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DARZQURO®™ Combination Subcutaneous Injection
= - EHISEOMFEIZ LY EHT A2 L

BIZE S5V LT T (BIEFHEMEZ) - RIVEFIAZS —€ 7IVT 7 (B FHEH 7 ) 81%)

FSF¥1-Oreprs

KA 5 | 30300AMX00250000
Wi 5E B 6 -

1.
- =R

AEDHREL, RAFCTIMCTE BERMRICSH
WT, EMHEEESZOREICKH L THa 2 - &
BREFOEMDD & T, FHOKREIEY EHF S h
BEBIDHIITDI L T, AERIBICEILS. B
EXEZOREICHHNMER VBRI Z 2 ICEEA L,
AR (IrSBREEMAKTS_ &,

CBR (ROBEICEES LAV L)

2&%’]@& SR LB E O AR O & B B

3. #HR - MR
3.1 Hl%
W5e4 | ¥ F 2 —alia R T E
(1234 7 )V15mLH)
gy h~7 (#EETHEEZ) 1800mg. Rk
TRy =¥ 7T 7 7 GEETFRIRZ) 30000
Hifir
L-L AF Y Y4 9mg. L-b AF Y KA
whiEl | 18.4mg. D-V V¥ F—v735.1mg. L-AFF =
13.5mg. K1) V)V X— 120 6.0mg
HBHENEF ¥ A == ANLDAY —JIFMIEZ W CEE S D,
3.2 A DMK
[E2IN M~ B O
pH 5.1~6.1
EHEER |1 CEBAERISTT A H)

4. REEIIFHR
SN EHE

5. RHEEXIIRICEHET =
(17 . WRERE] OEKR Y Ty s~ 7 (GEETFRER)
FUBEHERA O CEOWEZ I L. KHIOF R
T O34t % 4 ISP L 72 BT, WS B E O BIR 2 47
)k, [17.1.1-17.1.7%K]

6. AERUCHAE

i OPUCEMEEE A & O IZB W T, E . RAIZIE
RKFNMEI5mL (¥o9va~x7 (EEFHEZ) LT
1,800mglk " Kve 7o =¥ —¥ 777 (GEIETFH
az) &1L T30,000842 (2,0008.A2/mL)) %. #FHT
HPUEIESER ORG A 7V EEE LT, LFOARE
XIIBEO G- MR TR T #5534 %,

AL GEBRRE. 208 [ e M 04 IR ONE T 5-9 %,
B - LEEERE, 3B &L O EEREONE TR 59 %,

7. BERUOBAEICEET 2R

7.1 RAZ MG L2 E OB/ VE R OV et e L
TV,

7.2 REN OG- M., H&5HEOZLERY, AH &0
A PUEMEER A oW, 17 R ER ] OER S
TV AYT (BEFREEEZ) EEERAORN IO
NEZSHI L 72 EC®ING A2 &, [17.1.1-17.1.75H]

7.3 RVTFVIITROETXFH X7 U0, XidRvs
3T, ANVT I U ROT L Fva Y EHOYE, B
FAHE5-HT 72 O AHI B G- 2 ki35 Z &g

BRI

7.4 AFF512 X Binfusion reaction B S 572012, A
FPe G- BHIG1 ~ W A | 2 B B AR V| v BRI E
Pt A% 3 /ﬁJ%?x%‘@_Z) Lo Tz EFEMOinfusion
reaction IR S 572012, LEIIS U TARFIF 5712
BIEREARNE 259528, [11.1. 1#%5“]

7.5 Infusion reaction? I L7284, DLV X 512, KAl
OF G-k, G EE DT, ‘%@J&%E%ﬁ5 Nl 8
7 B. Grade 1ZINCI-CTCAE v4.01C# U %, [11.1.1=
Hg]
 Grade 3®infusion reaction?S3[EIZEH L 72858 13 AFH

oG hIET s L,
- Grade 4®infusion reaction? 58 L 7235 & 1Z A K OF
RSN e | S B i

8. EELEANIEE
BEANEI D SbND 2 LD D DOT, KOG
ROFG i, BRI IERESE TV, BEOIKEE
ol EgT 52 L, [9.1.3, 11.1.28M1]

8.2 AANE. MRIMER EIZFEBH L TWAHCD3gE KA L. %
27— I ARERRE BB & 2 B UTREMED D B0 MET
WIERBIRAEAE G- L D6 HiAE TRl T 2 W RetEN S
bo D7, REFGENIAHHAPUEDO X 71) — =~
7*%@&5%:—%1&9’9&%@@%&@ﬂm%a‘é & gl
WFESINTVLEEIL, KB Z ALz — 2 A3
Eﬁ«mﬂ%a:owfr&w% H%Mé Lo V[12.12]

