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13470 (15mL) HIZH FY A~ (Bia - Z) 1,800mg K UVR/LE 7 /vm =
Z—¥ TNAT77 (BEFHEHLZ) 30,000 HEALE AT D AKYEER A
ERNESRS (4) FrzheEsaS (6) Bl EEFE,

AP AERS (FERS : (R23K) 55493 5. 24 11 A 25 AT ISR
%€ 112589 5)
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T, LT O%h6E

(e S UTRh A ]

ED RO FTE R OB THAGE L THE LA W ST L7,

1. ZRMERE
2. BHMALT I oA F—Y R
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1. ZREVEE BENE

M OFLEMEEEA & OFIZB W T, WBE . RAZIZAF 1 F 15mL (¥ 5 A~7 GBfs i x)
ELTL800mg KUNR/LET vu=F—¥ TIL7y (Blaff#z) &L T30,000 HAL (2,000 H
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@~ A RESTH 3 mg
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<HEFH=2 RV 100 mg, 7EHHTE 500 mg>
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ZAEPEEREIE, FEME Y o8I, B, U, Svha i, BV IE, FESE. EAE. JREUE,
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- MG SR T A e i 1 D BT AL
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APEAmE, B MAE, M, PRI (MhRRERNE, MR | B iR
722U, FTROEBIZOWTIL, oFtEER & AT 2 ERMNETH D,
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EHMT ) T~ h—F R, VNS R (BERENSIEME R, LIRME RIERENEE, FEEirkL 5
BRIC. AFRRERMEZ IS MAF MR IFIEE ., W ZEIRCSE) | SRMEMHKBUEH K. REUE, IREM
fEEAAR . KON R A O HHATE Y U~ TR

43. 7 v —YBIEGH (B LEARNVE AN X D6 AT > TH AR RR R bR
BICRD, )

CRRBIEN, B LRSI ER)

<7 H Ru 8 0.5mg, [FHE4mg>
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) | BIBVESMEGRE, HEAMERCRER. PR EE (TR (PE) 20 —8] | FRERE
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v~ FHL IR
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MeE - Rl (EEORIINEET)
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LA =k, XMEBREE CGEMEARICIRS) | REERE (SEMEREE. HEEIR KA. Senear-Usher
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DR RIE
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HIRMEAARR L OER (RERIETHEE LRV D)

MR, A - B (EME) MERAR S

AL T I A R—V R

* A AT ORBAT D056 H 2 WDIE TR A LISV EHEE SN D HEICO
BN Z &
(TFARERIEIN)

[FFERFD YL - H&]
<HFITXa—mlilGK >
1. 3B RIE

4

YT F a—nflG R FE_Y ey 7y — v A _ A



i DHUEMEREL A & OOFHIZIBW T, lHE . BAIZIIAA 1B 15mL (¥ 7Y L~ 7 (B R)
ELTL0OMg ORIV E T v = —F TI77 (GEnHH#z) &L T30,000 HAL (2,000 B
Nr/mL) ) %, PRS2 PUEMESEAI OB SGY A 7 v 2 BB LT, LLFO AEXT B EORERET
B TET 2,
AYE L ERIREIRE, 2 BRI &L O 4 BEFROIE TR G342,
B £ - 1 AR, 3 HEERL O 4 EEEROIE TR ST 5,

BEMEAL T I aAf R—2 R
fhDOFAI & DPEHICBW T, GlE, AT, XTIV b~ GEEFHEZ) L 1L C 101,800 mg &
O erva=F—¥ TNL77 (Biarfifz) &1L T30,000 HAL (2,000 HAL/mL) %52 FiEd
35,
Fe G- EbRIE, 1 MR, 2 RO 48R EROIE TR &35,

TAREREAN)
<AV A RESTH 3 mg>
1. 23 B HENE
WEL. AT H TE, A7y 278 LT 13 mgm? (REmE) 2L FO A EXIE B ECTEHIRN
B 5T T35, RENIRAR 72 K22 T 535 2 &,
AVE
L OPUENEFEA] & ORI WT, @ 2 [\, 2 @8# (1, 4, 8, 11 HH) #5 L7, 10 HFAKZE
mr41aa)¢5o_®3 WEZ 1Y A7 0E L, 2 U8 YA 7 NVETEE BT, 3 XL
9 WA 7 VLIRRIZ, I 1Al 2] W(lgaa)&ﬁb 13 BfRSE (9~21 HE) T4, 203
%%1%47»&L 18 A 7 )VE TG ARV KT, @1 EEG~OBITRENII O 3 2 JrErkiE
BAlZZR L CRIRTHZ &,
B&(ﬁ% TR GITIR D)
W2 mE, 2m (1, 4, 8, 11 HE) 5 L=k, 10 AR (12~21 HEH) 35, 2o 3 #E% 1
AL L, &5%@@@# 8 WA 7 VEBX Tkt 53 256 121X it L - HETERE
kR T D, ATMERPEE S LClE 1 Bl 4 8 (1, 8, 15, 22 A H) &5 L7z, 13 HFEIREE
(m~%aﬁ)¢éo_®5 Az 1 A7 e L, Bh5EHYIET,
2. v MVHERE Y »oXJiE
L DPLIE %@Fﬁk@ﬁm ZHRWT, B, AT H1EL A7y 178 LT 13mg/m? (REHE
f5) % 1. 4. 8, 11 HEHIZEHARNE G- L=%, 10 HERSE (12~21 HH) 5, Z03#E%Z 1 V1
7»2Lq6ﬁ47Wif(6#47WELmbfﬁﬁﬁ%@%ﬂt%9m8#4?Wi?)&@%ﬁ
DIRT, AANIHRAG 72 B 22 TR G595 2 &, 728, RN DR REERGA 10T, R TR 5
ZEHTED,
3. R~ arsa T ) VIIER N oNTEEME Y oo fE
WL AT B LE, ATy 2 7L LT 13mg/m? (REmME) % 1, . 11 B BIZ#IRN S
XITP TG L%, 10 HREREE (12~21 HH) +2, 2038 W%l%%&»&b G- %10 IR
To AFNTRAK 72 BFZ2 T THRG 35 2 &,
4. BHMAL T I oA R—V R
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i DFFI & DPFHICEBW T @E, AT H 1E, ATy 278 L C13mg/m?> (KRR % 1,
8., 15, 22 HHIZEZ #5525, 28 HiEZ 1 VA7 vt L, 6 WA 7 VETHREEZEYIRT, EFHEH
PLOGFEL LI HAaIciE. BIRNES 352 24 TE 5,

(TR ENN)

<VEH AT 92 100 mg, 4R 500 mg >

1. BRI ONC AT A SE K O FE iR

(1) HCcEAT 254

WHE. RAZIEY 7R A7 7 IR (JokpHE) & LC1 H 1[E 100 mg %8 3 FIRNIZES L, &
FHNMHZ HNDHHEIE 1 HEE 200 mg ([CH &5,

a5 3,000~8,000 mg & 5350, RN Oz E XX, TEXLRY EMHMEHET 5, HIMERE
DD L TERSGAIE, 2~3 BB EICHEE L, EFRO 12 LFIOEAD Liz & Eid, —kReRE L, [BIE
ZRE o THOMER 53 %,

MIRPIZIE, @ AR A 300~500 mg Z 8 1~2 [AIFFIRNICTESR 95,

VEIZIS U TR, Mo, RN XOZIEE NI S SUTTEAT 5,

F7o. RHEEERER T 5 R ERNIC 1 B & 200~1,000 mg 2 20H(2, HDHWE, R s A
T A0, RAMEERZFIH LT 1 E 1,000~2,000 mg Z /ATERIC L W5 LTH kv,

7p¥s. ., EIRIC LV EEHEET D,

(2) hoPEMEEEAl L PR T 256

B O 2 5AICHEL, EHEET 5,

FPE Y ORBEICHW DA B RACIE Y 7 ndR 2T 7 2R (EkHE) & LC1 B 18] 750 mg/m?

(RZHFE) ZMRIEIRNE ST 5,

7RE. AEE, ERIC X 0 EEREET D,

2. 3 (FANATReBIC BT 2R, & 2 WIFIN R FHRIE) (S5 2t OHUEMIESEH & OOF HFE
(1) RE YL e EIE L OJFRICB W T BN 7 ah A7 7 I ROELEROE G 5T,
VI BARAT 7 IR (MKPHE) L LTI H 1E600 mg/m? (REMEM) ZHRNEG%, 20 HH
W25, Nz 17— L, 47 —LbiRd,

7p¥. FEm, ERIC IV EERET 5,

(2) =y UERBE S OFRIZBWT, BEENZRY 7 R AT 7 I ROEL& KOG HIER,
VIR AT IR (EEAKWHRE) L LTI H 1A 600 mgm? (KEMHE) %EIRNEE%, 20 B
T L, 2z 17—t L, 4~6 7 —NDiRT,

7RE. R, ERIC X D EERET D,

() TENETUERE, T A r T E OB WT, g 7 R AT 7 I RS
BROEEFEZ, v7afR2A 77 I8 (BKPYHE) & 1LT1 H 1[E 500 mg/m? (KRERE) ik
WRNEEG-% . 20 HRMREEST 5, a1 7 — b L, 4~6 7 — L iRT,

Rk, AER, ERIC X 0 EERET S,

3. et
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B 7 U RAF UM, NN E O IZBWN T, BE, AT 7 el A7 7 I N (K
W) L LTIl H 1R 750mg/m? ((KREFE) ZHIRNEG%, 272< e d 20 HRIREST 2, Zh
1 r—nE& L, BEEKRYIRT,

B, BEOWRREBIZE D EERET D,

4. & M s AR O RITTRIE

(1) Ak, 1BrEsert ams, & RERIEEEEOSE

WHL, RANCIE Y7 e R A7 7 IR (HMkp#E) L LT, 1 B 1 60mgkg & 2~3 IF AT T A
HEL, A2 ARG T 5,

(2) EIEFAERRMAEMOLE

WE, A7 eR A7 7 I8 (HKPHE) & LT 1B 1R 50mgkg & 2~3 REHIDNT T
HEL, A4 ARG T 5,

(3) EMEY L REOHE

WH. RAICIEY 7 ahR A7 7 I K (BokpiE) & LT, 1 H 1R 50mgkg % 2~3 K2 TRl
Mk L, #A 4 &I 5, BEORE, IFHT 23EANC X0 EERET 2 Z &,

(4) BEEMERE (EARA, Jo RIS K OV KYE M % & © Wiskott-Aldrich EM##E, Hunter 74
) DBE

W, Y7 aFRA 7y IR (BAPHE) & LT, 1 B 18 50mgkg % 2~3 FE 2 TRfEEL,
HH4 BMEI A 1A 60 mgkg %2 2~3 BET TARMEHEL, #A 2 ARE ST 52, EREEO
B OIRABIZ XV @ HEE T 5, Fanconi HIMIZHG-T 256 101%, MlaOMsatElc LY | BhERER
PEDRRENFE L 2D & DORENHDH DT, Hith & 40 mgkg (5~10 mgkg % 4 HfE) #2722
&

J

J

5. MESZERSRAY T AR A O ATALE
FRAR PR A B D A S O B S GRS S M5,

6. BHMEALT I oA R—I R
DX L OPFHICBW T A RAICIEY 7 ek 27 7 3 R @EKRDHE) & L CH 1 [E] 300 mg/m?
(EEER) ZHIRNERT 5, H580 FRIZ. 1EHEE LT500me & 15,

76. IHEIBIED U v~ FPER R

RN IEE, 7R AT 7 2R (BKHAE) L LC1 H 1[E 500~1000 mg/m? (REHFE) %k
WIZTEST 5, JFHIE L CRGRIFEZ 4 M &35, 7ok, s, ERICE D EEHERT 5,

R EE, v uRA Ty 2K (BokpEaE) L LC1 B 1 [ 500mg/m? ((REHE) Z§IRMNICE
5, FHIE LCRGRRE 48/ ET 2, 7ok, Fln, ERICE 0 EEERT 5.

<z RFH UFBE 50 mg>
1. BRI N R ARESR D 5% R
(1) BEMTHERT 56
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BE L AT 7R A7 7 I8 (HEARPHE) & LTI1H 100~200mg #5575, 7236,
i, ERIC X EEEET S,

(2) hoHUEgAl L FH+ 256

B AT 20 HEL . HEEEET 5,

2. RHMEALT I A R—U &
L DOFEHFE ORI T GElE AT 7 ek 27 7 I R (EAHE) & LR 1A 300 mg/m?
((hEHEE) 2RO0E5T5H, HE5EEO FIRIE. 1[H&E L TS500me &35,

32, BEIEPIMED Y 7~ F MR R
WH . RAIZIZY 7 i A7 7 2 R (BAMEE) LTI HS50~100mg 2 O0#&%E53 5, B, 4F
i, SRR X B E T S,

43. X7 u—PREER

WHE, RACIEY 7 AR A7 7 I K (BKRPHE) L LT1 H 50~100 mg Z 8~12 W 57
Do 7o, AR, GERIC X0 AT S,

WEL, NRIFY 7R AT 7 IR (AP #E) L LT 1 B 2~3 mgkg & 8~12 HEE#F &5
%, 7eds, AFEE, FERIC X 0 EEHT 243, WE 1 H 100mg £TET 5, FHIE LT, BEG R
300 mgkg £ TET 5,

(FRRESIENN, HH LA HEIER)

<7 H Kva 8 0.5mg, [FHE4mg>

FEXYAZY L LT, WHEAL B 05~8mg % 1~4 BB O ST 5,

RE. AEE, ERIC XV EEREET D,

PUBMEIESA] (AT T F 70 ) BHICHE ) MkaiE CBO - EM) oG @k, AT
X AL L LTI HA4~20mg & 1~2 [y EREO&E9 5,
72720, 1 HERKR20mg £ TET 5,

AL 7 I A R—VADHE oA L oIV T, BE., RAIKIET A X b
LTC1H40mg % 1, 8, 15, 2 HHIZEE TS, 28H&% 1 ¥ A7 v LT, wgKR6V A7 ILVETE
540K,

(T RRERE )
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1 EJFEUIR R ORI OFMENZ I T B FRBUZBI T DB e 10
2. SWEICEIT DER R ORI UT DHRATDHIME ..o eeeeesesns s 11
3. FEEGARSREEEABR I B3 5 R UM C 31T DA DB c.ooovoeersss s 11
4. FEERARSRYEIRERER TR 5 BB OB Z 51T 2 B DB oo 11
5. FEEABRICEIT 2 BRI OBEIEIZ IS 1T DEFAE MM . oovoooeeee e 11
6. WERFN AR K OB A A0TSR I B 2 R DN HERE 1 2 d5 1 2 AT ORES L..11
7. EERAE R K OWEER A2 AR B9 2 EERE DN I35 DA DI oo 13
8. FEMEIC X 2 KGR HIGEEICHMT T R EEBHIAR D A MRS R OBEREODFIET oo 41
9. FFEME (1) VEAIRITISNT DB T oo es e eeeee 41

[R5 — 5]
MEED LB,
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1. BREXIRROBERONEICRIT 2EARNICET 2 &%

EHMEAL 7 I v A F—v AT BREPEMREIVELASNDIM X 7O LEICHKT 7 I A
RN AR Hehldgs O bE U, BERfEE 2 R T EI TR CTRARQREB Th 5 (i 2
WA KA 2 2018 FERUHET IR [2020 425 A1 —fthElEAN B ARMIK T2, Blood2017; 129:2111-
9)

BUE, AFICBWT, 5% AL 7 I v A R—U A 2806 - 2R & T2 EIRMITAR STV,
EHMAL T I R—VAOEHRIZ, [T7InA RV ABETA K74 220100 (BAEFGERF0F
Jedeiigh4d:  HEAVERBIRFZESEE 7T IvA R—T R BT 2REMEED IcBW T, AFiEms
HifafAE (ASCT) UTHEFTEE MM A2 120 & Lo EWRIEN R STV D 0D, FElOIEHKIZ OV
TN TN S EIMER L ENEICET 2+ 027  AFH LTV,

2T AT (Bis 8 %) (DAR) (Xt h CD38 ST 5 1gGl 77 Ak MNMile ) 7 o —
FAPURTH 5, DAR It ML TRILL T\ 5 CD38 IZHRANTHEA L, iR EEa &5 (CDC)
B ORI MG E (ADCC) 12 KV | BETEEMIL O 2 K35 2 &b | 25 Mg HiE (MM)
BRI MEAL 7 I v A F—= RZB T D2AMELIIFRF S D, AW T, DAR I, FiERAl
[ZZP Ly 7 ZEHEE 100 mg, [FATEEE 400 mg) & LT, 2017 4E 9 HIiC [H3XT#EED S
FEVEEBENE ) ONEE - ZhF T, 2019 4 8 AT [ ZFMEFRENE) OWIEE - IR TENLIVERE I N TN D,
F2, DAR KR ve T vun=4—F TA7y (EEHE#EZ) (HuPH20) P OfA Al (DAR-SC)
X, R TERA (4T %2 —mBlEK FE) & LT, 202143 AIC T2RMEEHEE] O - 3R TK
I TN,

I MRAT 7 I KK (CPA) 1374 had 2~ AX—RRDT LR IALEKTH 5, CPA T4+
(RN CIEMEAL 4L, B TEE MM DNA 2 7 L% 14k L, DNA ARRAMRET 5 2 Lok, REpE
MR OHITHZ I T 5 Z L 2vH . MM ERIBRICEHME AL 7 I r A F—v RCBIT 2 AL HIfFS
Do

AVT Y I7 (BOR) 1I7 w77V —ALHEETHD, BORIZZEXFF o —7 17TV —LFRD 268
TaTT Y —=ADXE N TR A L, 268 a7 T Y — AR A BIRICIRET S 2 L T
NF-kB OIEPEALOINHI % 2/ U CREEMBOBEEZ MG+ 2 2 L6, MM & RBRICEETE AL 7
TuA R—YRZBTD2EIMERIFEEND,

TXY ALY (DEX) I3AKEIBRERNLVE L THD, DEX ILERYE OGP & RIEHL O
WEAEIHENC LD MRIEERZ A L, B UIA LT 7 T L OJFH%ET MM ISR TE 22 &
5., BFMALT InA R—T R IBIT 2880 EFEEIN5,

AT\, CPA, BOR L' DEX OFfH (CyBorD) LY A UNEFMEAL 7 I oA R—3 ADE
R D 1 D& LTI A R A VETHLREINLTE Y (NCCN A K7 A > (v1.2020) , BrJ Haematol
2015; 168: 186-206 %5) . AFTH CyBorD L ¥ A L OFHAMENRBEAA RT7A4 VETHE SN TWD (&
MANEEZIET A B F A > 2018 FERUHFTA [2020 425 A1 —fAEFEAN B ARMKIE T2 Int] Hematol
2015;101: 133-9 28) , A%, HEEH L. 2FMEAL 7oA =V ABF x4 & U= EELRS 1014
B %2 920 L. CyBorD LY X (2 DAR-SC % Lt L72fFH (DCyBorD) L ¥ A v OHIMWER V24
PERfER T 7oL LT, RGBSR KGR H — A KGR 21T o 7o,

U DAR O#lfE~DRE KL Ok a5 B TRA ST 5,
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DAR-SC 1%, 2021 4F 6 HBIE, 28 AL 7 I v A F— RITHRD20HE - VR CTKE, HFF, A4
ARONT T VIV TERBENTEY . CPA, BOR L ONDEX (%, &M AL 72 0 A R—T AR DNEE -
DRI OWTKRE N TV D E XTI T 22, 7o, [T Fa—alfdB R FE] KO XL r A R
WS 3mg) X 2FMEAL T Iv A F—Y R 2 TPEINDZEE - R E LT, SF24 11 H25H
(oA ERMICHEE EEES (R23) H493 5K (R23E) F4945) STH5D

2. REICET BB RUEEICRT 2EE OB
AHEFIFDELOFHEIR LB OTHY . WVEICETLER (HEH S THh2RL,

3. FERRAREEEBRBRICET 2 BRI R ORI 1T 5 A OB
3.1 BARERMT HEER

ARHFEIF DL OFHEIGRD DO THLIN, 2N AL 7 I v A K=Y ZAOEMWE T /VITHEN L
T2 Z & TNZ DAR-SC, CPA, BOR 2 O)DEX? 13 MM (242 D 4hHE « IR THRE I TEY . MM
EIREENFEIL TWHaHME AL 7 2 21 F—3 & (Clin Exp Nephrol. 2012; 16: 659-71) (Zxf L T % [Al£k
R BREND EZZOND T NG, Fiiz 2B I3 H ShTunian,

4. FEBRREDEEABRICET 2B R OB IC BT 2 FE OB
ARHEEIFDELOHHREICBR LD TH L0, DERRAEYERERERICET 2 &k 13RHlig 2 T
b5 &S, BB IR ST,

5. BUHRBRICET 2ERROHHEICE T 5 FE OB
MEMERBRIC B 2 &k 1TEHIE A Th 5 & v, Fie 2l I3 ShTunien, vk, K
FE ORI RIEBITENEE D SHEITHEO TR AR OEEBETH D Z &, CPA OREEGBEOHININT XV J¥E D
)x7ﬂ%mfé_&ﬂﬂghfmé & (= REH U8 50 mg IR 3CHE) | BOR Z4RHR &7 W 12
542 Z L THERBIEC O & AFRREE OB RO N TND Z & (ST A FESH 3 mg i
FCE) D, ARPESICE LT DAR-SC, CPA, BOR & U DEX O AJFMERER, HZERT R AR
N RHE ORI B9~ 2 3BT FE L S v TV 70,

6. AEYFEFFHEBRKOBEET 208k, BARKERBICET 2 B I IC T 2 BE OB
6.1 AMIEFFRER K OBE T 5 oHiE

DAR-SC |22\ T, AHFE TR S NZBRRBRIZI T 2 & MjEH DAR JRE X ECL %% v Tl
E S (E& FRMEIX 0.2pg/mL) . b MILjEHH DAR FifA L O ki #E-F$Ht rHuPH20 HTiR Ok X
ECL ¥ (MR X220 24.42 ng/mL 8 1.4 ng/mL) 12XV, b MiEdH tHuPH20 HRHiAo
BT AEEZ AWz T vr =X —BIEEORE (BHEEIL 524~532 ng/mL) 2KV, ZhAZhn
Fhi s iz, WTILDFIES . DAR-SC OFIEAGRRE L [F—Th D Z L2 b, AWIEAFRER & OB
T 2RI BT 287 2 B RN S Tnan,

Y DEX BBy LT D VT v o R EE
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F7-. DAR-SC % Z 5 L7z & & @ tHuPH20 O &SGR IO TIREMN THH EHZE2HND Z LT
DAR-SC ORJEIAGRRFZFAGE A TH Y (147 F a2 —afilG L FEIFEEREEGMIFE2H2 7)),
AHFEIZH T rtHuPH20 O3 EIRE 3R S Tueuy,

CPA. BOR KU} DEX IZDW T, AHFSTHNER CHTHEIZR D b DO Th 578, AEW3EHI77 R K&
OBES 2 015, ERIREEPREABRIT AR 2 07 7o AR 1 TRt ST vy, Zeds, HIGEH 1L, DAR &
CPA. BOR } U} DEX OWABEFIZEME L T 53, DAR & T b OIEAIA I AAEH % 779 I 6erk
IHENEBZ o2 Enn | EERILFES I FERER (AMY3001 ) (23T, CPA, BOR & U DEX
DO ENREITFM L2 7= B L T 5,

6.2 FRRIEHERER

6.2.1 [EEEILFEZE N1 AHFEER (CTD 5.3.5.1.1-1 : RERE S AMY3001<2017 4 10 A~2020 42 A 14 H
Ty bAT7>)

RIBBEDOEGM AL 7 2 04 F—3 ZABEE LB, DAR-SC % & F#5 L7z & & OIfiiE T DAR B
DRE STz,

DAR-SC OHE -« FHEIX, 1 A 7 & 28 HIEIE LT, 1 LOE 2 VA 7 /VTE 1 [\, 53 05H
6 A7 VT 2T LR, 7 A4 7 ALIBIT 4B REFRETL2E LS GREROBERSIE O
(CHE MR OV M ORERIT 7.1 BH)

HPBEEIC OV T, MIEF DAR IBEDOHERIIER 1 O LBV THY ., 2EME BARANEN E ORI
X REITRD BN o T,

#1 LHEMALT InA F—V XBEICBIT S DAR-SC F FTIREEOMET DAR BEE (ug/mL)

R R A . =t ; RS
E= S MmiE+ DAR BB Bl M+ DAR JEEE
FBI1YVAINVFE4HE 159 149+58.7 11 159+64.9
1YV A7 VE 8 B BREHI 163 151+47.3 11 163+47.0
L2V A VE L HEERER 155 412+149 11 492+177
BIVAINVELBBRER 150 5974232 10 669+270
BIFAINEIHB 129 708+280 10 8394329
BIVA7NVE1 HEBRER 115 4784274 8 530+366
B2V 7051 B AEERERT 69 273+183 3 303205
S A (R 2=

DAR-SC 73 &5 ST 4R#E D 5 B DAR D% RIEDFATRL S rTaEZ: 182 il (HAN 15 #) 1Zdk0
C. $L DAR LRI DO PR E 1TFRD B /e o7z, 72, DAR-SC 3% 5 S = #B##E @ 5 © . rtHuPH20
D R PEDOFHE A ATRE 72 181 #1 (H AN 15 #) 123\ T Hi rHuPH20 HURGEO#EERE 13 11 41 (A
ANOH) ThHY ., FRHTURBEOERE TR o7z,

