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1. X ®IZ

A R R OGN « ZEVEDHER D T2 0I21E, BT SCEE IS W B IE R AR D 5
N5, 6T, TEORZEEMNOESIZ L0 FEH 22 FRE AT 2R3 A EESE R KR
NH23HT, IO OFEERSRGFEICHLERBEICRMIET 22 ENBRBEORE L - TED,
TRFE M BGEE & QRO AR S 2016 CFRL 28 4= 6 H 2 HEREIRE) (23T b Hofr il [ 3850 %% o fif
HoRBECHEEZD Z L & ShTnd,

BRUWEMBE T 2R A AR ER T, RHERASLe 7 n 7 7 A A RRFOERME L5
MZHERD LR D, Zolzdh, AR OCLEVEIZET S ERS HoERT 5 ETOM, Hi%
AARRERGLOBEZBZ T2 2 ENMFSNLBE T LTHEMT S & &b, BIEMAR
BLL7ZBRIC Rkt g & D 2 LS FTRE A — E OB A Tl TR TR T2 Z LN EETH
%o

L7eiio T, BAA RTA Tl BIFERES I E TITE LN TV D EFIEEN - Bl /i
(ZHEAD & LU OFAEEN S R O i 726 2 HEtE S 2 8LS 0 b MR BE, B AT MO EF
HzRT,

B ATA BT A AT, WMSATBEE N E R ERR S S . —IRAETE A B AR =,
—AEEN BAEM - ARSI S, —RAEIEAN BASE M - il r e, HAMBR S
REFIET R —BRAEEIEAN ARG TGRS AREREN HARRIEE 2 — it
ENHAERIEF SO0 b EVER LT,

XSG & e DA SRR,
TR 2 Y (R AT AT EF L B —FL)

R L IR DA, R SULMERE -

BB IHBREO LB ERE, 72720, LToWwWThbiiEzdmaIciR 5,

e BCMA JURZIER & LTF A 7 HURSZ BRI T MR L OTRER S 720

o REAMIE, T T Y — AREAIKOPL CD38 £/ 7 u—F A biikiAl A ST 3 O
U EORHRREZ A L, 2o, EHEOFHEFR K L CRBETHRD b vz TRk
BIZBER L

K5 & 70 % AVER O R &I 55 -
<EESETORMNK7? 7z L—> X ~SERHRAD#E>

1. 3mR7 7z L—PR

AMLERY 7 = L— 3 A K0 | FEB) B AR ML AR & SRS 5,
2. QM7 7  L— REYDEHE

R LIZAMEKRT 7= L= REMZ | 2~8CICHEE SN ARG TEFITHRE L TR
SR~k 5,

<EEHSETOZAh~ES>
. ARMDZERUVRF

RS L7 RRECARM 22 L, HNEATE CIRARERSMET (-130CULT) THlfSRE
T5.




4. B 5RIDRILE
MERAEEIZ LY BEOREBEMHR L, K5O 5 HEINOLUL TO U R ERERE(EF:
WILEEAT D,
YIBRKRAT 7 IR (KpHaE) & LC300mg/m? 4 1 B 1[E] 3 0 ARSHELERNT L
AZE ) VBT AT VL LT 30mgm? %2 1 A 18 3 AR AMS®EET S5, B, BED
RHE (B e ES) (2L EERET 5,

5. XmDFBE
BEERNIANZfRET 5, @i, BRAIZIE, CAREH THIE LT, KELZHLTAE
FEREGH 450 X 1088 %, 10 mL/%y % 88 2 7oV R BE CHRBIFFIRN & 535, 705, CAR %
Bl T MEfEE LT 280X 106~540 X 10® HOFEPH CHETZ 5, RLOFHELGII L2

Lo

(ARG DFEZ L HRWER OIEFRIZ I 2 3EANZHN0)
N RX~T (BIETHER) FEORRETER, Ak E O &
BHRESUIIZN R « MR 200 T MRV R 5 YA bl A R
RELOHE W%, hVXv7 (BEETHARZ) & UTHRE 30kg LEE 1 [H 8 mgkg, RE
30 kg ARAii1 1 18] 12 mg/kg & S EET 5,



2. AR ORI, ERE

TRy < S (A AT AT RS B a—k L DT TRR] E0v9) 13, BER
YIS T MR, BT B2 L o FIOANANT Z—2HWTE b B Ml SE (BCMA)
ZiT % CAR A A LSS - BRI E Tl 0 | [EIEM & [RERIC SR ERNIC X 2189804 % Wity
LT, BIRNICER G SN D HAEEFRSRE TH 5,

AEIEE TEA SN CAR IZ, Hit F BCMA ~ 7 ZHKHSROBESHAIZE 75 7 A ., B b
CD8o b > ¥V K OMEEIE N A A il NZ 4-1BB KON CD3L OAMIEAN > 7T /U RE R A A TRk S
%o A BCMA Z R T DA 23853 5 &0 B T fMfaicxt U tE b, HhE, MiafE
HEOZT o) X —EREOMSE LT, TNOLOEHIZL Y., BCMA B0 EE st LS Mia
LIRS E DR IR S D,

AL ORGE I SL B, AMERT 7 = L— 3 AR CAR THOAE 2 L5 BT 3 A R
T U ERERERE (LT, LD ABFRE) v o) BITHMERH D, LD (LHRIERT
3HBICARMLERG TS, 610, REOFEGIZE Y YA I A UHiERRE (LT, TCRS) &
7)) FEOEERFECICED fJEEERS 2BWEARBO OND /MR H D, LIBR->T, 77= b
— YV ADFERF, LD ALFFREOE T, KOG H RO H5%ICIE,. BEOBEEZ 0470,
BENRD LN EEIIT, BHELEERIO0 U-EMA R M SRR A SEMIC X D, MBI
Jix U T ICU FHIZEB W TP R 2T B 2 5 et 72 0E 217 5 MWENH D,



