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A AALERREGT I O BIEF SRR 1350.0% (9/1861) TdH - 7=,
FEaEIEHIE, FESME. Bt Th o7,

B AALEBEG I O RFIH 510 & 2 B R B R 1 18625
IZRRO 5Nz ERBRREMERTE L. LDH LA, AMmBRE
A3, BB L TH - 7z

CEMEHBRAABIR DI IR DEN(BE)

17.1.4 585155 T 1B545R (BRERIE M EFHHARSIE)
U S S B A B I 1 IS R 330 & S RIS IR
EHE3EML,000/mm’Ll_EXIE1H T $10,000/mm’_EZ2/RT &
T, EMBRMEEEEH & 0 AR ug/ kg% HHRE T 5 XidEH
BRI G L7z 2OFER, i ERE(=500/mm?) O [EE B O
FRUUEIZIBETH - 7z,
HIEFAFEBIBERE1327.3% (9/336) TH > 7z TEREIERIE. FEL
12.1% (4/331) Td > 7z,
KA EGIC K BERREERTE 3RO 5N h o7,

17.1.5 BN IERR (BRREMFMEBBESEREHMERE
DHFA%IE)
ETHERABREELTHZ R, BMHMEEEEH X A MmERE
7%10,000/mm?% #8 2 7z R r S TAAI300g/m? % H RUEE U 7zo
Z OFERIFRERE(=2500/mm?) D [EHE HE O REIZIH TH > 720
R R 1$29.4% (5/1761) TH > 7z EEIEHIE. B
17.6% (3/17f) T@ > 7=,
ARANE 51T & 5 B RSl P R B 1352.9% (9/1761) TH -
Joo EREERMEME . LDHEF41.2%(7/1761). Al-P LR
17.6% (3/17H61) TH > 7z

17.1.6 B515E MABEER (BKRAEMEFHRTEE)
B VoSEEE2THIE MRS, EEHEEAEE H 2 S iRk
o EfE3HEL,000/mm3Ll EXIE1HT$10,000/mm*EL k2R
I E T, AFISug/kgZHHE MG L EH REEE L. 20
KR HFPIRE(2500/mm?) O BE HE O REIZIIH TH > 720
BIVEFFBBARE 133.7% (1/2761) TH o 7z D S N7-BIMER L,
BHETHh -7
KA EGIC K BERREERT 3RO 5N h o7,

17.1.7 EASE D15 (BEEREHEE)
[FITERR OB B EEFOSH 250 RIC, BHBEERSHE LD 14H
M. AFIB00ug/m?Xid 7T AR % HH miE#E Lz, ZOfER,
REHRGEIE, 75 RBESRICH U TERZFHERR OB E
EPRD SN, ZOBEMRIAFILGHT8.1% (25/3261). FF%
RIE5EE35.3% (12/3461) TH - 729,
REB G B ORIEFRFBUARE1L6.3% (2/3261) TdH > 72,
TRIVERIE. MR OB %3.1% (1/3261) Th - 7.
ARE G BEO MR R FBAE 133, 1% (1/3261) TH o 72,
RO S NIHREEMERET L, LDHERTH 7.

17.1.8 ENE NEHER (BRSEHBE)
HEBHBMEEEISM 2RI, BHBEZIOBE X140/, &
A1 H3000g/m2% 8 H s ERE Uiz, ZO8R, iR o s
REZRD. FDOHEEIL0.6% (29/3241) TH - 729,
BIWEA R O ARMEMERE S0 sk - 7.