6.2.2 REFEYENRBAENT (CTD5.3.3.5.1)

[EI B IE RS 1T AR (AMY3001 3BR) T Hi17= DAR OEWENEET — & (211 1], 1,224 JIERF )
WCEOSE | IEMIBIRGIRET VE W RENEY BTN Em SN (EHY 7 =7
NONMEM Version7.4) , 723, DAR O3EW@higIE, 1| RIRIGEFRT N R RI DT A=A T v
LD IERRIE O it &%ﬁoln/ﬂ~%f/k%7wa;@ﬁ FE T,
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DAR-SC DI &Y 2R LR, OCLF KOQV/F IZxtT 54 &L LT, ThZnOREL)
T P A ONC @R EE, BRI I & O ALP 23BN K72 28 AR e OV Ak 0 ¥R o3 S [ AT D i S >
O EERINC B2 KIFTIF E ORETEREOE TR D - 712,

F7-. LR OREMSKYENREMATIC LS X . DAR-SC #5:-F: 23617 5 DAR D t1, DU FEEME  (E A
MZAE) CV%) 1275 B (74.0%) EHEEINT,

6.R HREIZBIT D/ E O
AL, HaEA ORI EROMEII Wb D EEZ 5,

7. EBRREBEDMER CERRIZ 2SI 5 B IR IZ 1T 2 FE OB
BRI OV EMEOFHIE R LT, [EER LR I ARRER 1 3R gt s nre (R2) .

2 AEROELMEICET 2 FGEE OB

2 AR B B T
o TS K BE Sy BE5HIH Y - R ERBPMHEE A
<Safety run-in 73— k>
DCyBorD % :

2841 (BAN 0 £

<G UFMp— k>
DCyBorD & :

[ 19541 (HARA 15 #1)
CyBorD ¥ :

DAR-SC 193 f5 (EAAN13 1)

24T
. CPA

ALT 3 fe | DEX

e | #ER | evaon

LR SR

* DAR-SC_(DCyBorD B£D7)
=DAR 1,800 mg/[E]
-+ rHuPH20 30,000 Bifi7/|=]
YA N1~2 1 EE
YA 2 3~6:1[H28
BA 2070 1 B4 A
WINHETEE
. &b)
300 mg/m¥/E X 1 B8 (X
)
PR G X s
. Mt)
1.3 mg/m/[EI1X 1 [/
K T#S5
. md)
40 mg/[E] X 1 [EIA#
quEdEs
a) DCyBorD #£® Hik - I Safety run-in 23—~ 7 > % Afb/3— h ClE—,
b) K G BT AR I D 53 500 mg/lE] (KpHAED)
o) VEFHALSE A HEBL U 72 B A X AT,
d) DAR-SC #5-HI2# 59 5354, DAR-SC # 5 H O HICZNZEI 20 mg % & 1 SUTFIRN £ 5, DAR-SC £ 5-
WLSL (A 7L 3~6 O day8, day22) OFG-bH, HSEFRGAREE Lo, F7o, 70 Wl (KRR 18.5 AR, Mk
EHIE, =2 b — L REOPEIRIFE UL AT 1 A RIZkd 5 KRR/ B EELOBED H D5 (25 LT,
20 mg/[a] X 1 [mIAE OG- & A[REE Lz,
WS (FLC) BELHOTEE, WONCRIEBIEEIC X DA TME LR O M & 2R 8 & bIcdk Lo
BrEOFIG, 72720, FLC OFMFE LT, involved WEHFIRE] (FLC) 23HEfE FIRAT Cd 535H . FLC LLOER
{BIZ 6 EE 2 & L7 (Leukemia 2020; 34: 1472-5)

EHEE7 IaA F—
VAR
YEREMEC RS
CR#E9 (%)

AMY3001
(BREEATRARD)

I

ayrAs7nv
=4 JER)

N2

€

VAR L UC, IREE, A, ME. OAHL DRI, BRI, BMEEE (2 LT F =2 U T T U AT L BE) . FEERE. ALP,
ECOG A =7 | JRBRAIZA U724t tHuPH20 FUARBLO G HE, ~N— 2T 1 28I A5 rtHuPH20 FLERBLOAHE, X—2 T 1 2
BB & 7 RPBR ST,
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7.1 [EERIEFESE I 4ERBR (CTD 5.3.5.1.1-1 : FRBRE S AMY3001 <2017 4510 H~202042 A 14 H

F—EHy AT (2021 £ 6 A B TREES) >)

RIGEOEGEME AL 7 I u A R— REE (£ 3)

(B IS 360 B ) Z %52, DCyBorD L

A DHFIER VLM ERETT 5 BT, Zhtiax kR T o Z MMEIEE R FEE T RGBS H A S Te
22 J71E 140 fiigk THEME S vz,

F£3 EER - BRAMERE

(TR @IREHE)
35

<18 Uk
(FE722bRANIEHE)

AURFERENIETEMSERELIV T I oA RV A LBBTEN, ALT I 84 F—V XAORETRERE? 246

+ 7 IvuAf F—VRAFE—HEBEART IRBREE 1 DU EET 2 (K458])
s EEMALT IoA F—

VAH LTRIERE

- SEMREME MM LB SN TWAXUIBWREZE TS

cEXRBRDVRBOT YTV AEFET S ; DIBJRH stage IITb (NT-proBNP>8500 pg/mL)
FZ B XU IV (36 BH8)

cFEALBT InAf F—VREHT 3

 BBREMHESICHESR TV ARAID 6 A Z VHICBHMEBEEZ TEL TV

(%528) . NYHA 5387

F£4 7o F—TRAGE—EEICESIBEBREDOTEHE (NCCN HA KF4 2 v.12016)

To— EHEEERN 12 mm 2B, HOKKE LR B LEORE ISR LR
Lo W, b LB R 2R D BEHENN 4 52 W RILIZIBY T NT-ProBNP D &
(>332 pg/mL) 28D D
1 24 FFIREHEN 05 g/ HEB L. TATIVHREMTHD
Wil LARERH BNRVRIUT BV THF#EE (total liver span) 7% 15 ecm 2 X TV
2. b LBTAHIFRT7 7 Z—EElE HROER LRED 1.5/£2825)
g RIEFRE : BRRE ; TRICHFMED R EBHRBEELRD D
HEMR | EENREERRE L TEEROHEHES, AEBENE, EREE
HiLE ERBR O, ERTHERBESTHD
W ERBR O, ERTHERRBELTHD
X RE CHERERD D
B
RAHE
BAT (IWF~DO7 IvA FEEFICLD2bDLEESIND)
BB AR AR K&
IANRF— (ERTHERR) UIRHERE R
YU (L IXBRFBETH D)
FIREERR
& 5 Mayo Clinic Cardiac Staging System {233 < {DBHEH
fERRIAF

* NT-proBNP > 332 pg/mL
* Hs-cTnT > 54 pg/mL

et EE
Stage I NT-proBNP % U Hs-cTnT RV TN HBEREATFOFMFEERHZ I 20
Stage I1 NT-proBNP XiZ Hs-cTnT DWW fEREF D& 23
Stage TlTa NT-proBNP % T} Hs-cTnT 23T N b EBRAF D& Em7= L,
%32 NT-proBNP<8,500 pg/mL
Stage ITIb NT-proBNP & O} Hs-cTnT AW T b EREF D&M 2z L.

7> NT-proBNP>8,500 pg/mL

Y Btk OREERE O T BRNT O 720 O Fe i BLEINE R,
5 CyBorD B£ CR %% 25%, DCyBorD #ED CR %4 40% & fUE L. WA EKUES: 5% &5 REIRE Z FHW -84 OBt 1123
85U 72 DR E S L L TR STz,

O iE M X 23y =5 g/ AL iE R = 50 mg/L TH Y | W LI T involved & O uninvolved W#BfEREH D75 (dFLC)

50 mg/L TH HIRE,
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# 6 NYHA ¥

7R SRR EBOFIAR
S REBICHIRIZ RV,
1 HEARICR T 2 HAEE Tk, FLVEY, TERBEBOFRARL

B, RIS A L,

HTER AR T IR b 5,
BEERITER B 20, . _

n BB b ATERIC & 0y, Be, | RO ROBRBREBOBRS Y

] e

BEEITER B 20,

1A BEATE QS EERICHE 2V EEC L VE | HEEOERBRAOH RS Y

% B, EREEECHL R 5,

TR R

B EATE T 5 BB T RIS 5. ) §

EIROBA. b1 VOB, vrv—ofs | BECRREREONRSY

)

LB BN T B,

R W 2 B (RIRE S TE R,

v BRI DA NI PRVEEFER OME ER | REECHRBEBOFEDY

BAHALND,

FEEBET 5 & FRBIREAT B,

D DR ARLAT A L. XA, b —. RS ORI L5

1B

KkBR T, RIBEOEHME AL 72 04 R— 2 BEITHT 5 DCyBorD L ¥ 4 o D2 eVl 2
Hi)E LT, 7 v & 28— FBASARITIC Safety run-in 28— k(B AEWERE £ 10 BILL B, 10 123 1 1 2
VLA E®D DCyBorD L ¥ A v & FEhE LT-th, ZEMEZFHET5) BERE I,

VG- R, 1A 27 0% 43 & LC, DCyBorD #£ Ti% DAR-SC %1 7 /L 1 Jg OV 2 1% 1 [Bl/,
YA N3N0 6 £TIEHLER2E, YA 707 LIREE 1 E/4EORE TR S SRNT TR TR L, Of
HT, Y4276 £Till 1 [H, CPA 300 mg/m? (MEAKMHAE) ZHEARN TR D5, BOR 1.3 mg/m* % %
THE K ONDEX 40 mg #0595 2 & &L &z, CyBorD #TiX, CPA, BOR XN DEX # 4 7
JL 6 £TDCyBorD #£ LRI UYL - HETRGTHZ L EaNT,

Safety run-in /X— K Clid, 28 5l (HAAN 0 1)) 2HAAINL DI, 28 BIEFNIIREBREN &G I, 7
v & I x— T, 388 il (DCyBorD Ff : 195 f3] (HAN 15 f51]) | CyBorD #f : 193 51 (HAA 13 ) )
DHLAAN B, 381 6 (DCyBorD Bf @ 193 {5, CyBorD £f : 188 f5l) (ZIREBRIE N HEE SNz, T4 A
b U TR AT S 7= #5388 BIl4H1l73 Intent-to treat (ITT) | ITT £ D 5 HIRERIE 2 &5 X7z 381
BB 22 EPEMRAT R S & Sh, ITT 233572 5 A MERT e 4L & Sz,

Safety run-in /X— h Ti, 1RBREOE G Z H Ik L7813 46.4% (1328 f5l) Th o7z, HILFEET
B b %o T2 F50E ASCT O FENE 32.1% (9 ) TH Y | IRFREEE G HM o P uufi (§EFH) 13212 (0.2~
237) WA TH-Tz, TV XL X—= Tl 2V =hnrDy h47 Y B E TIZ2TORBREL IR
L 7-#¢B%# 13 DCyBorD A 26.9% (52/193 #]) . CyBorD £f 36.2% (68/188 f5]) Tdh -7z, F/phiEDHE
HIZSETS (DCyBorD #F 10.4% (20 1) . CyBorD £f 7.3% (14 f5]) ) . ASCT % [ < Wi D £l (DCyBorD
#2.6% (5) . CyBorD B 12.2% (23 f5) ) . AFEFS (DCyBorD # 4.1% (8 f5l) . CyBorD f 4.3%
Q) ) Tholo, IRERIELRGHM P E (#iPH) 1% DCyBorD # 9.6 (0.03~21.2) %7 A X T CyBorD
#£53 (0.03~73) WA TH o7, BRAEFIIBWT, 7 V=B v h47 Y B E TIZ2TOIER
FEZ ik U728 13 DCyBorD #¥ 6.7% (1/15 f51) . CyBorD ¥ 30.8% (4/13 i) T -7z, HiLDFH
X, F#ESES (DCyBorD #f 6.7% (1 #) . CyBorD #f 0% (0 #1) ) . sE1C, [FAEMIAl, MOD-PFS &%
DOIFRIBAETT GECTZEERS) KOZEOMOEH (W34 d DCyBorD # 0% (0 f#1) . CyBorD # 7.7% (1
Bl ) THotz,
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BEIZHDONWT, T Z Me— bOFEFHHEE Th D TEEET I m A R— AR E
RIS CR D | OFBNEE (BHBRE NV b 6 VAV VOIRRESE T LR Ok
RIIRTDO LB Th-oTz, DCyBorD FEIZI51T 5 CR FH(X 53.3% TH V. CyBorD #f (18.1%) (ZEE~HE
FHEICHEEIZE <. CyBorD ¥ A 12 DAR-SC % 3t L 72 DCyBorD U o A ¥ OEEDSREE S v7-
(p<0.0001, 0=0.04999 (iififil) . Cochran-Mantel-Haenszel #iE) . 723, HARANEMOFERIZ OV TIE
TR2.1 B,

&7 FEMHEHEOKR (TT)

DCyBorD & (195 %1) CyBorD # (193 f1)
EBRY S mA K- AR TR R AR 53.3% (104 1) 18.1% (35 %)
iZ&3< CR % [46.1, 60.5] [13.0, 24.3]
[95%fEMEX AT » o oo
v AW [95%EERE] P 5.13 [3.22,8.16]
pfEY <0.0001

EKYERIA] 5%, 7272 L 0=0.0001 & U7z BIEHT 2 G L T U7z 72 3D EMRHT X 0=0.04999
a) Clopper-Pearson (2 & 0 FHY
b) DBEFEH (L I, ) | EmSMEBREERENS2, 2 L7 F=22 U7 52 % (260 mL/min
1% <60 mL/min) % @RI - & L7 Cochran-Mantel-Haenszel i &

LEMEIZOWT, AEFGOIELMILREESS B 2 SIS E&E S 30 A%, FEMEET IR
A R—= TR 2 RIBREDBHAE D WT I FOWIRE R E TE Ehv/z, Safety run-in /S— MMIBWT, AF
FHUT 28 FIRFNTRD b, @9%02@)’E%ﬁﬁ$$%ﬁ%ﬁbkoﬂ¢%i%¢%uﬂm6’
RO BTz, 2 FILL FIZHBL L - B A EHFGUTRE R VR B %mT%BWD [ONRet.e 35
KOWHRS 7.1% (2 6)) Tholo, ABMIMPIZETIT 6 FlERD v, JERITHEME 2% AHEER
1&(&immr>&0%®M3ﬁ(%ﬁ%iiﬁ\%IT%m@%ﬁ&@%t&UﬁlT%m@ﬁ%
BREPOEL, & 1) Thoi,

T A M= MIZBW T, HERERSORBAEIAIL DCyBorD #£ T 97.9% (189/193 f41) . CyBorD BT
98.4% (185/188 i) Td >7=, ARNEROFEFGOFREIEGIEL DCyBorD #T 100% (15/15 fi) |
CyBorD BET 92.3% (12/13 f5l) Th o7z, EEMOWTNORET 10%LL Lich b - FEHES K OH
ANEMONTNDDORET2HILL ETHLNT-AEFRIIRSD LB ThoT,

7 hEpfERess (FLO) B o IEE L, WONCHREFEEIC L 2BRECTMFEIRTO M #8708 & bICdk Lo iisE o4,
7272 L, FLC ®4 L LT, involved #EHfE#REH (IFLC) 23 EEUEME FERARTE TH 2 HA . FLC O IEF LT L E 20 & L7z (Leukemia
2020; 34: 1472-5) .
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%8 REMOWTINDOEET 10%L L3I HRALEFOWTIAOEET 2 FILL EIZED b AEER
(FZ o F b= b, BEWEITXIREM)

e 5i] HARANER
DCyBorD #% CyBorD #% DCyBorD # CyBorD &
(193 #1) (188 #1) (15 %) (13 %)
2HEER 97.9 (189) 98.4 (185) 100 (15) 92.3 (12)
RIEHEFE 35.8 (69) 36.2 (68) 133 (2) 154 (2)
TH 35.8 (69) 30.3 (57) 33.3 (5) 38.5 (5)
{5 34.2 (66) 28.7 (54) 60.0 (9) 38.5 (5)
FRERE, = 2 — 1 F— 31.1 (60) 19.7 (37) 6.7 (1) 0 (0)
B 26.9 (52) 28.2 (53) 0 (0) 154 (2)
E 26.9 (52) 27.7 (52) 20.0 (3) 23.1 (3)
FRERG 25.9 (50) 11.2 21 6.7 (1) 0 (0)
£ i 24.4 (47) 23.4 (44) 6.7 (1) 154 (2)
A HRSE 23.8 (46) 25.0 (47) 33.3 (5) 154 (2)
TR, K] e 22.8 (44) 17.0 (32) 0 (0) 7.7 (1)
Y VBRI EE 18.7 (36) 14.9 (28) 40.0 (6) 46.2 (6)
M/ MR E 17.1 (33) 11.7 (22) 133 (2) 77 (1)
EAS 16.6 (32) 10.1 (19) 0 (0) 7.7 (1)
&) iE 16.1 (31) 10.6 (20) 0 (0) 0 (0)
FHEHEWV 15.0 (29) 13.8 (26) 0 (0) 0 (0)
& i )£ 14.0 (27) 11.2 (21) 0 (0) 0 (0)
g - 13.5 (26) 11.2 21 33.3 (5) 77 (1)
FEEL 13.0 (25) 8.5 (16) 333 (5) 154 (2)
TEIR 13.0 (25) 9.6 (18) 0 (0) 0 (0)
&4V v bIMSE 12.4 (24) 14.9 (28) 13.3 (2) 7.7 (1)
TEH 11.9 (23) 59 (11) 6.7 (1) 0 (0)
Ak 10.9 (21) 6.4 (12) 6.7 (1) 77 (1)
B ERBAE 10.9 (21) 6.4 (12) 20.0 (3) 7.7 (1)
R &I 10.4 (20) 4.8 (9) 133 (2) 0 (0)
RERIR 9.8 (19) 12.2 (23) 20.0 (3) 30.8 (4)
AR 9.8 (19) 59 (1) 26.7 (4) 77 (1)
TR ERALALBE 9.3 (18) 11.2 21) 20.0 (3) 23.1 (3)
ALT B0 9.3 (18) 53 (10) 26.7 (4) 77 (1)
W7 L7 F=8 88 (17) 8.5 (16) 6.7 (1) 154 (2)
b 8.8 (17) 6.9 (13) 20.0 (3) 7.7 (1)
DARE 8.3 (16) 53 (10) 133 (2) 154 (2)
AST #¥71 8.3 (16) 4.3 (8) 13.3 (2) 7.7 (1)
YGTP #Hn 6.2 (12) 5.9 (11) 133 (2) 0 (0)
TElER 6.2 (12) 2.7 (5) 13.3 (2) 154 (2)
H MLER IR 5.7 (11) 3.7 (7) 133 (2) 0 (0)
EERD 57 (1) 3.2 (6) 133 (2) 0 (0)
HRES 5.2 (10) 6.4 (12) 133 (2) 0 (0)
AL S PRI E 4.1 (8) 5.9 (11) 13.3 (2) 7.7 (1)
[y 3.6 (7) 2.7 (5) 133 (2) 77 (1)
L»o<b 3.6 (7) 1.1 (2) 13.3 (2) 0 (0)
BiEE 1.0 (2) 0 (0 133 (2) 0 (0)
BEEEET 1.0 (2) 0 (0) 133 (2) 0 (0)

HEEE% (B0
MedDRA/J ver.22.1

EMICI T 5 EIVEA L DCyBorD #f 90.2% (174/193 f51) & T¥ CyBorD £f 89.9% (169/188 f31]) (272
b=, 2?5 B DAR-SC OFEI{ER IE DCyBorD £ 57.0% (110 f51]) . CPA ®EI{EM 1% DCyBorD & 63.2%

(122 f51) KO CyBorD A 69.7% (131 5l) . BOR OEIVEFR L DCyBorD #f 80.8% (156 f5]) K (N CyBorD
R 78.7% (148 f51]) . I ONZ DEX OFEIWEM X DCyBorD Bf 74.1% (143 i) & OF CyBorD % 69.1% (130
B) IZENEFNRD BN, DT HNORET 3% EIZH LN -EIERIZE 9. DAR-SC ORIEHA® 9 5
2% BIZA BN HDIEFERI0DELD ThoTo,

HANERNC BT 2 EIVEA L DCyBorD £ 100% (15/15 #1) O CyBorD £ 92.3% (12/13 #) 1238 %
iz, T 95 DAR-SC OEIWER T DCyBorD £f 73.3% (11 f51) . CPA ®EI{EH L DCyBorD £ 53.3%

(8 1) KU CyBorD # 69.2% (9 #51) . BOR OREI{EM L DCyBorD # 86.7% (13 f5) & O CyBorD H#¥
76.9% (10 f51]) | A ONZ DEX OFEIVEH 1% DCyBorD # 73.3% (11 i) K Of CyBorD #F 53.8% (7 i) 2%
NENRD BN, WTNLOEET 2 FILL EIZA BN EEHILE 9. DAR-SC ORIWEH® 9 % 2 fFILL
FRlZHLNTZHDIEFRI0DEBY Tholz,
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£9 2EFHOVTHNOEET 3%ULEUIRAALERONTNORET 2 FILL EiCH bR BITEA
(T & 23— b REWTXREM)

E= il HANEFH
DCyBorD # | CyBorD # | DCyBorD & | CyBorD #

(193 #1) (188 %) (15 i) (13 %)

EIER 90.2 (174) 89.9 (169) 100 (15) 92.3 (12)
R E =2 —aXF— | 27.5 (53) 18.1 (34) 6.7 (1) 0 (0)
(A 20.7 (40) 144 (27) 333 (5) 15.4 (2)

B0 20.2 (39) 19.7 (37) 0 (0) 154 (2)

FH# 19.7 (38) 19.1 (36) 6.7 (1) 154 (2)
RIS 18.1 (35) 19.7 (37) 26.7 (4) 0 (0)
Al 16.6 (32) 16.5 (31) 0 (0) 154 ()

U U RERBAME 16.1 (31) 13.3 (25) 40.0 (6) 46.2 (6)
/MR RE 15.5 (30) 10.6 (20) 133 (2) 77 (1)
Ei 15.0 (29) 20.7 (39) 0 (0) 231 (3)

R E 145 (28) 20.2 (38) 6.7 (1) 7.7 (1)

5 P ERIR A E 10.4 (20) 53 (10) 20.0 (3) 77 (1)
TESERALALEE 9.3 (18) 11.2 (21) 20.0 (3) 231 (3)
FRERG 9.3 (18) 2.1 (4) 0 (0) 0 (0
IE 7.8 (15) 4.8 (9) 0 (0) 0 (0)

G - 7.3 (14) 6.9 (13) 0 (0) 7.7 (1)

I K] 7.3 (14) 4.8 (9) 0 (0) 0 (0
R 5.7 (11) 2.1 (4) 0 (0) 0 (0)
FE 57 (11) 0.5 (1) 26.7 (4) 0 (0)
FEED FW 5.2 (10) 5.3 (10) 0 (0) 0 (0)
ik 52 (10) 2.7 (5) 6.7 (1) 77 (1)
e 5.2 (10) 2.7 (5) 0 (0) 0 (0)
ALT 3 5.2 (10) 2.1 (4) 20.0 (3) 0 (0)

B BRI AME 4.7 (9) 3.2 (6) 6.7 (1) 0 (0)
x5 4.7 (9) 2.7 (5) 133 (2) 0 (0)
BRI 4.1 (8) 8.5 (16) 0 (0) 23.1 (3)
HREZ 4.1 (8) 5.9 (11) 6.7 (1) 0 (0)
[EEAL 4.1 (8) 4.8 (9) 0 (0) 0 (0)
RERE 4.1 (8) 4.3 (8) 0 (0) 0 (0
B 4.1 (8) 3.2 (6) 0 (0) 0 (0)

LB 4.1 (8) 0.5 (1) 0 (0) 0 (0)
EREERE 3.6 (7) 4.8 (9) 0 (0) 0 (0
HhAET 3.6 (1) 43 (8) 0 (0) 0 (0)
SERE 3.6 (7) 3.2 (6) 0 (0) 0 (0

[ PS 3.6 (1) 2.7 (5) 0 (0) 0 (0)
{EF MY U A fhE 3.6 (7) 2.1 (4) 6.7 (1) 0 (0)
R 3.6 (7) 2.1 (4) 0 (0) 0 (0)

5 R 3.6 (7) 1.6 (3) 0 (0) 0 (0)
SEI 3.1 (6) 2.7 (5) 0 (0) 0 (0)
yGTP 84/ 3.1 (6) 2.7 (5) 6.7 (1) 0 (0)
FIEgER 3.1 (6) 2.1 (4) 6.7 (1) 77 (1)
AST 83/ 3.1 (6) 2.1 (4) 6.7 (1) 0 (0)
IR 3.1 (6) 2.1 (4) 0 (0) 0 (0)
&3 7 AE 3.1 (6) 2.1 (4) 0 (0) 0 (0)
[ESa 3.1 (6) 1.6 (3) 0 (0) 0 (0)
RSO 3.1 (6) 1.1 (2) 0 (0) 0 (0
EEBD 3.1 (6) 1.1 (2) 0 (0) 0 (0)
apeh v O 3.1 (6) 1.1 (2) 0 (0) 0 (0)
EE 3.1 (6) 0 (0) 0 (0) 0 (0)
L-o<D 2.6 (5) 0.5 (1) 13.3 (2) 0 (0)
HIEARBR 1.6 (3) 3.2 (6) 0 (0) 0 (0)
BEEU ALYV IE 1.6 (3) 3.2 (6) 6.7 (1) 0 (0)
TR 1.0 (2) 37 (1) 0 (0) 0 (0)
KoiBETRT 0 (0) 3 (M 0 (0) 0 (0)