3. e R AR
BR TR IEO LM FEiE (MM) OAGRERZEHE U 72 B2 KRB OB 2 ~7,

[H25hiE]
3.1. ERRSL RS TSR (BB2121-MM-001 3R5%)

BREITHIRED MM BE %281, REOAMELR O ZehokstE BRO & Li-IEERIEXTR
EIREIES AR (LT, TMM-001730k) ) MM Sz, E208IR - BRIMNEEIE 10 L RBY
’(3‘7)077:—0

R ERER - R

<15;E¢R%E>
LU R ORERRIEE %85 5 B3 SULHEHAE DO MM B,
> MMIZHTBRITAREZ 3 LY A VL EZIT TG CEARRATE M HER R B OERARE O A I8 % (1]
bf1rvorvret5)
> HLDAUDORFETA 7V, I BIRFESIES PD TR, i 2 A 2 AU EZ T T AR TR
JACRAAN
> RIEMEE, a7 T Y — ARFEAIR UYL CD38 PUiRIC L D AilERIEEH T 5,
> EITORHAFICH U CERE GBI X ITiRE% 60 A LINIZ PD #ER)
o UUTORUED/DRL L 1 OICEHT AHE RN E 2 HT 5 85,
> IEMEZ 37 1.0gdL L k=
> RT M%7 200mg24h DLk
>  MEFLC T v EAIZBWT, FLC LU 10 mg/dL (100 mg/L) LI LETH Y | MF FLC Hb3R s 8
e ECOGPS7S0Xix1DEH,
<@%%ﬁ>
WEMRAMKE, YLVFr AR —L w2 a2l a7 UE, POEMS EGERE ITERICERRT I 1
A =Y A EHT 5 IR0 H 5 B,
o FFEMEHIIEBAE, 25 AT D I8, DA DHIIRIEHE (B8 ERH L OV E SR EH
JRREbR <, ) X BCMA 2 & LIZIRRO RO H 5 B
o FUHRIIRR (ONS) ([CBBIERAL AT 5 HBE,
o FEEANCE R AR (CNS) FRAEOBEAE IR AT 58,

A D R OV & O3 A J5iE1E, SME A 22— b Clddt BCMA CAR T #lig e LT 150X 10°
fH. 300X 10° fH i 450 X 10° i & A= &L L CHEFIRNELS T 2L L Sh-, AARANTR
— M TIX 2B T 450X 108 % A& L L CHRIEIHIRNZ S T5 2L LSz,

Fio, EERNTORLOEER OB ARET S Z EA2HOLE LT, BiILESE LT TFD LD kb
FIHIE ATV, LDALFRIEOKR T D 3 HRICALE R G T HZ L E&ni, £72, Ao Ry
MFICBEE oy br— LD OFUEHIEER (7Y v V0 7WiE) NFRESN, 7V vy
BT LDALSRIEORM LY 14 BRTETICRTT52 L &nT,

(1) BIALE D LD LS EE

U gz HEe FRRE LT, 450X 106 EH 0 +20%D#FAN T 5 540 X 1008 F TORTFRMP & iz,

5



TIUBRATZ 7 I F300mgm> KO T ALE T EY30mgm? 2 \WTih 1 H a3 H R AR
Beh, 72, BEORE (BHEERES) [USCLTIAVET T EroREROBENTHONT,

(2) MM-001 FRE& O i & Rk

AR O FEFAMIE B 1% IMWG % (Lancet Oncol 2016; 17: €328-46) (253 < IRCHEIC X 5 PR
PLEoZhEE (LLF, T2RE &) ) a3, AMEoFMIAEANa s — hoEREEE L
CEHf 2 EHm & S, TEIMEEEIC OV CONEA IR — FOFEE (20194 10 H 16 HF—
AH A7) 1IZF2DLEBVTHY . 2FNEE [95%CI (%) 1 73.4 [658,81.1] THo. &
fifl 50% (2% L CHEHIIICE B TH - 7=,

#£2 IMWG ERICE S ZRRIBEDRE (IRCHE, AMAEITIRER, 209F 10 16 BT — ¥ v hA7)

BE (%)
SREAN =R — b
6~
150X 105{8 300 < 100f& 450 10°f 28?1186@
441 70 14 54 431 128 4l
sCR 1 (25.0) 19 (27.1) 19 (35.2) 39 (30.5)
CR 0 1 (1.4) 0 1 (0.8)
VGPR 1 (25.0) 10 (14.3) 15 (27.8) 26 (20.3)
PR 0 18 (25.7) 10 (18.5) 28 (21.9)
MR 0 2 (2.9) 0 2 (1.6)
SD 1 (25.0) 14 (20.0) 7 (13.0) 22 (17.2)
PD 1 (25.0) 6 (8.6) 1 (1.9) 8 (6.3)
NE 0 0 2 (3.7) 2 (1.6)
Z%h (sCR, CR, VGPR X (i PR) 2 48 44 94
g A (o 50.0 68.6 81.5 73.4
/i\;’%*b%ﬂ/“\ (%) [6.8,93.2] [56.4, [68.6, [65.8,81.1]
[95% CT"'] (%) 79.1] 90.7]
pfl M) ™2 <0.0001

