL) AT (BEFEBZ)ELT, 1
[m& 1mg/kg % 138 i bR oMl s #fiE 3 %,

(BHEXF#BMEDCTCL)
EE. BRAICIZ, TEHLAY AT CEEZFHEBZ) LT, 1
[ & 1mg/kg 7% 138 R FE ORI SMEFE L. £ 0%IG2EM
HEfR CRiMEET 5.

7. BENUHEICEET 2R
GheEHE)

7.1 REHERERICH 5bh b Z EHNH BInfusion reaction
RS &5 -0 AKFIE S D305 RICHE A 3 VAL
REERA, BIBRERLEVHIZEORTRSE 2T 2 &,
Infusion reactionz#@EBHHEIX. BEIZHRG O
BEREOREZZRBT S L, REHMTEEE. L
BB U THREHEEZBUCHEEBEICKRET S22 &, 72,
¥ 5% Infusion reaction EHERK L5 % 1k
LG EICIE AR ZERS Lanw &L [8.1.11.1. 18]

7.2 ARFNZ2EEE DT T EMEET 52 &,

LR EEERBEDCCRAZEDATLY

7.3 ARFNBMEL G TOENER OCREEIIHELL THZR WV,

7.4 KA ZEGPALEEEL, (17 EREEIOBEONE
EBIIL7 BT BT A2 &, [17.1.250]

RBHFE




(BHENIFHEMDOCCRAZMDATLY EFPTCL, BRX (3855
HDCTCL)
7.5 ARA & hoHEEEER & OHRICB I AR OE
MEIIHEL LT,

8. EEREANIR

8.1 AFI#E 1L, EEDInfusion reactionlZfi X THA&
BRC e D TE 2% LT - L THIRT 22 L.
Infusion reaction!I ¥ EI# 5K D 5% 8B DIN I %
KRBOOSNZD, ZFNLUER 20 RS DUE O ARF 1% 5 5
WCbH6ONBTENDHD., Tz, Fik AF I VAl FE
SR BIRRERLVE VAIZEORIBRE 2T -BEICE
WTH, HEoDInfusion reaction»d5bNn b ENH
DT, REFEFIZNA ZILY A > (MFE. R, K
BE) . BRMEEXCEMEERE. BEOREZ+5
ICBET S &, [7.1. 11.1.15308]

8.2 AHIHEGHNIBRIFF A A L ABROEEZER L. E
YzMBZ2EZET S L, [9.1.4, 11.1.43H]

8.3 HEOM®HEMENHS5bNE I ENHHDT, EHMIC
MKREZITORE, BEOREZ+DICBET L L,
[11.1.62H8]

8.4 OFEHEER & OMHICE W T, MKHEEIHERS
NBZEDDHHOT, FHEICMBERE LT 2 EBEEDOR
B2 THDICEHEL, BRYYEORRICERT S &, BEIC
o UT. G-CSFRIAIRHAER 2% ET 572 E#EY) 2 LB
2752 &, [11.1.6308]

8.5 KA GZ ICIEERBERENS D O DNEZENHSHD
T, MEPERERERCEREREZITO R E. BEOD
g2 +DICEET S &, [11.1.582]

8.6 FEERENSHOSDLONBEZENHAHDT., EHICH
KEEMEZ21TO R E, BEOREZ+ICBE TS &,
[11.1.75H8]

9. HEDERZEIZHEBICAHATIER

9.1 GHIE - BEEZFDHZEE

9.1.1 BRPFEZSHLTWVLDESE
IFHRREDICEDBRRESERET L2 E8TNNDH 5,
[11.1.3. 11.1.6=08]

9.1.2 IDWEEEEE D H D BENFZDEFEREDH D EE
AEEEHF ISR ICRER, OA2E2BLITHEH
SEEIBENDNH S,

9.1.3 EERBHKERTDHZEE
TFHRERED K OV I/ MR D 2 B S Y EREL S 85BN
BHb5, [11.1.6208]

9.1.4 FFRIAIVA., EREDBRRNFEIFZETHEE
AEIOIREIB R OVREE TR Mk L T ReRE
BERFRIANAT—H—DE=ZF Y T 2{FH%E, B
BIFF R A )V A OEEHE L OBIEREROFHIFRICERT 5
Z&o FRIANADRBRGEAFT 2BEICAH 2 HKE L7z
B VAIVZAOEHICK VTR H S5 DONEZBENTH
%o Flzy BEIFFRIANAF v ) 70O EBE IR
# (HBsHiR kM, 2 DHBCHAIZHBsH AR ) IcBW»
T BAOHFESICED, BRIFFRY AV ADEFEIZ X 5B
FERFFR I RDPH S5 DONDE I ENDH5,(8.2.11.1.4%0R]