FEEIAY% (B
MedDRA/J ver.22.1
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£10 2£HAT2% U EXGTHAAERT 2 FILLEIZA B 7z DAR-SC DEIVER
(F ¥ b= b, BEWEEITXIRERM)

DAR-SC OEWER ¥ DAR-SC DEIER »

gl AARANEH 25 AARANEM
(193 #1) (15 #1) (193 %1) (15 1)
£k 57.0 (110) 73.3 (11) *P 3.1 (6) 6.7 (1)
Y VBRI EE 135 (26) 40.0 (6) SEYE 3.1 (6) 0 (0)
2. 10.9 (21) 0 (0) BN EALETE 3.1 (6) 0 (0)
BE 9.3 (18) 0 (0) EE 3.1 (6) 0 (0)
M/ MR E 8.3 (16) 133 (2) _IREBER 2.6 (5) 6.7 (1)
FRERG 8.3 (16) 0 (0) I ) 2.1 (4) 0 (0)
TH 7.8 (15) 0 (0) FEMED WV 2.1 (4) 0 (0)
HESRNLATEE 52 (10) 0 (0) BARBGR 2.1 (4) 0 (0
FE 4.7 (9) 20.0 (3) BT Y v AMGE 2.1 (4) 6.7 (1)
i 4.7 (9) 0 (0) [atid 21 (4) 0 (0)
&R 3.6 (1) 0 (0) AR 2.1 (4) 0 (0)
BRI E 3.6 (7) 133 (2) yGTP H3An 2.1 (4) 0 (0)
ESIRE 3.6 (7) 0 (0) EED 21 (4) 0 (0)
B 3.1 (6) 0 (0) LDH ¥ 21 (4) 0 (0)
A MERBRME 3.1 (6) 6.7 (1) HBD &0 2.1 (4) 0 (0)

HEE % (BIED)
MedDRA/J ver.22.1
a) DCyBorD £t L Y filiH

MBI 2R o 01213 DCyBorD Bf 14.0% (27/193 # : A 5EF5: 23 1], HRABHETT 2 il K&
V2O 2 Bl GERRFFEL NS AL 7 2 v A F— A L2 EEER OO U 2 7 B0, 4 1
) ) . CyBorD Bf 14.9% (28/188 f5ll : HEES: 14 B, FAEMEIT 9 Fl OZ O 5 5 GERAKFEE, fli
RVAL T I oA R—=J AZEE L7 ODARDOE AL 7 I 2 A R—Y X (W=7 A > ® Mayo Clinical
Cardiac Staging System (255D < .DMESH HI72S stage Ila) K ORUMSEMES 5 v 7 %161 ) Tholz, =
® 5 5 DCyBorD #EDMEIE, R4, BUMSE R OVLEMEY 2 v 74 0.5% (1 61]) X DAR-SC OFEI{EH
EaIntk,

AARNEFICE T 2R O I1X DCyBorD B4 6.7% (1/15 f5i] : F5EHS) KO CyBorD £
23.1% (3/13 f5il : A EFS 1 I, KEET 1 HIROZOM 1 6] (Jlik) ¥) Thotz, HTICE-TAHE
FRIIAHE 1] (DCyBorD #f : A4, CyBorD Bf : {AfEEIHEEER D) Tholzh, WLy X—2X 7
A VIR ZE 2358 8 54U DAR-SC & O RFEBR IS E Sz,

AEMICB T 5 EE A EFSIE DCyBorD FED 43.0% (83/193 #i) U CyBorD BED 36.2% (68/188
B IZHBIL, WTNDORET 2% RO G- EERAEERGIIER 11 OLBY ThoTz, Fiz,
EELAERSGO 9 H DCyBorD B THE® 5117 DAR-SC OFEIWER ITMiIZ 3.1% (6 1) . BUME, DA
2 FREAOIERE S 3 v 74 1.0% Q61 | GFREREARE. U o /SERBAE, FROBERG:. ORM
Ya v/, AR EE R, MRIE, AEEE, KGR MR MAE, MR, MO RIE, (O HE),
ABIA VTN YT AN ARG R OVIME IR 0.5% (16]) ThY | SEBUE, OR42, DR
Mgy 7 ROUMEIER 1 HIAET, iR 1 FIRREE CH T2 L2RE, WTINLbEETH T,

A NEMICRBIT 5 BEZRAEHESIT DCyBorD BED 26.7% (4/15 1) O CyBorD EED 53.8% (7/13
B ZH DTz, WTIDOORET 10%LL EICREO bz EE A EHGITOA4L (DCyBorD £ 13.3% (2
#) . CyBorD £ 15.4% Q2 #) ) TH V., WEEMIZ 2 HILLEOENR S > - HGIIH LRI 5T,

O JRERHIE B T 30 HABZ THE LEmOREREL L L TNES AR -T2,
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(F o Z L3 — b, REWMBHTXRER)

z11 2EADOWTNRIOET 2% EXIEHRALEF THTNOOET 10% EICRD SN EERGEER

DCyBorD # CyBorD #f

g ] AARANEHM 25£H AAANEH
(193 %1) (15 1) (188 %) (13 &)
BEERAEEREK 43.0 (83) 26.7 (4) 36.2 (68) 53.8 (7)
B 7.3 (14) 0 (0) 4.8 (9) 7.7 ()
LARZ 6.2 (12) 13.3 (2) 4.3 (8) 154 (2)
L2 1E 3.6 (7) 0 (0) 1.6 (3) 0 (0)
ZRRIE 3.1 (6) 0 (0) 1.6 (3) 0 (0)
BRLE 3.1 (6) 0 (0) 0 (0) 0 (0)
PR, R 2.1 (4) 0 (0) 1.6 (3) 7.7 (1)
DEHE 2.1 (4) 0 (0) 1.1 (2) 0 (0)
[ZES 2.1 (4) 0 (0) 0.5 (1) 0 (0)
Kph 1.6 3) 6.7 (1) 3.2 (6) 0 (0)
TH 1.6 3) 0 (0) 2.1 (4) 7.7 (1)
KoBER 0.5 (1) 0 (0) 2.7 (5) 0 (0)

FEEE% (P15
MedDRA/J ver.22.1

SEMNIZONT, A7)0 6 ETIZETORBEOE G ILICE S FEHLIE DCyBorD £ 4.1%

(8/193 #4i]) K O CyBorD #¥ 4.3% (8/188 f4l) |2 # 5 417-, DAR-SC D% 5-H1 ILIZFE - I- HEFRIT DCyBorD
BED 4.7% O F) IZRO B, 2056 2HILL EIZRD bz FG T o7, CPA O HFIEIC
7o B EFGE DCyBorD # 5.7% (11 #) O CyBorD # 6.4% (12 i) IZ@BH HAL, ZD D m\ﬁ%m
DOFET 2 HILL IR b= FR T 0A4E (DCyBorD £ 0.5% (1 #1) . CyBorD £ 1.1% Q2 #1) ) KO

¥ (DCyBorD B 0% (0 1) . CyBorD £ 1.1% Q2 #) ) T -o7-, CyBorD Bt TR HILI=IK 57 2 #i
% CPA DEWEH L 72 b DD EITWTNHIHL TH 572, BOR OFEHILIZE ST HHFEFHFRIT
DCyBorD #f 6.2% (12 1)) } O CyBorD £ 7.4% (14 ) 1RO B, ZD 5 BTN ORET 2 B2l E
3R BN FRITRIER R = = — 1 3F— (DCyBorD Bf 1.6% (3 i) . CyBorD & 0.5% (1 #l) ) .
A4 (DCyBorD #f 0.5% (1 ) . CyBorD #f 1.6% (3 i) ) KUY S7 (DCyBorD #f 0% <0 i) . CyBorD
BE11% QB ) Thotz, KM == —r/3F—4 ] (DCyBorD Ff 3 5, CyBorD £ 1 i) KO
#9715 (CyBorD #£) 1% BOR DOFEIfEA & S 4L, #5)71% CyBorD #f 1 FlIZFRD B AL KIEMHET = = —
RN F—RNT U= Hy NATRERTRIBRTE T2 L &2FRE, 2 THK L, DEX 0oL HIkiC
BoleAEFERIT DCyBorD B 6.2% (12 %) KO CyBorD £f 6.9% (13 f5]) 12O BHIL, ZDH HW

AUDORET 2 FHILL FIZERD BV FGIL, i KT (DCyBorD #f 1.0% (2 i) . CyBorD #£ 0% <0 ) ) .
KIYPEFIE (DCyBorD A% 0.5% (1 ) . CyBorD £f 1.6% (3 ) ) . [LoF~4 (DCyBorD £f 0.5% (1 #1) |
CyBorD B 1.1% Qi) ) M ONEE (DCyBorD Ef 0% (0 ) . CyBorD £ 1.1% Q fl) ) ThH-o7=,
FE T 161 (DCyBorD ) . ARAYMETEIE 4 5] (DCyBorD %% 1 5], CyBorD £f 3 1) K& Ok 2 41 (CyBorD
) 13X DEX ORNWEM & S, Hiz)F1E CyBorD B 1 BlIZERD BV R MEIEN 7 ) = v > M4 T I
TR KRIE T2 L &BRE, 2 THALE,

AARNERNCDOWNT, A 7L 6 £ TR TORBRIER G IITE - 7oA FEFESEL DCyBorD #f 6.7%

(1/15 1)) & O CyBorD £f 0% (0/13 i) (2588 54172, DAR-SC D¢ 5-H L2 FE - 724 E F 5% DCyBorD
B 6.7% (141) . CPA OG- ILICE - 725 F5E DCyBorD #f 13.3% (2 #) K& O CyBorD & 0% (0
%) . BOR O 5-H1EIZFE - 7= EHS (X DCyBorD # 6.7% (1 %) KU CyBorD #f 7.7% (1 #fl) . DEX
OFH-HIEIZE - -6 FEFGE DCyBorD £f 6.7% (1 f5l) K& CyBorD # 0% (0 f5]) IZENZENFEH 5
N, 2B BB bz ERIT o T,

7R HEEICBIT 2 BREOHE
7.R.1  [ERRIEREE M AARBRICOWT
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HEEE 1T, 287 AL 72 8 A R— RI2kT % DCyBorD L ¥ A > O WWE R OV 4 % 797 [E B
JEEES T ARRRBR OFRBREE IS\ T, LTFO X 9 IC#A LT,

B ILE S T FIRRBR T, RIBEOEHTE AL 74 F—V 2 BHF (F3) 2458 L L, CyBoD L
AR E LT IEEREER & LTI L7z, CyBorD L' A 4Rk 3 5 45384 (CPA, BOR &
O DEX) &, WINHAIIZBNTEHEME AL 7oA K=Y ADWHE - REZHL TN H DD,
ERRALE S T AHRRBR G2 Y N S MM W TS ERIARIE & L CRRIR A R 5Tl
I T2 & (NCCN A RZ A4 > (v1.2017), BrJHaematol 2015; 168: 186-206 %) . [ENIZF T
I% CyBorD L' ¥ A X% BOR & HWiBROG AMENZIET A RT A4 ETHRHINLTW=Z & (&
MANEEZIET A BT A > 2013 R —FEEEAN  BARMIK TS, 7InAf R—VABETA K7
A2 2010 BEAEGEBE AU EMBS HRMERERFEEE 7T InA R AT SR
JRHE) D, CyBorD L ¥ A v % [FERSIL[E S T AHRRBR (2381 2 bhls i & U TR E L=, F 72, DAR-
SC DiEE: (15 mL) 1T/ TR O E (1~2mL) LKL TEL, REO T 7EHRoks
RPN E WD & 7T BAREEZ Infusion reaction & TP 2 AN OB G IIARETHH Z & EEE
HH ORI RERE S ER & IR DM HEZ BRI KD ET 52 L HENS, FHFEMmARE LTE
it L7z,

PRI, EIRRILES I FHRBR O Z CyBorD LY A > & L, IEERABRE L CEE, EfL7-2 &
IIZANHBELEE X D,

7R2 EEEIZHONT
FEMEIL. TR2.1~7R22 DALV | RIGFEOLEM AL 7 2 v A K— ZBFITKT 2 DCyBorD L
CALDOBEMEDN RSN EEZ D,

7R2.1 RBFEOLHME AL 7 I v F—T RBHFICBITHHEHEICONT

HEEE L, RIBEOEHME AL 7 I A F—Y ABH 3T 5 DCyBorD L ¥ A OFIEIZDOWT,
IR X HIZ# Lz,

[EIBE LR ZE T ARG AN RS OB A RT A ICBWT, 2 AL T I v A F— 2 &35
& L7288 AEERER O EEFHIIE H & LT CR 2 & TR RS A HELE T/ Z & (Leukemia 2012;
26:2317-25) 6, EERILES N AHRBR O FEFHME B X, TEEEY I v A F— 3 A 1552 A H
ERAEIZEE DS CR ] &R E Lz, £/, FEAHMIHEE OFARREHIX, CyBorD L ¥ A U dm BN
BonNdETOMMN 41 DA THD EOHE (Blood2012; 119:4387-90) KLY CyBorD L ¥ A > DA H
PERHAE SN TV D ERRMFZEIC BT 5% E (Haematologica 2014; 99: 1479-85 K (F Blood 2012; 119: 4391-
4) ZEEZ, BEREN DR LD 6 VA VT NVDIRRETE T LIZRER EFRE LT,

[EIBE LR ZE T AHRRBRIC WV T 2BRE N D7 &b 6 A 7 VOIRIEEE T LIk o THEEET
1A F—3 AR A E RIS CRFE IR TDEBY THY ., CyBorD LT A TR L,
DAR-SC % L3t L 72 DCyBorD L ¥ A > OEBME S HREE S Tz,

HARNEFIZ DWW T, BEBREED D e SEEROBRUITITRAR H DB DD, CR F [95%(F X [H]]
& DCyBorD #f 60.0 [32.3, 83.7] %. CyBorD # 0% C& ¥ . DCyBorD #? CR 373 CyBorD #£% kA5
7= (F12),
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£ 12 FEFEEEOKEE ATT)

24EH HAANLEH
DCyBorD # CyBorD &% DCyBorD & CyBorD #f
(195 #1) (193 1) (15 #1) (13 41)
. s o | 53.3 [46.1,60.51 % | 18.1 [13.0,24.3] % | 60.0 [32.3,83.7] % | 0 [NE,NE] %
CR% [9s%fRmxm] (104 1) (35 1) 0 #1) 0 1)
7 X P 5.13 [3.22,8.16] NE [NE, NE]

NE : #EABE

a) Clopper-Pearson (2 X 0 B

b) CyBorD BEIZH 3% DCyBorD BED A~ Kb, (OMESEH (1, 10, Illa)

B

FERRIKEHEE R & LT, EENRasbEe(S T — M EA MY (MOD-PFS), EZ 22 A bAE(X T
— M R N AELEHAM'Y (MOD-EFS) . 2417 (0S) . 6 7> H 40> CR 2K, Very good partial response’ "
(VGPR) DL EDZEZhmddsd bz g OFIE . Mk FrI2s%h £ T ORI & Ok 7178 2h O Fifoe #

[l 2 A L7,

MOD-PFS {ZDW T, M~ — R [95% (S XH]] X 0.58 [0.36,0.93] TdH Y, MOD-PFS DIEKAH 7]
NI BT (3613 O 1), BARAEMIZF T, MOD-PFS (25U Tk, BLEIR o th il 13 DCyBorD
BET103 7 H, CyBorD BET 129 A, ~H— Rt [95%5HEXM] 1% 0.22 [0.02,2.02] TH Y, MOD-
PFS OIERAE A3 H BT,

% 13 MOD-PFS (ITT)

o T IR AR A R[] 75
JVT7F =27 )T T A (=Z60mL/min XE <60 mL/min) % J&B[A ¥ & L 7= Cochran-Mantel-Haenszel

o il AARANEH
DCyBorD &£ | CyBorD # | DCyBorD # | CyBorD &%
(195 #i) (193 #i) (15 #1) (13 )
AR 17.4 (34) 27.5 (53) 6.7 (1) 30.8 (4)
A 12.8 (25) 10.9 (21) 6.7 (1) 7.7 (1)
FERBSEEET 0.5 (1) 3.6 (7) 0 (0) 0 (0)
MR HR BELT 4.1 (8) 13.0 (25) 0 (0) 23.1 (3)
NP — R [95% 1S 3H X ] 0.58 [0.36,0.93] 0.22 [0.02,2.02] »

FlE% (F10
a
b

=

JEf@R] IPCW 1S £ B Cox Hofil— REFL
IRC HIFE (2 HE-S < FEBRI Cox Ll — FEF L

0 T H DEREED S LT OWT DO FRNFEE T 5 £ COWRM

A
b) FEERNEARERELS T

DA ROERRAER DB, SN DM SUTEBRN L — 2 R B TS E T e o T2 A

c BAREOEFRIER - MBS UXB A% 03 & 325 KB REBORE
o) HEET I mA R— 3 A IBFEN T FLHE IS < iR R BT
19 MOD-PFS IZh1 %, FEASFEMME DU MBIATR &2 ibiE & LCRM L7z & IRC S HEL - & &

W ROOXIF@ %34, VGPR &35, O_X—2F A > O involved & O} uninvolved RSO (dFLC) A3 >50 mg/L D
&, dFLC AN 40 mg/L Rl . @_X—ZF A > ® dFLC 78 <50 mg/L DA, MG M Z 237 B0 90% R L, 7o, R
M & X7 5D 100 mg/24 e &2 FEID, 7Rds, N—A T A EOERIL, 1RBREO YIRS H LARNIHE Lo, BEiEOIER

HifE s L7,
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100

A, 4 &5 DCyBorD

.

75

oG0-0—@EE-0—0  CyBorD

50

25 1

REETOLHENEFEEZEDEIE (%)

O Oty Ox O by b g e e oy
T e e e e B By By s By B s

AtriskD &% MOD-PFS
DCyBorD 195 178 166 147 114 86 60 44 27 10 1 0

CyBorD 193 163 134 111 65 44 29 20 10 7 1 0
K1 IRCHIEIZE-S< MOD-PFSDKaplan-Meier fifg

MOD-PFS % [ < BIIVKEHIE H OfEFiX, £ 14 DL BY ThH-o72, MOD-EFS O Al [95%/FHE X
] 1%, DCyBorD ¥ CHEEARHRE, CyBorD A£ T 8.80 [7.39,14.59] # H, n¥— Rk [95%[FHEXHE] X
0.39 [0.27,0.56] T& Y. DCyBorD FEIZ 35 T MOD-EFS DIEEH 287 Hiv 7=,

FEL- 1L DCyBorD #£ T 13.8% (27/195 #4]) . CyBorD £ T 15.0% (29/193 ) (23D HL7=25, OS I
DONWTIE, Tl T 2N AR+ Tho7o/ed, PREITWT O THHIERETH -7,

TRBRIER 5-BRIGT. 6 11 H IR D CR 3 [95%(5#HIX ] 1X. DCyBorD £ T 49.7 [42.5,57.0] % (97/195
%) . CyBorD H£T 14.0 [9.4,19.7] % (27/193 %) TH V., A » Xt 6.09 [3.70,10.0] TH -7z,

VGPR Pl DD LT HERE OEIG [95%EFEXH] (%) 1L, DCyBorD #£T 78.5 [72.0,
84.0] % (153/195 fl) . CyBorD Ff 49.2 [42.0,56.5] % (95/193 f3i) , /¥ — Rt [95% (5 #E K] 1% 3.75

[2.40,5.85] T&»H Y. DCyBorD BED N E o T2,

MEFEZE%h & LT CR Z Rk L7285 13 DCyBorD BET 104 1l (i I Z250 ATAMhARAT X SR AL ]
13179 #1) . CyBorD #£T 35 ) (Mfuid BIZSNRARARNT R SRAE L 148 ) TH v . M=% (CR
D) F£TOMMOPIE (EPFF) X DCyBorD HET 60.0 (8.0~299.0) H. CyBorD #£C 85.0 (14.0~
340.0) H & DCyBorD BED 3 E -T2, F£72. VGPR LLEDOFEHNE SN D £ TOWR O PRl (#
PH) & DCyBorD #£T 17.0 (5.0~336.0) H. CyBorD #£ T 25.0 (8.0~171.0) HToh o7,

MEFERI R ORFEMIMIC DWW T, 7 U =B h » b A 7R TR OWBRE A CR Z#ERF L T
7= (DCyBorD #f 100%} O* CyBorD Bf 94.3%) Z L2256, aHMBEAA AR+ TH Y . FREIEEREE b
HERHE TH T2,

HARNEIZIW T, MOD-EFS @ H A [95%(EHHXH] X, DCyBorD #£ THEEAHE, CyBorD #E T
7.29 [3.75, #EEARE] WA Y — RH [95%E X ] 1% 0.11 [0.01,0.92] ThH -7, OS K LIKT:
FIZ O R HIRNIE, Wb 2EF & RROBEAITA S b OO, FEFIFCBEHHA AR+ Th
. HEERRETH T,
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# 14 BWKIHMEEB OfFE (MOD-PFS <) (ITT)

24 HAALEH
DCyBorD # CyBorD & DCyBorD & CyBorD #f
(195 1) (193 ) (15 %) (13 %)

MOD-EFS @ 1 3L » NE 8.80 ¥ A NE 7.29 B H

[95% 58 X ] [7.39, 14.59] [3.75,NE]
0S DHFHRAE » [95%IFERM] (W AH) NE [NE, NE] NE [NE, NE] NE [NE, NE] NE [12.65, NE]
BB 5B A% 6 4 AR AD CR R 49.7 14.0 60.0 0% (0 B1)

[95% B IX ] [42.5,57.0] % [9.4,19.7]1 % [32.3,83.7] % °
VGPR LA EDOEFHRHD - HBREOE S 78.5 49.2 100 53.8

[95% 15 X #] [72.0, 84.0]1 % [42.0,56.5] % [78.2,100] % [75.3,1001 %
MRZERED RO D BE S (CR) 104 35 B 9 4 0 %l

60.0 85.0 31.00

CR 2 TOMMOMRIE (HEH) (8.0~299.0) H (14.0~340.0) H (8.0~114.0) H 0 A
CR DFifeHiH NE NE NE NE

NE : #EE A RE
a) Kaplan-Meieri(Z & 0 #E7E

P, ERRIEFEEE AR O T ERHMEE CTh 5 TEEET I 1A R— T A — I e AL
FS< CRFNTBW T, CyBorD L A 2% 5 DCyBorD L A & OEHIED R S iz 2 L2505
RIBWORHME AL 7 I v A R—Y ZABFIZHT5H DCyBorD LI AV OEMEN RSN EEZ D,
AARNERNZ DWT, JEBIE DD 7N T2 DR OMPRUTIZIR A2 B 2 23, FEREAMGE B X O 72 @I
e B TR & FROEm AL/ &6, DCyBorD LY A L OFMEITHIFFTE 5 L E 2T,

7R22 RBEEEOFMEIZOVNT

HEEH L, BELE RO DAR-SC DFIEIZONT, LLFO L HIZFHH LT D,

E BRI M AHRBRICIBT 5 TEEET I v A R—Y A IaR o E M2 S < CR ) O ER
BEEFINORBRIIRISOLBY THoT-,
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#£15 HET7IvA F—VAHE—TREDRHEEBIIE S CRE| oBREERROFER TT)

DCyBorD & CyBorD &% Z v Xt [95%fE X ]
EXLS 53.3 (104/195) 18.1 (35/193) 5.13 [3.22,8.16]
e B 55.6 (60/108) 13.7 (16/117) 7.89 [4.12,15.1]
%k 50.6 (44/87) 25.0 (19/76) 3.07 [1.57,5.99]
Ju 65 BRI 56.5 (61/108) 20.6 (20/97) 5.00 [2.68,9.31]
65 Ll 49.4 (43/87) 15.6 (15/96) 5.28 [2.64,10.6]
65 kg LAF 54.8 (34/62) 10.8 (8/74) 10.0 [4.12,24.4]
hE 65 kg 85 kg LLTF 52.1 (50/96) 18.9 (14/74) 4.66 [2.30,9.44]
85 kg #8 54.1 (20/37) 28.9 (13/45) 2.90 [1.16,7.22]
BHA 53.0 (80/151) 19.6 (28/143) 4.63 [2.75,7.80]
N TIOT AN 60.0 (18/30) 8.8 (3/34) 15.5 [3.85, 62.4]
Z Dk 42.9 (6/14) 25.0 (4/16) 2.25 [0.48,10.6]
. - . 1 44.7 (21/47) 27.9 (12/43) 2.09 [0.87,5.03]
’\E\%;ﬁ%f)@ 1 53.9 (41/76) 20.0 (16/80) 4.69 [2.30,9.53]
I11a/I1Ib 58.3 (42/72) 10.0 (7/70) 12.6 [5.07,31.3]
& MR BAE D List A 52.4 (77/147) 17.8 (26/146) 5.08 [2.98, 8.65]
ERIE R P List B 56.3 (27/48) 19.1 (9/47) 5.43 [2.16,13.7]
R—25 LD 60 mL/min 3 50.7 (35/69) 16.1 (10/62) 5.35 [2.35,12.2]
BHRe (CrCl) 60 mL/min 2L b 54.8 (69/126) 19.1 (25/131) 5.13 [2.93, 8.98]
R—=ZFA D HY 57.1 (80/140) 16.1 (22/137) 6.97 [3.96,12.3]
DRSS 2L 43.6 (24/55) 23.2 (13/56) 2.56 [1.13,5.80]
. - . 1 51.3 (20/39) 13.9 (5/36) 6.53 [2.10,20.3]
’\%;;_;ﬁ;ﬁf)@ 1l 71.4 (40/56) 233 (14/60) 8.21 [3.57,18.9]
11 31.6 (6/19) 27.8 (5/18) 1.20 [0.29, 4.94]
R—2RFAL D EF g 455 (5/11) 0 (0/15) NE [NE, NE]
ALP EEHAN 53.8 (99/184) 19.7 (35/178) 4.76 [2.98,7.61]
RS54 VD 0 50.0 (45/90) 19.7 (14/71) 4.07 [1.99, 8.33]
ECOG PS 1 X% 2 56.2 (59/105) 17.2 (21/122) 6.17 [3.36,11.3]
HIRRIEAR 7R NAYRY 47.1 (8/17) 0 (0/19) NE [NE, NE]
yzxz7 9 EEHY RS 53.6 (74/138) 21.1 (31/147) 4.33 [2.58,7.27]
FISH REIZ X 3 »Y 54.9 (28/51) 12.7 (7/55) 8.35 [3.18,21.9]
t (11:14) 2l 52.3 (23/44) 25.0 (13/52) 3.29 [1.39,7.78]

FEEEIG% (BE) . NE : #EE A

a) Mayo Clinic Cardiac Staging System (Z %53 <

b) ListA : ASCT HESE[E, List B : ASCT F:HELE[E

c) eGFR K OVRE HICE D& E M

d) NAVAZEFRO 1L 2.0 LBV EFZS NI, 1LFISHRAIC XD t(4;14), t(14; 16) TN 17p KR, 2. BERAIC
X5 t(4; 14), 17p KA.