(D AAEREAIC K DI ERRIAMNE)

17.1.9 EREE MR EIED >/ \EE)
RV VB VNEBFOIM AR, (LEREKTIHEY
S514HM. KEI75ugid 75t RZMAKR TG Lz, ZDHEER,
KA GEE. 75 RESEICH UA B L IF R ERE o [E 28
RDPERD 5N, T OREMBIIARAILSHE9.3% (25/28() . 75
AR ERE13.8% (4/2961) TH - 727,
KA SO RIERFEBAE 136.7% (3/3161) TH o7z, BOSN
ZEIWERIE. 25 BRR. MR, MR - BRI, 8
BRUORE %3.2%(1/3161) TH > 7z,
KA S B OBR R EREFEBEEIX19.4% (6/316]) TH -
7z EREFMEMBERIZ. AI-PEF9.7% (3/3161). AST ER.
ALT ERXULDH ER %6.5% (2/3141) TH > 7z,

17.1.10 EINEE M ABER (FLE)
FUEBES2HZ RIS, 14HMH. AAI751g/body (50ug/m?) % H
HE F#5 Y127 7= > 60mg/body # M HEORE Liz. 20k
R AFRERZ, 7T v BREBICH UARLRFPREORIE
TREZIRAPRD 5N, T OEMRISAFFEH£92.6% (25/2761)
7T = 58£16.0% (4/2561) TH - 729,
KA S B O BIEFRFBUAE1X10.7% (3/2861) TH o 7z, BOSN
F-RIEFI, FE B KR OB DL %3.6% (1/28f]) T -7z,
RABREGHOBRREEET BB, 7.1%(2/286]) TH >
7o RO B NIZEFMEMER ILDH LA R OIFEEER L7 %3.6
% (1/28f) Tdp > 7z

17.1.11 EREE IERER (RMEBIRK)
U P R DA & PRI (L2EERE T A8 & O ARHFILH
200pg/m* &2~ 4EM ., EHEREENE Lz, ORR, RER G
& JEBGBEIC L U B 4 I P BREOE Nl SR K OVESWRE R A D IR
LR S5 NY,
BIEF SIS ILT7.4% (4/5461) TH > 720 BB S NIZREIER I,
BIE3.7% (2/5461) | MET - MR K OV MR [EIEERE 451.9% (1/54
) TH -7z,
RA G & B BRMEEREFHBEILT7.4% (4/5461) T -
Too RO HLNTEERGEMBERZ. AST - ALT ER K UAI-P LR
£3.7% (2/5461) TH > 7z