*1: AELN (150X 106~450 X 106{E) 1% Wald %, % Ofthii% Clopper-Pearson 7%
*2  FEKAER 2.5%, BIE 50%I2%F L CIERATEL 2 AV 72— AR ZTHME

F-. OARAIR— FOREEZETLARRERD 20204E 12 H 21 Q5 —% 7 v A 7B EOFMED
HWRIIEIOEBY THY, BAEANIFR— MBI E2R=2hEIE [95%C1 (%) 1%88.9 [51.8,99.7]
ThHoTz,

£ 3 IMWG EEICE S B RIBESE (IRCHE, AT RER, 2020 12 A21 BT —F Vv +27)

B (%)
HAN SAEN
ak— k ak— k BIREH
150 X 105~
450X 106 [ 150X 106 300 106 A 450X 106 H
9 i 4 70 1 545 450X 10°48 13741
128 f31]
sCR 5 (55.6) 1 (25.0) 19 (27.1) 21 (38.9) 41 (32.0) 46 (33.6)
CR 0 0 1 (1.4) 0 1 (0.8) 1 (0.7)

DR (BASNEIGN S0%LLT) IE. SEREK, S rr T Vv —AMERE ST 3 oL EORIBEIEE T 5
XITHRPEMEE R T a7 7 Y — ARER O AN O T SUTEIAMED MM BEICB T 54 7Y A~ T D
ERNE|E D 29~36%TH -7 (Haematologica 2015; 100: 1327-33, Blood 2014; 123: 1826-32, Lancet Oncol 2013;
14: 1055-66) Z &EMMHREREINT-,



B (%)

HAA SHEA

N =
a3k — k ZR— k ZREER
6~
450X 105l 150X 10%& 300X 10°M4 450X 106 {4l Eg;llg% 137 61
9 1 4431 70 {51 54 {51 128 {81
VGPR 3 (333) 1 (25.0) 11 (15.7) 14 (25.9) 26 (20.3) 29 (21.2)
PR 0 0 17 (24.3) 9 (16.7) 26 (20.3) 26 (19.0)
MR 0 0 2 (2.9 0 2 (1.6) 2 (1.5)
SD 1 (1.1 1 (25.0) 14 (20.0) 7 (13.0) 22 (17.2) 23 (16.8)
PD 0 1 (25.0) 6 (8.6) 2 (3.7) 9 (7.0) 9 (6.6)
NE 0 0 0 1 (1.9) 1 (0.8) 1 (0.7)
%% (sCR, CR, VGPR X|%PR) 8 2 48 44 94 102
88.9 50.0 68.6 81.5 734 74.5
AN shaEA
?i;ﬁcﬂf? ((Dﬁ;)) [51.8, [6.8,93.2] [56.4, [68.6, [65.8,81.1] [67.1,
0 0 99.7] 79.1] 90.7] 81.8]

o AMEN (150 X100~450 X 100 )} ORI Wald i, % Ot Clopper-Pearson {4

3.2 BN 1 AR (CRB-401 3RBY)

R XITEAMED MM BE &2 R0, REOFRMER OV Zetostd B E L= FEERIEXIR
HAE T AERER (LR, TCRB-401 B ) ) 23 Si7-, CRB-401 &I S— 1~ A (FH &

) KUOU—FB (HEJERM) @250~ TR S, 23—~ A TlX BCMA BB 4+ 45
%5 MM BHETORBORKME (MTD) KOUE DHRBROHEITEMN & (RP2D) #RETHZ &, X
— N B ClZ/8%— M A TIREL7Z RP2D COREMEMBTHZ L E2THEHNE Uiz, F/8N - Bk
AIMEIIRAD LB THhoT-,

£ 4 ERBIR - BRI ERE

< RRFLE>
o UTOWTNHIORNRREE A3 5 B3 UIEEAMED MM B,
> RN A REFAGELOT T T YV —ALERE ST 3 LU AU EORTRERE AT S, Ik
TR T T T — AAERI O FICH L CEENE (2 0FANC X 218 UL E% 60 H
LINIZ PD)
> = B:REREK, a7 T Y —ARERIROETY AT I L BANEEREEEZSG L, BILORAR
2 L TR,
o UUTOREEDODRL EHL—DIZAET S, MEERELHT DHEHE,
> MHEM %37 05gdL Lk
> RTTM %287 200 mg24h Pk
> & FLC 7 v B A 23V T, FLC LA 10 mg/dL (100 mg/L) LA ETH Y . i FLC HhaRAN R H
. BB OTEEANEEAERONT DR~ VEE T 7 4 A MFERIZ IS 1T 5 BCMA R BUEIA 2L
TICAKT HBE",
»  /3— b A BCMA ¥HEIE 50%L0L
» —FB
v aR— |k 1: BCMA BEHEE 50%AT
v aR— k2 : BCMA SHEIES 50%0 -
v adR—F3: BCMARBHREIS IR LIBER L
e ECOGPS Za 7780 Xi&1DEE,
< BRAMENE>
. T MR XUXERIRAICE R 727 I a A R—Y R 52H T 5 IR O H 5 B4,
o [REFEE LA AE ST AT B TEAGFIRIR D RO b % B,




[« BRERMICERZ TR (CNS) EHROMERUIHBE AT HHE

*] o VRBREMFE ELETS S0 IcBW T, S—FBoOadk—hk 1 K20 BCMA BREIGIMEDIHENEFE S
L. BCMA OFFIAEE ARE LT 5 amk— h 3RNBMSNT, ok, DRIOMRTE2AR— 1 K022 BCMA