R IL, BEEFRIOADIEIZON T, BT S-S E 38 T CyBorD #EIZ -~ DCyBorD # T CR
EREWVMEA TH D Z & 2R LT,

7R3 ZT2HIzoNT

HAEIL. 7R3.1~7R3.5 OMGTORER, &5 AL 7 I 04 R—Y ZADOIREICH L CTHo e mis - &
Rz oERIOE & T, DAR-SC & T DCyBorD L ¥ 4 L Offi 2N 0] & |l S U B RERIC 35 S
HDOTHIVE, BEMEITFHFRTEE LS 25, 7277 L. Infusionreaction, IMERJE/D ., J&YYE, RiEME= 2 —
2 RF— OV AR RO FEHIRIA NARR BB EZ BT 22T W TIE, SUEIR A TRES I W
THIEHEERIET DHENDH D EER D,

7R3.1 FEFZROBE

HEEE X, 25 AL 72 oA R—3 X (2811 5D DCyBorD L ¥ A D LAVEIZONWT, LFD XL 9 (1
L7z,

[EBR AL RS T ARRRERIC 3 1 5 A HFFRONESHIT, [FERS H 2 D IEBRERE KK 5% 30 B, FE
BIEI LT I A R—=3 2k 2 IR B O W T IR WIS E T & L7, 1RBRIER 5 HI 2
DCyBorD #f & CyBorD #£TH7e 5 Z & (RBRIEE G IR O H dfiiX DCyBorD # 9.6 7 H, CyBorD A

25

YT % 2 — AR T _ Yty 7



530 A) o, BRI THE LA EFRORBMEL 100 ANA HT- 0 OFFEFL LB L - HRE
BCHERMLE,

LRI R BENICB T 2 A EFEOMEITE 16 DLBY ThoTz, LEMEMITSENICE N
T, BRMMCHE LA EFSORBUELE (/100 AH) 1% CyBorD BED 217.92 |2~ DCyBorD #f
TI 154.23 LIRWMEAIN A BT,

AARNEMIZOWT, AFEFSR, BELAEFLLOHCICE > G EFROER I T L 725
BB (/100 AH) 1ZZ 2 DCyBorD #f 351.20 K O} CyBorD £f 156.76 (LR, [FJE) . 3.36 KO
18.46, W TNZ 0.69 KT 1.66 Th o7z, AEFELARTIT, 2EM & ik L THARANE O DCyBorD ##
THRBEHENESVMHAA SN2 D0, HERAFEFREM O TIZE > TEAFFRICRKE REITR
DRI EBEBRET DL, MR EfEE TR b nEEZ 5,

# 16 AEEROPE (REMBATIREN)

DCyBorD B CyBorD #f

=2 ui| EEYN-T5] e \ui| H A AL

(193 #i) (15 %) (188 #i) (13 #1)
BFETFR 97.9 (189) 100 (15) 98.4 (185) 92.3 (12)
FEEZ (100 AH) 154.23 351.20 217.92 156.76
BIER 90.2 (174) 100 (15) 89.9 (169) 92.3 (12)
RBIYER (4100 AH) 66.10 330.84 93.32 107.11
REICE- A ESES 114 (22) 6.7 (1) 8.0 (15) 7.7 (1)
FHERESRFEES (100 AR) 1.17 0.69 1.82 1.66
HERAEEES 43.0 (83) 26.7 (4) 36.2 (68) 53.8 (7)
EERAEFSR (100 AR) 5.59 3.36 9.95 18.46
TRCOBBREOEEPTILIIE-HHFEER 4.1 (8) 6.7 (1) 4.3 (8) 0 (0)
DAR-SC B GHILCE->-FEES 4.7 (9) 6.7 (1) 0 (0) 0 (0)
CPA BEHFILCE--HEES 5.7 (11) 133 (2) 64 (12) 0 (0)
BOR BEFIFICE - HEER 6.2 (12) 6.7 (1) 7.4 (14) 7.7 (1)
DEX BEFIEICE-~FHEER 6.2 (12) 6.7 (1) 6.9 (13) 0 (0)

FBEIE% (150

SET-11E DCyBorD BE 14.0% (27/193 1) K& T CyBorD Bf 14.9% (28/188 f4]) (24 B A7z, FETCICE -
TTHEFZDO I L, WTNDORET 2%LL B bi7zoidk, L5 1k (DCyBorD #F 3.1% (6 i) . CyBorD
BE1.6% (3 H)). 229R%E (DCyBorD #f 3.1% <6 ). CyBorD #f 1.6% (3 #1)) KON A4 (DCyBorD #f
2.6% (5#1). CyBorD B£ 0.5% (1#l)) Thoiz, FEICEST=HEFRO O B, OMEIE, OARAE, B
SE, DJRPEY = > 7 4 1 6173 DAR-SC ORIER &l Sy, OF IR DARA, BUiE, DR a >
7 D 1V FNIR—RAT A VR OIBRAER H Y | BULIED | FlITX— 2 7 A VIR BEREREE A LT
W72,

HANEMICBW T, BB o121 DCyBorD #f 6.7% (1/15 i) K O} CyBorD £f 23.1% (3/13
Bl) (IZHBNTe, FECICE S AFRFRITAR 1 H] (DCyBorD B : (LAN4, CyBorD BE : IS HifksE A
) ThHoTN, VT RX—2 T A VI OIRRZA DR H v, DAR-SC & O RIRBIRITE E S 7,

WTNNORET 2%, RICRO ONT-EERAEFRITIR 11 OL B THY , MEEH TS5 HILL EDZE
W o 7= G INJE (DCyBorD #f : 14 45, CyBorD #f : 9 #) LK OWKIAE (DCyBorD #f : 6 i, CyBorD
B0 0 THotm, HEMRAESRSD H H, DCyBorD #EIZF51T 5 DAR-SC OFEIVER 132 3.1% (6 #1) .
PRIE, DAA, FRIEROMIIEMSE Y 2 » 7% 1.0% 2 61 GFHEREE, U 2 RERVME, T ROE K
go  DFMEY a3 v o MR EEAR, IRRILE, AR EEAE, KMSEE MR MR, MBI | O RRE o JE.
ODFEHE, ARA T T A L ARGV R OVME IR 0.5% (16]) Toh Y, 8RFIEHBuniE, O
Aa, DIFEMEY 3y 7 ROWME RS 1 FIET, MR 1 FIRREE ChH 722 L 2RE, WTiLbEE
ThH-oT,

HARNERIZEBN T WTIRDADOEET10%LL EICA b B e A HFHGL L A4 (DCyBorD # 13.3%
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Q2 #l) KO CyBorD £ 15.4% Q2 #1)) TH V. WEEHIC
(F11),

AT OIRBERBE G RIS E - 1A EH 50T DCyBorD B 4.1% (8/193 ) K O CyBorD #f 4.3% (8/188
Bl) 2B B, WTNOORET 2 BILL EIZRRD 5N 2 TORREOE G HIEIZE > - HEFZIT

% (DCyBorD #£ 0% (0 f5) . CyBorD # 1.1% (2 fil)) }K U557 (DCyBorD £ 0% (0 #1). CyBorD F¥
1.1% (2 f5l)) T o7z, Grade 3/4 Th->7=HHEHEGL DCyBorD £ 3.1% (6 B : FiiAE, U iEE
Ta v LIEANE, BIEG. BENOE R ORG24 1 61) KO CyBorD £ 2.7% (5 41 : fitize, L
R, BB, 5 KD OFE 16 ICH G, WM OERER GHILICE s A EFRICKE
TREVNTRD o T,

HARNERZBWN TR TORBRER G IEIZE > 726 F5FG0E DCyBorD BED 1 FillZA B, NIRIE
fEAK, HIEBE YA R AT oA NV AREGERS 1 FThotz, 2055, HIEEIX Grade 3
HERAEFEL ThoTz,

WP OIEER IR 5 IR 2 5 72 A 5E $5513 DCyBorD #E 10.4% (20/193 ) & O CyBorD #% 9.0%
(17/188 f5) \ZH BTz, WTNODIRBRIER G HILICE ST FEFERO S HLWT O T 2 FILL L
ICHABNTZDIEE 17 DEBY THY ., DAR-SC DG T ILICEST-HEEFRD YL 2 HILl EICAH B
T FwG 72> 72, CyBorD BEIZ L~ DCyBorD # CTH BN T AT 70 <, BAELTEAFFRIC
H—EDBEAITA DR Do T2,

AARNEMIZBO T, WFRNOIEBREE 5. F 1E 2 E > 72 A EE ST DCyBorD Bf 13.3% (2 41 : JE K.
BB L O A b AT a0 A VARGV 1 1 E]L TR OGRS 1 {4 1 61) O CyBorD #f
77% (16 2 U 2 EREAE) Th Y FHRILONEIREEIE Grade 3/4 Th o7,

2 BN EDFER D o BRI A BN T

F17 VThrOBRBRENRETEICELAEHR (REVTIIRER)

DCyBorD # (193 %) CyBorD # (188 i)
All Grades Grade 3/4 All Grades Grade 3/4
Eggi‘gg?ﬁg&gm 104 (20) 5.2 (10) 9.0 (17) 7.4 (14)
WENLORT 2B FIZA BN WDTNLDIEREREEFILICE A EES
FHERE = = —aXF— 1.6 (3) 1.0 (2) 0.5 (1) 0 (0)
BAET 1.0 (2) 0.5 (1) 0 (0) 0 (0)
S 0.5 (1) 0.5 (1) 1.6 (3) 1.1 (2)
AR 0.5 (1) 0 (0) 1.6 (3) 1.1 (2)
B 0 (0) 0 (0) 1.1 (2) 0.5 (1)
e 0 (0) 0 (0) 1.1 (2) 0.5 (1)
= 0 (0) 0 (0) 1.1 (2) 05 (1)

FHHE D% (15
MedDRA/J ver.22.1

AEFLOOI L, WTNDPOEET 10%LL EICAONTZAEFEFRIIRE D LBV Th-o7-, DCyBorD
T CyBorD #£ LV 5%LL EFBEIG D3m0 > T DIE FH (DCyBorD #f 35.8% % U8 CyBorD Ff 30.3%. LA
T RE) . R (34.2% K% U 28.7%) , RIHMEER = 2 — 1 /3F— 31.1% &Y 19.7%) . EXGERG (25.9%
SN 11.2%) | PR IR BE (22.8% M T8 17.0%) | M/ IMIBAE (17.1%K% 08 11.7%) « B35k (16.6% 1% T8 10.1%) |
HESE (16.1%% 10 10.6 %) . 55 (11.9%4 10 5.9%) . B (10.4%% N 4.8%) . MikiE (8.8%K& T
3.7%) M ONRMEZHK (6.2%K% 1N 0.6%) Tholo, ZTIOLOAEFEZORBBME (/100 AA) X, THi
(5.26 % 1" 8.87)., f#f (5.07 XU*8.45)  RIHMEF = = — 1 /XF — (440 K 5.14) . EXGEREY: (3.40
O 2.74) PERNEE (2.81 X TN4.28) ., I/ IMRIBZAME (1.99 T 2.82), Wk (1.99 & 1r2.42), HEJ)fE
(1.92 X 1¥2.62), s (1.38 LU0 1.37), B (1.15 X OV 1.11), s (1.00 X TY0.87) KON
Ik (0.68 2 (10.12) TH Y, CyBorD #f & Ll L C DCyBorD Ff CHAMEIZ S BUSEE A L F-3° 2 {7 1 L5
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DB To, WTNDORET 3%LL EIZAH B2 BIER KON 2%LL 12 A 5 4172 DAR-SC OFEIVEM 1T
ENENRIKLDPERI0DEBY THoTo,

HARNERIZEBNT, WTFNDLOHET2HILL EIZALNIEAEFRIIR 18D LB Tholz, AFH
4413 DCyBorD #f 100% (15/15 §1) % Of CyBorD #f 92.3% (12/13 fl) (24 b, EEMICHER, T
1 N OV HE DAL ZHIER S i AEFE 12 A2 B 4072, DCyBorD B C CyBorD B & 0 FELEIG 23 20%LL Emno
= DXL (DCyBorD #f 60.0% 5 U8 CyBorD #f 38.5%) K ONMEM: (DCyBorD #f 33.3% &% U8 CyBorD A
77%) THY, WTHHBIE CHLFRETH -7z,

#18 ARAEMTBVLWTOWTIIOET2HI EicA b EER (BT ER)

DCyBorD &t CyBorD #f DCyBorD #f CyBorD #

(15 &) (13 %) (15 1) (13 #1)

EXS 100 (15) 92.3 (12)
[eE: 60.0 (9) 38.5 (5) BER 13.3 (2) 7.7 (1)
U U SERAE 40.0 (6) 46.2 (6) BA YV U A LAE 133 (2) 77 (1)
TH# 33.3 (5) 38.5 (5) AST 83/ 13.3 (2) 7.7 (1)
FE 33.3 (5) 15.4 (2) /MR RE 13.3 (2) 77 (1)
ARIRSE 333 (5) 15.4 (2) # ST I 13.3 (2) 7.7 (1)
g H 33.3 (5) 7.7 (1) g 13.3 (2) 0 (0)
MHEE R 26.7 (4) 7.7 (1) B BRIk AME 133 (2) 0 (0)
ALT /0 26.7 (4) 7.7 (1) HIRE 133 () 0 (0)
BARBR 20.0 (3) 30.8 (4) RS 133 () 0 (0)
Ei 20.0 (3) 231 (3) L2o< D 133 () 0 (0)
R ERALALBE 20.0 (3) 23.1 (3) yGTP HH0 13.3 (2) 0 (0)
I P ERBUE 20.0 (3) 7.7 (1) EEB 133 () 0 (0)
#®% 20.0 (3) 7.7 (1) BEEET 13.3 (2) 0 (0)
RAGHERE 133 (2) 154 (2) 7 vrF=8 67 (1) 154 (2)
FEIR %K 133 (2) 15.4 (2) 21 6.7 (1) 154 (2)
DA 133 (2) 15.4 (2) BEH 0 (0) 154 (2)

THE D% (B
MedDRA/J ver.22.1
I, 25 AL 7 I A F—Y RBEFE &G L UEBS RS N ARBRICB T 268 EFEFLRORIL
RBLIZDOWT, DCyBorD #EK O CyBorD #f CIEZEIIM & 72 0 ORBLERIC %ﬁﬁ#iﬁmwgﬂﬁ#o
722 &5, DCyBorD BED LAY CyBorD BEIZ Eh R TREERAIZHFICRIE & 72 AT D v, %
t\m@%mt$%iszcm,mm&ﬂmmX®%ﬁﬁii ETRIWER & LTHE ST 5B
BT T ANERBETHDL Z 2R LT, £o. BARANEMZBW TS, FEFEMR O T
mé_kLﬁﬁﬁéﬁ I dH b 00, AEFGORBIVRIUCSER & ORE 72BN TR, BIKMIZ
FRICHE & 72 DAITRR D DLW Z & 2R LT,

7R3.2 BEERMOEZ2M
REE# L. DCyBorD L ¥ X v DEFE YRR DR EMEICHONT, LLFO LI IZHHAL TS,
FEBE LR BN B 1 2 BEE 2RO EFLORIESITIR 19D EEY THho T,
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£19 BEERHNOREEZOME (ZEMMTRER)
DCyBorD #f CyBorD &
Any Grades Grade 3/4 Any Grades Grade 3/4

2

97.9 (189/193)

58.5 (113/193)

98.4 (185/188)

57.4 (108/188)

%

Bk

97.2 (103/106)

64.2 (68/106)

98.3 (113/115)

54.8 (63/115)

oy

98.9 (86/87)

51.7 (45/87)

98.6 (72/73)

61.6 (45/73)

i

65 BMAT

98.1 (104/106)

50.9 (54/106)

98.9 (91/92)

50.0 (46/92)

65 A kB

97.7 (85/87)

67.8 (59/87)

97.9 (94/96)

64.6 (62/96)

N

BHA

97.3 (145/149)

55.7 (83/149)

98.6 (137/139)

53.2 (74/139)

TYVTA

100 (30/30)

66.7 (20/30)

97.1 (33/34)

76.5 (26/34)

Z Dt

100 (14/14)

71.4 (10/14)

100 (15/15)

53.3 (8/15)

HE

65 kg LA F

98.4 (61/62)

50.0 (31/62)

100 (72/72)

59.7 (43/72)

65kg W 85 kg AT

97.9 (93/95)

61.1 (58/95)

97.2 (69/71)

54.9 (39/71)

85 kg #8

97.2 (35/36)

66.7 (24/36)

97.8 (44/45)

57.8 (26/45)

R—=ZXFAL D
DIREE

HY

98.6 (138/140)

62.1 (87/140)

99.2 (132/133)

60.9 (81/133)

2L

96.2 (51/53)

49.1 (26/53)

96.4 (53/55)

49.1 (27/55)

R—ZRFA D
BHE (CrCl)

60 mL/min RJij

98.5 (66/67)

64.2 (43/67)

98.4 (60/61)

65.6 (39/61)

60 mL/min A E

97.6 (123/126)

55.6 (70/126)

98.4 (125/127)

53.5 (68/127)

R—=ZXFAL D
Fregne

¥

100 (39/39)

66.7 (26/39)

94.9 (37/39)

59.0 (23/39)

E#

97.4 (150/154)

56.5 (87/154)

99.3 (148/149)

57.0 (85/149)

FEHEIE% (1)

7R3.2.1 HKEHDOELLMHE
DAR-SC [HERED MM BFIZBWT, MERBNCIR DG EHEFG G HERBAE, U o SBRBE &
O/ GBAE) OFBEIG D EWVMEAINBO b2 Enn (X7 F o — ol S & T FaEREGE
(BF34E2A20)), 2HMEAL 704 F—V AERFITBWTHERER O MERBD R D HEFSR
DFBUAGNICDOWTEH Lic, X—RA T AV OEREROFEFROFRBRIIZOWT, OKED 7 =2
U — & Hik LT DCyBorD B 65 kg LA T O#ERE Thf BRI U o /BRI K OMi/ MR D 8 BLEI &
R 5%LL @< Grade 3/4 OFHPERBUE, U 2/ SERIBDE B OV MR E DO FEBLEIA 5 2%2L &
MoTe’, CyBorD ETCIEA 7 Y —M T—EDOMMIT A biLeinoTz (F20),

#20 (KEIOMBRBD ORBRR (K EHMATHSHEE)

DCyBorD & CyBorD &

Any Grades Grade 3/4 Any Grades Grade 3/4

65kg LT 19.4 (12/62) 9.7 (6/62) 8.3 (6/72) 2.8 (2/72)

IFRERBAE [ 65kg B85 kg LT | 9.5 (9/95) 4.2 (4/95) 2.8 (2/71) 1.4 (1/71)
85 kg A8 0 (0/36) 0 (0/36) 8.9 (4/45) 4.4 (2/45)

65 kg LT 242 (15/62) | 21.0 (13/62) | 153 (11/72) 12.5 (9/72)

VU ERBAEE | 65 kg B85kg LT | 16.8 (16/95) 9.5 (9/95) 11.3 (8/71) 8.5 (6/71)
85 kg A8 13.9 (5/36) 8.3 (3/36) 20.0 (9/45) 8.9 (4/45)

65 kg LT 21.0 (13/62) 6.5 (4/62) 9.7 (7/72) 4.2 (3/72)

M/MRIEAE | 65kg B85 kg AT | 15.8 (15/95) 2.1 (2/95) 11.3 (8/71) 1.4 (1/71)
85 kg A8 13.9 (5/36) 0 (0/36) 15.6 (7/45) 2.2 (1/45)

HHEG% (F1E)
MedDRA/J ver.22.1

ZOMDOFEFEGIZHOWT, BITEAIL 65 kg LL T T DCyBorD #f 98.4% (61/62 f4]) . CyBorD £f 88.9%
(64/72 41) (LLF. [FIE) . 65kg 8 85kg LL T T 85.3% (81/95 f51) . 87.3% (62/71 ). 85kg 4T 88.9%
(32/36 B) . 95.6% (43/45 ), EERAEFRIT 65kg LLF T DCyBorD £ 40.3% (25/62 f5]) . CyBorD
#E43.1% (31/7241) (LR, [FNE) . 65kg i 85kg LA T T 46.3% (44/95 f5) . 31.0% (22/71 #i) . 85kg i#
T 38.9% (14/36 f4il) . 33.3% (15/45 f5) \ &= T OIEFIEDO I G- H IEIZE - 7 HEFEFLRIT 65 kg LL T T DCyBorD
#E 1.6% (1/62 f511) . CyBorD £ 4.2% (3/72 ) (AR, [FIE) . 65kg # 85kg LAF T 6.3% (6/95 #41]) . 2.8%
(2/71 f5) . 85 kg #AT 2.8% (1/36 f5l) . 6.7% (3/45 ) TV . KREHITHEEIEIZH & 72 M1 L3R
NSV a WAV

Flo. N—R T A UDIKEN 65 kg L FEDOWERE D 5 B, {KE 50 kg LA T & 50 kg #8 65 kg LA T THu#R
L7285 A O EFEROFHEEIA X, 50kg L F T DCyBorD £ 100% (9/9 1) . CyBorD % 100% (11/11 )
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(LLF. [AIE) . 50kg # 65 kg LT T 98.1% (52/53 i) . 100% (61/61 %) . BI{EHIL, 50kg LT T 100%
(9/9 B) . 100% (11/11 %), 50 kg 2 65 kg LA T 98.1% (52/53 #) . 86.9% (53/61 #), EERAESR
GE, 50 kg LR T 33.3% (3/9 i), 45.5% (5/11 ), 50 kg # 65 kg LA T 41.5% (22/53 i), 42.6%
(26/61 B) . 2 TOIEFRIEDE G H ILIZE - - A FFGUL, 50kg LA T T 11.1% (1/9 fi) . 0% (0/11 1) |
50kg i 65kg LLF T 0% (0/53 ), 4.9% (3/61 %) THv ., BT 3V —[THHLREMIZRD SR
MNoT,

AL, 65 ke O BIRHITH 65 kg LU T OBIH CHEEFIBIORILHI G2 < . DARSC O MM
B AR E LIERAER (54767414MMY2040 3RBR K O 54767414MMY3012 38R) (23510 2 5 2R & [
BRCHoTZ D, BATOWRMNICEICHKIT 5 65 kg LAT OBAIIX T HIEEMREI RS AL 7 IR
A =Y ZAThHilkT 5oL L& Lz,

BEeREIX, CyBorD B & 13272 0 | DCyBorD B CIIAE 65kg LT O AT TV —T, OO AT Y —

£ 0 b MERID OFEBLRILS BV MEF A BTN D Z & D, DAR-SC O _EFHIZ LS 65 kg LLFD
A7 3V =BT HMERED D U R T & FEt LTz, DCyBorD #f CILERA 2 f% 2 HEE R A HEFR L KDL
L 7= B 13 PR 238 72 65 kg LLF OB 7 T U —1 B LN > 3Bk 2 78 72 65 kg #8 85 kg
UTFOHT TV —1 flThotz, £lo, AEFZBIKIZHB VTS, DAR-SC OHIEIZESTZDIX 4.7%
(9/193 f5l) TH Y. DAR-SC DEIWEFA DOREBEISITEWTHRE D 2.1% (4193 ) OB TH-71-Z & &
BLl, UEXY REEOH T Y — TR BRI AEEFERNEZL AbNIZbOD, BEELRGE
FHUIEAREOBZE THOL DRI E > TN Z G, BUTORMCEICBIT 2 EERE L2 28
PEAL 7 I8 A R—V ATHilkk T 5 2 & CREOMBIZZWEE XS, LLARBL, MM B %%t
G LT ERERER & kRIS, (MAEEE B W TIMERBNITR A B EFROEHREIEGNE N & KO
FEEMEFO MM BEEZL L LGSR HEFAEOZEMRFFEHED > & L TRAEBENHES
NTWLZ EaBEZL, 28 AL 7 IS R—V ABEFEZHRE LI-RIERGEEREICS N TH, &
REBEOREMEIZOWTERNET L2 LERNH D EEZX D,