8.3 IEEIESEGRED H b bNDE LD HLHDT, IMiET
BIREIEE L OB RE A 2 1T ) 5%, BEoREL +4
CEsT A b, [11.1.420]

8.4 AAN DG L WBRF &Y 1 )V 2 DFEWEALIZ X 5
W03 b b 2 EDdbDT, ARFKGIZHT.- T
W95 AV ARG DG M5 fERR L. ABI B 5 A 1288 72
WiE%479 2 ko [9.1.2, 11.1.35H]

8.5 AFDMEHICH > Tld, IV a~xT GEfE TR
Z) HIEEHERA L OM D EZIEET A L,

9. BENE=2ET58HICHTIEE
9.1 &HHE - BEEZEDH2EE
9.1.1 BHFAEMMARBEE L ITEIRBDH 2 EEX
B ZhoDBREEDH 2 BE
KN OFe G-AHME & L CHRE SCIRRF M O A A 71 A
FHIDOHRG 2 EET 5 L, RAKGRICEREEZ G
SETRBOIEB) A7 BEL R BBENDED S,
9.1.2 BREIFFRIAMIL XX v U 7DEEIIHBsIEEME T
HBcHiixR4% U < [FHBsH AR D BEE
RHE O 5 B Mk e L TR RER AR IF 27 4 v A
N—=H—DEZY) TR R, BEFET ANV AD
FEHEALDOBAERIEIRDFEHIEE T L 2 Lo REIOF
HAZ X WBMIF £ Y 4V AOFEMEALIC L B IT4£2H 5
PNDLZ END D, [8.4. 11.1.35H]
9.1.3 FE65kgl TOHEE
T HER A5 O B B O BN 5 S L2 B,
[8.1. 11.1.2&:H]
9.4 £5EREEE T 5
IR RE 22 ME R U/ 8 — b F — SR 2 W fetk o & %
Bz LTl RBFI G R F B 54T
M) 2 WAL 21T ) L H BT 5 2 & BEOZIRE
IR B SN TBSTAHTH S, [9.55H]
9.5 1Fiw
I AT IR LT\ B T E@%éﬁ@ X, HE#ELO
BN EmE%E LRl s &I SN D HEIC0 RS




LTl KEERGWIEREEAFEABIEFERS L TW
WA, 1gGLE / 7 u—F VukICpigdmsEttsid 5 2
LS TWS, [9.450]

9.6 IR
EELOFERENOHIAFEOE T EE L. HHLD
MBI IR RRET A2, AFlOE ML AR
IR EN TV AR WA, b MG HICRITT 50
T, AESBATT LW RENRD S,

9.7 /p\R
NBEE R E LBRRABIIFE” L TW v,
9.8 mknE

BEOREZBE LAV SEEICES T2 L, Sl
Tl IR T L CWwh, 9V a~<7 (#E
fERR 2 ) EIEEERK O RRREBIZ BV T, BEY
IXEEGATE D 2 IS E BIE R E 0 ) B 65m R & b LT
oMU CTEELZAERGOBBEEIIE ., FLEE
HRAEERRIIME, WIMIETH > 720 &M
WIS & 7 5 WREEO LG HERR ICBVT, 75
A & e L CT5R L CEE A A ERROISHIEE
e, EREELAFERZIIMETH - 72,

