5) HIERIEOREIAE R LY, B8RAT 14 BUERBLIZESE
6) —hx1KEE (ECOG Performance Status, P.S.) A3 0-2 DBE
7) FHEITOD 8 BUPICR BRE T EDERE
8) 4Efn 20 B LA L 75 AR D BE (R EKET)
9) TEMHIF(EEE. O, B, BRE) OBBEMRFEN TV HESE
LITF O, BRARREEI TG A AT 14 B LR

10)

FHhEREL 2.000/mm3 LAk
/R 3 10 /mm3 LAk
~NES o 9.0 g/dL LA E
AST(GOT). ALT (GPT) &4 100 U/L EATF
meyLe 1.5 mg/dL AT
mFIv7F=r 1.2 mg/dL LAF

(2 EILA_EORIE CHRB T DIENEELYY)

T OMES, BE&AA 21 BUNEIRSBHLTER 28 BN

IVTF = JUT TR 60 mL/min 2Lk

LER TERS SRR~ TR B/ 2

LVEF (Left Ventricular Ejection Fraction) - 50% LA
ARBROSIMZONTIXEIZIDFEBPAAIVFEONTWDEE

0.2.2 PpAVIREE

1
2)
3)
4)
5)
6)
7
8)
9)
10)

11)

AER =T e A

BRI GiE A A 4 HEE

BELRAPHE (LR, control NREZFEIRE, EMREME, HifLfEm%E) 2 F +58%
5 ERGEOEFB MO BEENAELLWVL, BEMOBEEPAZETLHEE

HER B X MEEBLV CT CTHIEMM S MRHEEN DN DEE

By e A LT Ak, BT BE

grade 2 DL EOFRIEHHRIEE GEEE - M EM) XL WL EBE ,

grade 2 UL EORIE (WAL 0H58E (REBICL - TRAETDOIEFIIZTEL).

K3 v (doxorubicin, ADM) IZXDRITREBE N H L BE

KUV L~—] 80 SR, RYAF L TF L bwi il (ZLEh—/L EL®) &% 5H|
(2 7uRRYAE) BLUOREbe~ v E A REA (EH AT ZIUFI72E) 1oxt LB BUE
DOREFREE THIRE

FOM ., MR R R EEMMOTE Y B L5568
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0.3 TEEETE
0.3.1 AETHAY

THEABRFICESNT AR . BH.CH O3HIC 1:1:1 OFIF 2T,

WERT

FIGOFEHEITHA
(I-II vs III-IVHR)

MRk LB

(G1-G2 vs G3- TR R DM
ﬁ&%(ﬂﬁ?&ﬁ\ BRMBAE., AR5y
il

0.3.2 Ak

A . AP ;% (ADM + CDDP)

NOILVZIWNOANY Y

A B : AP #;%: doxorubicin + cisplatin

Doxorubicin 60 mg/m?2 iv  dayl
Cisplatin 50 mg/m? iv - day 1
W LIZ62—X
B B¥: DP &% docetaxel + cisplatin
Docetaxel 70 mg/m?2 | iv.  day1
Cisplatin 60 mg/m? v day 1
3ETLIZ 6 2—2A
C #: TC &% paclitaxel + carboplatin
Paclitaxel 180 mg/m? iv  dayl
Carboplatin AUC 6 iv  dayl

3EILIZ6—R

1 B BiZ ADM 60 mg/m*% 10 4y LA T (578) #7EL. 240 5957 T 1000 mL DEAZ
HREEREBRSERL LT 12 £AH AR Y) 2 51% . CDDP 50 mg/m?*% 120
UL EMTCREEE TS, F0%., E5IZ 240 4937 T 1000 mL OEARE R LGIES

BEL. +072FRER5,

Ik 1a—RELT3BEITEIC 6 a—AF 573,

B #F: DP #&:%(DOC + CDDP)

1 H BiZ,. DOC 70 mg/m?% 60 43 LA | 120 SLANTAEEEL. DOC B 54K THE#%
75 180 35T CEARE MMAR(EERERL LT 12 £ B /AEKICHE Y 2R 515,
D% . CDDP 60 mg/m*#% 120 75 LA L2 CTRiE#ET 5, CDODP & 514, 240 590> -
7T 1000mL OEAAERGKREES L, +oRFRER S,
IhE 1a—RELT3BEIEIZ 6 a—RIR 575,

C#: TCH;x(PTX+ CBDCA)

1 BBIZ,PTX 180 mg/m’ % 3 BRI CTHRMEEEL, PTX BRE&K TEH% LD CBDCA
AUC 6 % 60 4y LA EXT CaEfEiFET 2,
TR 1a—RELT3BIEIZ 6 a—ARET 5,
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0.4 BiEEHIEL
600 fEHI (&EE 200 #i)

0.5 BEEEFILKDETERR

GOG122 HRETIX LI IV HIFEENABRE GRFEE 2 cm LLF)ICH§5Hi&{LF
BIELLTO AP FED 5 EEMBAFERIIP 42%LREIN TS D, JGOG2033 38k
TIFRBEE 1/2 2825 FEEBABEIIR T HMTEFERELLTO CAP EIED 5 F
L EME AR 82%LHEL TS 2, GOG122 RER T, SHEMERNAD 20%, M
B (Grade: G)b G3 23 50% &N TRV, JGOG2033 RERIIFERAL A H CAP
EETHY, G1 DEFD 55% S TN TWVAED, ZThHDREER ARBRO B ZEFIE D%
ERPLICFDOEFEIZLITTE 2,

JGOG DBMERIZK T HFEEHBABREEREORERIL. ARBHROBRERSG
BREEIC T L CREIRRA 2 T i L B RIE D EHLR IR AR L TRY, I IV HIOTLMEITHIEE
G2-3 DI 1L # BRI 1/2 2B 2BENDIEBHEINDILE TFRIL ARBRITIBITD
AP RIED b EEMEAFERIT, 60%RELHRILE, 2L T, AP FIEIZH 5 DP EiED
L<IE TC IEDONY =R 63% ThivE, ARBREEIIEERNICERDOHIEIELE X
BIENTES, :

AREBROBGHME 3 £/, BERTROBHHME 5 £/, RBEEkLL ComRAE
FKEELE SRNERETD. KRBT BRHEDEAF—RISEVDOH SR E D EL 1 DR
H9 DR (any -pair RHANEFEFEL, T 80%LA LR ET D, EHEAFHRICHL
TITEBSHLARET D, EPIEELEELRNS, FERORERBIOTKEAIEE | IZREHL
T-BARR EFNEZ FVV=BED any-pair B H% 1000 BDOET HraiIal—a42d0
LTz, ELERADY —FEEREELRRBREDOE T a Y Ialb—ar% 100 [E
#ifTL . any-pair RHEANELEEL T 80% 2B 25 1 BEHT-VOREFIEII 190 fI Th-oTz, &
F@ FAS (full analysis set) BRIMFIZBRL ., 1 BES -V DEFIEE 200 FILFRE T D, 72
B. EFIE 190 FILRELZEE, T RTOXDEBEWERH T2 (all-pair )i,
FEELT T0%% B TR, AFET+o7eREABRIESNTHELDEEZ LIS,

0.6 E{MIEH .
Primary endpoint: R EA TR (PFS)
Secondary endpoints: 24 1FHIR (overall survival)
FEERBAER v
B E5WRM (tolerability)
U/ ERERE IR,
0.7 EHE7 %