7R3.2.2 DREEOFER OREM

HEH T, DIBEEDEZEIZHSOWT, UTDOX ISR LTV,

N2 T A OLNEREE OFERN OFEEROREBRIIZONT, AEFEFRERKLT Grade 3/4 OF
FEHERLORBE AL, DIEESOA LR DT DCyBorD £ & CyBorD FE TR AREWTR SN2 0-
7= (£19), 2L, HELAEFS (LEEESH Y : DCyBorD # 50.0% (70/140 #1) J Ot CyBorD #f
42.9% (57/133 1)) . LEfEFE 72 L - DCyBorD A 24.5% (13/53 i) O CyBorD & 20.0% (11/55 ) K&
OHCICE->T-AERS (DEEESH Y - DCyBorD #f 15.0% (21/140 1) & Ot CyBorD #f 11.3% (15/133
f) . ClEFEE 72 L : DCyBorD #f 1.9% (1/53 #) K& T CyBorD #f 0% (0/55 %)) X, N—ZF A 1T
ikl 2 2 A L T2 g8k C DCyBorD #f13 CyBorD BEIZ Fb~_FEBLE| G 23003 U ME A A A B 7z,

DIEFEE (SOC) 122V T, RN—=2 T A » D.LEFEE OF 223724 57 DCyBorD i3 CyBorD FEIZ
HARFEHEG DR VEA 280 bz (£ 21), /o, DIEREE (SOC) 12X 28T (WEREESH Y
DCyBorD #f 10.0% (14/140 f5]) % OF CyBorD £f 5.3% (7/133 #51) . DMk 72 L : DCyBorD #f 0% (0/53
) KO CyBorD B 0% (0/55 %)) 1&, LIEHREH Y OH T = U —IZF\\ T, DCyBorD #fi% CyBorD #if
AR BLEIG R &> T,
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£21 RN—RTA L DOIMBEEDOE RO DBEE DFEBURTL (ZEMREIT X RE)

DCyBorD #f CyBorD &
Any Grades Grade 3/4 Any Grades Grade 3/4
R—=ZFGA D oY) 41.4 (58/140) | 15.7 (22/140) | 28.6 (38/133) | 12.0 (16/133)
DR E 2L 9.4 (5/53) 0 (0/53) 5.5 (3/55) 3.6 (2/55)

FHEIG% (150

F 72 MUEHEE (SOC) 12DV T~ R T A AT DHEE 2 4 LT - 4% C DCyBorD BE1% CyBorD
BECH BB R o 7 (5 22),
F22 R—AF5A L DLEEEOFENOMEREEDREIIRY (R EEM)

DCyBorD #f CyBorD #f
Any Grades Grade 3/4 Any Grades Grade 3/4
R—ZX5 LD HY 32.9 (46/140) 6.4 (9/140) 24.8 (33/133) 4.5 (6/133)
DIREE 2L 13.2 (7/53) 1.9 (1/53) 18.2 (10/55) 3.6 (2/55)

FEHEIG% (150

PEREE I | JRBRIEE G (FhoefiE, #EPE) (9 A) 23 CyBorD B (5.3, 0.03~7.33) 2kt~ DCyBorD
BE (9.6, 0.03~21.2) O BEMN-T-Z N0, G-I Tl U7t 2 i L7z, HERAEFERFRO
FEBUEE (££/100 AA) 1%, DCyBorD #f 5.59 & O CyBorD #£ 9.95, SELIZE - 72 FFH4L DCyBorD
B 1.17 O CyBorD #¥ 1.82, /LEFEE (SOC) DOFEBISHEL 1T DCyBorD #f 4.07 &2 UF CyBorD # 5.47, Grade
3/4 O UMgFEE O FEHHEFE 13 DCyBorD # 1.23 } O CyBorD £ 2.25 TH 0 . W97 h DCyBorD FED 5 A3
Kotz E7o, IBREERERGENS 60 ALANICIE L, ERFENNGERELTH - - WHREIXHEET
[FFZME (DCyBorD & 6.2% (12/193 f5l) KUY CyBorD & 6.4% (12/188 i) Th o7z, L= - T, Lifiik
B D AT HE R TERD H 7z DCyBorD £ K% Y CyBorD BED7EIL, BIERHIRI DE T X 2 JFUKE B oD Uik
EOWBENMLIZHOTHY, DAR-SC O LFHICL D 0IEEHEDO U 27 Tlianwe Bz 5z,

—J . ECICE - ToDgiEE, BEROBEEZ BB LIZHRED S b, XN—R T A VR DIEREE
A L WS OEIAIXE 21 DCyBorD Bf 100% (14/14 1) K O CyBorD £f 100% (7/7 f51l)
TNZ DCyBorD # 100% (30/30 f31]) K Tf CyBorD % 96.0% (2425 ) Toho7=, UibLv, X—2F 4
VR TCLIBREE A A LTV D Z e, EE UIBSEN R DIREE N A T T WEKIZ R o TS & B
A HNTe, BEME AL 7 InA R—Y 2ABFE LR E LEKRRBRICI T 2 0l E O FBLR G DU
TE, I SCEFICB O TERRZEET OMLER S H L E X D,

AT, EIRRHLRZE I ARRRER 123\ TRE O B VT2 DB E O BRI D22 212D T, DCyBorD #f
J O CyBorD BEIZFE BN T-EITBEMIF OENNC LD b0 THDH EEXDZ END,. DAR-SC O 13
FIZ LD DEEEORAITRO LN TV eWEEZ D, —J, &5 AL 7InA4 R—Y 2EBHFIZEN
TURBEBORBIIEECTE RN 00 HE IBSEN R DREEN —EERBD LN TNDH I L b,
BHVE AL 7 I v A F—U R BHEITBIT 2 DIEREE OFEBURIIZ DN T, IRASCGES CRESRIREET 2 24
ERbDHEEZD,

7.R3.23 BEEFEOCHERN OLZEME

R—=2 T A L OEEFEDOHME (CrCl 60 mL/min LA E X% 60 mL/min Ajifi) BIOA EHERFLOFEIURIIZ
DONWT, AEFLORUAEGIL, BEEOHFEAMDT DCyBorD #f & CyBorD # TR E ZEWIRA LI
7inots (19), —77. Grade 3/4 DHEFRGROEERAEFLZOFBEEEG T, WThoR5HICE
WTHN—=RF A 0D CrCl A 60 mL/min L EOHERHE I D 60 mL/min A D #ERE T% <. DCyBorD
BT LIZESTEAEFR L X—AT A > CrCl 7 60 mL/min LL_EOERFE I 0D 60 mL/min A D
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WBRE T o T2 (3219 L1 23), DCyBorD BED_X— A F A > ? CrCl 73 60 mL/min A DHEERE T
R B ST-HEFRNRO LN 12 610 5 6 8 FlidOEkEE (IR 4 F], A2 3 6l OFRRNE
IR 1) . Z OMZEIRIE L OBUIES 2 il Th -7-, F7=. DCyBorD BEDX—RF A D CrCl A
60 mL/min PA EOHERE THTICE -T2 A EFLBRO LN 10 61D 5 5 6 FlT LIRS (05 KDY
DAL 2 B, AEEREARLOLEMSEY 2 v 7K 1 6), & OMIEERIE 4 H K OWfiHm 1 6] (EEH
D) TH-o71-,
£23 N5 VOBEEOCHENOEERFESZROREIIRN (ZEUENTRISERM)
DCyBorD &% CyBorD #¥
=HER HLICE ST BHER HTICES T
FEES HEES FEES AEES
NR—2F 40 60 mL/min 2L E| 37.3 (47/126) | 7.9 (10/126) | 30.7 (39/127) | 7.9 (10/127)

BHERE (CrCl) 60 mL/min F7% | 53.7 (36/67) 17.9 (12/67) 475 (29/61) 8.2 (5/61)
FEEA% (B

PRI, EFRILREZE T ARRBRIZ W TR b LT B IR E O A MR DL R MEIZ- DOV T, R B O Ll
FEORBENRPEEICEEBLERKEIL TS I 0D, BEEHEMO Y 27 FMITIN#ETH L3, LTI
FoltHEEZOPICEBEEICER T2 HDITRBD LN TWRNT b, BEEIHR D HT- B
BARET D2HETRNEEZ D,

7R.3.24 ZOMOBEYE R OREME

HRIOBFEEFROBIRDUZONT, VAT ZRBT 5 —EOMEMIIR S oT,

R OF FFRORBURPUZ DWW T WTIORET 65 iR 12 R 65 ik UL EOBERHE Tld Grade
34 D FEFEROFBIENEVHAIN A DTz, FRICEGYE (SOC) 122V T, DCyBorD FED 65 miAili
DOHEERE & el LT 65 kL EOWEBRE TRIEIG Y 2%, E&h o 72, Grade3/4 DFEGUL, filizk (65 %
Kl © 5.7% €6/106 Bil) . 65 5% LL L 10.3% (9/87 #i)) KON FRGERG: (65 A - 0% (0/106 #1) . 65
Lk 2.3% (2/8741) Thotz,

NHER OB EREGOFEIURBUZOW T, A EFRERORBLRDUT AL CRIFRE CH > 7=, Grade 3/4
DHEFER TR OEZ NS TMRB LY /SR EE (SOC) X, WTHLORIZEWTHE T U7 ADFEBL
EEBERbENoT (R 24), TUT AERE ICRAE LEMERB LY v R EmED S bEERGER
Gl EN7=Di%, DCyBorD BEDAFHERBAME (1 1) TH o7z,

#£24 AFERHID Grade 3/4 OMEE Y >/ SREEZEORIVRIL (REMEBITIRER)

DCyBorD #f CyBorD &
BA N Z Do AFE BA TIT AN Z Do AR

(149 1) (30 1) (14 41) (139 &) (34 &) (15 f1)

mm&:b;rﬁ%? YARE | 128 (19) 40.0 (12) 28.6 (4) 10.8 (15) 382 (13) 333 (5)

YV RERBAE 8.1 (12) 33.3 (10) 214 (3) 5.0 (7) 29.4 (10) 13.3 (2)

P ERBAE 4.0 (6) 10.0 (3) 7.1 (1) 1.4 (2) 2.9 (1) 133 (2)

E=qin 4.0 (6) 3.3 (1) 7.1 (1) 2.9 (4) 8.8 (3) 133 (2)

/MR E 2.7 (4) 3.3 (1) 71 (1) 1.4 (2) 5.9 (2) 6.7 (1)

ZREEAT P ERAE 0.7 (1) 33 (1) 0 (0) 0 (0) 0 (0) 0 (0)

B I BRIk E 0 (0) 6.7 (2) 0 (0) 0.7 (1 2.9 (1) 0 (0)

Hm M M 0 (0) 0 (0) 0 (0) 0.7 (1) 0 (0) 0 (0)
FEEIE% (B
MedDRA/J ver.22.1

FREIZ. 727 ANTEWT Grade 3/4 DIfiLikF LV 3R [EE (SOC) OFRBESNEL . BERA
EERLLEOOLNTNAHZ LD, BUTIRMCEL AR, 28 AL 7304 R—=Y A 2BV THE
BEAIHN ST DIEEME N LE L E X D,
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7.R3.3 EHINXHFEER
7.R.3.3.1 Infusion reaction

ZIVE TIZFM S 72 DAR b L7-ERRABRIZ W T, 5251 72 5L I Infusion reaction
BRBHHITEY | Grade3 DHEL LD LTV Z Lnh | [EERILFEZ I FHFBRIZHV) T Infusion
reaction |Z P L 7 R OFBURIL A MRl L7z, RS [EANIZ XV Infusion reaction & L THRE 7z
PT K ONTF 7 4 7F 2 —WWNZT 7 4 7% > —FE % Infusion reaction & EF'? L., DAR-SC &5
HHKOFERICREIA L -FEREEG LT,

DAR-SC O ¥ 512 L 032 H1L7= 5%LL E® Infusionreaction (X 25 D LB TH - 7=, EEM DI
FIB1E 2.6% (5193 Bl) | WIFNLDOIRBRIEDOFEGFRETZE - TJEF ORBEIG 1L 4.7% (9/193 #i) T
&HoT2h, DAR-SC O EFAFHIZE > THEFIIRO b hoTo, £o, TR PT X TORBRIEDO
Bk S TEFNIRD b e o Tz,

#£25 ZFEEEDN 5%LL_ED Infusion reaction DFEIRN. (MM BEM)

DCyBorD B (193 1)

Any Grades Grade 3/4

LHESER 97.9 (189) 58.5 (113)
I“f“s“’ggﬁ“‘égggtET 74.6 (144) 6.7 (13)
TH# 16.6 (32) 2.1 (4)
B 14.0 (27) 0 (0)
B 11.4 (22) 0.5 (1)

= AE 9.8 (19) 1.0 (2)
- %% R R 9.8 (19) 0.5 (1)
2. 9.3 (18) 0 (0)
EEED TV 9.3 (18) 0 (0)
{EfLE 8.8 (17) 0.5 (1)
UEYE 7.8 (15) 0 (0)
&R 6.7 (13) 0 (0)
R ERALALBE 6.7 (13) 0 (0)
CA 6.2 (12) 0 (0)
HREEE 5.7 (11) 0 (0)
HERE 57 (1) 0 (0)
R 5.7 (11) 0 (0)
1/ MR IE 5.2 (10) 0 (0)

HEEIEG% (HH)
MedDRA/J ver.23.0

F 7o, EREILFESE O AHRER S . MM Z2%t5 & U2 BERER (MMY2040 :8 & O MMY3012 #88k) 12
17 % Infusion reaction MOIEFELEISILIE 26 DL BV THY ., WITNORBRICBWTHETICE - T-

D LUTF OELNGEY Uiz, EEAPR, M85, EIEER. 5 oK 0 2040 dkEE, M, 7 L v S —PEgk, 7 1oL — PR
FRER. Eif, PelMiE, ARz, BIETE. 8. BWIUE, WA, IEE. IRIEGE . i B BUE. WIR. PERGEEE . KUE SR
fOANEE, BEATREL, Mot . BEREE RTE. RERRTC, RERRTEIE, REEde. ek, A B b o UIHUERERE, SEE. O oM. T
VLR —PERE R T, FEitED 0 RAIMED E N FKYREUE, WA, RERGT ., SRR W R, e MR,
R MR NG, B 5 R, OER QT LR, MM, A, ZBAEE, i, RoOT7 Lax— BRI, RoEE, IR
. R O FEE, HRGSIENR, IRIGVARE, BHimm. J%57. MRS, PRIRZZEIE, MURESER ., W, AR, vRI, BER . DA Easmn.,
FTY . ZIFE, @EUE, SIE, mInEZ YV —8, WmE OO, (REE, Kk, R E, SRR, KEEFEE, BB
Bl A TV o FRRE R EASPE D BUG, AL L, AL E 9 R, AR FEIE , EAAL B, TESHALRLEE,
PRIEHEAN, MEBERN PR, MRV, MEEEAE . 7 LoL X —PEMEASS | MR MEBHAINME, DB D AR, DUBIER. EARIE.
TR, MEmE, AR APRRE, FRUSHE. ARfiE. A RoRMOE . e R AR, AR E AR, APPSR, SRPA. EOHIRTREL. SmkETE. &
PAZE, SuZiE, &7 9 8E, RIS, MO, ARaEme R ORMERDR . ARFSIL, WE TG, REREAE, D PEMREE AR TR, O e S
Jii. CIVENHSENERR, FeRfafnfE(R T, 4%, DigIE, B, ST, nofsEdE, RISk, IREEFEIER, WEE, H
BRI WHEEMERR . BAMENK, MERUER., O EE. 7 LR OEEE, SV S REE, FiKIE, B T, B,
REBINER S, REVERE ., BRIRES ., BEIR R EE. £ 0 eV RIMEREEE, KO0E D i, @Ak, 7 L AF—Mas, iR,
IR MEEGE 7 3%, RS, EET LV — Sl o, ERE, RTERIR, BISPE S o, @S gl serE, Rk
BRAR, RS, RS, < Lok, Safbad, RRGEME, ®EIE, REMEIR, AmiEiR, IRBIEIR, Ko, BUR, BE
WG, BRTERESE RGO, WM, i MR E . RTEIE, O EE, Rk, RRGEEE, RRGEMEBERE, RS, M
EPREE, DEMEEIR, BIERMED F, TR R, WS, TS 7 4 I X v —Ya vy T 7 4 IR —MiLE, T 7 0T
X—, THF 74 9% kv av s, TFH7 4% —ERIG, BITERG, 2EKIERAE
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infusion reaction |LF8& LIV Tz, £7-. EFERILFEE AR X O MMY3012 55k CTld, &£ ToiRER
SO 5T F o 7= Infusion reaction 1Ll L7272 o 72, LA EX Y, DAR-SC I X % Infusion reaction
ONT 2HMHEAL T I v F—v RAEBF L MM BE T Lt ERESNDZRITIRVWEEZ LD,

7 26 Infusion reaction DREIRI (LZEVEMYT I SREM)

25 AL
HEHRE 734 F—v 2R MM
REBR4 AMY3001 Bk MMY2040 A8k MMY3012 #RBR
- DCyBorD & DVRd & DVMP £ P DRd & 9 DAR-SC B 9
(193 #1) (67 B1) (67 %) (65 ) (260 1)
Infusi " Any Grades 74.6 (144) 70.1 (47) 65.7 (44) 75.4 (49) 53.8 (140)
nlusion reaction e 4e3 or 4 6.7 (13) 0 (0) 3.0 (2) 77 (5) 81 (21)

FHEIG% (B

a) DAR-SC, BOR, L7 VU K3 KK DEX OFfH& 5/

b) DAR-SC. BOR, AL 77T 7L F=vnorofif&ksiE
¢) DAR-SC, LU K3 KK DEX OffH#5H

d) DAR-SC O HAI# 5.5¢

7.R.3.3.2 EHEALRG

FEBSIEFEZE 1 AHERERIZ BV T, DAR-SC O 512 X 0§D BT ESEALAGITEEE 27 D &F D T
bolz, FECIZE - T ESENLROS ., EEREFHBALLOR, TN TORBROE G- I E o 7o L
By W DOIRERIED B H-H 12T o T2 AL OGN T I OIRBREE D B G-I B - 721
FHANLSON TR e o=, 4.7% (9 i) 3 FIEEEG-RE, umﬂz%)ﬁz@ﬁ&ﬁ%'m%(m
) 73 3 BEIHLAEOHRGRHIZIHBLL, B (FRE) 1Z2hEnHE514% 3.5 4. 3.0 2K 2 45T
HoT,

#27 DAR-SC #% 51T X 2 BRI G OFBURTL (R MEARNT S SREH)

DCyBorD & (193 )

Any Grades Grade 3/4

L2REFR 97.9 (189) 58.5 (113)
HHBLREEEETS | 109 () 0 (0
AL 52 (10) 0 (0)
R ERALER 3.1 (6) 0 (0)
EAFALETR 1.0 (2) 0 (0)
TESFEL A 0.5 (1) 0 (0)
R 0.5 (1) 0 (0)
HEFENLE D FERR 0.5 (1) 0 (0)
R ERALIERR 0.5 (1) 0 (0)
HLEE 0.5 (1) 0 (0)
% 5 FEE 0.5 (1) 0 (0)
%% 0.5 (1) 0 (0)
HEER 0.5 (1) 0 (0)
A 2SI 0.5 (1) 0 (0)
K E R 0.5 (1) 0 (0)

REREE% (B
MedDRA/J ver.22.1

Fio, EEEILFES NAHREBRE . MM 238 & UZERRE (MMY2040 35 & O MMY3012 #35r) (12
B DEFNSS ORBIEEI13FE 28 ODEBV THY, WTNOREBRIZEB W THIETITE - 72 EFHB
P, EEZRESHALS, T X TORBROE G ILICE o T2 HESEAL L, W OIRBRIED
B 1123 o T2 S SO B NN T AU OTRBRIE O $ 5-FRENC 2 - 72 S ROG 378D B le hh o
7o UL X 0 DAR-SC (T X B IEHEL SN EOWT, £HPE AL 72 1A R—Y 2 BH L MM #BE T,
RN PR INDEZR T NEB I N5,
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728 FEREAMUEOREBVRIL (REMEMRITANRER)

2 5P AL
REIRE TIng F—v R MM
R4 AMY3001 B MMY2040 2B MMY3012 3B
- DCyBorD ## DVRd & DVMP £ » DRd B 9 DAR-SC B 9
(193 41) (67 1) (67 #1) (65 1) (260 4i)
N . Any Grades 10.9 (21) 13.4 (9) 6.0 (4) 3.1 (2) 6.9 (18)
AL L Grade3 or 4 0 (0) 0 (0) 0 (0) 0 (0) 0 (0)

FRHEIEG% (F15%)

LU K REODEX OOf &% 58
ANT 7T S R=yar o5

a) DAR-SC, BOR,
b) DAR-SC. BOR,

)
c) DAR-SC, L7 U K3 KEONDEX Off H# 58
)

d) DAR-SC @ HLFI £ 5-#f

7.R.3.3.3 IMEREA

N FE TICHE i S 472 DAR Z#& 5 L7 EGE

BRI BT, I BRI E K OV MR E |
50%DHEERE T, )/AWWQriﬁHM@%%%T%ﬂ%ﬂE@%ﬂf%@ Grade3 U FooEFE S ¢ —

EEGRO LILTWD Z ED, EREHLFRZE T FHRERICBWOTH B HE S (2B L7 R OB BRI %2
e L7,
IR LR 2 1 ARFRER (235 1 2 kD Bl E R G OBBEIGILE 29 D LBV THo7T,
#£29 MERBPABEEZROREEES (KT SEN)
DCyBorD # CyBorD &

(193 %) (188 4i)

IR ERIBAME 10.9 (21) 6.4 (12)
P ERBAE (/100 AB) 1.22 1.54

Grade 3/4 D FERBRE 5.2 (10) 2.7 (5)
Grade 3/4 DIFPERBAAE (/100 AH) 0.55 0.62

i 24.4 (47) 23.4 (44)
A1 (/100 AH) 3.16 6.42

Grade 3/4 DZIL 4.1 (8) 4.8 (9)
Grade 3/4 D&M (/100 AA) 0.44 1.13

/MR FE 17.1 (33) 11.7 (22)
M/ MEBAE (/100 AA) 1.99 2.82

Grade 3/4 O /MR EE 3.1 (6) 2.7 (5)
Grade 3/4 O f/MRIBAE (/100 AR) 0.32 0.61

H M BEE A X b 29.5 (57) 13.8 (26)

Grade 3 A EDOHMBIEA X b 2.1 (4) 0.5 (1)

U U RERBAE 18.7 (36) 14.9 (28)
U U BRBAE (100 AB) 2.24 3.74

B L BRI AME 5.7 (11) 37 (1)
AIMERBAE (/100 AA) 0.61 0.88

3K 40~

FBEIGY% (B
MedDRA/J ver.22.1

G BRI EIZ DWW T, BEEFIIEL DCyBorD FED 1 DA Th v | 1B O G-I - FH&ED
B AT L7-D1L DCyBorD £f 5.7% (11/193 f5) . CyBorD & 3.2% (6/188 f5) T -7z, HHEEGIL
HA 7w T LBEIEY A 7V 6 LLRNZHA~E T u‘:o %72, DCyBorD £ TOHEMRE 7 /L — 7 THRBEIG
INEME 2N - 7225, WL BIRIKE 27 /1 — 71280 T HIRYE DRI A SR 0o 1=,

H 25T, DCyBorD # & CyBorD #f THEEIGIZEIT R, A 7 NVDIERSKR G BOGE 2 2%
L7 JiEf & 9 (DCyBorD #f 2.1% <4/193 f#) . CyBorD #f 1.1% (2/188 f3)) Th -7z,

/MR EIZ- DWW T, DCyBorD #f & CyBorD #f CHRELEIAIZ AT/ <, BHEAL CyBorD # 0.5%

(1/188 fil) OB TIho7T-, FEEEGIZ. VA2 7 DIKEIEY A 70 6 UBNCH~METF Lz, F7-.
DCyBorD Ff CTIHEMRE 7 /L — 7 TRAERNEVME D 2 Sl HifESE A <> ~E DCyBorD #£I2%
< H BTz, WifEE HlTE A EIL Gradel TH Y| Graded DA X2 MNIA BN/ > 72725, DCyBorD #f
1 2 Grade 5 (8z) : JE1C) DML A A S 7z,
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U 2 RERIVMIE K OV A LERIBE 2D T, DCyBorD #f & CyBorD B CHRELEIAIC K E 2T AL
mhote, VU NERBAE Tk DCyBorD BECTEEFIN 1 FlRRD blc b DD, & TOIRRIEDO G-
IEIZE S 72 BlEERD T TR D e 53 A 2 L 72 £ 651X DCyBorD #f 1.0% (2/193 f5) J O CyBorD
B 1.6% (3/188 i) ThH -7z,

7.R.3.3.4 JRYSE

ZAVE TIZFEN S 72 DAR 285 L7 BRREBRIC IV T JRYYEIZBIE L 72 Grade3 DL EooF45 | &
B E G L ORI OEFI N HA S TE Y L 2018 429 H 13 H £ TIZ DAR DK %ﬁ%ﬁ&(ﬁ?@%@@é
EIRFE# IV T HBY OFHEMEALDY 15 BlE S Cnsd, BLEAEE 2 EFSIEFEE 11 AR
\7 5 HBV O B MAL A 5 ToYE DR BUR DL 2 g8 L 7=,

JEYLIE DR BEI AT, L T CyBorD BEIZH~ DCyBorD BE Criino 7=t DD, FEHAHE (14:/100 A
A) 1% DCyBorD #£ & CyBorD B CRIFRE Th o7z (K 30), WTAUNDEET 10%LL EIZFRD Hi7zd
FRERY N DR TH Y . Grade 3 UL EOBIME TR L AONT-HEE, WAL Mmﬁéf&;oto
DCyBorD # 2 #5238 fiE, CyBorD B 1 B3 UAEYES =2~ 7 TEAENSET L, DCyBorD F D RLIMIE
1 BIAEIWER & & 2 biviz,