FEHLEE 50%LL E K& Y 50%A0 D BE S 10 BlAfHAAND Z & & ST,

*2 AR IFEEFT I ECET A 4.1 iRIZIBV T MM-001 akBRIZ & ot TERAMLENZE S 7z, DARTO R T IE rRss

PR DR B OBAERE 263 2 BF IS Sh T ien Tz,

At O FE KR O EXAIE M T7EE, 23— A TiZft BCMA CAR T #llid & LT 50X 108,

150

X 10%E, 450 X 10°E S 1% 800 X 10°{F 2 HIZ A& & L CHERFIkRNKZET 22 &z, /S—FB
T3/ 3—F A THRIEENT- RP2D To 5P BCMA CAR T i & LT 150 X 10° {# X 1% 450 X 10 & %
BAEMEE L CHEFFIIRNES T2 ant, FEOBREEFHEESINTZBEAED £20%F

THEINT,

F72, AERNTORGOEE R OBIEZ2EET L2 2 AE LT, BILE L LTUT® LD
FHEEITO, LDALFFREOK T 5 3 HERIIAR EZRS T2 L L anT, £/, ALORIE
Mooy o —LOdOHERIESLRR (7)) vV 7RE) NFRShEz, 7V yYr s

PRI LDALSRIEOBRMB LY M EMETICR T T8 & &N,
(1) ATLED LD {baps

TIURATZ 7 I F300mgm> HOTLE T EL30mgmE A2 WTih 1 H LEL 3 H R AR

Bel, Elo, BEORE (BHEERES) S TT7ALY T v okEROBENTOII,
(2) CRB-401 ABR DGR AR

HIMEIZHOWT, 20204E4 H 7 5 —% 5 v A 7SI T 5 IMWG A4 (Lancet Oncol 2016;

17: €328-46) (ZHS< IRCHITIC LD ERYEIADOKRIIFR SO LB THoT,

£5 IMWG EBEIIESSREBEDE IRCHE, RGHEE5HER., 2000F4 787 —F v b4 7)

Bl (%)
150 X 10%~
50X 10614 150X 1068 450X 10548 800 10% 450X 10 EE
345 18 4 38 51 34 62 1
56 151

sCR 0 6 (33.3) 15 (39.5) 2 (66.7) 21 (37.5) 23 (37.1)

CR 0 0 0 0 0 0
VGPR 0 1 (5.6) 11 (28.9) 1 (33.3) 12 (21.4) 13 (21.0)
PR 1 (33.3) 3 (16.7) 6 (15.8) 0 9 (16.1) 10 (16.1)

MR 0 1 (5.6) 1 (2.6) 0 2 (3.6) 2 (3.2)
SD 2 (66.7) 4 (22.2) 3 (7.9) 0 7 (12.5) 9 (14.5)

PD 0 3 (16.7) 2 (53) 0 5 (8.9) 5 (8.1)

NE 0 0 0 0 0 0

Z%h (sCR. CR. VGPR X} PR) 1 10 32 3 42 46
. . 333 55.6 84.2 100 75.0 74.2
/}Ef;jﬁ'? ((0//“)) (0.8, 90.6] [30.8, [68.7, [29.2,100] [61.6, 85.6] [61.5,
’ ’ 78.5] 94.0] 84.5]

* : Clopper-Pearson /£



[Zz4xtt]

3.3. EREILFEE M AHRE (BB2121-MM-001 3RER)

HERELGUIHEHAE 150X 10°E. 300X 10°#, 450X 10° @ TZ - 4/4 ] (100%) . 67/70 f
(95.7%) . 63/63 % (100%) (278 Hiv, BITEAIZEIEA & 150 X 10°fE, 300X 10°fE, 450X 10°{#
TENZEN 44 B (100%) . 67/70 Bl (95.7%) . 63/63 5] (100%) (T8O LT (TF—X > bA
ZH:20204E12 421 H) . BEHESETEY L— ROKHENEMN 5%, FORWERIZER 6D LB
D Thot,

#£6: BEAELSE (150X10~450X105{8) T2 L — FOFRBREEH 5% EOBIER (MM-001 KBk, 57—
ZAv hA7H 2020412 H 21 H)