11. BIfEA
WOEWERDSH 5 b DI DB DT, BlEr 14512
TV, EEPROONTLAEIIEHRG 235 7% &
YR ERITH Z &,

1.1 EXLEIER

11.1.1 Infusion reaction
TFTA4TRT— BH. K, HEE, SEES, K
BRFEGE ., M-I IR #E55 dinfusion reaction (25.8%) 7% 5
bLZENDHY., £ OYEIE, R GRIZEIR
RO BT, 2B HUBEOFERGEIZH RO LN TS,
BEPRO LN HE L. AR OS2 il ik L
WY R ALE 1T & & DI, ERDSEET S F TEED
REEZ 4312589 5 2 & o HFDinfusion reaction?Sih
OO N, REIOEGHIEEOEY) 2 LiE X179 2
ko [7.4. 7.55]

11.1.2 S5EIH
G ERIEA (16.6%) . I/MEA (14.3%) . V) ¥ 7 SERE,
A (7.9%) K OSEEERF R ERIAE (1.0%) %5045 HE
fAaHHbNDLZENH DL, [8.1. 9.1.35H]

11.1.3 RERIE
filige (3.6%) RHZIMIE (0.5%) %50 7 EYER .
BREIJFJ7 A WV ADFEEADH HbN b L0H 5,
(8.4, 9.1.2&H4]

1.1.4 EEHEEERE GHEAY)

FLEARES HNA I GEY) Rl R AT, SR
B MUETRIRRSE OG- EATESE) Z179 & & b2, JERD
RS2 F CREDOIREL TI2BI%T 52 &, [8.32H]

11.1.5 BEMMER (0.5%)

PR LN E 121 KR0S 2mik L, B3
W26 LCy MECT, iE~ — 7 —FE0ME L FERT 5 &
LI, M RMEE T 2 &,

11.2 ZOMOEIfEA

109% i

e sokili | ML

PRGEESe | SAESCSE IRIEE

JERYE M OV e, 4 VTV

He U F. A b AT

7 A b A K

MK O >~ | &l F I Ek A

IRBEE
1R O TE BRGSOV | Sk, B

[(=Re=8 > 7 AGE 7K
g ANHRE

FMED E . K
W e — _
T EA s ML = 2 —

INF— B, 8
JEE
S R 5 A E)
ke I
WP, HgEh I R B | i
T OVHE bR i

Lo suckifi | A

HEREE | TH Tl MR I
BB L UR 75 59
AL
e A B
e ot T
e RELER PR :Bﬁ
i - b | BB W | B, W, i
IO A | 1 B A AL B | SHIALEE. S

frofkiE | i PRI

12. BRRERRICRIZIHZE

12.1 RANIRIMER EOCD38EFEA L, PR ) —=
TR ERBREOMAMERBRICT T 5, AANC L LM
B — A ZAHBANOT WL NS L2012, VFF AL
4 b= (DTT) ¥ (KRH] & HFRIMEREDOCD38 & Dk
HERMEET L) 2#ETAHI L, Kellllilp B4 IZDTT
WECTENT L0 T, ARAPUEZR 7 ) —= v 7I2Bw»
TKellME R BRI k& 2 HUEOFF MR L 72 B 2 &
CHEET LI L, VY [8.221]

12.2 K#Nd b FlgGME /) 7 a—F WHUETH 1) . s
M% > 7327 O I & AR B I O L 002 [ 56 2 0
BT RN D B o TGl 38 1B B % 4
T2EEIIBIT55EE%R) (CR) ORI CRA S D
FEOFMHEE LTSRN D D B 72 0FEETH 2 L.