% < OFEYEITRLATHE T, WRE & HIREO R IEIZE S T2IERITHT ) Th > 72, DCyBorD EEIZIS W
T EYEDFEAITY A 7 v 6 LN HARY A 7 v 7 PR TR L7z,

# 30 BYEORBEG (RetiTdREH)

DCyBorD & CyBorD &
(193 #1) (188 i)
R YE 65.8 (127) 53.7 (101)
ERBYME (4/100 AH) 14.31 17.92
Grade3 X3 4 DBRYE 16.6 (32) 10.1 (19)
Grade3 XX 4 DRIYSE (5100 AH) 1.84 2.40
 ERGERY 25.9 (50) 11.2 (21)
ERERY: (100 AH) 3.40 2.74
it 10.9 (21) 6.4 (12)
litig (/100 AB) 1.18 1.49
Grade3 XiX 4 Dtz 7.8 (15) 43 (8)
Grade3 XiZ 4 Dtk (/100 AJ) 0.83 0.99
IBYEIC L BIREDHIE 1.6 (3) 0.5 (1)
BOER GE - il 9.71 8.14

FHE D% (D15
MedDRA/J ver.22.1
[E B IL RS I ARRRBRIC B W T MG #1978 HBV BEY O #iBR ¥ 1X DCyBorD #£1Z 13.0% (25/193 )
2 OY CyBorD BT 14.4% (27/188 1) . HBV U 7 F L BEREIE D & 2 #1572 # 13 DCyBorD A£IZ 19.2% (37/193
) J& Y CyBorD #f 19.7% (37/188 i) (28 Gk X7z, BEEYOHERHE K NHBV U 7 F U HERED & %
PERHE OWT I, DAR-SC #5-H1 L O 54412 HBV FHEMEALIZRED e o7z, ek, [EEEHER
55 I AHRRER Tl BUEIZ 1 0 BERRNTTEEMERT RN R 2 & & e Lto
DAR & Y BOR (Z VZV FHEMEALDELER ) A7 BRI BT WD, VZV YT 1 % 165 I fi i E & ¢
HedE L7- 2 &2 E 2. EERILRIE T AHRERICI T 5 VZV BIEMELOFBURDLE #iF LT,
DCyBorD #f 5.2% (10/193 f5l) & T CyBorD Bf 6.4% (12/188 ) & VZV FRHEMEALD 2 B 7223, Grade
3/4 £ ENT=DIE CyBorD BED 1.1% Q2 #l) DA TH -7,
[EI B 3E RS T ARARERIZ BV T, DCyBorD Bf 11.9% (23/193 i) J2 O CyBorD £f 8.5% (16/188 f5i]) (Z
HFn LG, DCyBorD & 1.6% (3 51l : 1 o X PERUMSE, Y4 b A a7 A )V AVERGR K LR A%
PRI A 1 61) O CyBorD #f 1.1% (2 6 : VZV 2 i) T Grade 3/4 @ Hfn f&GL A2 8D 7253, DAR-SC
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DEWEH & Sz A RLESBEF RIS —EOMAIT A bR T,

7.R.3.3.5 K= a2 —a/F—

BRI E 2 T ARRBRIZ WV T RitE= 2 — v XF— DI B EIE 13X CyBorD FEIZ i~ DCyBorD #£ T
WUMEFIZ S 27278, Grade3 iE 4 OFEZORBEIGILFAETH Y | DAR-SC OFIERICIRRRH IEF]IE
RO oTlo, FHGITMBEE bV A 7 3~6 THRLEZHBAEL, A 707 URERAD L. (F31),

#31 Kitk= o —uXF—ORREE (B2EEITRER)
DCyBorD & CyBorD &

(193 #) (188 #il)
R—2 F A VIRFIZKEEMRRRELZE L W ERE 16.4 (32) 12.4 (24)
EFRME= 2 — X F— 33.7 (65) 21.3 (40)

Grade3 X3 4 DK== — a2 /XF— 3.1 (6) 2.7 (5)

FHEE% (F1%)
MedDRA/J ver.22.1

7.R3.3.6 D FREE

[EI B[R] 2 T ARRER I3V T DI [ OFBLEIA1E CyBorD FEIZ H~< DCyBorD # T\ M ] 12
Hotz (TR33.2), WTFRMDORET 5S%LL EICA LRI LMEREIX, DAREED D o e LA
(DCyBorD #¥ 8.8% (17/193 i) } (% CyBorD Ef 7.4% (14/188 #5])). &% (DCyBorD Ef 5.7% (11/193
) KO} CyBorD #f 3.2% (6/188 f5il) ) KON GE#E) (DCyBorD # 5.7% (11/193 i) & OF CyBorD ## 2.1%
(4/188 #)) Th oo, HEELOIKEEDNRD HNI-#ERE D 5> 5, DCyBorD #f 100% (30/30 )
CyBorD % 96.0% (24/25 ) 1T _X—RA T A VERHIOLMEEFELZAFLTBY, W b7 I v F—v
Z B O EE N OMAEEEO A FEEFZOERFREEZ X b,

ST, EREHLFESE T FHRER IV T, CyBorD #f & bl L C DCyBorD #f C/UMgREE . & fE i
K OVEGEN L < BDO LT Z EIZHOWT AT DO X 9 IZ#A Uiz, Y%k Tid b v DR E 13,
FIFERTHLI 2T AL 7 I A R—Y AT 52.LHEICERT 25D THY . CyBorD L
L8 L C DCyBorD B CIRBRIEE GHIMMNEL 22 2 ¢ b BB LI LB 2 5, BHNH & OREYEIZ S
WTIE, DAR, CPA, BOR KU DEX OBEHIDOL M T v 7 7 A Vb FRIFIRETH H, EHTREH
EFEERDH L IKHERIZI\ T DCyBorD #f C— &R 54172 Infusion reaction, MLERJEA | JBEYLE
KM= 2 —a NF =S AR C—EHRD b, 23> BOR OREHIO Y X7 Th 5.0 R BDF
BURBLIZ DWW, IENRGEHRA Tl &t  HHINET 2,

WA IX, 28 AL 7 I v A F—U R BEEZ MR E U EESEF S ARSI D RS VEfET o5
EHDOFHFERFRGOFHEURDIUT DOV T, DAR ODIEATFOEMO U X 7 nbAE LRI R TR &EFE
FREE D, DAR-SC OBATOUWAT LEOFEEMRE ZfkE 35 & & b, RRBIZOW TG -
TRER A2 FFOEERIDO $ & T DCyBorD L'V A TOIREEITH Z & T, BRMICRIBE & 725 K 9 etk
FOUAZIFRDIRNT L EHGE Lz, BANEMICEBNTH, JEFEN DL ZarEcBE T 5 5
NHFHLNTZ STV RNV EICHETANEEIH D00, HFEFROBIIRPUICEEM E DX
EIENIRNWI 2R L, £o, AT REAFFLRO O B, HEEE NG A THBINET
HEBTHLTWDLHERIRY LB XD,

D & PT 45k LE W
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7RA4  ZhEE « REK OBKREAEMITIZONT

HEEE (X, DCyBorD L 3 A & DRI G M OBRRBINLESH T IZHOWT, BLFO L 2@ L TW D,

DAR % CD38 Z R #AIC7Ba% T 5 1gGlx 58t MUE ) 7 m—F AFik Th 5H, CD38 (X EFMaiC
R MM % & e i SIS O JE L CRi28 8l LT 0 . DAR IE CD38 % 38L4 2 MR fin o> HajiE 4
PS5 2 LI X 0 HUEE R 2 5T 5, DAR sl ERANL, AITHBN T, MM Z406E - 2h 53 &
LT 2017 AR AZBIF L TWD, S 61T, A#ETERANC X % infusion reaction DV X7 K OEEHA
iC £ 2 DIEFEEAOHRF IS T2 Y 27 OO 7= rHuPH20 % FlA L7 DAR-SC DOBRFE AT,
AFRIZINT, 2021 43 HIZ MM Z2hEE - 2h3k & L CRUENGERRZ BF L T\ 5,

BHMEALT I 0 A F—Y AOFEBAHITI MM UL TV, MM EHIZA LD CD38 HEIEE
MR DT /) 7 a—F )V N 28 AL 7 I v A =Y ABHICBOTHLHREINTWDH Z &b,
DAR BN EHME AL 7 I v A R—Y A HTRENRE BT D EE 2T,

E B E S I AHRBRICB W TR E &7z CyBorD LY A UE, HBAMCEB W T, RIBEOEH M AL
T v R— 3 ABIEF OBFRTE AFEE T U A7 BlOEEERE S S Tnd (NCCN A K
A > (v1.2020), BrlJ Haematol 2015; 168: 186-206 %), 7=, EWNIZIW T, CyBorD L ¥ A U (IHIENR
WIEZN UMD R VET I v A R—3 ATKT BB E SN TW5  CEMmSSEES Y
A RTA 22018 FEAHCLET [2020 424 A1  —FEENEAN  HARMPK 2. IntJ Hematol 2015; 101: 133-
9 %),

B IE RS 1T ARRER I BV T, FEEFHMITE H Tdh 5 DCyBorD FED CR 23 CyBorD ¥ A @ CR
I LR EICER Th o722 0D, RIGEOEEM AL 7 I v A R—Y R |ZkT % CyBorD
A UNZEIT D DAR-SC O EFAHZNREDBIRAES 72 (7.R.2), CyBorD LT A > @ CR (IR R
FE T2 25% (Blood 2015;126: 612-5) £ 0 0KV H DD, DAR-SC @ ERE 2RI, EREHERFIC
RESHT- 15%% Elal>7-Z &35, DCyBorD LY A N2 HOWTHIIRIE RO H D EIvr Sz &
FExbil, £l WTROMAOERICE W T O RIZFRTHY . BARNER TS EZEHGHE
WZOWTREH E O—BMW/mIhicZ &b, AARANEMIZEBW TS DCyBorD L ¥ A DA MEN
HrcE BN,

ZAEVEIZ OV T, DCyBorD #£1% CyBorD #f & L[ & 72 280 v, BAANEM OZE 4
PE7'm 7 7 A VB ERICRIE & 2 5 AT b Tnan e &7 (TR3),

LU EOEFEILFES AR OFE R 2B E x| 2h6E - 208 % T2 AL 7 In A F—v 2] & LUK
RHEE LT,

B, WHNOBETA RTA L TiE, BELESHNE AL 7 I A R—Y AOBFIZX LT, FE
B L DA TOEERE, IR ETICRG L TORWREH LY A TOMWBRBENERE E ShT
B, RIEREOREME AL 7 I v A F— A THIMEDRREES 4172 DCyBorD L ¥ A %, R LTy
PEAL 7 IrA R=Y ZABETOBRKEIREO -2 b LB LT,

BREIE, LT XoIcExS,

RIGEDOEEM AL 72 A F— U ABF 23RN L - [EERILE 11 AHFRERIZ 30T DCyBorD
BEOADENFES N, ZEMITFATREE TH o722 £)°5, DAR-SC, CPA, BOR [ U DEX O 4 #|D
ZhEE - WEENTNRY [RHME AL 73Iv A R—3 R LFTD5Z LIFELIZR, B, WIS HED
A R4 v OR#AEE 2. FHHRAR° DCyBorD L ¥ A L LIS O WIENERE T OIEENHN 63 581 %
Bz CHilBR T 5 BT 220,
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7RSS AR - ARlZoWnT
7.R.5.1 DAR-SC

HEEE X, DAR-SC O L - HEDOFEIZOWT, LD X 5 ITHB L7z,
ERSIERIZE T FERBR ISR T D HEIC SV T, MM BEZ 5 & L-sh R b A3 Bl sl
(54767414MMY 1004 75R) 123 T DAR 1,800 mg & T 5 DOAEMENHER TE 722 LW NT MM &
%%ﬁ%kbklw%lmﬁ% ICBWTHYARED BARNCXT 5 AR, ot OSSR EhTE % s
T%k:kﬂ%IMR@%%%I%M@kﬁﬁbtoik FHEIZONWT, MM BE 235 L Uiz
AEAIRAER (3012 3BR) (2B T, DAR-SC OFZNEDNREES 4L, BEMEDPHEGR S22 Lnb, Yikik
RO FNEICEE S =R Etho

VL EZEEE 2. DCyBorD L ¥ A 28T 5 DAR-SC 12T, [EBR L[ 2 I AHRRBR CRGE S -
e RIS, BiEME - HE2 U To XS IcRE L,

<HIFEME - HE>

fDOFH L OPERIZHB T, @A, FT7Y h~7 (EfnH#z) & LT 1E 1,800 mg & OVR
wt7wu:ﬁ—ﬁ7w77(LM%ﬁﬁz>&Lfmmmiﬁ(ﬂmﬁ%Mm)%&Tﬁﬁféo
B ORI, 1AM, 2 EEEREL O 4 BEFROIETERE L35,

72%. DAR-SC OF&H-lE. #E5MROZETERHI, DAR-SC & 4 2 AL 2O\ TC, REAE D
HEHASR L CHET 5 82 CEICB W THEERET 2 2 EN#EYTHhHEEZ S,

BRI, EFRIEE I AHRBRORERGHE CHE SN E - A&, TTR2 A@EICH>NT) KW
[TR3 ZEMEIZONT] O THF LIERERICESE, HFEHEORRIZELTUTO LBV ERET D
TEEELIZRNWEEZD, T, HEEOREDO LBV, DAR-SC O#&EHIE. # 5RO 2
H. DAR-SC & T 2 FAIFEIZHOWT, BIREEOEZZR L THIr§ 2 5 2 IR 3CE IRV TR
M35 Z ENVETHDH LB XD,

(Rt - HE]

il DFEH| & OOFHIZIBW T, BHE ., RAIZIEIARA 1 B 15mL (F¥7YLA~7 (Eiafrf#z) LT
1,800 mg KOVR Ve T hn =4 —¥ THA7y (EEHHEEZ) & LT 30,000 A7 (2,000 H{7/mL))
%&?&5?5

FebbRIE, 1 AR, 2 EREFEREL O 4 BRERRBOIE TR E &35,

7.R.5.2 CPA, BOR XU DEX

FEE# 1L, CPA, BOR XU DEX O « HIEDREIZOWT, LATD X 5 I/ Lz,

[E B IL[A 2 T FERRBR IS 3810 D L - HEICSDWT, &5 AL 7 I n A F— R IZx3 % CyBorD L
DA EF LTE2IET A R A TSN TS EEARAFKTH L (Blood 2012; 119: 4387-90, Blood
2012; 119: 4391-4 %) OME « AEICESETHRIE L,

UL E#EESE 2. DCyBorD L' A 281 % CPA, BOR M) DEX (22T, [EFRIL[E S 111 AHRER T
RRRE S V72 i » FIRICESW T, BEEHE - HEZLLTO L 5 ICRE LT,
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< HIGEME - HE>

s CPA
AT ¥ 100 mg) KOV THEFH= 2 FE42 500 mg)
oK L OPFRICENT, BHE, RAKIFYZ7ehRA7 7 I R (BAHHE) L LTH 1 [
300 mg/m? ((AEmEE) ZFIRNERT 5, 580 ERIE, 1E&EE LT500mg &35,
[ R4 5 50 mg)
oK L DPEHICE T, BHE., RAICIEY 7Rz 77 I F (BAKYHFE) L LTHE 1 [
300 mg/m? ((AEmEME) AROFG5T 25, 58O BRI, 1[EEE LTS500mg &7 5,

*+  BOR
fhDOFA & OPFHICBWT, @H. AT B 1R, A7y 178 LT 13mgm? (REEH) %
1, 8, 15, 2 HHIZE THET 5, 28 HREIZ 1 A7 e L, 6 WA 7V ETREGZ#EVIET,
SHALSOUSRFBL L 72358121, BRNEE T2 2 & 6 TE 5.

s DEX
fhDOFAN & OPFHICEBNT, BH . RAZIET I A XY LTI H4mg % 1, 8, 15, 22 A H
5T 5, 8B 1A 271 E LT, K6V A7 LETRGEELED KT,

FERE I EIBR LR T AR AR BR O BR Gl CTHUE S - HiE - &, [7TR2 A&MEIC >\ T LTVN7.R3
BEMEIZOWT] OIETHRAFLIRERICESX, HFEEORTIO LB HE - HEZHRETHZ LidE
LXzxrneEZ A,

7R.6 BERFEER ORFIFERICOWT

F&E# 1L, DAR-SC &K TF BOR IZDW T, BLEARGEZIZER 32 D K 5 Zehe il I plohiai A& 2 51l L T
% (DAR-SC X O'BOR ClA—DOF#E) , 728, CPA KO DEX [Z 2\ i, BEfFRhREIC I CTRGEBR %A
H—EOHMIC K SEERFEREENS S Z LS E x|, BEMRIEH%IHT - 7o 68 AU R A 13 5k
7. DAR-SC XU BOR DOFFEEMAMAEMADOT T, PFHAIOZ ML L THERZINET L2 TETH
Do

£ 32 FEFRAREREHEET (B
H " 2HMAL 7 InAf F—Y 2RDOBFEZREIZ, DAR-SC + CPA - BOR + DEX f#f B fE JH #hik
TIZBIT DRSOV THRET 5,
HEFE AP S
RREE LHMEALT IO R—Y RABE
HAEREGIS | 120 B (B HEERIZR L L)
BEYM &5 528
BEER, M AL 784 F— R 26T 3 RIEHEEE, DAR-SC X1 BOR #5-70d%, 281
ERTEEB | AL T I A F—Y XK 2 RE, BISEHBKT BRI (DAR-SC XU BOR #Lk¥, M
RENRED) . RN, SPREDRE (BEF48E) | RE AEFL8EE)

BEREIX, DAR-SC (22T, MM BF 2 XI5 & LR & [FERIC, (RREBE 2BV T ek
IR DA FRFRROBEENEGN @D & ROBUEERF O MM BE 255 & L RUEIRGEHMRAE IS
TIRAEERE DL A LSRN FEICREL TS I L 2T 2, @5 AL 73014 F—Y A
Fraxg b Lo ERFPHHEICBOTH, REAREREOLEMEIC O W THERNET 2 0NERH D LE
Z B0, BUEIRGE S A S ORI OV T, EMWHE ORI A B £ X THRAHITHIET Lz,
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8. HEEIZ & ZARHBEFICHAMT N EEEHTAR 2 B A MEFHZRE - B OB ¥ e
8.1 EEMEERARRITKT 2848 0K

RIS, EFEESEOME, ANER R RMEOMREFIZRET 2IEEOREIZE S &G HF HICH
M _REERHIR L ClE G S RAE L T Lz, TORRE, BRI SNTAGRHEERHCE SV THEA
EATO Z LT DWW T REIT WS O & BERE I L7,

8.2 GCP EMFHERERITx T 2 M Dl

AL, ERRMEERSE O WE . A RE R OV M DR SE B + D B O BE I IS S AR PR E
P9 ~_&&k (CTD5.3.5.1.1-1) 2% LT GCP EHFHAEZ I L7z, ZDORER, B SN KRHFEE
BHIEESWTHEEEITH Z LI HOWTLREIT ARV H D &Ik L7,

-
—

Q
oK
2

9. FHEBE (1) EFRICRIT 2%E7FE

SN EENG, DCyBorD LY A VDM AL 7 I A R— AT 2 A20MEITR S, @&
DONTZRAET 4y N E X D L REMITTRFREE E 2 5, DCyBorD LY A 32 H M AL 7 I 1
A R=2 ACBIT W RIR ORI AT 56D THY | MKHERENH DL LEZX D,

B e COMGT A B £ 2 TRICIEDR 20 I T & 23581003, RE 28GR L TEL A 20
EBERD,

Uk
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FEHE 2)

SR3ETH 14 H

[ 52 4] OF 7 F = —vlild K FiE
@~ LA A RS 3 mg
@UEH AT > REH 2100 mg, HEHHIF 500 mg, @IFRFE 50 mg
®F H Fr 8 0.5 mg. [FSE 4 mg
[— & 4] OF Ty r~T BIETHERZ) /AreTrie=x—F 7177 (BETF
AL Z)
@QARNT Y IT
@D 7 uaRA77 I RAKY
OFT X ALV
R O-@vrtr 77—~ &tt
@ - @By A
®H [E TS
[HEEHH B ] OFf346 H 14 A
@Ff24 11 A 30 H
@ @24 12 H 18 H
®OFf24 12411 H

|V

[H

=11
a0

1. BERNE

B R O D% OFEIC BT 2 BEOHIRIL, UTD LB TH5DH, 7B, AEEMpEEoH%
Eci\ AL BIZOWTOEMEENLOR LHEICESE,  [[EELEFRESR S I IT 25
WEOEICET A CERK204FE 12 A 25 AfFT 205#5$ 8 5) ofEicky, 54 L,

1.1 A3k, Tt 28 - DR, B - ARHIZOVT

HESIcB W T, FBAERE () Rz TTR2 Aohkico>n»T) . 7R3 ZathiconTy |
[7R.4 ZhEE « ZhE L OERAINLEHTIZ oW T KON T7.RS Ak - HEICOW T I2BT 2 &0 f|
WHIEMEE NS XS, LLEX Y | ##1Z, DCyBorD L ¥ A v OFEFANZ W, [#hEE - 2hR]
ITAGRHGE SR & L, <#hiE - DRICEET 2FE > [Hik - AE] KO<HE - AEICEET 5
HEE> L HE 2TV TO L HICT 2 2 L & B x 7,

e XTI FXa—nllAKTIE
[%hEE - 0]

%5 M B

£

1.
2. BHMEALT I oA R— R

CTBRERIE )
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<ZNRE « D FIC R T B EE >

< ZHNEE i >

M7ERAE] OHEKOF TV h~T7 GBI TR Z) R S RA O WA SCE O N & 30
L. RBNOHNER LM E 3 B R L7z BT, IS EE OBREITY 2 &,
<EHWHEALT I R—v A >

7R ] OHONEZBH L . AR OA KR O M2 o0 g Lz BT, BINEHE
DFERZATHZ &

(T RRERE )

[ - H&E]
1. 2B BENE
i OFUEMENEL A & OPFHIZI W T, B BAIZIEAF 1B 15 mL (X TV A~7 (Bis ik
Z)ELTL800mMg KRV T e =4 —¥ TN77 GEE L) & LT 30,000 AL (2,000
HA/mL) ) %, OFRT 2 USRI O£ 591 7 V2 EE LT, LTFO A B B IEOE 5
A TR T 5T 5,
AYE L EREIREIRE, 2 BRI & O 4 EEEROIE T G35,
B%:lﬁ%ﬁ%%\3LFﬁ%m&U4 RS ONE T 59 5,

L AEEALT IS u A F—3 X
m@%ﬁ&@%m BT, l@E, RACIEAFI 1B 1S mL (FF7Vh~T7 (BIafikz) L L
T 1,800 mg KOR e T vn=F—F TAT7y (Efnrf#az) & 1T 30,000 B (2,000 H
Mmm))%&T&ﬁﬁé
PG, 1 RERERE, 2 JEEERE & O 4 MR OIE TR G 2,

(TBRERIE )

<HE - HEICBE#ET D EE >
< FhRetam >
ﬁﬁ%@@&ﬁbt @ﬁ%i&@ﬁéri%ﬁbfw&wo

JEFH RS (R I Gk g g Al i gt -
AH| %512 X 5 infusion reaction Z ¥k <& 5 728 2&%’ Tﬁ'ﬁ*ﬁ”ﬁﬁ* 1~3 FF AT B R
RIVE . REGERF N OB e A4 3 A %TQ@T% Lo E£72. EIMD infusion reaction
RN S 570D, R LFC UCCAAEGZICEIBRERVE  FE2RE5T5Z L,
Infusion reaction ﬁ)%\éfﬁ L7csrtr. AR X o1z, AAloOGHIE | BHHEOEEE, jHY)
ﬁ@%%ﬁ5_toﬁ%\Gmk@NGCHMEﬂﬂﬁﬁEéo
- Grade 3 @ infusion reaction 725 3 FIFHL L 7 GG 13AA OG- 2 H1ET 52 &,

- Grade 4 @ infusion reaction 23 FHL L 7255 1I3AK O G2 HIET5Z &,
<K FENEEBhlE >
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A O¥G-[EE, #5-MEOZ8 B K & GRS 2 FUBHEIEE ARSI oW T, T7.5K

fiAR] OEKR O T h~7 (BT R) s T RA ORMN CEONF L F Lz

TERTHZ &

RNT S ITROTXY AL P, XEAAVT I T . ANVT 77RO L =1

VO PR G TR AFIBEME S ikl 5 Z L
<AHMALT I A F—3R>

AR O E-EE, x5-HEOZRRH] AH & OFH T 2 3AE IOV, N7 RG]

HONEERF LT ECEIRT 5 Z &,

(TARERIEIN,  HUH LARESHIER)

VA RS 3 mg

[%hag - 23]

ANV

~ v MVRIR Y N fE

3t~ v r7a 7 ) CMEKR N oI RIR Y oS
EHPEAL T I 0 A R—V R

3

AOW N =

CTARERIE )

<ZWRE - DRI BIET D R >

(ZRMWFMELDS, <~ MUfila) o N EROCEFEAL 7 I u A F—2 R)
[17. BRIRAGAE OEOWNEZ L, ARIOGNER O 22 E HC B Lz BT, SEH
DFERZEATH Z &,

(CTARERIBIN,  HUH LARERHIER)