9.5 1@

IR SAEER L C W AR D H 2 R HEICIE. BB LOAF
MR E B S &R SN ABEICORKET SHT
o BEIZRAWZEER (L) ICBWT, ERABICAR
B2 %5 UIzi5A ORI R OE - BBIRFEEICKIZTH
HBERIIFRDSNZD o T2H RFNIBBABITT 52 &0
EXNTWS, 770 HERICRITTEZEIIMRE LTV,

9.6 %2R
BELOARERUCBAFRBEOEREZER L. BAOM
B TR ZHET 52 & b MgGIERAHRICETT S
ZEPHIENTWS,

9.7 INRE
INRERRRE U-BREBRIEER L Ty,

9.8 &
BEOREZFDICHEE L NS, HEICKRET S L,
—MRICEFEEEPE T LTSI EHZ 0,

10. #HE{EH
10.2 HAEEBHRACEEIZIL)

FEHIBE BRI - BT | W - ERET

NELT 7 F > IoF > OMRERG| T O F 2 EEIINT
SELBENNH D, |BIEEDPTHATH Y.

T FUONEEHRBRELLET VTV \E BT TF UL

£ oFY OFRRICES <HEtk| & B IRBRAEE
PRE LB TER L,
)AL 2175 o

1. BIfEA

WROBWERDH 6o BT ENHBDTEHELZTDITITV,
BENRDOSNTAGHICIREE2HIET 5 72 EHE) A2 0E %
752 &,

1.1 EXFEIER

11.1.1 Infusion reaction(40.9% : B, 44.8% : f})

e T IR, MFEER, B, BEERME. EHS
BHEDONBEIENHZDT BEDRERZHICBEL.
HE DInfusion reactionzZBHIGEIZES IS 2K
Wil @tz 0E (BRMA. FEA. BEERN. BT
FEARVEVHIOBREE)2ITH5 28, £/ BEPRD
SNTGAEIE. 2 TOBBRRTERPZ2ICEET 2 %
TEREOREZTHICBET S &, [7.1. 8.131R]

11.1.2 EEDOKREEE
FRE R BSERARAE (Toxic Epidermal Necrolysis :
TEN) (BEEAHE : B - 0f). KBRS AEARERRE (Stevens-
JohnsonfEMERE) (0.4% : Bi), #JZ(3.0% : B). FE(1.9
% 1 B, 3.4% : ). EEEEZ(0.4% B 20.7% ;B
FIPEMERRZ (0.4% : B, 6.9% : ff) SEAAFFR G I3 #%
ERTHRIIHEDNSZENFDH B, REBEERBRER,S
W2 AE (BIBRERLVE VAL T LILE-FAL fiv
2% I VAIOERSE) #1752 &, [1.28R]

11.1.3 BERAE(23.9% : B, 58.6% : i)

HE, EEXIET7AINVAICEBBESENH 5 bNBHZ &N
H, BEELBYEL L THINEZSRESNTVWS, &
Al OBBEIAR PR ORER TRITBEORELZ +75 1818
L. BEEPROoNEARKRERZDILL, B 20LE 2
752 &, [9.1.120H]

11.1.4 BRIFR DA IR K DBIERFR (BEE B : B -
). BFR(0.4% : B)

BEISRBDOLNZEAZ. BRIV AHZ2EE5T 5
MY RABERITH T &, (8.2, 9.1.450]

11.1.5 [EEERIRAEIREE (1.1% © Bi. 20.7% : ff)
BEISBOONIEEIES ICREZHIT L., E 2 0B
(EHAIER. BRBIESEREORS. BTE) 2175
EEBHIT, ERPEET 2L TEEDRERZTHICHET
5L, [8.5%0R]

11.1.6 EEOMKSME
U U SEREBA (71.3% : B, 96.6% : Bf) . EIMERED
(5.7% = B, 100% : ff). WFAERERA> (5.7% @ BA. 100% :
). m/MRIRA (2.3% @ B, 89.7% - ff). FEMLF
FhERIAME (0.8% @ Bi, 89.7% : ff). &I (1.1% : B,
96.6% : ) RUONEZOE VEAD(0.4% : )b obnhn
B ENH B, [8.3. 8.4, 9.1.1. 9.1.3%MH]