14. BRHEDZEE

14.1 EFIFAMNEFOFE

1411 RKFoFS5121Z, R) 7Ly, Ky FL UL
Rk = (PVC) O F#HGty he X7
2B OFTEH D L,

14.1.2 FHNd, MEEBETICBWT, AT L,

14.1.3 REZWHE 2SI H L, 15~30CTIZR L THL
Clo RZBHINA TIVIE, B OCEANT T 245
SR TE B,

14.1.4 g8t 0T Y 28T 272002, FREETICE TE
S UL TSy b2 2 VIR AT B,

14.1.5 FHEAY D) VR EBIHA L 2WEEaIE, REIHA
Bth, FRR RPN CAER E CIRET A2 EDTTE S,

14.2 EFI/EFOEE

14.2. 1 RHFEGRNICH TFRZ B oG M7 B CHZET 5 S
Eo RNEBWRLT- R E AT R A ERD 5 N7 13
LinwZ &,

14.2.2 B2 S AT H KT . 5emD JEH T2, ARH
156mL % #3~553 72 TG F % o MOTBAA~DFEG 1L T
— IDPELEN TR WdIiThbanZ &,

14.2.3 [A—EBAAD SARESHIFT DRV S &,

14.2.4 B O5IR, 45 TR W UIRHE 23D % 347
IITEFN L 2T &,

14.2.5 BEDVHA T IE U/2Wa0, FEE I 2 jdl O 7E
Bha g 5o R L CORADE L 2 WEaIE, &
D % EASE OIS $ 5 2 LN TE L,

14.2.6 AAHEG-AE, F—AIAH 2 2 TG LR &,

14.2.7 AFNZLEMENEI ) TH B0 REHETIZOWTIE
WECBEFET S L,

15. ZOMOEE
15.1 ERRRER ICE D 158

KAFGIZL Y ¥ TV A~T GRETFHIEZ) 20T 5
PURELEPRD N BHEOEIESIE, 0.2% (16]) TH
h., ZoBNZBWTIE, ¥V a~T GERIZFHILZ)
WX B HHIPUAE D72, £72, Kve7)ia=4—
¥ 7Ty GEETHELZ) (233 2PUREED D &
N7 EBZOEEIE, 6.8% (306]) TH-7z,

16. EHYEIEE

16.1 MmeiERE

16.1.1 MMY10085%5% (EIEtBR. BiFI#E)
HAR N O FF5 S HE RO 2 58 M BilE B 66112 AHI15mL%
TR T8, v T2 HIBETL168 ., 2 4L DL I3 408 [ b © s
BTG Lz REESHOMET 55 v 4~ 7REH#ER % X1
W2RT o Fo, WS L OCLAREBE CORE 8HH) #5%0
FWENRE/ ST A — ¥ 2 RURT, 2
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C:H¥4A42n, D:H
E1 BAAOBRIXIIHEMOSREEHEREHS ICAFZ
MEHRS Uz EEDMBEF S 7Y LY TREHR
(FHE = ZEERFE)
x®1 HEAOBREXIIHEMOSREEHEREBICH TS
FHDERSEROCEER TORIE BEIE. $508) HE5ED
BV LT TOEDEEENT X —4

WEG- % 8Jal H %57
Crnax 177 (27.8) 1092 (318)
(ug/mL)
AUCo-7day 990 (145) 7015 (1895)
(ug - day/mL)
Tmas (day) 3.0 (2.9-7.0) 0.9 (0.9-3.1)

FHE (BHERE) . 7272 L Tnadd o fE (FEPH)

16.1.2 MMY3012585% (EREERRER. HEEIEE)
L EEATE D 2 38 V5 BIIE B 2596012 . A 15mL % 1A 4 b
TRM, v CT2HEMMETL6M ., Z AL LI X4 b T SRR T35
L7zo “FHMER ST v 5= THEIE, PRS2 53H %2124
ug/mL. LEAMRETORE QR H) #5205 LAM%E (20EMH Rk
HAOBITH) OF5H112582ug/mL, 28 FE TOME %55 5
SH HI2738ug/mL. 2:AMIE CTOREHG 20 28 H % (LEEE
BES~OBITH) OS5 H12555ug/mL, 4HE RS ~DBFT0
5157 AR OKGH2297ug/mLTH > 72, ¥

16.1.3 MMY2040585% (EREEERER. RIVFJIT. X777
P RO L K=VAr XRidprednisone™ & DHFAREE)
RIGH D LIS IR R F67HC, AHSmLZ KTV 2 7,
ANVT7F Y ROTL F=va >y Xid prednisone™ & O F#E:
W CLEMET6ME, fiv C3AM IR T48:H, N LIk IZ4EHE T
SRR FHe- L7z FHIMETR 75 > A~ 7. MRS 2
53H#%1299ug/mL. LA TORZ (6l H) #5755 LA &
(BEM RS ~OITH) O 5-H112482ug/mL. 3FE M IE T O
%570 530 H12612ug/mL. 3R T30l H%5 0% 57112
392ug/mLTdH -7z, ¥