BiE (%)
150 X 106 & 300 X 10618 450 X 10¢{& 24k
BEXSE 44 70 45 63 il 1374
HEARE £ FL—FK3 £ JL—F3 £ JL—F3 £ FL—FK3
(MedDRA/J Ver. 22.0) ZL—F s Zr—VF Ut Jr—VF 2k T1L—F Uk
LB 4(100.0) | 4(100.0) | 67(95.7) | 41(58.6) | 63(100.0) | 50 (79.4) | 134(97.8) | 95 (69.3)
s s E 2 (50.0) 0 57(81.4) | 6(86) | 61(96.8) | 5(7.9) [120(87.6)] 11( 8.0)
FA N AA R 2(50.0) 0 53(75.7) | 4(57) | 61(96.8) | 3(48) |116(847) | 7(5.1)
Ky 7/ a7 U v 1(25.0) 0 7(10.0) 0 8(12.7) 2(32) | 16(11.7) | 2(1.5)
MiEFs L OV o R RFEE 4(100.0) | 4(100.0) | 39(55.7) | 37(52.9) | 50(79.4) | 47(74.6) | 93(67.9) | 88(64.2)
1 BRI 3(75.0) | 3(75.0) | 34(48.6) | 32(45.7) | 45(71.4) | 45(71.4) | 82(59.9) | 80(58.4)
i/ MERIEE 3(75.0) | 3(75.0) | 26(37.1) | 22(31.4) | 33(52.4) | 29(46.0) | 62(45.3) | 54(39.4)
2 1 4(100.0) | 4(100.0) | 26(37.1) | 22(31.4) | 22(34.9) | 20(31.7) | 52(38.0) | 46 (33.6)
BRIk i 2(50.0) | 2¢50.0) | 19(27.1) | 17(243) | 17(27.0) | 17(27.0) | 38(27.7) | 36(26.3)
U L BRI 0 0 8(11.4) 6(86) | 12(19.0) | 11(17.5) | 20(14.6) | 17(12.4)
SEENE AL T BRI 1(25.0) 1(25.0) 3( 43) 3( 4.3) 4(63) 4(6.3) 8( 5.8) 8( 5.8)
—i% - EEFER L ORSEBALO 0 0 28 (40.0) 0 15(238) | 1(1.6) | 43(314) | 1(0.7)
e 0 0 14 (20.0) 0 8(12.7) 0 22 (16.1) 0
26 0 0 10 (14.3) 0 4(63) 0 14 (10.2) 0
ST 0 0 4(5.7) 0 4(63) 1( 1.6) 8( 5.8) 1(0.7)
B R s 1(25.0) 1(25.0) | 24(343) | 7¢100) | 17(27.0) | 2(32) | 42(30.7) | 10( 7.3)
C—FJSPEE |1 0 0 8(11.4) 3( 4.3) 4(63) 0 12(88) | 3(22)
TANTGE BT I ) hT A 0 0 6( 8.6) 2(29) 5(79) 0 11(80) | 2(1.5)
7z ?b“l?f%j]ﬂ
TI=UT I NTAT T 0 0 6( 8.6) 2(29) 3( 48) 0 9( 6.6) 2( 1.5)
—HIM
Pl L O E 2 (50.0) 0 12(17.1) | 2(29) | 18(28.6) | 11(17.5) | 32(23.4) | 13( 9.5)
FARIGR 0 0 7 (10.0) 0 4(6.3) 1( 1.6) 11( 8.0) 1(0.7)
KH U 7 AIfsE 0 0 2(29) 0 7(11.1) 0 9( 6.6) 0
&Y o me i 0 0 1(14) 0 8(127) | 8(12.7) 9( 6.6) 8( 5.8)
BT~ U v AME 1(25.0) 0 2(29) 1(14) 4(63) 2(32) 7(5.1) 3(22)
TR R E 0 0 17(243) | 1(14) | 10(159) | 3(4.8) | 27(197) | 4(29)
ZESE 0 0 4(57) 0 3( 48) 1( 1.6) 7(5.1) 1(0.7)
NI RE 0 0 2(29) 1(14) 5(79) 2(32) 7(5.1) 3(22)
T 0 0 14(20.0) | 1(14) 5(79) 2(32) [ 19(13.9) | 3(22)
T 0 0 7(10.0) 1(14) 2(32) 1( 1.6) 9( 6.6) 2( 1.5)
o ot s 0 0 10(143) | 1(14) 8(12.7) 1(1.6) | 18(13.1) | 2( 1.5
SETHHE 0 0 6( 8.6) 1(14) 7(11.1) 0 13(95) | 1(0.7)




BiEk (%)
150X 105 & 300 X 1018 450 X 10° £k
FEMNRZE 415 70 B 63 Bl 137 4]
HEARE £ ZV—F3 £ J1L—F3 £ J1L—F3 £ J1L—F3
(MedDRA/J Ver. 22.0) ZL—F Pt Ir—F Ut 7r—F Ut J1L—F Yk
i A5 0 0 5(7.D) 0 3( 48) 1( 1.6) 8( 5.8) 1(0.7)
A% i JE 0 0 4(5.7) 0 3( 4.8) 0 7(5.0) 0

AR OREFGNS 8 M LINOIET X, B E 300X 10 [ A OF 450 X 10°{H T L2740 2 il )
O3 BNCERD Bz, FERNE. BAEHE 300X 10 fE CIREET K O A b A U EFEBEREDE 1
B, HEEF& 450X 10° f CRBHEIT, K[E LT AL X L Z9E K OVE GHIM A 1 I TH -7z,
DB, REXMT AV ASE, A NI A R HIEERE R VS GO 1 i, AR E
DR BEBMENREE SN o2, RELOFEERENS 8 B2 B2 CRELI-AEHRRICL ST
X, BAEFE 300 X 106 {# }% O 450 X 108 {E CEEH 4 B RO S BISERD Bivic, 4RI, BAEHE
300X 10° fECHA kAT A LV AMENS, B, B & OilbE 234 1 61, BFEER & 450X
108l CRUBERSS,, WUMSEMES 2 v 7 B~ s, SR E R O ER S 1l ThoTz, 2
DHIH, A R AH T A NVAVERRIIARMN & ORBEBEURNEE SN oT=, O, FHEET
W2k BAERE 150X 100, 300X 10°{#, 450 X 10°{# T 241, 27 4], 124123, Z D5
RIZ LD BEEFE 300X 10T 441 (BB, 220, M5 IR OVRET & 1 41) | BAEAE 450X 10°
B ol FELC KO 45 2 4, RUAE & OB MR PE A R4 14) 281 LT,

3.4. BN 1 AR (CRB-401 3RER)

HEFEZIIEENE 50X 10%E, 150X 10°H, 450X 10%E. 800X 10%H TEHZH2/3 6] (66.7%) .
13/18 511 (72.2%) . 37/38 % (97.4%) . 3/3% (100%) T3 6. BIVER I B A A& 50 X 10018,
150 X 10° &, 450X 10° fE, 800X 10° f#TZNFh 2/3 Bl (66.7%) . 13/18 #l (72.2%) . 37/38 Bl