EHEAGEHNBLIOCSLEENRIIRGEAIZ2BER L5, EBEEATHMIT HEL
HIEN - B L LLEHOWARAICEAE T HDOILRWHEEA XML, BE B NHAR
VIMERBETOHMET D, WELRRTOHAINRD oG &3, KK EHEEATFRHERR
BAbLo T HEIE T3, 24 FHMIX, HOWIRRICEZFETHEAV ML, BEH
MHARUNER B ETOHMIE T2, FEERERIN -T2 581, REREFHIERED
S>THHBEVET D, AU ORERIT, BB TEE Ao RKEb 6 ¥ AZLIZERT
B '
HERLORERBEKIX [INCI-Common Terminology Criteria for Adverse Events v 3.0
(CTCAE) B Ag&EaR JCOG/JSCO RRIIZHEV grade 434AL | BT 5,
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0.8 FEREERARM
B 12006 4 10 ALY 3¢
EHFIE R & T 5 F
(=721, BE ORFRIUCIVFIRMOERD LIIEFETDILbHD, )
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1. B0 BMEIVRRAUb

1.1 By

ARBROTE BHNL, FEEBPA BRAKREEZMREL, TERLFRIELLTO AP FE(FX
Vv (doxorubicin, ADM)+ 3 Z75F L (cisplatin, CDDP) Bf i #i%) . DP ik (Rt 4%
/L (docetaxel, DOC)+ CDDP ff #& k) . TC ¥ (VU Z%&/L (paclitaxel, PTX) + J/VR
77 (carboplatin, CBDCA) ff Fi ¥ ¥k) o 4 B A 17 #1 M (Progression-free survival,
PFS) #4252 ThH,

A#E: AP ADM 60 mg/m? + CDDP 50 mg/m2day 1 q 3 weeks 6=1—3%
B#t: DP ¥ DOC 70 mg/m?2 + CDDP 60 mg/m2day 1 q 3 weeks 6 =3—3X
C#: TCH{E PTX 180 mg/m2 + CBDCA AUCG6 day 1 q 3 weeks 6=—X%

1.2 TURRAUH
Primary endpoint: EREATFHIM (PFS)
Secondary endpoints: LA TFHIH (overall survival) .
BEBRFEAR
B E5 KRB (tolerability)
Yo R EERE IR
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2. EREMRA

21 FEERMSAIZDONT

IR AR BRI, TORER - IRE B A LT T EDA NIIKBIENS 9,

FEBAMIFEICRETHEMIEE T 17,433 A/4E (1996 £ 5) ORBEENHY . 1998 £
FERRABRARIL 16.1(10 HAN) THD, TEBAIL, ELICTEEBICRAELR T LEBSAH
KEZEDBITEENRAIE, TEEBICREUBRSABKEEL EDETFEESA KIS,
FEERAEERK TR FERRALIOZORERENELCRE T FENAD
72.5%% 5 D), BARPAOP THLRLEAHE DB WBAD—O>THAS,

— 05 AT T EENAJETFEERBA N T RAREIIRENTORWA, FEEHR
ADBREIZTFEREBALIILBN SN TEz, LBLFEES AL, E 4 HBIMERIZHY, 2000 £
DRBEETHK 5,000 Ak?&ﬁénéo EBIZFEERBADYAT 777 7 —TihD B2 m ME -
FERFOBMNAEZ B THL . TV RED RO IS IS T AL H 5,
ZDERENOFEEWHBA DI ETOIRERIED B M AR IS R OFESL /2 & TRIBH 2 TR
BBNEBE L2 TETWS,

FEEPNAOHEBAITIZEA L BSERNEBR A THY . ZHILESITHEBRFRI S LI LY G,
2, 3 ~IEEND, T ORI AL ARIBIRAS A BRIZHFEL, FEF ST RIELH
HFEEINTWD, Fio, ILIZFRLOLL T, BRERB AR LEEBALHLNDI LN HD,
AR B DBIE 1x, 2002 FEITITENIER IS A 86.5%. SEEIEIRASA DS 3.0%., AR ASA DS

2.1%THY, $HRIEBRI AT 0.6% . RELEBAVL 0.2%LBESN TS 9, E7z, 1990 FITiR
BWINT-FHANBERBADIS G1 ik 60.8%. G2 1% 26.1%. G3 1% 10.3 % TholzLEIN TS D),

FEENA T, FH 58 (staging) I R 8912 FIGO (Fédération Internationale de
Gynecologie et d’Obstetrique: EFEFRABERES) OFMETHIEANEAIN TS, =
DIENPBHLPPDIINC, FEEBADIENRGRIIFHBIENRERTHY, T L0 FHETH
BREENTWS, FE {21575>/u AR ESSE A REANLERD AFEALOBRENBEYNALLT
ZWENDZENEZ W, 2002 EEORFHOFSIIUTOINICHEINTRY, YHE 2B XD
59.5%0% I #1TH5 9,

Ta # Ib #4 Ic #i IMafl | IIb#H | IIad | IOb#HA | TIc#H | IVall | IVL I
18.4% | 29.1% | 11.8% | 2.8% | 4.7% | 9.1% | 0.6% | 8.9% | 0.5% | 4.2%

FEERAMIBEE FIREBERHBREELOFAICIVZLODBETIRENHIFTES,
1990 FITIRRE BB LT EENRARE ORI O 5 EATFRIT, EITHOEMSHRAED FIGO
LI ERDM, pTNM SFEICEIDL00BHERT T, L TOIICEEGIORE BT Th
5—7 . EITH CHLDICTFRARAR ThHoTz, $IDLEDTERNARED b EAFERIT
70.8% TiH-o7z 9, o *

I# 11 #4 IO IV #
83.6% 76.8% 51.8% 19.5%

ZOXRFRORIEIZHRIL . 1993~95 i FIGO ﬁ)ﬁféﬂfbf\_%aﬁvﬁh%%‘@{“ﬂﬁ%dmﬁif
L, LTOINCHRESHTEY., FEOREERLTWS 7,

Ia Ib # Ic #A IMa#l | IIb# | Ila$ | IIbM# | IlIcH | IVa sl | IVL A
88.9% | 90.0% | 80.7% | 79.9% | 72.3% | 63.4% | 38.8% | 51.1% | 19.9% | 17.2%
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FEERAONEIEERIL. FRoATH 1 I #0 5 FE4AFR 5% LOENBESNL T
B8 111 IVEO TFRIZATROIIICELS, EHICERTEENRAD 2EEFRIT 19%2, 554
T‘q&&i 8~19.5%9 0L HEEN T3,

TDEHRET - BRETEERBANIH L UMEFERESAVWLRTRY, (b FRIER 0EAIZLY.
FEERAUICHL TOHIBREDEMNRB/LNDIINRo7M, +oidnz T, &65{LFEK
EORREDOM EERODBEREBITHOHLTND,

22 FEEAAICHTBIEPEE

BRI DZhF

INFETIZFEEBACKL., BAITHEBRDOLNLTWADIX CDDP, CBDCA, ADM, 7 /v
AL (5-fluorouracil, 5-FU). 727 73K (cyclophosphamide, CPA) % THY, H
FTENEN 4~42%. 27~33%., 19~37%. 21~23%. 11~28% DOEHERBRWEIN TS 1L
12, ZDHTH LR R E O DNA $42 interstrand crosslink #EL THEEL. DNA &
B I OFNICE &R AMBRO S EFERABF L5775 F%EHlD CDDP & DNA
LEEEEEH 52125 DNA polymerase X, RNA polymerase RIGAFEAEL ., DNA,
RNA OXF DOAES RIS ZERBFLT5T7 U 79 A7) %R EA] ADM 28 key drug &5 x5
nana, :

PFREEDOZ R

BHEOM LEEDE L'CVEJ%’I%F?@E?‘&Z)_%B@%%U%ffﬂa"f‘*bﬁﬂ#)ﬁ{t%ﬁ(ﬁﬁk*ﬁ&l’o
iz, TOfEE CAP (CPA+ADM + CDDP) T 31~56%!3 19, ADM + CDDP T 33~81%!1%
18 CPA+ ADM T 31~46%"ERHEEZNTRY, CDDP L ADM % HLEUTHFREIEDNEL
DETIEEHEL DAL LI o> TNVD, LU, BEIRN 50% B AHEL DR, 2 HIM D
HERRDLNTNBLDIIDRL, SHRBRFTTREFEIIZ LB LD,