[ - HE]
1. 2B HENE
WE. RAC T A LR, A7y 278 L 7TI13 mgm? (KREHEFE) ZLLFO AEXT B L TEHIR
WNEEG U T2, ARNTRIK 72 B ZE 0 <595 2 &,
AT
L OPUEMIEE A & OOFHICE VT, B2 B, 2 R (1, 4, 8, 11 HH) &5 L7, 10 ARIK
W (12~21 HE) 5, ZO3HEME 1Y A7 LE L, 2 UI8 YA 7 LE THREEZHEYIKT, 3 X
X9 A 7 VLIRRIX, 1R, 2M (1, S HE) #5 L, 13 HEKRIE 9~21HE) T2, 20
3B Z 1A 7 Ve L, I8V A 7 NVETRE MV IKT, 1 B&RGE~OBITRHNIOFH S 251
MG 2 B L CEIRT 52 &,
B it (B UTHEEEDOS AT D)
2 mE, 28 E (1, 4, 8, 11 HH) &5 L%, 10 BEASE (12~21 BH) +%, 20O 3%
1Ao7 e L, BEERVIET, 8 A 7 VEBL Tk 53 2551213 ERRo AL - A& T
B2k d 570, XITHEREIE L Ll 1Rl 48 (1, 8, 15, 22 HH) &5 L7=t&. 13 HREMK
3 (23~350H) %, ZO5EMEZ 1A 71EL, TEGE/EDIKT,
2. ¥ MVHIRL Y N
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il OHLAENERESAI & OPFHIZIWN T, WBH, AT H LE, A7 Y 17 & LT 13mgm? (K%
HAE) % 1. 4, 8, 11 HHICEIRNHES L7, 10 BREASE (12~21 HE) 35, 203 #EM%E 1
PAI7NEL 6T A7 NVET (6 A7 NVEICHDTEINRBDOONTHEIL YA 7 LET) &
B0 KT, RENIHA 72 BERIZE 0T TR G595 2 &, 728, SIRNE G DR SA12E, KT
BETHZEHETED,

3. FRME~w 7 u a7 ) CiSER N oMLY N il

WE AT A TR A7y 378 LT L3mgm? (REEE) 2 1, 4, 8, 11 A BIZHEHIRNE
BIOIRT G Lz, 10 RS (12~21 R H) 2, ZO3#MEZ 1 VA7 e L, &EAH
VY, AANIRAL 72 BERG 22 TG4 5 2 &,

4, ZBHMHEAL T I A R—v A

fh DFEHK] & OPFHICINT, BH, AT A 1[E, ALTF Y I 7L LT 1.3mgm?> (KR %
1. 8 15, 2 HHIZKZ &5 T 5, 28 HMZ 1Y A7 vl L, 6 WA 7 NVETREZEY RS, IE
SHEALSOS3F I L 73550201 E, RN E 532522 Tx 5,

(FRRERIEN)

<L - AEICEET 57EE >
<ZhrekdE >
RIBROZFIEE R, B~ bR L EE ST AL 7 I a4 R— AR L,
AFIEAMEE 5-COH N K OV L TV 7en,
< SR B >
W1 [EEG~OBATIR, A & O 2 FUBEEESE RIS IC oW T, 117, BRIRAGR) OHE
ODHNEEZHIN LTz ET®IRTD 2 L,
<BHMHAL T Ivg A FR—y A >
AF & BT D EAFIZOWT, (17, BRG] OHONRZRM LI ETRIRT 52 &
<=y MVHIRY o NE >
KN 2 BT AACTFIIEZ DWW T, T17. BRAGRE) OBHONEEZ#I LT BT, BFEOR
REAL ARG U CGEIRET5 2 L,
BT 5 OERRFABR AR I3 ST,
AENOE HGAZOWTIE, AT OREICHE - T, WUNCHE, REXIE G LB 21T 5
Ny
<ERVEBREE, Bt~/ e a7 ) VE, B OoNEEMEY LoELE NS TE AL 7
IeA F—vRA>
- Grade 3/4*OFRIWER OGE CRAIME = 2 — 1 /T — I RBEE LR & <)
Grade 3 UL EoJEMik=ME CRAIME= 2 —a XF— « MiREEEMERE 2 Fr <) XiE Grade 4
D MRS T 2 RIERAARER LI SE1E, BET 5 E RS2, BE5EE2/HHT L
BAIIE, AROERGIC L DA SN EREAEEICHRH L2 BT, TEZHLE LTH
BEEEET D, BUWEANEE L2 0ngGa 3R &E 5 & (0.7 mg/m?) THLEHET LY
Bl AR ORGP IEZET 5,
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Grade 3/4 OFIWER CGRAM: = 2 — 11 28T — TR E MR 2 R <)

(R DO H %
RIVEHRBIR O b & P D H %
1.3 mg/m? 1.0 mg/m?
1.0 mg/m? 0.7 mg/m?
0.7 mg/m? Be Gk

C KM= 2 — a2 X F = IR R F AR 12DV T
AENELRT 5 & B2 BN D RS 22— R F— IR E IR S B L5 E
X, DLNIORTHEROHBEEO B 206> T, IREXTHIET2 2 &,
KRN = 2 — v S F— R E MR O 2 ER O ELEEO B R

NCI-CTCAE Grade™ (JER) FAEMOHEEEDHZ

PEIR ST RETH K & o 72 Grade 1

2L
CIEIRDY 720 5 DRI S OAR T 33T 25

P % 5 Grade 1 X% Grade 2 (FFEEEOJEIRZY | 1.3 mg/m? DA 1.0 mg/m? ~Ji & X

H5 ; HOEY LSO B EETREMEDHR) 1% 1.0 mg/m* D5 0.7 mg/m? ~JBE

P9 % 1 5 Grade 2 X% Grade 3 MI1E 42 £ TIREE, JERAETE L7z
(FEOERYH S 5 F OB O B HFAEFRSHED | HEE, 0.7 mg/m” (ZHE L7 L T#E

i ER) INGIES SoR e NS

Grade 4 (Efmzg 7 BERELET D) Gk

<= ¥ MVHIRLY o fiE >
Bilcle VA 7 NV ERET DRI T 2R T 52 &,
o /R DY 100,000/l LA _E . AFHEREAY 1,500/uL LA bR OME 7 1 B Al 8g/dL LA BT
HoHrT L,
- FEM K EEMEAY Grade 1* XL EG-RMEICEE L TWDH Z &,
RITERRBIRE O LR OHEE T OB

RI1EH MIEAR G HBEEFEO A%

T EREL DS 750/l BA B 1/ MEEAS 25,000/ul LA B2 [E]
FEEAEAED Grade 3 DL EDAF | 182 £ Thiekk 2 MHAAI 2 KRS 2,

PEKEAE, 7 AR ZE AT | - AFIRER RIS B L E TRIE L22WigE
Ffft 95 Grade 4 OAFHERE | I2I%, AFOEEEZHIETHZ &,

DAE. /RS 10,000/ul K | - BWERA S ERRo L E TR L2 GE12id, AR
W REL L1256 H&Ez | BREL TR5T 5, (1.3mgm> DA

1.0 mg/m?> ~JE &, 1.0 mg/m?> DHA 0.7 mg/m? ~JE &)

AFER (BYA 7 NVDH
LHEESY US| ARIORE 2R 2 BIEM L, 2 B 2R DN 4
25,000/uL A XATAFPERE | T L EIIAREIRIET D,

73 750/pL A DA
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Grade 3 LA LI #MDY | Grade 2 LA NIZEIE T 5 & TABI ZIKEET 5, EIHE L7
FHLTHE CRMME==2— | A AR OR G &L 1 BERE L TR T 5,

1 R F— TR EMEER | (1.3 mg/m? O%A 1.0 mg/m? ~EE. 1.0 mg/m? D5
ZR<) 0.7 mg/m?* ~Jik &)

KM= 2 —a X F =33 | T R = 2 — S F— SRR E AR 12D

R EMERNREBL L GE | T I 2 &,

*NCI-CTCAE v4.0

CRARERE, BUH LREIER)

o EHMHTY FFH 100 mg, FHHIE 500 mg, [FHE 50 mg

<JEHAT Y B9 100 mg, 5T 500 mg >
[hEE - 2hR)
1. TROERO B RAIE NS T ADRER OFE 7
SRV E BENE, MR D LoNE, M, SLE. SEAmE, BEMEZMAE, TESE. TEAE, IR
HE, ARRIEES (RRRRZEAE, RAMEIEAE) | B RE
7272 L, FRROBEBIZOWTIE, MOPUEEEGEAI L FHT2 2 EBARETH L.
1BYEY 3P fE, B MR e, EEEEE . HopE. WO, TR, R, SIS, MR
PR (BN, BOERIRARG. KRAG) | R PONE, kR
2. LUF O BEMEREEHZ 64 2 th O FTEMEREE A & OB %
U (R eI ReBIC 3T DIRT. & 5 VI LR E)
3.t fE
4. FREFBIZRT 5 MR O RiiEH#
SvER I, BRI, BRI EEGERE, REAAER R M, B N E, BB
PR (AR, P RMEMEHIE T & OV RIE MR A « Fanconi & 1L, Wiskott-Aldrich SiEf5FE, Hunter
I )
5. FEERRFLAY T MR LR 5 O AT AL
6. 2HMEAL T I Af F—T &
76. IRFREHED TRLY v~ TR R
LHMTY T~ b—T A, REMELER (BAMSINZHENER, SRMERIENIEEE, S
FENRAK . AFBEERTEZ I ME RVEP IEIEIE . @ ZBIRRE) | ZIRMEMKBIEMHK. MEJE, 1B
BYERE SRR . R OMILE R & 18 5 HHEME ) U~ TSR

CRBRERE, BUH LAEEIER)

<HIEE - BARAZ BT DR >
EARPEFR ISR % 3 I R Al oD BT e >
TNZNOHEBITS T DIROBR L EMmeflaBii e i 2 ) A7 - XX 7 1 v FE2EEL
le ETAR @ISR T 5 Z L,
(BUTFRLHEN B EE 2 L)

Uik - &)
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1. HRHIE QN AT A SE SR DA% R

(1) BT 256

WE, AT 7R RA 77 I K (HKRmHE) & LT1 H 1[E 100 mg 28 HEARNIZES L,
BENMZONHHA1E 1 HE% 200 mg [ZHIET 5,

& 3,000~8,000mg 5950, ZhENFRO LN L X, TEXLRY BT 5, HfmEk
B L CEGEIE. 2~3 BB &S L, EFEO 12 LLFICED Lz & &k, —RHRIEL .
[B18 & 1 > TH Ok 57 5,

MR, WA 300~500 mg % 1~2 [ ARNICTES 2,

VENZIS U TN, BN, BEFEN AZIEB NI S SUXTEAT 5,

F7o. R AERETE T 5 ERERNIC 1 B & 200~1,000 mg Z20EIC, DT, FRBEIIC S
AT D0, IRIMEBR ZF]H LC 18] 1,000~2,000 mg % FAHERIC L D &5 LTH L,

7E, AR, RIS XV EEE T D,

(2) fhoHEEMMEEAl L 0T 256

F O T2 B8ICHELD ., BERET D,

Y VOREICHWDGE, BE, RAICIEYZ7adrAT7 I K (BkP#E) LT 1 B 1 [
750 mg/m? ({KFKimfE) ZFRICEIRNE G35,

7p¥s, AEEm, ERIZ XV EEHEET D,

2. FUEE (FANATREGIIC I 1T 2 HTHT. & 2 WIIIRRALTFHRIE) 163 2 O FUEMEEE ] & o Hf HIE
%

(1) FEYNVETAAERBE L OFFRIZRBWT, IBERR T 7 n R A7 7 I FOKREGER RS 5E
X, v/ eAAT 7R (EAMEE) L LT1H 1A 600mg/m? (KFEME) %EFRNEE5%, 20
HEAEKT S, hixd 17—t L, 47 —L#0iKT,

Rk, A, ERIC X v EERET S,

Q)= ey UERE L ORI TUEERN Y 7 a R A7 7 I RORGER UG HIEIL,
YruRATZ 7 I N (HkPE) L LTI H 1[E 600 mgm? ((REERE) ZFARNE 5%, 20 A
MRS 25, chia 1 7—E L, 4~6 7 —Lihid,

7p¥s, i, ERICE D EERET D,

(3) TENET R, T An T T EOHHICBWT, BRI aR AT 7 I RO
HEROEEFEZ, v7akiA7 7 I8 (@kp#k) & LTI H 1B 500 mg/m? (K& ERHE)
ZrRN G512, 20 HEREET 5, iz 17— & L, 4~6 7 — /DT,

7pE. AN, ERIC XD EERET D,

3. et

B U AF U, XY EOHRIZEN T, EE. RAIZIZY 7 ekl AT 7 I N (H
KPpHaE) & LT 1 H 1E 750 mg/m? ((AREFE) ZEIRNEG%, D7 s b 20 HIREET 2,
hzl1r7—neL, BEEHIRT,

kB, BREOIREICE VEERET 5,

4. & MR AN AR REAE O Hij TR

a— AR TH_Y oy 7y —w RS A E



(1) ArEAmp, 1BvEEsertamws, &R REEREOSE

BE L RANIZIZY 7 eR A7 7 I8 (BARPHE) & LT 1 H 1E 60mgkg & 2~3 FF#NT TR
WEHEL, HH 2 HE#EET 5,

(2) HEIEFARBRERMOSGS

WE, AT 7R A7 7 IR (HBRP#E) & LT, 1 H 1B 50mg/kg 2 2~3 IEfE 2T TR
WERE L, HA 4 AEEET 5,

(3) MY L oREOHA

W AT 7R 7 7 IR (HERPHE) & LT 1 A 1B 50mgkg 2 2~3 KFfE 2T TR
WEHEL, HA 4 AMEEET 5, BEORE, ST 2FAICL Y EERET S 2 L,

(4) BAMERE (R4, o RVERGHFESE &K OV RIMEIM R £ © Wiskott-Aldrich SEERE, Hunter
%) OE

W, YRR AT7 7 IR (k) L LT, 1 B 1850 mgkg & 2~3 K2 TRl if:
L. #HA 4 AMSUEL1T B 1[E 60 mgkg & 2~3 K] 2n T CTRUEFHEL, #EA 2 AMKEGT 2508, %
B OVEE OMRIEIC L 0 B AT 5, Fanconi B MLIZE 5T 54551213, MlAOMSIMEIZ LD | &
FEBEFBFEEDORRE N @ 72D L OHRENRH L DT, G5 40 mgkg (5~10 mgkg % 4 H#) %
AN L,

5. JECGHRF R T AR A O BTALE
FHAEERFER O FE L OCHESUIMER TIEICES S ENT 5,

6. DHMEAL 7 I u A F—L R
OIEH e DPEHICIBNT, W, RAIIZY 7R A7 7 I N (MEAkp#HeE) & UCH#E 1 [
300 mg/m? ((AFEFE) ZEIRNES T2, BEEO ERIZ, 1[AEE L T500mg &35,

76. IRIFIEHIMED U v~ FPER B
RN R, Y7 aR AT 7 IR (EAERE) & LCT1 B 1[E 500~1000 mg/m? (KFEEE) %
ARPNICIEST 5, FRIE L CRERIFEEZ 4 B &35, 2B, Fin, ERICE D EEEET 5,
N CEE, v a AR AT 7 IR (BKp#E) & LC1 B 1[E 500 mg/m? (RFHE) & HIRNIZ
HEHT 5, JRAIE LCHREMBEAE 4 B E T2, 72d, i, ERICE D EEHERT 2,

(T #EEREIN)

<HE - HEICEET 2 3E >

<3 I E R A D RINE I >
FEM A X, WS ENBZIT R ORI DI, FERENOGHIE L REREEZET D2
Eo
WIRERRBEEOFHBIH O7= 0, FHHT# 24 Kl 150mL/RHML EOREZ2 RO K D
2. 1 H3LLUL EOERE R G T DL L BICA AT EZIHAT S Z &, BEOERMEORES
EEL, MiROEEFRHETH L,

< 1 e e >
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AR Z Gt FRERITRICENE Y )V —E 2 G0 ELZBAREINTHDLZ NG, K
F % G T e b FRIEBRIARNIC o IEHERE 2 545 2 &,
<MY Nl >
KFNOPeH- &, BH5 A7 Y 2 —VEIZOWTIL, BEFPEZOTA RT7A4 V%, O #R%
BEHRET DL,
(BATREHE NS ELE L)

<2 REFH UBE 50 mg >
[h8E - 2]
1. FREREBO BRI QNS TE IR O FZ fiF
SRVEETBENE, BN OoNE GRS, U o oRAIE, AIERNE) | Rl
SrERmSE, B AE, Mok, RIS (PR IENE, MEEEENE) | B
72720, FReOBEBIZOWTIE, oFIEEA & T2 2 RN ETH D,
&Py o PEE R, MR B, I, B, BRI, MR, TE SR, FER
WAL OREEE. SEOUMESS. MCEMRE (RGBS, MUERRAIE. RUIRERE) | MRBUHANE, R
i
2. BHMAL T InA R— R
32, VRFEIREIMED TRE Y U~ TSR
SHVET Y T~ b—T A 2EHMEMER (BEMEENZRENE K. SRME RIERIFEEE, k%
FEENRI . AFEEERMEZ I MAE RN IFIESE . S ZBIIRESE) | ZRMEMHRSEHR. REUE, 1’
AP AALRR . K OME R 20 O HHAE Y U~ F IR
43. 7 —VRiEGER BIBEEFRLVE AN X DY 7RIEEEIT> ThHaRENA LN
BAICRS, )

CR#RERE, BUH LREIER)

<ZhEE - HRICBEES DIEE>
<X 7 v — IR >
PIRTA BT A S HEORFOERESZ I AR ORE EY) LS5 BEITRET L2 L,
(BUTHHE N SEE 2 L)

[ - HE])
1. B RAIE QNS Al T A SE SR O FE A7
(1) BMTHEAT5HE
WE, AT 7 e R A7 7 IR (EAYHE) & LT1 H 100~200mg Z#% Q#5925 723,
R, ERIC L EEHEET D,
(2) fhoFrlEgH & oI 255
B CHAT 25 AL, MERET S,

2. BHMEALT I R—v R

a— AR TH_Y oy 7y —w RS A E



oK L DOFEHICB T, @, RAIIEYZ7eRA 77 I F EKp#HEE) & LUCTHE 1 [FH
300 mg/m®> (KFmifd) Z/RNES545, K5O EFRIE, 1AEE L T500mg 75,

32, BRFEIPMED Y U~ TP R
WH, A7 AR A7 7 I K (HRmHE) L L T1HS50~100mg & H#&595, 728,
FEf, ERIC L EEHEET 5,

43. 7 o —VIEREE
WL, A7 ekl 27 7 I8 (BARYHE) & LT1 H 50~100mg % 8~12 HEH#E A& 59
Do Ted. M, JERIC KV EEYEHT D,
WE L NRIZIE 7 e R AT 7 IR (KpHRE) & LTI H2~3mgkg % 8~12 JAMK M 57
Do ek, Film, ERIC KV EEIEET 525, @ 1 A 100mg £TET 5, FHIE LT, kb E
L300 mgkg £ TELT 5,

(FRRESEN ., B LARERHIER)

<MWk - HEICEES S EE>
<37 v —VIERERE >
KRNDOEG A7V 2= ZHonWT, ENOHA RT A4 VEDRFIOEREBE T L,
(BATREHNOEE 2 L)

e T HFu EE05mg, [FHE4mg
[#hie - 2R
BRI BB RE N (RIS, SegstE, TIEfRM:, EIRME) | SR EREr~ S (RIE 2 U —
) | BIBPERHERGRE, WOMERREE, R EE (PR (Bt 720 —8) | FRIRE
AR PR O EMEARERZEHE, ACTH HUM/KHRAE, TR INHIFER
BV v~F, FEERG ) v~F (RAFAREEE) . Vu~TFR (Vo TFHRLREET) |
U U~ F LR
TV T~ h—T A (RHELOEBEMABCKR) « 25MHnEx (SLEiRE., MSHitEZsehikse, 3
MBI LI ME K, ZHRMERMERFEIEZ GTe) | SRR EHR) . BEE
F 7w —ERORT7 v —BIERR
9 o MM A4
S SN S, TEMERAE S UNERG BMERE IR 2 G Te) | A OMOFEWEIZ L DT LL
¥— - hm BB, hwgeat) | MR
FIERYYE ((BFRIE L OF3 %)
EimEE i (M ST rObi s b o) | Ay (AR, &M% fErE B s o
SRR b, B CoNERIIE)  (BE AR A ET) . FERIEREBCDE (RREME, Resstk) | SRR
i (RIS ME S NI IR ) | TR RAYER L
IRBMER . {BEPERIGR
EIETHEEM R B O 2T IRBOUGE (FRW, X7 v—%25T)
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BIREATZ: (BRIRMICENE & A7 SN D b D& ETe) | Byt 5 o WAL GMERFA, 1BMEFR (HEHEL
SMERRL RRH S o WD) (L, — AR SUSE T HFHERE D& LW JEE A3 R 9~ 2 #iA
DLOIZRD) | IFEE (REA, EERMEEKERES O, BH S >HZ2HES D)

Poaf R—=v 2 (HL, WA Y B8RO A DSGEZERLS) | OVFE APERE MR (i
MERE)  CHURBRATE K 2 5 )

IRz CGRRLRSEE. BIEMZICIRD) (B &R 2) | REEEREE R (BUREEA & OFR
D) | mEEEPEMES (BURSEEAI L OFM T 2) | REREIEIR S (BURSEAI L OF T D) L L O
DRk (PUREEEAI & BEHT %)

R (M2, FHRZET) (HL. —REMEOSGEIZHENETTHERER A2 Hiv, 23ofh
BITRHRBARA 370 & IEMBAND Z &) | KIMRE (F7 o\ b—JEEREZ ET) | il
EE, BEEMMEE, SRMEME (RAREMALET) | DFRER. B, e
%

MY NIl () L SAIESE, HIEPIIERE. AR LR, RS, B EPE) K& ORI R
GIfRBRR) | FERPEAZERE, Fis o HREE

PUBMERERG A (AT ZF 072 8) B MbEER (L - RH)

Ry FENEAR B AE

EUSENIoR: -

R HEBR. Ntes - AL, (RGN, R RN 2 1Tk 2 SRR T

Ied - B (EEOCRIINEET)

BRIEEFHER (U 7~ FHEFHER)

YRE BT 1% O & B Lk

AR (MORIEN IS 235E) | PRRIEAS

RIS - REREE (BIERE, ARS8 IEIRS ., SR SR, EERIEE. B FRIEMERE %K.
T hE—RER, - B - NRIRE, B X —LVERE, EOMOMREE R, IR ER ., AT
fREMARIE, TOMOTFROER, BEH 5 VT MES, BALONFEOWS - KGR, &
RIRE SR OSBRI OIS - IR E)  (BL, EREGILIIMIMREG Lan L) | *EBRE ()
RAFm 7V, SERRZHEER. BESHZLET) (BL, WEFICRD, /-, BEESHZIT
JRENEE L) | HERZ (BHEIZR)  (FEEGNCRS) | *fEk OFEE (St (EiE
Bil) | BOEAEMERCRE, ROREMEALEORE ., MREYERCRE, TERIMEBORE G . BRI, T A ¥ —IE
EAE) | YEEREE (FEEGNCIRD) | *REEEE (EEAICIRD) | R EMERE LE . AL
JE (FZIABLPEALEE, AEEIPEALED) (B L., 2B MR O S I XHEEFICIRS) | IgA Mm%
(EIEBNCBRD) . U =— =27 U ZAF % F, MR EIREGERE B OE O AMESNRE, 2 F
TR DVarY ol RIEARNRK, 7 v 7 AJEGRE, N—F = v M RIEROZRWEE) | Uy
TV oy RAMREMRE) | LA, IENEE CEERICIRS) | RAEERE (S5 MRS
TEHR KIEIE . Senear-Usher JEMERE, HYFTHMERIEIE) 7 = — VU 7B E R CERIEE., ik
PRI & Ete) | e RMEREKRIE, s (EEFICIRS) | MLRE (~7 7L aitEs %5
te) | HAEBFERERMIRE (EEGICRD) . 7 LAX—EMEREOZ OE (SPEEEES
REREEE A S Te) | BEMIEMREDE, FrERA 7 L L —

PHR - BApfE - IR - IR ORIEMR BOSHERE (7 F UM%, #MEIREREKE, MERmE 2%, i
g, IR RIEMAIES, ARERR SRS AEGERE, ARMIRRE) | SR M ORI AR 00 S S PR A8 oD it

5 7% a2 —BEAR FIE_Y oty 7 7 — Bt A S



FERRIE T RIRDANE Y IR+ 76 (IRIER. MR, ARk, iRk, MDEERER) | IR
FBHEIR D% RAE

e BMER E S BHER E R - BEEPARIE, A =2 U KON = ) VRERERE, R I R
MAFEE) (FiR) ME&ER. 7 L —tak, EhE (WEEY | EITHEEara R, MK - ik
SHVPNE,  H SRR SEIE 0O T DR MR IE

HIRMEONR A OV E R (RFTRIETIHEB L2V b 0)

MLTERETE Ak - 18t (EM) MERARK

EHEALT I A R—V A

* : AAAFNE DN THERIEN AR TR EH DT 0 R A2 LSRR W EHEE SN A LA
DI HNA Z &

(TR EN)
<ZhRE - DRICBIE T D EE >
BRIER L
(A - &)
TXHAZ L LT, BHEEALH05~8mg & 1~4 BB OKR G35,
7R, AR, JEIRIC X 0 E T S,
PUBMEIES A (AT T F 70 ) BEICHE S W kaER CGEO - 1RM) o846  @E, mRAICIE