(97.4%) . 3/3641) (100%) ([Z@BD LN (F—XH >y A7 H 2020464 A 7H) .
TET L— ROFRBEGN 5% EORIWERIIR TOLEBY Thotz,

AR iR

#£17: HEHEEAE (50X10°~800X 10¢f8) TEZ7 L — FORBBIEHN 5%LU EOBHEAH (CRB-401 R Bk, 7—%
By hFT7H 2020448 7RH)
Bk (%)
6~
50 X 10°f& 150X 10°{& 450 X 10°1& 800 X 10° & ::3::36@ 0N
R 36 18 451 3845 341 56 431 62 1)
EARE £ TL—F £ VA £ VAN £ TL—F £ VA £ JL—FR
(MedDRA/J Ver. 22.0) Zu—F| 30Uk [ZFv—F| 30k |ZVv—F| 3Lk |ZVv—F| 3Bk |Zb—F| 38k |[ZL—F| 3Bk
BIEH 2(66.7) | 1(333) [13(72.2) | 9(50.0) [37(97.4) [ 26 (68.4) | 3 (100.0) | 3 (100.0) | 50 (89.3) | 35 (62.5) | 55(88.7) | 39 (62.9)
s Tl 2(66.7) 0 7(38.9) 0 35(92.1) | 3( 7.9) | 3(100.0) | 1(333) [42(750)| 3( 54) [47(758)| 4( 6.5)
A A o HHEERE | 2 (66.7) 0 7(38.9) 0 35(92.1) | 3( 7.9) | 3(100.0) | 1(333) |42(750) | 3( 54) |47(758)| 4( 6.5)
Ky Zu7 ) e 0 0 1(5.6) 0 3(79) 0 0 0 4(7.10) 0 4(6.5) 0
MEds LY o RRREE 1(33.3) | 1(33.3) | 9(50.0) | 8(44.4) |27(71.1) | 23(60.5) | 2(66.7) | 2(66.7) |36 (64.3) |31 (55.4) |39 (62.9) |34 (54.8)
1T hER A 0 0 4(222) | 4(222) [20(52:6) [16(42.1) | 2(66.7) | 2(66.7) [24(42.9)[20(35.7) [ 26 (41.9) [ 22(35.5)
/AR 0 0 5(27.8) | 3(16.7) | 19(50.0) | 14(36.8)| 1(333) | 1(333) |24(42.9) [ 17(30.4)|25(403) | 18(29.0)
21, 0 0 5(27.8) | 2(11.1) | 18(47.4) [ 13(34.2) | 1(33.3) | 1(33.3) [23(41.1) [ 15(26.8) [24(38.7) [ 16 (25.8)
F i BR i i 1(333) | 1(333) | 3(16.7) | 3(16.7) [ 12(31.6) | 10(26.3) | 1(33.3) | 1(333) [15(26.8)[13(232)[17(274) | 15(242)
U oSBT 0 0 2(11.]) | 2(11.1) | 8(21.1) | 7(18:4) 0 0 10(17.9) | 9(16.1) [10(16.1) | 9(14.5)
2 B AT BRI D 0 0 1(56) | 1(56) | 4(105) | 3(79) | 1(333) | 1(333) | 5(89) | 4(7.1) | 6(97) | 5(81D
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BB (%)
50X 1054 150 % 1058 450X 1048 800X 1048 ::3;:113% S
T 361 1841 3841 351 56 4l 62 %1
EAFE 4 VAZiN £ JU—F 2 VAN 2 VAN 2 VA% £ VaZaiy
(MedDRA/J Ver. 22.0) ZU—F| 38k |ZVv—F| 3Lk |ZVv—F| 30k |Zv—F| 30k |[Zv—F| 38k |ZFL—F| 32E
— - AEEER L ORE 0 0 7(389) | 1(56) [19(50.0)| 4(10.5) | 1(33.3) 0 26 (464) | 5(89) [27(435)| 5( 8.1)
WAL ODARAE
75 0 0 4(222) 0 15(39.5) | 3(7.9 | 1(333) 0 19(33.9) | 3(54) [20(323)] 3(48)
mye 0 0 1(5.6) 0 4(10.5) 0 0 0 5(89) 0 5(8.1) 0
T 0 0 2(11.0) 0 3(79) 0 0 0 5(89) 0 5(8.1) 0
KA PEEIE 0 0 0 0 4(105) | 1(2.6) 0 0 4(70) [ 1(18) [ 4(65 | 1(16)
P R 0 0 6(333) | 1(56) [18(47.4 ] 1(26) | 2(66.7) 0 24 (429) | 2(3.6) [26(41.9) ] 2(32)
EE 0 0 2(11.1) 0 7(18.4) 0 0 0 9(16.1) 0 9(14.5) 0
fiiu % 0 0 1(5.6) 0 5(132) | 1(26) 0 0 6(107) | 1(1.8) | 6(97) | 1(1.6)
FIED £ 0 0 2(11.1) 0 2(53) 0 1(33.3) 0 4(7.0) 0 5(8.1) 0
Rk L Okl E 0 0 2(1L1) | 1(5.6) [14(36.8) | 4(10.5) | 2(66.7) | 1(333) |[16(28.6)| 5( 8.9) |18(29.0)| 6( 9.7)
1KY R E 0 0 1(56) | 1(56) | 7(184) [ 3(7.9) 0 0 8(143) [ 4(7.1) [ 8(129) | 4(65)
K7 V73 v i 0 0 0 0 5(13.2) 0 0 0 5(8.9) 0 5(8.1) 0
KSR U 7 AIE 0 0 0 0 4(105) | 1(26) | 1(333) [ 1(333) | 4(7.) | 1(18) | 5(81) | 2(32)
AAR 0 0 1(5.6) 0 2(53) 0 1(33.3) 0 3(54) 0 4(6.5) 0
R 0 0 2(11.1) | 1(56) [12(316)| 1(2.6) | 1(33.3) 0 14(25.0) | 2(3.6) [15(242)| 2(32)
N5 U7 IF—P LR 0 0 1(5.6) 0 3(7.9) 0 1(33.3) 0 4(7.0) 0 5(8.1) 0
H 0 0 6(333) | 1(5.6) | 6(158) 0 1(33.3) 0 12214 1( 18 [13(21.0)] 1( 1.6)
T 0 0 5(27.8) 0 4(10.5) 0 0 0 9(16.1) 0 9 (14.5) 0
T 0 0 1(56) | 1(56) | 3(79) 0 1(33.3) 0 470 [ 1(18) [ 5(8D) | 1(16)
JEYE R J O A Ui 0 0 4(222) [ 2(11.) | 4(105) | 1(26) | 2(66.7) | 1(333) | 8(143) | 3(54) [10(16.1)| 4( 65)
AR Y 0 0 3(16.7) 0 3(79) | 1(26) | 1(33.3) 0 6(10.7) | 1(1.8) [ 7(113) | 1( 1.6)
BB X OGO Lk pis 0 0 2(11.0) 0 7(18.4) 0 1(333) | 1(333) | 9(16.0) 0 10(16.1) | 1( 1.6)
R EiR 0 0 1(5.6) 0 5(13.2) 0 0 0 6(10.7) 0 6(9.7) 0
Do 0 0 2(11.1) 0 7(18.4) 0 0 0 9(16.1) 0 9(14.5) 0
IR 0 0 0 0 4(10.5) 0 0 0 4(7.0) 0 4(6.5) 0