AP BB XA LFERE

HEIT - FREFEENAICKTS ADM 60mg/m? 3 It AP(ADM 60 mg/m2 +CDDP
50mg/m?) ik 3 WL A& LA L= T0 & MMUSE TITARARBR TIiL. AP BRIEDS . ADM HFIRHR
XL, BEhER D 42%E 25% (p=0.004) . R EAFHR P RMEN 5.7, AL 3.8 8 (P=0.014)
EHEEIZENTWZ(GOG107 RER) 18, AP LT, EHELIFATERLEILNIEND, EIT
BREFEER KT8 AR LZERIEL DA D—2EEZ BNA I, GOG DEEENFSE
TIL AP BIENEX - EIT T EEBADEREIRREESNAIHIZ -T2,

EHIZET - BRTFEENAICXT5 ADM 60mg/m? 438744 AP (ADM 60 mg/m2 + CDDP
50mg/m?) FiE 4 W LE R EIL 72T 0 & MU TV #HEREBR Tl AP RiEH ., ADM BANA
FEIZRT L. BRIRMBEFNEN 43%E 17% (p<0.001) EHEIZEN TV (EORTC 55872 3R5k) 19,
FMHD GOG107 DRERLFIEA L ENR 2L A - Z2MELIZ GOG107 BRRELENIZFE LY,
AP BIEITEAT - BRFERPADEBENLBRIEL B X DN A IITRoT,

— 75 ALEERIE L MU R IE OB AR LB BRE LTIk, itk o 1L, IV 3 FEERAZ
x5 L L7- WAI (whole abdominal irradiation, M8 #RRE: 30 Gy/20 &, Bk -BFK
BYRIZKIZ 15 Gy D boost) & AP FIEZ LB UT-T 0 MESE [T HHREBR 3 H 5, #PEIX grade 3-4
DA MERD  HEBHER , TRRBEIER LT AP MIENBERTHoTebO D, B HEFEY RS
1% 29%. SEICURZ 1T 38%AP HIEHTHAL, FRICBEFRHEE TH-72(GOG122 AER) YV, =
NHDOZEMb, BMITL IR, EITFEERA DR IRIEICIITS AP BRIEOH FME25HeSL
L., IEBHETRRL L THERESNAILE ST,

ZxH o RER BN Z IO R FERE
Tubulin OEBEEEL ., MM ELBREREELLELITRES TR ICIVBRSNIHNE
ERENSEDILEAEABF LT85 ) R BRI D BREASI, EIT - BREFEEIAITIL

3 JGOG2043 ver. 2.0
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Th PTX IZLABRIMREIEN. PTX 250 mg/m2. 24 BRI E T 35%DEHRLMEL TV
A 20)o

F7- PTX+CBDCA DBt (TC #&1E) Tit 62.5~72. 7% DERN R BE X TVS 2122
T - BRTEEIACKTIEI— DXV REHITHS DOC OREOBRITIL. BE
33% B H/ONTZZLEBREL TWA 28, ZD#HET DOC i, PTX LRIBEDELZRLTWAIE
225 DOC b FEERAIXTTIE LR ER D—>THHLE NS,

PTX AW bZFERIEIL, EBIC AP RIELLEBREI LT 7 MU I HRBREL T, AP K
& TAP #i& (PTX 160mg/m? + ADM 45mg/m? + CDDP 50mg/m? + G-CSF #+/ 3 &
L) B GOG177 RERDBMENHD 29, TAP HIEN. AP EIEICHL . ERMBZTLTH
57%& 34% (p<0.01) . EHEAFHIM P RAE, 8.3 » AL 5.3 78 (P <0.01) . £ATFHAR]
23 15.3 # A& 12.3 # B (P =0.037N LA BIZEN TV, LU grade 2 OFRMHEEEIS £
T 27%E 4%, grade 3 DFRIEHFRFEE TIX 12%& 1%& TAP BIEOFMIL AP BiELVH L,
BIERDH- MLt DA% TAP B 131 B9 3 5B IBREIESEYL 5 BRI b

DRERBMED ST, TAP BIESME RIS B L ERENBITIIES R o7z, ;

TOMT L MUES T FRBREL T, EIT-BRFEEBAICK TS AP RikE AT ik
(ADM 50mg/m? + PTX 150 mg/m? 24 Keffi# 5 + G-CSFHFH 3ilZL) Z L7~ GOG163
RRYHD 29, ZORERTIT AP & AT B, BRhEN 40%. 43%. EHEEAFLIR I @
727R.6 7B, 2FEFHMPRMEN 12.6 »H. 13.6 »ALHEEZRO T, MikFEMEE L
{LEHEE TOABEERODolc, ZOWMETIX PTX © 24 K 5L G-CSF R —M b B
&5 AT HRIEIZ OV T ADM 03I ZHAI% CDDP 75 PTX K E X A8 AR RS e otz

iz, F I HRBR TS, EIT - BRTERSAZRIRELZ AP #iEL TC % (PTX
175mg/m? 3 K¢ 5 + CBDCAAUCSH 3B L) DT & MELLEERERE T TV5 20, AP
FRIERE 34 & TCHRIE 36 BT, BRIRIL 27.6%& 35.3%. EMEHH oD IEIL3.9,AL 5.1
7 AL 16 7 B 2ETFRIT 31%E 45% THY  RYLCIRR MRSV > 7= F A AP BIE THV VB
FRLT,

TAP FIRIIAETHRERZRBOILDD G-CSF ®EZMNEL TS EIcEMITIRS . Rtk

EDR BB LARE, IBREEELTD TOBEAMNFIREERS, $i-. TC FiEIT ARt
,—rn’ﬁa‘bn‘*%m%&&énﬂ%m & I MR TREINTRO TS RRIE T2 L ERH D, LA
L&D, B R CTOFEERRAINK T HIZHERNLERIEIL AP RIETHHEE 2 LTV,

23 FEAENA HEBRESRIRYE

T - BREBAICES T, FIEFFCIVmE2MHEnN-LE I ONAFEEBAEROHIZ
HHERE - FECOEREZEDHENHD, ZOLIRBEROYRY FAMLFHEITHIZ O N AR
RRERERL OFRBABENTERRFICLESHTIThh T,

KE GOG 1X 1977 FExb 1983 FEiXIBESNZ T, 11 H OB SESEEPN R A 895 A 5
FEEFRETRERFL, BFRBIRY S SEERE L U IEBRER T 41%., B8 b LL
T B ARERTE 6T 58%, IREREESMEFIT 55%. BB IEMH T 56%. FEATERL LT
FHEA~DREHIT 70%, ZNHDYRIRF % _THIRWBITIL93% THY . G3 EFITIIHE%
fERREBED 15 ([CETHMN-THLVIREEZRE L 27,

EINZAY: L TY=E PN Fﬁ%ﬂﬁ%%ﬁﬁ?’?&[ﬁ%ﬂ)ﬁﬁﬁ‘%uﬁ/\tﬂ%fﬁ UNZAY: il 27 22
LIZKWEF LT, G2 THIIEHEREESZV(Ta #) . Gl THIUTEE 13 FTom/EiEHE.
BN FEHE M BRR~DOERB W ENHITON, IREBENFETHIHENEIG 3 TH
i, BB REOBREICH DL T _EEBE R LB LRI NE 2,