11.1.7 FTikaER=s
ALT 5 (12.9% : B.,37.9% : fif) AST_E5F(10.6% : B,
27.6% : Pf). AI-PERF(9.1% : B, 17.2% : #f). LDH
EF(5.3% : B, 24.1% : ). BEVILE VIEE(2.7% :
B, 13.8% : ff). y-GTP LR (1.9% : B, 6.9% : ff) &%
U EERE (0.8% : Bi, 13.8% : ) & % £k > FFHpEfE
ERHLDONDLIENH D, [8.65]

11.1.8 BB MRS
REVELHERT 25 (0.4% © B, 10.3% : §F). Mlil#s (0.4% : B,
3.4% ) ENH S5 DONEENHZDT, KEK, FEIRE
., RAGOERERZ FHICBEL, BEIRO LN
B, BIEXHE. HECTSEoRE2EHIT S &, M
BHRESEDN-BE AR OBRS 2L, BIE
FEARILVE R ZEET 5% EBUIRLEBEEITS 2 &,

11.1.9 SIM#E(2.3% : B, 37.9% : %)

) FRBSEZX. B O RRIOBMBRER, B @ RAIOHF AR
5 (VCAP/AMP/VECPE) I ED <,




11.2 ZOftDEIER
11.2.1 83igS

10%24 E

5~ 10%K i

5% 1

FERH - R

R

BHE. Rithk= a2 —n¥
F— AHREE

AR

)

I

GFERBREENN. R BRI
AT hT7 Uy MNED

1EBRas

mE k&,
SRR

MEET 1ZTY. WL
LEBEARE. DHBOE
s DEEISMIGE, OE
MQTER., SOt

2

R R IMAE, RZMK. TR
WABESR . PRIREEE, ERBA.
7K, Mg

YT

HIbas

T

(CET N1 N AN |
R R BRI

WIRER

EHR., 7L 7F=r L
F.ORPIEE. SIS
M, mARFHEM, R
ooy ) —4

K8

ZOPERE. BIE, SR

i - SR

A RS TR BRI | AR A
BRI LB AR
EEEI]

BRERE
(FRUDL,
HUT L, H
I N4
a—J)L, ¥
TR

o

K7 L7 3
> IMFE

mRBRIMAE. &Y > ERI
fE. BMERBD. Rp 7
R B

Z DAt

BAEOR. 2IE. BRI
(REINLETIRE, O T W,
AEREAD>. CRPLER, &
RE. A1 b A
REMGERE

11.2.2 RS (VCAP/AMP/VECPEE)

40%LL L |20~40%K i 20% AT
UEE BREEE . IRE. RERE. BREMRR
- R KM=
— N F—
; FRIMMERGE D, A< b2V
— v b
mE R, mER. mE
fEmea EE., DERQTEE.
B R A IR R
DAEEE. 13T
g CIEREESS (k. BHm., BRsRAafl
BT, CEEIRE AR
HOD {ERL. | N RESRE . D REP HA I V28
y— O %, & CINEZIE. R, A,
H: OpEmE. HERR. B
RN
JLVrF=v ER. EH
IFRES PR HEFRIKEE, IR
LR, BEE
] RN E350
- BER VU, R
ERERE|RY BIMBEARD. Bk
(FRUD L, GE
HIT LS F]
1R 5 VI Z2VAVNN
TR
VANK ;)7
7' IV IE
FE, ABK|IFME, EE |CRPLE. {AHEMEM. &
20l BB, {AE AEAIIMENRE. ©F
B, BR W, e, R, EEER
& [V

4. BALODER

14.1 EFIRNEFOFE
U1 NATIVRIBELEWI E, T, BULLERLEZ

l{‘:tO

14.1.2 RAZRESRKICIIHERZEHFE CHREWMO ., BEE
FEEEWE 200~ 250mLIC RN 5.

14.1.3 A, HREBRIERDIMIFERLZWZ &,

14.1.4 mIMBIE#E>IEM L. AEaERIETSZ &,

14.1.5 FARKFAB L. FARRITES»ICHEHT S &,

14.1.6 HOFEH EDRITIZ LRV &,

15. ZDMDER

15.1 ERRERAICE DBk

15.1.1 BN O RRERIC B W TRANT ST 2 HRlFiED
FEESREShTVEY,

15.1.2 FAlz & MEH B ERTIc RS L BE T, KA
EREG LA BEEHBR LT, BmesHagERoE
BB EERORRE GV E D o 12 EO|ED
35%63—60

16. ZEYHpEE

16.1 MR

16.1.1 BEORS
CCRAGHATLEE . CCRAGMHPTCLEE XIZCCR4GHECTCL
BEITAAO.01 ~ Img/kg™) & MERIRIES L7 & % 0 miEh
WEEHERS T OSEBIE S5 A — 5 XL RO EB D Th 77,