wooh



(e hRBEARZDA VA (HIV) BREEDAE 32872 3R 9 iFRImAME)
17.1.12 —hRERPREER
HIVERGWE B SH & R, AHILH2000g/m*% 1 ~ 638 H = H 5
WEHE L7z, ZORE. HFHhERBOBEMIRIPBDO SN, ZOFH
hE1L100% (5/561) TH - 7217,
BIVEFFEIRAARE 1340.0% (2/561) TH o 720 B S NI-EIERILE
Ji S O/ MR A #520.0% (1/561) TH - 7z
RANR G X DRI EERE X580 5 ki > 7.
17.1.13 BN M1EHER
BRI & A 9 5 HIVEGVE R E TH Y AV 2 A Ok 5
7% PR B 7 A9 S0 A T R (RIS ) DGR R A A+ 7%
FEGI2401 % BRI, AFITH20001g/m?% 14 H FHE H S s Lz,
ZOREER HHERBOEMIRPED 5N, ZOHERRIXLL.0%
(172160 T > 7z,
BIVEFIFBURE138.3% (2/246) TH - 7z0 RO ONIEWERIL. B
(REER - ). HRBREAR K OV B RURIR A 54.2% (1/2461) T > 7z,
AAEREGIC & B ERRREERE BRI, 29.2% (7/2461) T&H
> 7zo E IR REEER X Al-P EF6fE. LDH ERAFTH > 720
(ERERMRAEIREE(C A S WFPERRIAME)
17.1.14 ER%E ISR
B BRI R B2 L IS0 U MBI & D ARAFIS0~4001g/
m? BV & SRR Uiz. ZORER I PIREOBIRIR AR 5.,
BRIFRIETL.4%(15/2161) TH - 7212,
RIVEFFIRSAE139.5% (2/216]) TH > 7z B S NI-RIERH I
HEREREED. 5% (2/2161) . K28 5 FERk4.8% (1/2161) Td > 7z
RER G & 2 BRRRE SR W F PSR 314.3% (3/2161) TH >
7oo ERRMIEMEEEIZAST LR, ALT ERKXUAI-P ER £9.5%
Q2215 Th -7z,
L) AH OB BRI EE BRI S P EREAMEIC B % & EH
BIXIHIEI00ug/m*TH 5,
(BEFARMEMICH S FRIKEAME
17.1.15 ERSE MEHER
FAERRMEMBEISH ZFRIC, BHEIC X DARAIL00~1,200
pg/m? & S HE Lo T OREER, RO R, R
5N, FOEMFIT67.6% (23/3461) TH - 7Y,
RIVEFFIRIAE132.9% (1/3561) TH > 7z. RO SNI-RIMERHII3E
EBTH-oTz.
RER G & 2 BRI R EFEBUARI1X17.1% (6/3561) TH -
720 RO LN EARMEEEEIZAI-P LRSS, AST - ALT EF2
f#. LDH EAROIME LA &1 TH o7,
F2) AF OFBAERNRMEE IS IF R IR E IC B 2 KEERHE
X1 H1E4000g/m* TH %,
(GERM - FEFEMEFRERRANE)
17.1.16 ER%E MEHER
FeR M IR FEAE DA ERIRAME B 5301 2 MR, ARAI25~200
pg/m? W EETRRE Ulze TORE, FHERROEIRIED
5N, FOEHEILTE.0% (32/4161) TH > 71,
BIfEFA SIS (R 2 &) 1320.8% (11/53f) TH -
7oo EREWERIE, NEM. F5. EHEALOEE. AI-PERKRT
LDH E5 #%3.8% (2/5361) T# > 7=,
E3) A DR - ReFMAFPERAEIC B 1 5 &RARIZ1IH]
[E50g/m*Td %o
GHRFREICH T 2 Y XY F VYT (BIFHEIRR) OHESEMROE
=)
*17.1.17 EREE I bigsHER (GD2-P I i%8)
FIE IR 12 3R O KR BALAEE & & O RANTBRETR I
PREEITARD 5N VE ) AT BEMRIEERE 356 & MR &
LT AHL XY F 2 TROT U A F 2 OMEZS (DIN/
FIL/TECEf) &, Y XY F ¥~ 7, sargramostim, aldesleukin
K Uisotretinoin® A S CRE L ¥ X V) 0GR R 2
ZREY 2 IFE MBI E R LB 2 il U . EEFMIEE T
H B IRBRBELERMHEE I L 5 2FHEA N P AR [95%EHEXH]
3. DIN/FIL/TECH#780.8[51.4~93.4]%. KRE LY X VBT
62.3[36.7~80.01%Td > 7,
DIN/FIL/TECE 16612 B\ T, BIfEF A 2H(100%) ICFR® 5
Niz. EEIER. FEEL661(100%) . K7V T IV MEE1SH]
(93.8%) + ALTHEHN1461(87.5%) GGTHEMN. NEM:, 4F FERECRAD |
HIf, ASTHIHN, BREEME (DL E1361(81.3%) ) M/MREIEA . {8
R L1265 (75.0%) )+ A8 1208 BEARIAGR (DL 11451 (68.8%) )+ M9
&5 (DL 1061 (62.5%) 1« RHI9B (56.3%) + IMH PRI, Ak (2L
1-861(50.0%) ) TdH - 72 (2019F9H6HT—4 71 v M4 7)1,
T4) BRRBRICHAAN S N BEDERIZ2~EGRTH > 70
HS)28HMZ 1Y A 7 L& LT, OYXYF < T17.5mg/m*% 5
1. 3. 54 7 LOEA~THEKUEL, 4, 691 7L DOHES~11H
HICHIRMRS. OAASug/ kg%, 3. 591 2 LD ~14H
HIZETHS, @7 tuAf F U758 MA/m?Z282, 4. 651 7))L
DOFEI~4HE. KROI00HEA/m?2 /Y4 7L OHES~ 11 HEBICE:
IRA$ S