A DA G- & WM LA OFET 13 B & 150 X 108 T 158 bivlz, FERIFFET T,

Aibh & OREBHRIIEE SN0 o Tz, REOFREEND 8 M ZB A CTHRELLI-AEFRICE
AL, EAEE 150X 109#, 450 X 10°f#., 800X 10 TFZF30 1 B, 2. 1 FNIED Bz,
SRR, BAEF & 150 X 1085 CEEREGLA 1 61, HAEH & 450 X 105 T 1k & O ifasiae A
TEERENA 1B, BEEFE 800X 106l T 2 —/LIEMN 1 il Th ol WIS AN & DR FR%
IIME SN, ZOfth, JREEITIC L Y A& 50X 10°#, 150 X 10°{#, 450X 10°{#, 800X 10°#
TENENIFL, 5B 8B 1HINIEL L,
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4. HEERIZ DN T

A ORYEICITAMERT 7 = L— U ARNER = L LDALSFRERAR L ORI L CHEEAFE
HEANRBOONHWEEEREN b, RELOBRENEYREBEZZH - HE L. KO EIZ
X0 EERBERANER LSS T 2 AU ETHD, LEN-> T, KBIZUTOO~@D
FTANTERIMZTHRICBOTHEAT A 6END 5,

@D MRIZHOWT

D -1 FEROM~@DT XTI LET AR THDLZ &,
() BLFOWTINCEZENSTDH &,

o AARMEM - SIEMIEIEFERNED DB RELEO 2 TOEE 2kl T 2%E
GLEDT IV —1) 2HT Dl

o BEAEM - REMIFIETZENTED DBMEMRGRERED H b, BT L% 331 &
W332) . BEREE (FEHE321) ROEBHa—T 43— — (F#E343) LiShoz
TOHEAZMmEZT 2R GRENT IV —2) 267 Dtk

o HAEM - RIEMAEIL SN E O DB E LD 5 b, FHihl (BT 331 &
W332) | BHEREE (U321 | BEa—TFT « x—%— (F#HE343) KOBRFE
B OORHE 4 NV 42) DSOS TOEA 2792 GRENT Y —3) 2475
i

o RILITHRDIRBRO F i 3%

Z

Q) HEFGIKT22H5EHNAIRER ICU H2F L T05Z & (A301 FrEEHP IR = Bk}
(1 BlzHox) Tl BEsEdybiRs@ et 1 26 T4) BEEdhipREE e 4 O Wi
JE T B EEED)

(3) 77 =L — AEBOMEHICAE LT-EBEAY v 7 (FER, B, AR R AT ST
T AREBEINTEBY., 772 —3 RARIC 307 s 1 KOEFEAX 7 (ER.
AT, AR A R SUTIER T t) 1 XK 2 5 B LA K OVEE Bili~ oD A& (A 73 3 -
TWAHZ &,

4) AEOFIER OLZEVECET 2R ENET 720, BEEE L OO TTEE SND
KD TEEFERGEL AT L (VYA RNY) | ICEEREEIT) & & bIT, KRBIZERELNT
WD BUERR T A A WU T D 2 E N AEETH D Z &,

® -2 ZHRMEEHIEODZW, IHEEKOAEE - BIERRBBREO RIS IC0r 70 mmik & ke L,
WERIEEE N ERT D, RMOFERHIZHTZ > COFEEET LIERMS, IBROBETEEE2ED CH
BHMBINTHNDZ L, BRI, £ 7 O()~Q)DT R TITEYT D EMBIEEOELE L L
TIABEINTEY, ZOMICERTOMICEST HEMD 1 AU ERESNLTND Z &,