(ng/mL) —e—0.01mg/kg
100000 ———Cr==- O'}mg/}(g
—4a— 0.5mg/ke
---4--- 1.0mg/kg

10000

o
o
o

KB xEE

100

o 1 2 3 4 5 8 9
BSHIEBOH

BOEIRAHR S L7 & & O MEEHREHER
(CPSE+RERZE. BRI N T ORBREHN=2~6)

HEEIRNZG Lz & S OEMFHEIST A —F

&5% Cmax Clrcugh AUCOJdays
HRBE (mg/kg) | (ng/mL) | (ng/mL) | (ug - h/mL)
0.01 206.0 41.0 14.9
(n=3) +23.1 +39.0 +7.7
CCR“K%R%QTL%% 0.1 1831.7 | 254.9 87.6
(n=4) +334.1 +447 .4 +93.7
CCR%%\ETCL H 0 8353.2 2985.0 761.9
CCRABECTC L% | (n=3) +£1993.4 | +605.8 +130.8
= 1 21758.0 | 7544.2 1901.2
(n=6) +3495.4 | +3008.8 +466.6
SE Ml + i S

16.1.2 RERS
CCRAMGHATLEE . CCRAMGMPTCLEH XIZCCRAGECTCLE
HICARAIImg/ kg% 1 FERIRIRR ¢8I RAEFIRNX 5T Lz & & ol
BERRERE R OFEYEE ST A -5 ZUTOEBY TH 757,

(ng/mL)
100000
o
th 100001
;]
I
—o—CCRARMATLES
—o-CCRAREPTCLRUCTCLEE
oo+
70 7 14 21 28 35 42 49 56 63 70 77

MORSH5ORBBE

LA R C8EIRERIRNIR S L 7z & & O SRR
CPEME+HEERZE, BPRIMFF R TORHBREHn=3~27)



LA TR R ERARNIY G L7z & & OEMERINT X —%

M | gl | g |G D] (1
conmenen o1y | B0 A
CCR4I§%§$§CL‘%‘% 1 45940.7 | 29017.4 _ _
CCRABRGTCLm | (N=9) | £9251.2 | +13328.6
P
a)n=4

ED AR OAZARIZIEE]Img/kgTH 5,
H2)AFDOCTCLICN T 2 &FBAR I, 1EEImg/kg % AR TS5

[ RUEE L T ORIZVERHBER CRMEETH %,

16.3 D

16.3.1 DHEHE
CCRAMGIEATLEE . CCRABMHPTCLEHE XIZCCRABZHECTCL
BEFITAAF0.01 ~ Img/kg % AR R C4E REFIRN S Lz &
ZOFMHEREIL02.7~115.8mL/kgTH D . BBORIMEBRIC
LT,

16.3.2 KRB~ DD
ST LA L) A~ T Img/kgZHEME S = 7 1 Y )LIC Himl#
MRAIRE U7 & &, M8 & M2 5 < AN O ST BED S 81
BATHRERD4.86%TH V. MAEPEE I 5 HEMTEEL
13K T0.26 () Td - 7219,

17. BRIRAYE

17.1 BMERURLMEICET 2558

(CCRARZMDATL)

17.1.1 ER% I 485H5%
A E LT OMLBREIC K > TEMICELE L 25 - 1 IBRIK
FilzbR< . 2R, ) 2VER I FRARRE T (LDHEE.
BUNEEXR T LT I EMH) 2F T 5BHE O CCRABHET ©
¥ - BRRATLEF27H] 23R AAFlmg/kg % 138 R T8[El.
ML 21T o 72 AREBITNR2661 2 MR & LB RIZ
50.0% (95% XA : 29.9~70.1%) Td > 7zo 26HIONRIE, &
PERILAG, U > SRR, FRARK T 2H T 2 BIHER6AITH D
PRI T DREN I 2EE42.9% (6/1461) . V) >N [EEY33.3%(2/6
Bl). PRARRETZAET H1@MRI83.3% (5/6f)) T - 7Y,
BIfEFOFRFIZ, 2701@fICBO 5Nz EREEMIZ. V8
BRI 96.3% (26/27H1) « EAICHED IRIE88.9% (24/27H1) . Fe#h
85.2%(23/27f51) « FNMLERERA66.7% (18/274) | FE59.3% (16/27
Bl) BFEREEAD . M IMREIRD K OS82 #51.9% (14/2761)
ALTHEIM40.7% (11/2761) . ASTHEIN K M- LDHIEM %37.0%
(1072761) . BEIRKZONEZ T E VD %29.6% (8/2741) IMiLE
LA ROUMAAI-PHEN £22.2% (6/2761) T - 7z.