o EAARAKGR

17. EERREUIE
17.1 B RURLMICET 2558
17.1.1 MMY3012:88% (EBRHF 5 I AEER AR EER)
TuT 7Yy — ARER RO REREEE SH3L Y 2 VU Eom
BWELZ AT L, XiZ 7077V — A HEH RO GERGRICH
PEARPUME O T3 L HER 1 O 2 56 WIRE B H 52200 2 K 512, &7
TV AT (GEIRFHIR R ) A A ) B R o 9 B A
OIS A MRS 2 T v ¥ AMEIEE BB b & 52
Wil 7z EEFHMEEE O—2ThH B HUIHIEIC X 2ERIT, K
FIETI341.1% (95%IEFEX M - 35.1~47.3%) (108/263%1), %
TV AT (BETHE ) SEEERARETIE37.1% (95%1F
FEIX [ 0 31.2~43.3%) (96/25961) T&H Y. ExEDOLIZ1. 11
(95%fEHEIX [ : 0.89~1.37) TH o720 T2, b ) —DDOEEF
MiE H T 2 @mIig s 7 75 (B394 7 VoE1H HiS
B CPIE = R 2) (&, ARHFIHECI1E593 £306ug/mL. ¥
VAT (GEIETHIEZ) MEEERAEE Cl3522 £ 226ug/mL T
BV, wEMLET b 7 EEORM T 1X107.93% (90%1E #E
XM :95.74~121.67%) Tho7zo UlLEb, ¥V <7 (&
AR 2 ) R R SR B LR 9 2 ARH BE O RS HEATHEGE S
72 (20194E1H8HZ ) =A NIy b+ 7). P
WD) AFO PR OHE  280MELIF A 2L EL, ¥V AT TELTL
[A11,800mg (Kne7ira=—+¥ 77 730,000 % &) %,
LEMMEE 1~8HE). MMMk (9~248H) RULHMEEE (254
B CTHFHS L7
02) ¥V e~ GEETHEEZ) AEHERER O FE RO : 28H
14 20k L, 1A16me/ kg . LERERE (1~83H). 258 H
(9~243H) K O4BPREIE (258 B LK) CAEHE L 720

13) LMD R EI LS  OERIZOWT, ¥Iva~T (BIZTFHiEz)
U S B RFIBEO R O O 95% 5 HEIX ] > T BE A
60%LL T 1) . 2 O@EEILER ~ T 7IEIZOWT, ¥ IV AT
GEZF-HUR 2 ) S S A B (23 B AR BE D A3 e o 90%
FHXHE O TRAED 80% L LOBEIs, 7Y A< 7 (HnT-HfZ)
BB 0 A AKIBEO RS ESBEE S N T H L LS
niz.

ARFIEE26061 413461 (51.5%) ICEIER2SFRO iz, F72HE

fEMIE. infusion reaction 68f (26.2%). UfHERKAES261

(12.3%) I/ AE245) (9.2%) . &R EREG2165] (8.1%)

Filn215) (8.1%) & Tdh oz (2019F7THIHZ Y =A N7 v b A

7)o [5.. 7.25]

17.1.2 MMY2040585% (EIPRHFIE I FBERAREER)

3R B BE 13200 (AARNEE B2 &) ZxiRIc, R

FIT, ANT 7T KROT L K=V » Lidprednisone™ & D

BRI (MPBH#EE) ISR % Bafet L 72 AKH]/MPB#E:, IE0°

WZLF ) R RROFFH A5 v OB (L) 1ARH

% b U7 ARH /LA E OB R L2 % et 3 % IFEMIE

R EREER A SN L 72 HhURHIsE IS X B ERERIL, ARAI/MPBHRETIE

88.1% (90%fEHAX R © 79.5~93.9%) (59/67%1). AH|/LA#E Tl

90.8% (90%IEHEX [ : 82.6~95.9%) (59/65%1) Td -7z ¥

D) ARFOHER O MR - RF/MPBEETlX. 1~9% 4 7 Vv E Tld42HH
1A 70, 1094 7 VPIEEIZ28HM 21 A 7 vE L, ¥V A~
7L LCLAL,800mg (Kb 7iha=4—+ 77 730,000 %
i) &, LERMME (1~68H). 3EMEE (7~548H) K& U480
fIkE (558 HLLRE) TR TS L7z ARFN/LdEETld, 280 M % 14
A 7NVEL, 9y A< 7L LClHL,800mg (Kb 7ihu=5—¥
TV 7 730,000 4% Ede) &, 1EBER (1~8HEH) . 234K Mk
(9~24H H) KO HRE (2538 H L) TR THRS- L7z,