SHIZEBE LR TVHEARER FREFLRIIN TS 29, 1994 FELHTO 10 4F
MU HI B FTRIEE )72 599 AR EEEMATL, IVHITARLE I #1055 FEFEN RS A
JEREMBRZ B, 7B EE R EREBE, LIV S ES R E RN ELERHE -
iz,

Ubo®mEL), ERBFREEAEICEKLIDEFLL T, NCCN (National Comprehensive

4
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Cancer Network) Tit. ¥ oLE G3. B, . REGE EER. . HEBRHEE.
involvement of outer third of uterus 72& DI IVIFE MBI IEDOEBEHERL T3,

W BEXE BRI T AR EEIL., BCECIIAROEML AU {LFERELY. 7 3k@

BEIBREL TITHZ L CE, MM TR T T3 EBRERENZIT AL TV 30,
ZHUZKR LA T ELDORER CHBAFNC LA EFEREN T T3, FEEPAIRTFEHR
DAL BRI ACEEIL TEICEEMNICERT200557-0  EHRE R T84
I 2B AUNEIT D0, R TIITRBIELL TR D 9.4% I BB E TN,
ZFOFLAERLEBRBHEE LN, —F 33. 7% LEREMTh QWAL G ESNEK LA
PRERRE 03 R B 8D,

AR TOWERRIER D 5 FEFRITBEFIRIED 69.4%IZxL | {LERIEIT 67.7%L RIFREE
ToHDHH 32 historical control EDILETIX, ZOMER TILFFIEITHFTREIELRIE L Lo
DEPAFTEBLE LN TV 39, LLINT& B L FRIEDOE ZEIC oW T I MBI
FBRIEIIIThL TR,

ZDEIRAEIRTOIRKEI 2RI, B AR BEMEE LR 7EEE (JGOG) 11, HEREN
1/2 # B2 D E2F IRt RE LTI B89 E (WPI, whole pelvic irradiation: 2&#
S1FRET) L9714 L FH % (CAP, CPA 333mg/m?2 + ADM 40mg/m? + CDDP 50mg/m?2) D52 & 2
LS8 TII ABRAER (JGOG2033 BER) & E ML 1= 2, TOFER I Hs LT I1la H RIS i23
WTHURRETE I B D IR R B L R IE O F A REN T, ZOfERIT JGOG2033 HERD—
WEHE A B Tid7e<. subset analysis TR®HELOTHY, i B S LRI AT HLE
BIEDOR R OW TR ER L RIEL O BIZ IV IR 2 BERAIENSLEL > TH
5o ‘

24 EBTOFEERMNAICKHTHEEREDOBTR

INETTEEBA Jn‘ui:?llﬂi K THREFIEL TR TWAEFIOF T CPA
DIME— IR BHE IS DB HFER ThoTz, T2 T CPA 2 & Lo ARIEL L TIREMBAICHEL 72 CAP R
EBELITObNTERER DD, £DTs CAP FEDFERBRBRIZ+212HY., CAP #ED CPA
EFE VIR EL TN CHEAT - BR T E S A OEERIERE SOV AP RIER T 52
FRETIIARVWEE BN, BLEDZ 25 CDDP #5811 50mg/m2EEELT. ADM &5 &
% 60mg/m2 |2 B35 CPA 2R\ = AP BiED 2005 4F 2 A IZRIRE 2 &R 39,

L2L. ADM #H B L7z AP BEDBRBRBIIAIRICI VO TIZLAERED ., %gﬁ:m/\/ i
REFERLRIELXRIC feasibility RBRMREHEN TS 39, Z0RERIL, AP(ADM 60 mg/m?
+CDDP 50mg/m?2) &% 3 L 3-6 2—R% BIELL TR 5N, 22 FIASREI, IFHERE
DOBIEIZEYRa—ZBBEERN 1/3 OBREFIZERDEN, IREEZR (FEL TV za—R D
BERTULEEIAS)IX 86%., IBEBEEESCKEEEREEFILRD o7z, 20K RIX
GOG122 RERD feasibility (ZHi T EEM:) & LEISHDTHY . GOG122 ?K@r)nikﬁbht
1990 £ I0L X FRIEDO R ELBETIZ, AP BERA Rz THL o lITRIfEThi L
BRERREN Tz, grade 3 Ll EoF 2 AMBENFEEETRIT, BEFESNI 22 fIPEERKRE @Fﬁg%

EDS 14%, FERWELF PERBD | IR 4.6%IZFRDLIIZ, grade 3 uhwﬁﬁﬂeiﬁﬁﬁﬁ
Bhi. iFPEREEAD 91%. B M ERENED 64% ThHoTz,

&Y REENIARRICBNCTAEFE I LAETT - BRETFEEPAICKHTEEB O RER
T5E I AAEERRBRAEmSN., PTX 12 2005 4 5 A, DOC i 2005 £E 8 A 2R & A&E
&z, PTX i3 210mg/m? 3 RefEl 5 3 I LICLAIRR CRBIRIL, BARBALERIEDE
B R EEAEIZE-SGHET 30.4% (95%fE#HX M 13.2~52.9%) . RECIST (ZZE-3<FHfT
21.7% (95%1EHEIX [ 7.5~43.7%) Th-olz, grade 3 LLEDBMBHAEEZTERIL, XEEh-
23 Filh ZEEMEAT R ERIRD  EREANE 2 B, Bl IR, BT, R, R, MEATMEET.
BRI, BBEE. . BRRERE, m&m% BERMERE M, FERDBE 41 FlIZFEDD
Niz, grade 3 LA EOBEREMEFLTEIL. FPEREWD 78.3% (18 #) . A MmERE L
47.8% (11 B) . ~E7 a5 18.0% (8 #1) . AU LA 8.7% (2 #l) . FRIT LA 4.3% (1
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B TIhHot- 38,

DOC X 70mg/m? 1~2 RS 3 B iz kiR cE %Iz, RECIST c&E-S3<FHHET
31.3% (95% {5 IX[H 16.1~50.0%) . H ABIGRZES DEENRA L ERIEE B R EEREIC
ST 28.1% (95%EHHX ] 13.7~46.7%) THhH-o7z, grade 3 LA LOBMENEEESR
k. BERENT 33 B REKTIR 6 B, REEL PR BT, THI, KH 2% 3 Fl, Bl 2
B, ORNK-THEER, B8, REEREEE 7TLAX— B -EKBXE L1 FIcRHONT,
grade 3 UL EOBERMREMEFEEIL, ﬁ?qﬂﬂ%éﬁﬁ/y 93.9% (31 #l) . B mEREIHL 78.8% (26
Bi) . Vo BRI 30.3% (10 Bil) . ~EZab LA 8.0% (1 6) Th-o7= 30,