1.07 77777777‘ =
. Lo DIN/FIL/TECH
—h .
Zosf 0 T [ L e
7 [S—
8 KLV AEE =
—
= 0.6 S
g
&
2 04
©
2 0.2
Q0
2
fant
0‘07 T T T T T T T T T
0 100 200 300 400 500 600 700 800

Time from Randomization (Days)

Number at risk
DIN/FIL/TEC# 16 15 14 14 14 14 12 12 0

KRELIARE 19 19 19 16 16 15 13 11 0

HEA N> A AEHIRE O EEETR O Kaplan-Meier fiif#

8. EIXIE

18.1 {EFAER
<7 AEHEMRE. & MERERICHT 2 ZAMEERBIC KD KA
VPR ERFTER ARG > & BB ER F TOMABICIETE T 22K
BIISHEA L. iR ERATERAIRE IO LTk 2 0ot - 352 (i &
. BRBFHRIRICH L TR 2 OMEE2 T S E 2 LR S50,

18.2 FIE(ER

18.2.1 {FhEREENVER

() 1FPERFIERARR DML - 1ETEIBEIER. RAYTFPIRDBEEN SD
MHIER
in vitroau =——JEREGRBRICB W T, v ADO BB Z AFIEE
TTEBELULE &, RFNIFPERATERMEO S - HHEfER%Z A L
Too Elow YU UKRRT 7 I NEEICX BHFHIRED ~ 7 ZITARFA|
BRE L& & AMMIFRERE OB IS, SR TIE
BEFERD & RBUFHER T TIEZ B> TEEREMAIRD 51717,
Ty MIARIZHE Lz & & BBIFFOBRBUTFHRERO R MAD
HH AR R R AR S 7219,

(2) & MEFHARAD KRB IMENDENE
EHEEUCTEBARS Y ZCAR 25 L& & KMLHo
CFU-GM, BFU-E. CFU-MkX& ' CFU-Mix D ¥ENASi88% 5 17z,

(3) FEREA I E T IV COEEIER
VT A TY M A XROYILE O AFRERBED S E TV (R
JERI S EIMsMAREAE. A PEREAE) ICB LT, i
ERELDBEIZDRATZRD 67100,

18.2.2 WFPERESBETTEIER
< A& RWzin vitrokUex vivoRERIIBWT, KRAFKRSGICX
DEBRBEEOTUENRD 5Nz, Ty NEHWzn vitrokUex
VIVORKERIZ B WO T ARAHE 512 K D IFREREEREDTLE D RO SN Tz,
T, BEAORMMIFHIRZ AR EFEET CHEELLZE X,
FMLPHIBIC & B XA —)S—F 59 A REATUESRO 5Nz (in
vitro)™ . Bk 2o SiERE OB A LEBERITRICAR 25 L
o &, BB L L RMEMFRERICB W T, FMLPRIEIC K 5 2 —
IS—F FH A REETUENIRD 617z (ex vivo)?,

Q%E%WﬁE%UéEK$WﬁE

T4 NT T AT L GRIETFHEZ)
(Filgrastim (Genetical Recombination))

NFE
18,798.61

PN
BEFHERZE MR- —fHERFTHY . NREFICAF
FZ U IEA LTS O 7 3 ) B 5%EE (CasHizoN223023S0) 2 5 75
25 NTETH B

20. BURL EDFR
(05 ViEsR)

20.1 SMERIBRISEDE L TRIFT 5 2 &,

(DS UvY)

20.2 TEARFEHER I TYu—aEL,r5 ) Y IEMOHE R
WZ &, SFERENRIEYE L TRET S 2 &,

2.3 JUVIRIRDT 4 VL - FoTFRr v THANTVS, F
TR Y YOMBEORENRD NS EEFFEA LAV &L,
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