H2) RVT VI TORER TR 2LHE %194 7 v & L, 1.3mg/m*%
1~2% A 7 )V CiA2m (1, 4. 8L U1IHH)., #3~18% 41 7 LT
WAL (IR O8H H) B TS UEEIRNTES L7z 2B EikIs
U L 72

F3) ANT 7Ty OMERVCHE  Q2HM%19 A4 7 vEL, 99127V E
TImg/m’% 1, 2. 3J4H BRI G- L7z 2B, FERIZIES UM
e L7z,

E4) 7L K=V Lidprednisone™ DN O  42HH %191 7 )V
L. 9V A 7 v E T60mg/m?*%E 1. 2. 3K U4H HIZREOHES L7z,
B R CEE R L7

W5) LU R FOME RO MR 28HM %144 7 )L & L. CrCL>60mL/
minDHERH 121225mg% . CrCL30~60mL/min D #¢E:# 121X10mg% 1
H1ml, 21 H MRS Lz, 28, SERICIE U@ E s L7z,

#6) FXH ALYy OREROHE 280 A1 1 7L & L, 40mg#Z 1.
8. 15K V22 H HIZHIRMN USROS L7z A B, FERIZIE U R
L7z,

* : EN AR

AN G- S N T ARl S B113261 719361 (70.5%) (ZEIFE

M FRO SNz EREITEMIZ. Infusion reaction 3361 (25.0%) .

IR ERIRA 3361 (25.0%) IR A 3261 (24.2%) . 38242311

(17.4%) ) v 7S8R0 (14.4%) S5TH-7z. [6.. 7.25H]

17.1.3 (%) 20160275 (CANDOR) Bk (EFEFISE MAERRARR

BR) : miERHERA

1~3L Y A ¥ ORIHEEE %A 5 I8 UL R MO 2 I8 18 Rl
Bgdeel (HARNBEIF A EL) RIS, AINVT AV IT
GEZ2IAES) B OTFF4 X7 Ot g (CAEd:) & Cdifesk:
28Ty A~ T (BIETHIRZ) SEsEREH % e L 7-DCA#
BRI 55 2 ¥ 2 LI R LB 2 S50 L 720 T
THH T 5 EHEAF M OhIEIX, DCARCIEATE, CdlF
T15.8% A (5% EHEX R © 12. 1~HEEARFE) TH Y. DCARETHE
FHEMICAE B RIEREFZ R L2 [V — FH0.630. 95%SHEIX H -
0.464~0.854, p=0.0014 (JZ5log-rank#sE). 20194E7H14H ~
V=ANH Y b4 T ], BIREHIEH CTd 5 247 O rh i,
WINOMLRERETH ), HAFICHELRLERIIFAD ST
ey [N — F0.745. 95% S #EIX M  0.491~1.131. p=0.0836
(B Bllog-rank#E) . 20194E7H14H 7)) =A VA b4 7], ©

1.0 A
0.8 o
4
=06 .
=2
ES 04 4 Ccd %«m—o—o— -——
= 0
02 4 DCd cd
(N=312) (N=154)
Median progression-free survival — months NE 15.8
0.0 - Hazard ratio for DCd vs. Cd(95% CI 0.630(0.464. 0.854)
: P=0.0014
T T T T T T T T T
0 3 6 9 12 15 18 21 24
BEAR)
at risk#
Cd 154 122 100 85 70 55 13 2 0
DCd 312 279 236 211 189 165 57 14 0

EEE A 7 HAR OKaplan-MeierBii#® [20160275 (CANDOR) E&]