72 JGOG it HIT- BRI EEBAIIHLT %‘ﬁfxiA%V/x/%iﬁ‘éﬁﬁ% L& B H’JJ:LT
RN A THELERLTEY., FEEBAICKIL TOE-72 key drug L720925% 9 ZEH% 7
SFFREREHEATE 2HIBAL A AW Z 65 1T ERER (JGOG2041 BR) 2 3 HE
Lize FEESAIKT575FF ZEHNIL. AP #1E Tk CDDP. TC #i%Tidk CBDCA L &7z
DEFIPMERIN TS, CBDCA IZ2oW T, SFABREIZRBIIAZDO®RENZHOWTEEBHRETIX
RNEBZLILTWS B2 LR EEEX TG E . R HL VAL TEZILND 4 BYOMEEDF
25, TP #E (PTX+CDDP) 23, SRR BA THBFMENREL TC WIE~LFERALV ALV PEBLT
VW5 39402 L2 E L, TP RIEZ RS 3 BYOMA Y, BIS TC #i% (PTX 180mg/m? + CBDCA
AUCS6) . DP %% (DOC 70 mg/m? + CDDP 60 mg/m?) . DC % (DOC 60mg/m? + CBDCA
AUCE) IZ DWW THRETL 72, JGOG2041 RERILATR D GOG177 RERITEITH AP BIEDOFEFR
(34%) % LRI EPEF TEBL VA ZEAZETHIEL BRILL, BON I RE IS 111 44
BRBR~NFRERID LT WA ENT, TCHRIEIZERE 60.0% (95% 1S4 X ] 40.6~77.3%) TH
o7z, FHHFTEEZ: 30 Blici5iT 5 grade 3 A LD X2 BMBEHAEELRIT. BRTIESLIOCELD
13.3%, #REE GEEME) (grade 2 LA L) 16.7%. #REE GEM) (grade 2 LA L) 20.0% B &
UFBMELT HERIED 6.7% TdhoTz, grade 3 LA LOBEEREHEREFEEENL, IFPERIRD 80.0%.
H kB 53.8%, ~EF B U AEIKT 30.0%. M/MEEL 26.7% CTh-o7z, DP BIEITIRER
51.7% (95%IE X [H 32.5~70.6%) Th-o7z, il FTREZ: 30 Flicki)5 grade 3 LA LD ER2H
MEAHEEERIT, BRRFERBLUTH 16.7%. B> 13.3%. grade 3-4 DF PERBA % £5 %
It 16.7% Th-oiz, grade 3 LA LOBEREMERLENL, FPEREY 86.7%. A MmERE/
76.7%., ~EZ O AEET 8.3% Thotz, DC BIEITELR 48.3% (5% X [E] 29.5~
67.5%) Tdho7z, FFAMi AT A7 30 Blicd51) % grade 3 LLED T HMEME EHF ST, RETIR
10.0%. Bl AT P ERBAD BIOREY 6.7% Tdh o7z, grade 3 UL EDBEREEREEE
B, GBS 90.0%. BILEKIED 86.7%, ~E/ rt HIKT 33.3%. fi/MEIRD 13.3%.
ALT 8 6.7%Th-ot-, LLEDOFERID 3 DDOLIA LY, AP JHES ERIAE MR I URE
035D FIREME A RIS, PD 238D TEFIOFIE L, 3D T DC & (TC : DP : DC =
13.3% : 13.7% : 27.6%) H3 & h> o 7=,

728 PTX BL U DOC 1E, Wb R BREIG A RBIELL CAICBIT D FE B
BREREAEOER L ROONTEY, HELENLOEKIEL T JGOG ILIRRERBAELIT-
T2, EDFER, 2004 5 1 A ~12 A OHM PR LFERIEETHIIL 1,675 B (192 HER) T,
Eﬁeﬁ?vﬁrm@ 41.0% (1,675/4,090 #if) . KK C— R I FT oI TV B 4 18 B B S R

THIZHT D 6.7%(273/4,090 Hi) THotz, WHEILFERIEDN 90% LA EHITSH TV ZBEIL,
III IV #ip2C, 1Ib #i G3, Ila #iD G3 DIRE R, Ic 1 G2 DIRE BB, Ic #1
D G3 THoTz, 50%LL LB FEFIES TSN TR, IeHILL LB, Ib Hid G2 DARE
(REEIEME . Ib #D G3 LWVOIBEEIEIRENT,

25 ARBREMHEELERL-EH

FEEBIMMIER . FREBREEREOFRIZ IS BB TIBENHE &L —F #1T
BITHLNIZTHRABRTHD, WO 5 FEATFRIL, FEBRBAEED 5 EAETFEIL 70.8%I
U T # 51.8%. IV #i 19.5%EBMESNTVWS 9, ZD X572 T - BRFEEBAACT LTI
{LEFIEDAVONTEY  ALERIERI OESIZ IV FEER AL THLH AR EDENNEDS
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NBIN o, TNETICRFEN S REFRIEO R TIE, AP LN, ADM BEANGRS
WAL LEEe LA A2 R, EHEREL L THREINBAIZE->TVA L1819 iz oLz koI
TAP T AP REEICBAZENBE SN VAR EM DA TRBENBIZIEE TV 29, £
TTCESRALERIEORIED R LEBAHICENTZL DAV DBRBREZITHIZENRRD LN TS,

PTX # WAL, &OIZET - BR T EERBAAIKL, AT FESC 29 TC HE 29038 AP
BEL SN TC BB AMEZ TR TAERENBE SN TWAR, 8 I ARBRCTREENT
BOTESBRIETAINERDS,

F-FEEBAL EBIT - BREBARBLT, MIEFEFicIhm2BHENzEE IS T B
BAEFI ORI ER L OERELEHEEMRHD, [Ib LI EDOFHER, ¢ MIOBENERSA .
FTR_RTD G3 OEANBRMA . BELRIRERELZED S, IFENERIAOWTANEED LS
A R EREARIELL CINGRMABREOBEIG LD 2128, ZOiitk BR B faREE 3 5%
FRIEIT ., A CIIBETRBIER TN TWAER 29 BRIOBF S, ZLOMER TEIIERIEBT
b TS 3083, L LI fi B L ERIE OB St DWW TE T HARRICIAREEIX Thh Ty
RV, B EIRE 1/2 B2 A2 FMFI 2R HRELIZ WPI L CAP #iE% thEkL7- JGOG2033
HERTILL I #iB IO la H] GREZIBM) I W THREHRERIE I BRI % B L R IEOF A
HERFERENTVBLOD 2 MAEFEITICE LD THY AP FIESE OB ENLERIEOF A
DWW TELIZRET A ERDLENRHD,

AFRTIX AP JEEEDS, 2005 4 2 H 12 39, Z%H LR IEKA| PTX A3 2005 £4£ 5 A 30, DOC 23 2005

- 4R 8 A RIS EFRBIN TS, AP FIEICOW T, FEARA IWRBEESAERIELS

BT feasibility RERMBEREIN, AFRBITBWTH AT AIRE THAIEBRERBIN TS 39, F
7 5F > REHL X RER O ACERIEIC OV, EIT - BRTFEERAEZRIC
JGOG2041 M EM S, TC L, DPRIERBI R DCEEDWTIL AP REE LEISZER)
MR IUREENH DA REE 2RI AFER LR TVND,

Pt BRA2TIZ JGOG X, JGOG2033. 2041 RERDFEREZBEX | TEEBABTRE LR
BARBEL AP RIEE T T7F F RER L2V RERI OB RLERIELR L5704 ML
% I AR ERTAZLELT, BEHT ALY A3, O JGOG2041 BRERDER TIX. o 2
FEXY DC #EED PD ORAEBERPREN-T-28. @ CBDCA OFFRBIEIZRBITSEDERE
IIRFBARETIINS 39, 2 F L ROE B CDDP OB 4. #¥ V2% Tid DOC B4 73

2 ipd (PTX BT 5% E M4 BT 572 CBDCA LOBAICE TSN TEERSHSE

3940) = LA EL . AP ik, TC #i%. DP BRI XA R AENLERIEL Uz, ML, OAR
TR BB ERIEN Ie- ILHIZ BV T IESHEITEN TOBL DD, FHREEL AP RIEICE
BEBNEL TR TN LR EE L, BIFEE 2 cm LU T O FIGO FHETH 1T HHs0
IR E BRI LA IVEL, 2L TOJG0G2033 THRE SN -HBIEE /238251 I H0
N AREFECEER . G2, G3 DFEERMBALLIE,
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3. BEDRIRAE
FUDHATSN T B A TR SR