WR | ek | AWE | W | Bh EIF
WEEN | WM | eARR | W | WREN | (9S%EEXM)
50.0%
% 8 0 > 13 (29.9~70.1%)

ARHEICBWT, AABE G £ 5EF LBMICE > 2 BICHRL
IBNCARI BRGS0, BOEMAERD. £, BERIE.
Infusion reaction. Y ¥/ EREA. HlBkEA . SR AST B
ALT b5 HEROEEEMTH > 72,

7% ARG TS MR EE G SNR D S BRI L 7z,
5.3% ]

17.1.2 ER% TEEER

SR, VB TERARRKT (LDHEME, BUNREX
U7 VT I VEME) %2 BT 51848 0 CCRAGIET LR %A
TBRATLEESAG 25451, {L3¥EE(VCAP. AMP, VECP&E
%) SALEEE + AR 2 T 55 AR 2 EhE Uiz, (L3R
. VCAPEE(E Y 7 U AF VEEEHE. 7 akR7 7 3 RAKH
. REVLEY UIERIE. 7L R=var : Dayl). AMP#i%
(REVILEY VEBIE, S=LAXF >, 7L R=VT Y : Days)
RUVECPH#IE(E Y FY VEEE. T bRV P, ALKRT 55
Y. 7V R=vur:Dayl5)oft, ¥¥5E>, AL FH—
RO L F=V oy O#ENES (2, 43— : Day—2~1) %4
JH(Day28)1a— 2 & LTARAT— AT o7z, (L4 &AL,
L2 Il 2 Al lmg/kg % VCAPBER SR H (12— 2 H
ZVCAP#EHOBH (4H%E Tl ICHRSE L, 20— 2B LK
VCAP#5 HOHIH BHETE TH) IC#E) RO VECPE LR 55
#H (VECP# 5 HoORH GHAE TH)IC#k5) 2 K& L2
IR C8El. REEEZ T 7o ARIEMITRRSIfZ R E L
TSR BERRIL, AL+ AFIA51.7% (15/2961)  (95%(EHX
R 0 32.5~70.6%). {LE5g4133.3% (8/24%1) (95%(EHX R :
15.6~55.3%) T - 7zo FREFITORLEMERIL, (LFEFEE+A
B R OMEEREOIEIC . ZAtERIA55.0% (11/2081) &% 129.4% (5/17
Bl U 2 SEERLA350.0% (3/64) K U'42.9% (3/761) « FHRARRK
FrRAT HBHERN33.3%(1/30]) RUREHERE 2 LTh o720,

[5.2.

"R | FHE | et | ZeRmE
BSH | ey | TER | chwm | | (05%(EmERm)
ek 51.7%
x| 2 o 6 5| (32.5~70.6%)
- 33.3%
[#== -3 24 5 3 8 (15.6~55.3%)