FEY ALY L LT H4~20mg & 1~2 [mICHER O &S5,
727l 1 HEK20mg £ TET 5,

EHMHEAL T I v R—VAOHE oA L OPFHIZBWV T, #EHE., RAZET I A X~
ELTIH40mg % 1, 8 15, 22 HHIZHEG TS5, 28 HE 1V A7 vEL T RRK6VBATVE
TG A2 IRT,

CTARERIE )

< - HEICEET 2R >
RERL

1.2 EERYR7EHEHE () 1221 T

HAE®RICB VT, Fams (1) o [7TR6 RERIEHE OMFTFEIZOVWT) DI L 720
FIBHTE M Z B b 3R S 7o, B, BIREAUIZ 1T 5 DAR-SC KUY BOR DEIKL U A 7 & BRI
() 122\ T, ZNENE 33 LUK 35 1R TLZEMERFTFEL OHEPEICEE T 2 Mt FE 2 % e+
HZ &, K34 KOE 36 [T IEMOER L ZEEETIEE R OV 27 f/MuiGEh 2 i35 Z LW
(23 37 LRl R 2 S 2 2 & AN Y) &Ik L7z, F£72. CPA L ONDEX 22\ Tk, BEfF
BNEEIC IR W TIRFERMAE D b —E DRI K SE B R IERH 5 2 L En 6, JERFER I 7 7 f
PR O ERIIAETH Y | H72lZ RMP 2B 2 LBV &Il L7z, 723, DAR-SC KT

55 % 2 —RRAK FE_Y ¥y 7 7 —< AR Hs S



BOR O¥FEfi HABGERA DO H T, CPA X O'DEX OFFHIK L L TOLEMZ2MERT D2 & 22 Lk

L7,

e HIXa—ufdAKTE
#33 ERM)RA7EHEHHE () T8 ZREMRNEERCAMEICET 5 REEER

TR EE

BERBEShEEI RS BEERBENI RS

BEERTEER

+ Infusion reaction - HEMHMES
- W7 — A XBBA~DOTW - ¥Em

- B

- RRYME

- TEEREREREE

- EEEAEICRIT RN

ASEICBE S D BETHIH

- BEARL

(BEfED RMP B EF /2 L)

£33 EELVAIEEHE (R) BT 2BNOEELZEHERFG RN R 7 K/IMLEE OB E

EMOERKLEEUEERIED BMDY R &/MEiES)

- REERABERE (SRIEEHE)

- BUSIRFGRERRRB (RIGROS I E HEIE)

- BEFEARERE (EFHALT I F—YX)

- BUERG R (EHEAL T Iaf F—v ) ¥

< ERAEEE T EM OREE
- BEWTEM DR
- T MRREE TR P 1R AT DR At

a) DCyBorD L ¥ A D4 FH| D7k RIS S E B[RS 1 AR (AMY3001) A RGEAoE % R AR BR 1) 0 5 2 Tk

g %o

o UL A RUESH 3mg
#35 EERVRZEEHE (R B3 ZEMRNEEREDCET 2BRNEE

(T RRERE )

REMRAEH

BERTRER

BEREESNZY X2 HERBENI RS
.« RIPRREE < Jifi i ESE

.« B RERIHI

- RYYE

o LEE

- HiikEE

. TEBEASEIE RS

- ALY BB RGEE (R

o PRAERIE K ORI RS

- FEgREREE

- {RfE

c VTR

- RE AR E % 8  ( Stevens-
Johnson JEERE) | WEMEREE
B5E (Toxic Epidermal
Necrolysis : TEN)

B2 — o RF— < XT U NU—SEER

- BYARL

AT EE Y DR EE

- FERERTICBI28%M (v bAMEY > 3E)

(BEAED RMP 2B AT /2 L)

#3606 ERWLYRA7EHFHE (R) BT DEMDERMZEMERFEEIR Y X 7 &ALEB OBE

EMOERLZLMERES

B Y R &/METES)

- BERRGERE (= hkilka Y > E)
- BRSNS (EHHEALTInf F—R)

- EFRAEEE T BT X S BRI

(CTBRERIE )

X7 X a—vflG R FERTLT A RERAH 3 mg i@
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£ 37 BEGCAREREHEET (B
B " 2HMEAL T IuA F—Y ZADBEEZXERIZ, DAR-SC * CPA » BOR * DEX AR O A £k
TIZBIT DRSOV THRET 5,
FEF AP Y
RREE LEMEALT IO R—Y RABE
FAEREGIE | 120 6] (B EERERIER L L)
BEYM BE 52 W
BEER. 2HME AL 7 I A F—Y R I3 2 RIAKE, DAR-SC XU BOR #5-3dk. 28
ERFEEE | AL 7 I vA F— 0T 5 3RRE, BEHE T R (DAR-SC X1 BOR #5-4k%t, M@
REWED) | B, FREYEE: BEFSEE | BE FEF52EH)

2. HEFHE

LI EDORAELZEE 2, B, TRROKRBEGEM L2 LT 268 - 2R E O - HEZUTO X
INTHEMH L. KR L TELIZRWEHWT 2, b, BEAHMICOVWT, ¥ 7% 2 —nflal Tk
KO A FIES ] 3 mg (ZOW T, B SN D Z0EE « DERD A D BIRHEF M IR E SN TS Z
EDD L N0FELERETH &Y LT 5,

o FTIFa—nEERTE
[Zh6E - A

1. M E HhE
2. BEMALT I u A R—L R

QN SSEND)
LA - HE]

1. BRI HhIE

L DHUENEEIG A & OPFRICIH N T, BE . AIZIEAR 1R 15mL (¥ 7Y 5v 7 (B8 Z)
LLTL800mg KUK ET v =4—F¥ TA77 (GEETHEZ) & LT 30,000 HAL (2,000 H
fir/mL) ) %, PEAT 2PUEMEREA OB A 7 Vv EEE LT, LUFO AEL B IEOESHIET
BT 5,

AE BRI, 2 RO 4 BREREOIE TR S 5,

B % 1 HEHMEE, 3 BEEEREL O 4 8EEROIE TR T2,

2. BHMALT I R—v R

fhOFH| & OBEHICISV T, R, RAIIEAR I E IS mL (X TV A~ GEETHBEZ) L LT
1.800mg KO v T =4 —1 Tv7 7 (s i#z) & LT 30,000 HAL (2,000 HA7/mL) )
AR THEGT 5,

BRI, 1 R RRE, 2 8 R & OF 4 B R ONE TS5 5,

CTARERIE )

(& - 2k 4]
IS ) A7 EHFHE A2 RED b, WUNCETHZ &,

o UL A RIESTH] 3 mg
[Zhhe - 2hi]

1. ZFEME BEIE

45 % 2 — AR FE_ YLty 77— et s



[

[

2. < MVHIRE Y N fE
3. FRME~ v a7 ) CIGEKR N oNTEE Y o3 fE
4. 2HMALT S uAf F— R

CTARERIE )

A - HE]

1. 250k BEiE

WHL, AT H LR, A7y 278 LT 13 mgm? (RERE) 2L FO A EXIE B ETEIRN
B G ATE TG T 5, ARFNIEAR 72 R 2210 TR B35 2 &,

AL

M OPUEMEREA] & ORIV, @2 [\, 2@ (1. 4. 8, 11 HH) &5 L%, 10 BRI
Uyﬂlaa)ﬁéo_®3 BEZE 1A 7L, 2 UL 8 A 7 NVETEREEZMBYIKT, 3 XiE

9 YA 7 VLIREIE, B 1 EL 2] %(ISHE)%QL 13 HRERZE (9~21 HE) T4, ZD 3
%%1%4ﬁwkb\m%47wif&5%ﬁDLﬁ W1 B G~OBATRENE O 9 2 JriBv i
TRl & BB L CRIRT 5 Z &,

B ik (BREUIHEEIEDOSGEIZRD)

W2, 2 0Em (1, 4, 8, 11 HH) &H L7z, 10 HEUARSE (12~21 HE) §5, 203 lMH% 1
#4&wkb\&5%&0@¢ 8 A 7 NEBZ kG T 258 1T R0 ik - HETHRS
kLT 2D, ATMERPEIEE LG 1 B 4 R (1, 8. 15, 22 HH) &E L7zt%. 13 HFEIRE
(B~%HH)#60_®5 A Z 1A 7 e L, 85280 KT,

2. ¥ hVHIREY >R

M@ﬁﬁﬁﬁﬁﬁk@ﬁm*%wf WEL. AT B 1E, Arvs Yy 7L LT I13mgm?> (£
) % 1. 4, 8, 11 HHIZEHARNEG- L=, 10 AREARIE (12~21 BH) 754, ZO3@EEZ 131
7W&L~6#4ﬁwiT%6%4ﬁwE_ﬂﬁfﬁﬁﬂ%w%ht%éﬁ8ﬁ47wif)&5%%
DT, ARFNIHAL 72 BEE 2T THRE-35 2 &, 7eds, BRI G DINEE 551203, T HERET5

L TED,
3. FRME~s v a7 ) CIGEKR N oIBR8 E
WEL. RAICTH1TE, A7y 7L LT 13mgm? (REmE) % 1. .11 H BIZER RN PG

XITP T HRE- L%, 10 HERE (12~21 HE) +%, 203 H W%l#%&»&b PG A0 IR

o AFNTEAK 72 K221 TR ET 5 2 &,

4. BHEAL T IS0 F—T A

flh DFEHI L DPFFIZIBVT, @E, A L H LE ALVT Y I 7 & LT 1.3mg/m? UREHER) & 1,
8. 15. 22 HEIZKHZ P53 5, 28 HMlZ 1 A 7L L, 6 PA 7 NV FETHREZEED RS, EHER
PLRUSIIFEBL L 72561203, FRNEEGE T2 2 b TE 5,

(CTRERIE )

o ok ]

G Y A7 EBE R 2 RE O b, WENIER TS Z &,

AT K92 100 mg, 7EH R 500 mg

TX 2 —uAR T Yok 7y —~ S FamEE



[Zhie - 2R ]

1. FREEEO BRI NS R R O FE f#

SR RIE, MR Y o8, MR, FUE. SR fE, B2 IR, FESE. FEAE. JREE,
PRIRIESS, (RhRRfIE, MANREE) | BiER

7272 L. TROBERIZHOWTIL, thoFUEMERR L FHT 52 L RRETH D,

&YYo A LE, B RN D s, EEERE, B, MRS, TR, RSB, LS. MEMR
A GHCERS. ERR AT IR, JIRETER) | BREUHPIE, R A

2. LUF OEMEIEE IR 2 O HrENEREE A & O0F L

s (FARPTREBIC 31T DINTT. & 2 W L7 IE)

3. te o

4. TEURBICET 2 & s A O BTG %

SMEA R, 2P BEE A S, RSP EOERRE, EERAEAN RN, B N, B R
B (R R P RPEAGHEE S & OVe RIME MR YR R © Fanconi & (., Wiskott-Aldrich SEfEH#E, Hunter J5
%)

5. MEZAFEAY T ARLERRE O RITALE

6. 2HMEALT I A R—v R

76. 1GHRIHIED TELY v~ F A

et ) T~ h—F A, 2HMmER EMENZREME R, ZRINERMERZEEE, SR
RAK . AFRRERIEZ R MAE R FIEIE, W LBARKRE) | SRR BIEMHR. MEJE, IRAME
fh AR . K OMILE R 2 1 9 HHEME ) U~ TR A

CTARERIBIN, B LAREsHIER)

CHE - F&]
1. B RAIE QNS At A SE SR O R A
(1) BRI 256
W, RAICIE Y7 ekl 27 7 I K (kW HE) & L1 H 1A 100mg 258 HEIRNICES L, &
FEDRMZ HNH5E1E 1 HEZ 200 mg [IZH&ET 5,
& 3,000~8,000mg 5T 5705, ShENEO L & XX, TE AR EWIRFHET 5, HMmERE
DD L CELGEIE, 2~3 BBXICELE L, EFO 12 LUTFICED Lz ix, —FRKREL, FIE
EFEo THOWER 53 5,
MR, @E A 300~500 mg %8 1~2 [RIEFARNICTEST 5,
VBN TN, BIRZERN . RSN SRR IS S SUTTEAT 5,
F7o. TR ERERT D TR EIRNIC 1 B & 200~1,000 mg 222, DT, FerOIC siEiEA
T DM, RAMEERZ KR LT 118 1,000~2,000 mg % RIFTHERIC L 0 5 LT kv,
7RE. AEE, ERIC X EEREET D,
(2) MhoPEMEELA L OFH T 258
HAMCHERAT25AICHEL, MEBET 5,
) SRV DA EE  RACIZY 7 nR 2T 7 2 R (EEKHE) & LC1 B 15750 mg/m?
(EFmEfE) 2RISR ST 5,
7R, AR, RIS X EEERT S,

a— AR TH_Y oy 7y —w RS A E



2. FE (CFIrTaefillz 3 DA, & 2 WX FHRE) 1Sk 2 o GUBErERS Al & o OF IS
(1) RV UHEBE L OUFRICIB W T RN Y 7 n kR A7 7 I RORE&EKOE G LT,
VIR AT IR (EAKWHRE) L LTI H 1A 600 mgm? (KEMHE) %EIRNEE%, 20 0
KT 5, cnE 17—t L, 47—k,

RE. AEE, ERICX D EERET D,

(2) =EAEVUERE L ORI T, BERRY 7 a R AT 7 I RO EKOEREHIET,
Y/uRAT7 7 IR (MKPH#E) & LC1H 1A 600 mgm? ((KFHE) ZFAIRNES%,. 20 B
W2, ZhaE 17—t L, 4~6 7 — /L0 KT,

B, A, RIS K EERET S,

() A E v UERE, A e T T U OMFRICE T, RS I R AT 7 I KOS
BROEEFEZ, v7aiR2A77 I8 (BARPHE) & 1LT1 H 1E 500 mg/m? (KREE) 2k
RN G-, 20 AREES 5, Zhad 17—k L, 4~6 7 — /LD iRT,

B, AR, EIRICE Y BERET S,

3.t

L7 ) RAF U, Z AT EOFRIZEN T, BE. RAIZIZY el A7 7 I8 (K
W#aE) L LTIl H1E750mg/m?> ((KREFE) ZHIkNEEG%, 272< e 20 BRIRES 2, Zh
1 7—nb L, #HEBYIRT,

2B, BEOREBICEVETHET D,

4. & M AR R O RITTRIE

(1) Ak, 1BrEsert A ms., &R REERE DS A

W RANZIE Y7 ek A7 7 I N (BKRp#E) & LT, 1 H 11 60mgkg & 2~3 K2 T T Al
FEL, #H 2 HRE®E5T 5,

(2) EREFRAERRMEEMOBEE

WHE. AT 7 e R A7 7 I K (BkpiE) & LT, 1 H 1R 50mgkg % 2~3 K[ 2>F TRl
FREL., HH 4 HEBES57 5,

(3) MY L EOBA

HE, RACIEY 7 e AR A7 7 I K (MkpiE) & LT, 1 H 1R 50mgkg % 2~3 KA 2> TR
HEL, #A 4 A9 5, BEOWRE, FHT2EANC KV EERET 52 &,

(4) BEMERE (AL, e RVEREIREE & OV RYE MR & Wiskott-Aldrich JE#E, Hunter J4
) DA

WE, voraRATy IR (HAKMERE) & LT, 1 H 1B 50mgkg & 2~3 Rl T TRIBHRHE L.
WH 4 BEISUE 1 A 1A 60 mgkg & 2~3 FE2NT CRififkE L, HH 2 AM#EGT 2528, ALY
B ORAEIZ XV I E R 5, Fanconi HIMIZHE- T2 %A 101E, MO L0 | Bk E
HEORRENEHL 2D EORENH D DT, HBEeh & 40 mgkg (5~10 mgkg # 4 Af) #8172\ 2
&

J

J

5. JEIGRRFERY T AR R 5 O BTAL

o — AR TE_Y oty Ty — v RS A E



FHAEERERLG O RER O ESUIMER GRS SN2,

6. BHMEAL T I oA R—2 &
DK E ORI T GElE AT 7 ek A7 7 I R EARYHE) & LR 1 [ 300 mg/m?
(£ ZHIRNERT 5, H#5 80 FRIZ. 1E&EE LT500me & 15,

76. EHREHIED U T~ F PR A
RN lE, /R ATy IR (oK) £ LT A 1R 500~1000 mg/m? ((KFHfE) % FFIRk
WIZHERT 2, FAE LCREGRBEE 48/ &35, 7ok, Fin, ERICE 0 #EEEKT 5,
N EE, v aRAT 7 IR (Mkp#aR) & LC1 B 18500 mg/m? (REERE) &5 IRNICE
5, FHIE LCRGRRE 48/ ET 2, 7ok, b, BRI X D EEERT 5.

(TR EN)

e TV RFFHIPES50mg

[ZhE - 03]

1. FREfRBo B R QNS R AIE IR O 2 fif

SRVEEBENE, EEY VOoNE RYS o, U o oNARE, AERE) | s

SRR, EMEZMAE, M, PRI (PRERREEME. M) | B IR

72720, FRROBBIZ OV, toPEEAI L T2 2 EBARETH 5,

PP Y SRR, 12 e R C i, WHERRER . B, RO, IR, AR, RS, AR,
ORBAEE, SO, WREMERE (MBI, BERRAIR, MR | BB AE, R AR
2. BHMALT I A R—v R

32. VRIEIEHIMED FRe D v~ TR R

MY Fv b—F X, AEMME R SRS IILE K. SIME RIEPRIEEE, fEirEZL
BIRIC. AFRRERMEZ IR MAE MR IFIEIE, WmEZEIRKSE) | ZSRMEMKBEH K. REUE, IREM
AR . K OMILE R 2 1 9 HHEME ) v~ TR A

43. x 7 —BREERE EIBEREFRLVE VAN X 2GR 2T Ch FaR RN A LN
BICRD, )

CR#RERE, BUH LAEEIER)

[ - &)
1. B RAIE QNS Al 3 AR O FE AR
(1) HMTHEAT %G
WE . RANICITY 7R 27 7 I8 (HEKPHE) & LT1 A 100~200 mg Z#f A&KET 25, 72k,
Efin, EIRIC X0 EEET S,
(2) fhoFrlEgA & O 256
HCE AT 258D, MERET S,

2. B2HMEAL T I oA F—R

a— AR TH_Y oy 7y —w RS A E



DX L OPFHICBW T 0B RAICIEY 7 ek 27 7 3 R @EKRDHE) & L CTH 1 [ 300 mg/m?
(EEERE) ZRO0B5T5, H5EO FRIFE. 1F&ELTS500me L35,

32, IREIRHWED Y T~ F PR R
WH RANZIEY 7 e R A7 7 I8 (BAYHRE) & LTI1HS0~100mg ##&H#&E5T 2, o, F
fin, ERIZ X0 EEHER T S,

43. 37 o —PREERE
WHE . AT 7 r AR 7 7 IR (EKYHE) L L T1 H 50~100 mg %z 8~12 HH# A& 5
%, 72¥, Fln, SERICE Y EEHERET D,
WL NRIZIEY 7 ekl AT7 7 I N (okp#aE) L LT 1 H 2~3 mgkg & 8~12 HHREAOFKEGT
Do ok, i, IERIC K D EEIET A, B 1 H 100mg £ TET 5, FHIE LT, REEEIX
300 mgkg £ TET 5,

(FREESEN ., B LARERHIER)

* T FuEE0.5mg, [FEE4mg

[ZhE - 03]

TSRS BB RE N4 (FURME, fesdtE. TERME, ERM) | SMRIBEKErS @IB2 Y —
V) | RBIBPERMEGRE, ESMERCRRE, PR EE (PR (hEt) 70 —8) | FRIREE
(ZPE D BEPEIRERZZHIE, ACTH HM/KHEAE, T BAHmHI R 5R

R ) o~F, HEMEEH Y v~F (XFAmaegte) | Vu~FB (Vo~FHhokaeagie) |V
U~ FEL IR

TV T~ h—=T A (RHMEROEMEIRR) | 2FELER (SLEIRE, MEMEZREIIRE . B
B MAE R, ZRMERERIFNEEZ ZT) | ZRMEMHK RIEMHK) | BEUE

27 —E RO 7 v — B
9 o MDA 4

SV SN R Wi B RUE SCR NG BMERE IR 2B T) (A Z oo WEIC L 2T L —-
i K2, TEBEED) | MR

FRERYYE ((LFRE L OFH T %)

WiPER M (St s FE osbn s b o) | AR (BvEEmE, Bk a0 &
PEER b, BPEY MR mR) B Mp A Ete) | BRIEREAE ORBEME, fesstE) | $EBEF (M
IR VE R OV RGBT M) FRAEAS BRI

BRIE M 7%, BB R G 2%

HIETHAEM R B O REBOUE (B, A7 Vv—%251T)

BUERTR (BRIRIICEHIE L AR SN2 b O E2ET) | T 9 oW RIAMEAT &, BIEIFR (EEE, &
PEFRRIL . IHYE D oA (B L, —MATRIRICSOGE T ITHERE D3 L W H D3RR 3~ 5 BHEMED &
DIZIRD) . P2 (B, SHRMEREAKZES o, B9 S E kD o)

Faf F—=v2 (HL, WY o EHEROZOEE ZER<) « Ok AMEREMEMMZ (it
fiE) BBt 2 & te)

60

55 % 0 —nlA I FIE Yot 77—t deim s



Witz CERLREEZ, BEIERAZIZIRD) (DURiEZH & OFM 9 %) | RitERER 8 (BURiszA & OF 97 %) |
faEZ MRS (BURSEER & OF 9 2) | REEZMERERR R (BUREZRI & D9 2) | ML D 5 & (Bt
faigAl & PR3 %)

fEEsEse (M2, FHREZET)  ((BL, —RIEME OSGEITIEENETTERR DA v, O]
THIRDBAA53 70 & ZITEBIFHWS Z &) | RIEHRR (X7 N —JEREZ S T) | fhREE,
HIEMEEIE, ZRMEMWE (BB L GTe) | ANEERYR, B, Fr it
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ADCC Antibody-dependent cellular cytotoxicity | HUAMKAFIEAEES
AL Amyloid light chain E s a7 N
ALP Alkaline phosphatase TNV KRAT 74—
ALT Alanine aminotransferase TI7=73I ) NG URT 2T —F
ASCT Autologous stem cell transplantation EESeRiEES il p 2
AST Aspartate aminotransferase ;7\ NTRLWT R N T AT =T
BOR Bortezomib ANVT T
CDC Complement-dependent cytotoxicity MR AR 5
CL/F Apparent clearance BT DT )T T A
CPA Cyclophosphamide U aRAT 7 I KK
CR Complete response SERIER)
CrCl Creatinine clearance JVTF= I VT TR
CcV Coefficient of variation EhfaE
CyBorD Cyclophosphamide, bortezomib and v 7 a Z]‘\X 773 ]\‘:7ka%\ RILT V3
dexamethasone TROT XY A2
DAR Daraturpurpab (genetical 25 ne T GEHE TR 2)
recombination)
DAR.SC B rHuPH20 % fil & L 72 DAR DR HERGI X
34 7% 2 —u &K% FiE
DCyBorD Daratumumab, cyclophosphamide, X7 / L ~ 7 / J - 73‘ AT 7 }‘ N
bortezomib and dexamethasone Wy, RNVT I TRRTIFH A X
DEX Dexamethasone TXY AR
DNA Deoxyribonucleic acid T A% KRR
ECL Electrochemiluminescence AL TH
ECOG Eastern Cooperative Oncology Group K R R AR 7 L —
FISH Fluorescence in situ hybridization qtinsitu g 7Y XA EB— 9
FLC Free light chains WEREES
v-GTP Gamma glutamyltransfesase Y= NEINVET AT 2T —E8
HBD Alpha hydroxybutyric acid e—t Fax st Ru b —+t
dehydrogenase
HBV Hepatitis B virus BT R VA LA
Hs-cTnT High sensitivity cardiac troponin T FRE LT haR=T
IgG Immunoglobulin G wEsa 7Y G
IPCW Inverse probability of censoring weights —
IRC Independent Review Committee MR Z B S
L £ Light chain EEEH
LDH Lactate dehydrogenase FLIE K SR E SR
MedDRA Me.di.c.al dictionary for regulatory ICH [EI [ 5 25
activities
Medical dictionary for regulatory o e S 1 = =
MedDRA/J -~ ; ICH [ BRIEHE TR B AFERR
activities Japanese version
MM Multiple myeloma 2o Ve B
MOD-EFS Major organ deterioration-event-free FE R NRAE R T — o N N AL

survival
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MOD-PFS

Major organ deterioration-progression-
free survival

TR AP RE IR T — MR A 1 ]

NCCN

National Comprehensive Cancer Network

NCCN #A RZ
A

National Comprehensive Cancer Network
Clinical Practice Guidelines in Oncology,
Systemic Light Chain Amyloidosis

NF-xB Nuclear Factor-kappa B EAIKF «B

NT-proBNP N-terminal pro-brain natriuretic peptide | N K 7 = JJjidfE 7 K U 7 AFJRATF R

NYHA New York Heart Association —a—=I—7 DEHE

0S Overall survival A HIM

PS Performance status B IRTE

PT Preferred term FEARGE

rHuPH20 Recombinant human hyaluronidase PH20 - (/I/ = 7 pr=et 7y (R
A Z)

Nol® System organ class IEEIPNGE

ti Elimination half life TR

V/F Apparent volume of distribution FDNT DIy A FE

VGPR Very good partial response I BBy 2240

VZV Varicella Zoster virus AIE T RIEIE 7 A LA

HAs — MSTATBOEN 3K IR AR 5 HAE
RIBEOEHM AL 74 R—V AR
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