3.1 EieEE

D) EREPFEEPA(AIE, BAREZERL) ThAZ LB F IS h QWA BE
2) YKL FERMUN. BRI BRRTIRMTE BRSBTS, BIFERORE
2 2cm LA T THDHEE .
3) BREENLOHEERDFREBEBZIIC Lo TTROWTIODORELE -+ FEERALR
=3
- ERE 12 2B 5 FETH I H T, 85056 Grade 2 $50 X 3*
* TR ROEBAE (SR, B, R496) 122V TitGrades ELTHARD, -
THNLUAN DB DV T, BB DT RE L 3B RN LV Grade® ¥ ET 5
Tk,
- FHTESTH T
- BRI % B R T AL~ DR PR ER TS * & RO 7R\ N FFEFT# TV #A
* ) BaRE, RHERRHDVIISEEY i~ DEER
4) FEEDBACHL, (LEFER L ORI LA T T R B E
5) FIVEFIEOBRKIERA LY, REAT 14 BU LRBL-BE
| 6) —fREE (ECOG Performance Status, P.S.) 23 0-2 D HBE
) FWHITHE 8 BURNICREHBTEDRE
8) £Fiin 20 IELA L 75 BRI O BE (B 6RHE)
9) EEMER (BHE. L. . ERE) OBENRRBSh TV BE
UTomEL BRREMITIERER 14 AUN

SF P EREL 2,000/mm3 LA _k
/iR 10 5/mm3 LA |k
NES Ty 9.0 g/dL 2L
AST(GOT). ALT(GPT) &bz 100 U/L AT
Brynes 1.5 mg/dL LATF
MmEIsv7F= 1.2 mg/dL LAF

(CEICL EDORIE CHERTAIENEELLY)
LUFOREIX, B8 BT 21 BLUANERIIREREFTER 28 BUN

IVTF = JUT 5 A 60 mL/min LA
LEX EFETEERD OISR EL RV RE
LVEF (Left Ventricular Ejection Fraction) 50%LA E

10) ARBROZIMIONT LB IDRESEAIVBON B BRE
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3.2 BRyMRE

1) HWERSEEcEE

2) HALDVRRRER R THEBE

3) EELAPHE (LKA, control TREZMERMA, BMERMIE, HiLERE) 2H T H8%E

4) 5 ERBOERIMOEENABEEHD L, BEMEOEERATETIEE

5) MIMEHE X MEERLV CT CHIEMMREIIMBREENEONLIEE

6) PR ERE LELT DMK, AT BERE

7) grade 2 LA EORMHREE GEEME - EM) 2 &L TV BE

8) grade 2 UL EDVRIE (MURL) DHHHBEE (FRRBICE>TRETIEEITEE R

9) FFYirrir (doxorubicin, ADM) IZXAHITEERENHDBE

10) RY~—h 80 EHMA, RVAF=FL ol (ZLER—/N ELS) FFRA (V7o
ARV 728 BL ULl E B RA (EH AL 21 8) ICd UBBUE DB EREEF
THBRE

11) ZOfh, MEFRAF R TLER A RE Y &L 35&
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4. FEH|IFH

4.1 fERAEAIER

5 FAZEANCEI T2 — IR IE BT IRAIRMA CE UK 8) DREHMNAELT5, BAIRMN XEOHK
ERFIZIIFIRMA SCEER SR OIE, BRIRA SUEBIIAREBR EH S EBICHRMA L0, BFiRIE
[ & 35 & BB R 2 15 SR IR R — A _— (http://www.info.pmda.go.jp/) | CEBTEXAD T, #
ICERFTEREIERTLOBDDHTL,

4.2 EF| Ot
MRS &A1 5,

421 /139 3X4)L (paclitaxel, PTX)

[1] & & & Z%Y— /95K 30mg, 7% —/LOE&E 100mg

(2] Ak 4y« & & (1 34TV 5,.16.7mL FIZFK 2 /7Y #¥% &)L 30,100mg 2 & H T 5,

[3] EXAEIERA :

D avr, TFHI745%F—8RER
a7 (0.2%) . T 747% 0 — 8K (0.3%) 2T 2EMRHAD T EREZ 4012170, FERIA
B, MR, (KM, SRR, ARAR, BIAL, M TREE, BITEORESBDOONIE ARG 2P 1L
L. BEERAEEITHIZE,

2) AmEEDEOEEmH
A BRI (59.7%) | iFHERED (63.5%) . B[ ~F 7 ae il (27.4%) . ~~r7) v MR
(5.2%) . FRIMERED (6.4%) %], M/ MRED (10.6%)  ILILEKIBA %S035 5N A2 ERHED T,
R MR DOBELE 01TV, BEPROONBEI0L, BE, KESEYRLELITIZE,
o, B RIS ORFEIC LD | BRYLE R SR GE (2.2%) . LRGBS (4.4%) . BUILSE (0.9%) | #
WHZ (1.1%) | Mt (1.0%) Z] O RSP EIN TN, 2B, BEWNO 3 BRATE#EICLLE
I AHERER (AFIEM) IZRB W T L —F 3 LA EOAREKED ., iFPEKED DORBRITENEN
43.7% (163/373) . 76.3% (284/372) T 7=,

3) RAHtRRRRED, BRE ' .
LUNZE ORI MRS (41.2%) . BOE (0.1%) . /7 FRE (0.1%K0) . R EFEAHLbhbZE
BHDHD T, ZOIH7ERBHHONIZE AL, WA, REEFEY LNBEITHIZE,

4) FEVEERZR ., BARHELE
VR MERT % (0.6%) | FARHERE GEE R 35N dTEMBAHD T, BELE /51047 BB,
WK, PR R R O ER X SR A R B EAROONIBE AR5 2P IEL ., BIBREFRLVES
ROR EEOFEE2NBEITIZE,

5) AMEIEIR 850 fE R o .
SVEREIR 8318 AE R RE (0. 1%KTH) BHOONDLIENHDHD T, BIEL 71TV, BEICHEITY
DR R (KEERIE. MO FAMMREESZORE X REFESEDLNZBEITITR

© o BARHRIEL, EUIRAERITIZE,

6) LHEE HoMmtb AL, MeEREE HER., mRERIRK . Mz, ffikiE
DTEZE (0.1%K7%) . Do MfitE O AR 2 (0.1%K07) . OMzEEE (BEEARA) .| MiZER (0.1%) . 0
R ERIRZ (0.4%) . B2 (0.1%K0) . FiZAKRE (0.1%K5) BHHbNnbIENHHOT, BEs
FTAT, REPZRDLNIESIITRELDPIETHIL,