DCA#f 1 7V A~ 7 (RIZFHIER) FIEEERA+A VT 4 VI T+T

FHRAFSY, CABE AN T ANV I THTFXH AT

) v a~T GEETFHIRR) musEsEs o Bk O © 28H i
1Y A 7 vk L, 1n16mg/kgx . LAMME (1~8HH. #H 0 H2
H N8 L C8mg/kgd o) . 8B MM (9~2438H) K U4:AM
[HifE (253 H LAE) Criiiiid L 72o



H2) AT AN I TOMBEROE GA2NES) C 28HE A1 2 vk
L. 1HIEL 1. 2, 8, 9. 15, 16H HIZAiEE L 720 58, 19
427 VE®L, 20 HOA20mg/m? (F#MH) . Z LA IX56mg/m?
(PRFERE) CHTilsE L 7.

W) TEXH A OB KRUCHE 28HBZ1 14 7 v e L, 20mg#x 1. 80
2. 8. 9. 15, 16H HIZ. 40mg# 22 H HIZEHIRA USRS L 72
FEHF A VOEGABANT AV I TERAOEE. ANVT 1
WX TG OAR ~3050 1. 5T Y A~ T GRIETHIRZ) S
TERFIE G- D1~ SRR AT L 7.

DCAE:308%1 1119861 (64.3%) \ZRIVEHA RO iz, F72HE)

fERZ. infusion reaction 12761 (41.2%). HiL/IMIEA 9iE655]

(21.1%) . A4l (13.3%). E5GEEG276] (8.8%) . fili 426

Bl (8.4%). #5723 (7.5%) T -7z [5.. 7.25H]

17.1.4 (%) MMY3008:5% (B4158 MARERPRAER) « SUBERER 20 USSR

&l

& IMEEH AR O IS & 70 5 7 W ARG D 2381 BlE 5 & 737

BlARZIZ, VP K FROTHG 285 ot iEE (LdE 0 P<0.0001

W) LLAFEIC YTy A~ T (GRETHEME ) MEEiEEs 4+ b 0 : N 5 o 15 18 21 o4 o

e | 7:DLA % it d 5 5 > 5 2ALIFE B bt 2 52 I

M L7z EZFHIEH Cd 5 MHEAFH M ohJe#EiE, DLAR

’(;i*%ﬂ&\ Ldgﬁ’{"(vg]‘gﬁﬂ (95%15?5[2[}"] : 289’“?&’251:%!@) MPB 343 291 265 250 222 122 59 18 2 0

TH ), DLAF CHATFENICHERERERZR L [N — N DMPB 337 309 299 285 272 170 & 34 10 0

0.56. 95%IEHEXH © 0.43~0.73. p<0.0001 (F#HLog-rankik BB A FIE OKaplan-Meier#i#g  [MMY3007585%]
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W)\ 201892402 Y =y b 7] © DMPBH : 57 A7 GRETHUL) SEMERH + K077 7+ 2
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V7 75+ 7L F=vn s Lidprednisone™
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A7 NVETIIR2HMZ 1Y A 7 v, 1094 7 VDFEIZ28H M %191 2
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H) RO4EM B (5508 H LIRE) CriEsE L 72,

H2) RVT VI TOMERCHE 2LHM 21914 70 & L, 1.3mg/m?*%
H1~2H% A 7V CiEHE2mE (1. 4. 8K O1IHH)., 43~18% 1 7 LT
LA 1 O8HH) BTG IIERNES L. B, RIS
Ui i L 720

H3) ANT 7Ty OREROHE AQ2HE 1A 7 0vE L, 991 7V E
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W L 720
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Hazard ratio for DMPB vs MPB(95% CI) 051 (0.39~0.67)
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#2) LU R FOMERCHE  28HB %1% 4 2L & L, CrCL>50mL/

minOHERH121325mg % . CrCL30~50mL/min D #:5%&# 1213 10mg % 1
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1LY A YU EORIHGHERE % A3 2 T3 AT EGEEO 2 56 #f
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FT20mgx 1. 2. 4. 5. 8. 9. 11K U120 HIZEIRFI SUIZAR DS L
Too B EIRICIE U ERE L7z,

RBVTIIT AFFYITELIEANT 4V I 7 L CTHHE
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