a) SERTRHERE B | SERTR -+ R R TR
B OFERIZ, (LABE+FANC BV T2FIRFIERD 5z,

FEEWERIE. FHEREED . M/MRERD K OB IERER D &
100%(29/29%1) . Bl K 'Y >/ SERBURD %96.6% (28/29%1) . 5
AT BRI AMER9 . 7% (26/2961) . FEZA82.8% (24/2901) . JBiE
FE79.3% (23/2961) . BARIEERT2.4% (21/2941) . {AEFHA65.5%
(1972961) . FE DK OMERE 62 1% (18/2961) « IA%55.2% (16/29
Bl) . MR ORISR %544.8% (13/2961) . B M O Btk 22
#41.4% (12/2961) . ALTH#EIN., & MFE X R ERE £37.9%
(1172961) . FHRIKFMAFT VT I 2 iED %34.5%(10/2961) . 1%
JE. ASTH#M. MurhJ b U Y7 AR RORMEE= 2 —0XF— &
27.6%(8/29f) . HFE, MM A ) v AWA . MMHAFLDHIEEM, O
WA SER N OKLBEIE 22 4524.1% (7/2961) « 389520.7% (6/2961) T
Holze [5.2, 5.3, 7.42M]
(ERIFHEEEDOCCRAFZEDPTCLRUBRX FEEEDCTCL)
17.1.3 ER% T8
AR & L COLERIEIC K » THEMBICELE L 4> - 72165 RS
% B < CCRARBIE™ D FFE - FRPTCLEZ 296K U'CTCLE
F8 (AFT3THI) 2 RIC. AHImg/kg % | R C8E. G
EHEZIT o 7o BRMEBITNRITHZ R E L2 B8RI1335.1%
(13/37f11) (95% S H#EX M : 20.2~52.5%) Td > 71V,
BIVEFFEBUHE X, 97.3%(36/37H1) T > 7. TLRIWERIZ. V¥
ISERERA81 . 1% (30/3761) . B MERBURA43.2% (16/3761) « IL/]s
WRBURAD e OB R EREOR A #5:37.8% (14/37H1) . FE#429.7%(11/37
Bl ALTHEINR A AI-PHEIN %21.6% (8/3761) TH -7z,

=k | FHE | B0 | BW | EOE
NEBBER | i |owm| wm | RER| O5%(EEXE)
=p . 35.1%
At 37 4 ! 8 B 20.2~52.5%)
. 34.5%
PTCL : 29 4 1 5 10 (17.9~54.3%)
AR 0 2| s 18.8%
17 G B T .
VS SH : 12 3 0 3 6 50.0%
EVNES [ LD
ISHE. KbV > oSHE| 0 1 0 1 100.0%
U BERERIET : 1
. 37.5%
CTCL : 8 0 0 3 3 (8.5~75.5%)
HEIREWE : 7 0 0 2 2 28.6%
FRERFECD30FG ST
MpaY VRS 0 0 1 1 100.0%
GE - 1

ARERICB VT, AFIBEIEE Z25EFE LEMICE > L BICHREX
WEHER L7260 AR D ER S SNz, 66105 5361 (PTCL2HI &
U'CTCLIfI) I3H# 542 & ORRET T L. D B26ICE D Eif %
BT, Fioy BUWERIE. U U SHRBD RO RB RS (£200) .
Al-P LR, Z 58, BAERERE (7Y 7 L4), ZIPE. AMmEkED.
TFFRERIRAD . LB R 2 R O M AD (B 151) Td - 727,
2B AHER T3S MBI RS A SRR H I R A 5 BRot & L7z 25,
(b2 % 0 B RS MBI AR AT R E U, 3HRE
FIE2H (NFNHPTCL) TH -7z [5.2. 5.4%08]

(BEXFHEBMEDCTCL)

17.1.4 EHFEHESE MABER
AAEE LTegBEEZIL YA VN BRI -ERERERE RO
T —RERBEEE 7260 (5 5 HARABF1SMH]) 2 RRIC, RElE
RYJAZ v b & KT 2 EREILFESE MAHRER % El L7z, RH
13438 (Day 28) #1a2—A& LT, 12—AHIdImg/kgZDay 1.
8. 15, 22, 2a—ABLKEDay 1. I5ICERNEES L7z, AV
J A% v MI400mgZ1HIEREO®RES L. H5HEE. HERE
17 FHIATHES L IBBETELRVWEERERIPROSNS LT,
X ZF oo IEFEHEICFY T 5 £ TE Lz, Intention-to-treat
FRATRTRIT2H (ASFIBE 1 18661, RV ) 2% w M 1 186f1) ICB1F
BB E T EAHEIC & 5 B EAGT M (PFS) % R EFHiGE
& U7z, Kaplan-Meieri# CHEE S N HPFSHRIEIX . RABED
7.70% A (95%(E XM : 5.67~10.335 H). KU J X5 v M
3.10% H (95%EHEXE : 2.87~4.075 A) ¥ — FH130.53(95%
EMEXRT 1 0.41~0.69). P<0.0001 BRIT 25> Z#E)THY .
RENIARY) ) A% v b EHB U TPFSAZARICEE LY,
BIVEFHFEIRBERE X, AFIBHICB L T84.8%(156/1840) TH - 72,
FBWERIE. BEAICEES RIE33.2% (61/184%1) K U'#522.8%
(42/184%1) TH > 7=. [5.428]
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