7)  EfHE, Hig
B (0.2%) . B8 (0.4%) B3N AZENHLD T, BEA2 75127V, EENFEOHLNHEES
Wik 5EPIET52L,

8) HLEERE, BEZEL, HE i, HLEEE
HILE B GEEARR) | BEZFTL(0.1%K) . ELE i (0.1%:K0) . EILEEE (0.1%) 53
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HHLONDILERSHDDOT, BELZTHITITV., REDPRDOONTB AR G2 L35 HE
R MEZ{TOITE,
9) EELBX
UM KRB 2%, fAIEME KB 2. EMAME KIBREVBENDZENRHEDT, BEL DTV, L
VIR - TRIZERHODIBESIII R G AP IEL, BYRABEITIZE,
10) RBEBAZE. IBE R
& BAZE (1.7%) . BB& BRI (0.1%) (BRERAIR, Bl -1EH, FUV VAR, IR . EEEEH LV N
R AR R OCRENAEM DI >WE) 23k BREMEAL U RICBITTHIENHDHDT, BEHAZE,
B FREAHODONIBAIIIRE L2 PIEL., BEREESEOBELLBLITIZE,
11) ATHSREREE, B0E
ATHSREEE (4.4%) . EARHOONDIZENHID T, BEELTHITITV., BERRDOLNHEE
Wi 5aPiE+azE,
12) Bk _
FER (0.1%KTH) BHobN DT ENHHDOT, BELT 7TV, METIT—EREFICRE IR
HOENTH AR EE2 P I T2 B AEEITOIZE,
13) 2B R2
BB RL(0.2%) BHOONDHIENHLDO T, BEEX+2I124TV, BUN, IMiE/v7F= /1
TF =2 VT 5 MBI REBRO OGN HE IR 52 TR EWERAEEITOIZE,
14) B2 & RERERRSE 8 (Stevens-Johnson SEMEEE) . MR R EEIEAE (Lyell FEFHRE)
B RE KEREHRAE (1 (Stevens—Johnson fEERE) | PR TIEIESE (Lyell SEERE) BdHbbND
ZEDRBBZDT, BEELTHIUTV, REPBOONHE IR EELFIEL, EORLAEEITIZ
bt :
15) FEFEM: M & N EEE FEERE (DIC)
FETEME M A PR EVE B (DIC) (0.1%) S50 NBTERHDD T, BLEE+531T1T WV, /MR
. % FDP ., 3747 7 BESOMRBREICREPROONBEIITREL DI
L. B2 MEEITHZL, '
(4] 2ofhoRIER
B B IE BB (5%~20%KTH) . FEIR (5%K)
8 'R % IKME (6% ~20%Kh) . AEAR. SR, BRIR, ISR, SLE, OETTE, OF
KR, CHEME., LEMEY., DIEX, BOE (B%ERM) '
M b 28 EL-1gM(33.8%). TH. BREATIE. ORK., B (5%~20%K) . IH{LARE .
BB, Bk, BERERE. M TEE, EREE, Rk, EHEmR. 55, 1
P9 (5%3R1%)
¥ 8 AST(GOT) L#.Al-P L &H.LDH &, ALT(GPT) L&, (5%~20%Ki#).
NEV & (5%EH)
& B EAERE (5%~20%F) . BUN L& Zv7F = L& BEAR 6%FKE)
'3 & RE (42.3%) | BEIR BB R B, INE G (20% 00 ESUIBEERB) | 85, HEK
B KRB, FR0S . INOREE, REHEE, GRICE, BUEEAR (5%K1H)
BEpiRR  OF, FIR, AL, 500, IR, BERE, IR, 50, B, R E0NESR, &
#_ EBAH, ASE, BRET. EREE, 58, SEEE. BIRTHE, BE
R, %, RIE, RHMEER), EF ., [OLE) (5%EKH) ]

IR BB EHUE (0% LU BRE ) | SREAISS, RN RE kL, IRE. B
Fa. &R E R G%ER)

e W% 2% PFRORREE(5%~20%KH) | KRR (5%KiH)

8 SER EHE. R, BER. T (5% ~20%:KTE) . IHIE, K., (T PR
B, EERIEAR, SToiT . BB, AERD (5%KHH)

B ¥ PEETE (30.7%) AP (27.1%) . B . &R (5% ~20%:K 1) . SAERTH . IER
(5% i)

F O il B (20%LL ESUTSEEAR) | FEL, BIKL (5% ~20%K1) . %R, BN, Hif

HEHERAUS , AT ERIE, RE AR . TATIHED | BB RIT e, R
FEE, MR, IREE, 08, FIEHM, R, AR, R, BRETE. & b,
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- 81 —_



PRESEE, IRPA, AR MBE, il PEREREJE | vE e N AEIEHE | BRBEIR . AIEZR (5%
A )

422 Ft3%1t)L (docetaxel, DOC)

4.2.2.1

(1] & &% & #XFV5F—Lep

[2] A% 45 - & & :80mg BAI 1 /547 2mL izt &3/ kFi4 85.35mg

(FE&FENLELT 80mE) 2 H T3

20mg BHK 1 ~47 /L 0.5mL FIZREZF /K 21.34mg

(FEZFE/ELT 20me) 2 H T3

[3] EXAEIEHA S

1) BREMmEH B ES [ M EREA (60mg/m2:97.2%, 7T0mg/m?: 97.9%) . #F P EM (60mg/m?:
95.2%. 70mg/m2:98.4%) . ~E/ 0t B (60mg/m?2:50.9%. 70mg/m?2: 78.1%) . M/ MR
> (60mg/m2: 11.7%. 70mg/m2:13.0%) Z12H5bNAD T, MIKRES +45121TV, B MR
DONTHEITIE, WEMBOER ., B, KESOBEYRABLITHIZE, F. AH OB EI2H
7e>Thd G-CSF A O@ 82 RIcBL Thb RT3 L, '

2) TavZfER (0.1%) - TFT745% o — RIS (0.3%)  FER R BE . S8 X8t fEIET . T
BE RBEDLay ViR - TFH74 7% — RGN HHbNETENHED T+ B8 51T
W, BETSBIESBDONIG AT, S5 DI AR @0 ERITI L,

3) BUE. R4, RS GEERH)  #H, FFR42. AST(GOT) -ALT(GPT) -Al-P ®ZELi»
FREDEELIFEENHODNAIENHEDO T, FFIEREDHICEZ L CBEL+45121T 0,
REPBDONTZH AR E 2 P I AR 8 E B ATk,

4) BEETEEERH) AMBR2E0EELBEENHLLNAZLNHDLD T, BHEERE
DEIZEREL TBREEL 50TV, BRENROONIEA IR 52 P IE 520 @0 E s
1T5Z¢&,

5) FIEMEMIZ (0.2%) . BRHEAE (BEEERBAVE) BB M4 . IBMESHO bR NS5,
Fo, BURBEIEE AL Q2B TRROBERIER R BEZR) 23555 s 5%
Do BEL+HIUTO BRESROONIBAITITR 54 1L T 52V NEB 2T L,

6) LAE(0.2%) : DAREBHELNBIENRHZDT, BEE+HITITV, BERRD LB LI
IR EEP LT 5@ B AFTHT L,

7) BRI PSR ERE (DIC) (0.1%) : BEHEME M8 NEBEIREEEE (DIC) b bbh b s s
DT, M/ R¥Ek, fL1E FDP . 87«7 /B E%S O MRRESEEITIZE, EIRAHOD

 NEBBIEREERIEL, EORREETIZL,

8) MHEZIL(0.1%KNH) . BB (0.4%) . it A% GEERE) . KIB% (0.1%) 1BEE
. BB, BimtERAGR, KEBEAPHOONIZENHIDOT, IR, i, Fi, FHis
DIERBHOONT BB RE L2 T I T2 P B B (TH0 8,

9) ALURBEEARH) (ALTARHLLNAIENHEDT, BEE+5I0ITV, RERBEDONI-
BB EEDP T2 EmO R LB EZ1THIZE, o

10) SMEFERAREREGREE EETRH)  AMFR{LEEERSHObNE T EMHDD T, FEREE
MHLNIBEITTBEL T /ITV, B E2 P I 5 VB @2 17528,

11) 2SR (BERR)  AMERRHLONEZENHEO T, BEL STV, MET7TIT—F
EEICREBRDOONIER IS 2P I 52 L EE 0B E2{To0 L,

12) B R K5 PEHRAE 7% (Stevens-Johnson FEMERE) | P MR FEEFEE (Lyell SEMREL) STATEE
(BHBETSBH) : B2 I RS ARJE B (Stevens—Johnson FEMEEE) , 3t B HBSEE (Lyell fic i
i) 2 E O KRN - BHEERERHODNDIENHDD T, BIERE 4TV, B R
OONIHFEITITR G52 PIET AL BB E21THITLE, ‘

13) R —7 | BiARE EERR) | - AR (0.7%) 1 0LF VR —5 | BliklE, Ak
F—URET DMK, EAEOEERTEE (KRB AR ESHL TS,

14) DFHHEZE, FPIRMARZEARGE GEEEARD) O SRR ERENRRESN TS,
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15) RAYLIE (1.4%) BUMSAE | iR ZEORGEIENBEIN TS,

16) FLRIR AT FEE 5y WE B RE (SIADH) EEEF8) - AR ANV R EE 0 WEERE
(SIADH) 5 bbb DI ENHAHD T, (KRB EMAEEZEEF N D AME., RPN U LD
B, BEEEZSOERNRHLONEAIIR S FIEL, A EROFHIBEEN/ZLEEIT
5z, '

17) Zofth, EELONKREOREE, WER, RKESREE, OREOBRAERSE QKRB ESRE
% Radiation Recall BN HE LTV 5B,

(4] = fhoBEIEH
H b 2% BEFREGO%L L), Bi-EH, TH., ONK, B (5~50%KH) . . &

AR, (BRS, F%. ONERE G%KRH) . B -+ ZHBBREE, RER. Leo<

D (BREEARHA)

TLAX— Bk (5~50%KiH) . BEERK, BIALSE (5% )

fRZE (50%LL L) | KB (5~50%KT) . taRILE. TURR (INHIBE, £, 6. M

T, NTFffE, NTRES) % 6%KRH) . KEXE, FRERE, RE=)T

<M T R(BHERH)
KPR LU (5~50%KTH) | B8R, BikEk, REREE, oF\, 5K, HEE, H\,
R R, ZH. BHOBRE. FIRE (5%KH) . IR, BEREE (P, xobso
& BER) EETRH) _ =

R RREEW ARPNYE. BARNE. A ETE. B, I RS (5%KRTHE)

Jif i AST(GOT)-ALT(GPT)- y -GTP-Al-P-LDH k5 (5~50%i#) . et
L5 (5%KiH)

H g EEAR.K-Na-Cl:Ca D&%  BUN L& (5~50%Ki) . 7L T7F = EH . REE,
MR, Z R, SER%E (5%FKH)

2 MEET., MEEF, RER 8. HIRSE (5%KTH)

2% R REE, MREAS . S (5% | MR GEEARR)

fth  EHESK(BGO%LL L), RE FE RER- TV 7V -AG t-CK(CPK) &%
(5~50%Kit) . ERARZE . 5&m. ., S8R, 2VR. B/, Adim, 12Ty, iiR%
(5%A1H) . IFIEPAZE, Bk GHERBH)

P
34

B

A B
S = W

4222 FEAFE)LRFTERER
(1] pk%y-& 8  80mg BHK| 1 47V 6mL FIZ 95%TF /) —/L 764.4mg 5 EZH T5
20mg B 1 A7/ 1.5mL HIZ 95% =% ) —/)L 191.1mg ¥ EHT5

423 L RATFSFL (cisplatin, CDDP)

4.2.3.1

(11 & 5 4 JVFFF0e% Fo5e0

[2] Bk % - & &1 347V 20,50, 100mL 2 % A7 TF 2 10,25.50mg & H 5,
[3] EXAEIEAR \ '

1) ANBAR£0.1%K5H)

L AMBARLZEOEBELBEENRHLDLNAIENHDHD T, HENCERBRELTI L, BEOK
BEd -+ c BT 228, BUN, /L T7F = JLTF = - JUT S AMESICRENRDS
NEBEEBEREEPIEL, BEYRAEBEZITHIZE, £OM, MR, RER, 2K, BERIHOHHLND
ZENHD, '

2) LB (0.1%K7) S0 B B
LM ERBD . B, @M ERED . fFhEkED . /MO ERHHONAIENHAD T, HEENZ
MERREZITIREBEEZ STV, REPROONZBEITITRE, RE, P itFE0@ET
MEEITHT &,

3) Tavl T T747% T —HAER (0.1%KH)

Tavl T I747%—RERTZREITIENHIO T, BEE+SIZITV, F7/—¥, IR
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#ERANERN. E R TEOERBRH LN HEIIR 52D IEL | BURMEZITHIZE,

4) BESIET - S5E(1.4%) . FE(1.7%)

EEIOB AT, 8, BBERHLONIZENHD, £~ KRS BOBMIMI LV TEEIEED R
BUBRE A E<2Y, FRiZ 1 B 5 BT 80mg/m2 LA LT, ##%5 &Tld 300mg/m2 22 HEZF DI
MENIBAE LR DD THRRBEFITWIRET BT L,

5) D-oMmFLEA, BRERFRER, FEE (3T 0.1%KiH)

Io MILEA, IRBEEMBER . REEFOREEELRHLLNIIENHDHDOT, BENRDS
nizgEaiksEEsdIET52L,

6) MMREZE (0.1%K1H) . —iEMEAMEE ML % 1 (0. 1%3R )

AR E | —BYERNE M B IERH OO NAIENHIDT, RFENBDONI-HBAITR G2 PIEL,
WY BEEITHITE, -

7) iR FAE SE R (0. 1% 1) _

/b RitEE M, BR 2% EME TR REBEEERIHODONLZERH LD T,
EHHICMERE (MR, RIERE) R OBEEERELZITHIREBEL 0127V, RENRD
LB EIITREE2PIEL . EERAEETTHIZE,

8) UFHEZE. BLE., Ho MM LR, RENR (37T 0.1%54 1) _.
DFRFRZE, B liE (REPIEZET) . Do Mtk DAL, REAR (LEME., O 1k, LEMS).
WRIRSE) BHLONDIENRH LD T, BELTDITITV, R, ki, Blh, B, CENER
LT OONHEEITIIFEEPIEL, B AEE1TIZE,

9) il A (0.1%45%)

I —LABMOE MR MAHLONDIENHED T, BEPROONHEIIIR S 2 IS
BlE, '

10) FIEVEMIZ (0.1%K )

FEEN K, FERREE, B X RAEE SO MEMEMRIHOONIZENHAD T, BEEL+
SHATV, BESREDONIE IR S 2T IEL, BB RE ST RO 5 %0 0E
2ITHT&,

11) FLRIRFNVE L RBEA DWIEBERE (0.1%:K7H)

KM A AE  AREEE DA, R RD LAHEEOREMN, ERR, B8, BREESEE
PLRIRABNE R E S WIEBERE (SIADH) 56 NAZENHED T, ZDIHRIERBHSH
NIEEITIIR AR IEL, KOS EROBIBEOBELAE LTI,

12) BIRERTS (0.1%A0H) . FFHEAEREE (BEEERIA) | 3YH (0.1%378)

BIRERT 2% . FPHREREE | BIEAHODONDTENHLHD T, BELX+HITiTV., BERRDOLN-
BEITIIRE., KK, PIEZ 0@ ABEZ1THZE,

13) TH{LE i, MRS, HILEZRTL (3TN T 0.1%KH)

LB I, EEHEEE. EILERILEHODNIIENHAD T, BES 51017V, B
OLN-H AR, KK, P EEOBEYLNEBEITHIZL,

14) 2MHEREESR (0.1%K7H)

BHYEERDPHOLNDLIENHEOT, BEEL STV, MFET7TI7—EE., MiF)/ A —PE%iC
RENRBOONIEEIII R ELPIET57L,

15) = bE (0. 1%K7) . BRI OEAL (0.1%41H)

E LB BERBOB(LDSHLONDZENRHY, FIE, 7 VR =Y A2 BELEMLBE SR
TWDHDT, MEECREICER Tl BE82 5107V, RESROON-BAICITRESL
P DR EYRNEEITIZE,

16) WEURRLARAE (0.1%K 1)

B RARIE N H SO NDAZENHEDO T, CK(CPK) L& P R URPIA 7 ar R %&En
OONTHEEIITREA P IEL, B REERITIZE,

4] ZooORIVER

H b 28 ELEN, BECRIR(10%LL E) . THI. A% (1~10%FK 1)
AL ABETE, BES, BEERIE IR, O AR (1%KR)
| OB E B IETY Q%K)
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