£7: BRORLEFTHETLEN
[ () ERRFFREE. 6 4 EOBHEREA L, b 3T, MEEEREOTHELTT> TN H L,
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Q) EMMMBALIZEE T AHHMEIC L AREERNER 1L EH Y . BELRRR & FHEIF238E5 L5 2
L,
(3) MRS EOBEIEN S EHD Z &,

© BRROFAERERGICET 5 BEREEOKHIZOVT

FHAEERERGCET 2HFREBICEE T 2 Y ENRE S, RIEPUEEENSOFRED ., A
Mt - ZEMEICET D EROF L OCEME IS D HRER],. ~EE - BWERZRAE LSS
DR D EHFPBELNIATON D EHAE->TND Z &,

@ AREA - BIEH~DOXIRIZONT

@-1  HEREHIZBEI 5B MG

EELARS - BWERADA LZBRIC, 24 FERIZZIREHI O T, SEiisk )OI 12\ T, %
B UZEWERICIE U CARREE L W E 2R O R Y BB D, B HIZxG AT R 72 A H] 23
oTNDHI &, FRZ, CRS ORARFIHA T, F U X7 (B 2) OTERESARMES
ANCHER SN TWD Z &,

®-2 ERUHEEICLDIFES - BER~OXIGIZE T E M

LR ETEIE DR IE D D B2 R L N RE 2 A T D BRI FENAES - BEADE =4
Vo7 aEGOFRELHEREEXFTE LT —LEEEHIDERINTWDLI L, B, ZOEKH)IC
DONT, BELZOFRICHNINCTEMENRTHNDZ L,

@-3 FEA - BWEROBEILXRICE LT

REA - BIERIC® UC, Mgt T EEE sk O MMt 2 44 2 EAf & g (BIVER o kroxt
MM L CHRERUOZEAZITONIFMICH DL L) L, BEBICEYZRAEN TX LK% -
TWHZ &,
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5. BEXRGLRDBE
(BB T 25 5H]
O TROBETRHOEMENHER I TWVD,
B SUTEAME DL FMEHIE, 72721, LTFOWFR bz T5HAICRS,
*  BCMAFURZERI L L7 A T HUFRSARTEHL T MR ERE OIGHRIED 720

o SUERREIER. o T T Y — AMHERIKR UL CD38 £/ 7 u— LA RIFI ST 3 oL ko
HIEHEREAZA L, 22, EIEORTERICH L TRBEITARO SN UTTERERBICERE L
7= (e, 1RBRFFIIFET ORHAEIC S L CHEFE T XIZE% % 60 HLANIZ PD Al S vz
WA, #BEL ER L, )

@ TRUCERHT 2 EHE IR OB GG L TR b,
o PKAREER (CNS) ICHBEIEIRAZ AT 5 2 L0580 b TV D 84,

o DITICHYTAELRLZET A VIIEAEOL 5B - BEHRAE, VLFr A RL—
Le~wrnurZu7 ) UE, POEMSIEBER XIXT 2 v A F—3 A4E D BRI E

o FEREELEMRBEOTRRED H 5 B,

o CEBEMEICINZ T OEMIER 2 L, o EMEEE NS R 3EMICHEEE L2, Al
EREL CWRWEE, 7272 L, B0 R EREMIaE,. KERYLEE, 7EER R
Fe ¥ XX FLE BRI N seih L= /B BN RE ORI R = FT R (TNM BE IR 1
SSFATC Tla XU TIb) &R L7220 BB MBIE Lo B 2 %<,

[ZeticE+ 5% E]

O TRICGHEATLIHEEIARBORENES - 2L SNTVWDLZEnb, BEEThRNI L,
o —FERRER U 7Z A & FRHURE LT
o BEITARMOIINK UIMBUE OB & 5 54
o JEMELE LCHWZIEBI B R M BEER DY, BERANLDAND S DO TH D54

@ TEICHEYT 2 BE T IARLOBEEIZSON T, RGOSR SN TE LT, Ak
DEGRG LB 720,

e ECOG Performance Status’” 2~4 & B

3 ECOG Performance Status
Score | EFH
0 2 R IEECTE D, BRI &R U A EAIEAHIBRZ <1TX 5,
1 PRI LUWEBNEHIBR S D 23, BTARE T, BRIEEME - TOMEEIITO 2B TE D,
Bl BROFRF, HBIEE
2 HATHRETH DY DRI O Z LT TN THRESEEIFTERY., HHD 50%2L R~y M TR I,
3 RONTZHZOHE DRI D & LNTERY, AHD 50%LL L~y R CiliZ g,
EL{BFRY, BHOHoED OZ LFAL TERY, BRIy R R T TRI 3,
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&

BREICBELTEERTNESEE

I SCEFION A, BOERTEEE DR 2 B IS EARMOFHE R EIEE T O 721
Wz P CH R LTI 5 2 L,

TBIRBAMRIZIEL D, BE T T OFRICAIMER ERMEZ T3P L, FEZGTHr b
sz L,

EREWEADO~R T A MZOWT

e infusion reaction, ~a v 7. TT 7 4 T7F L —NRNHOLLNDEIENHDHDT, EEFDIR
A8l T oL L bic, BRERBOOLNGEEITIE., @UIRAEEZITH Z L,
infusion reaction D Y 2 7 22 H 7=, RO GH) 30~60 7701, 7 71/ 7=
VROV T b RIS XTFOMOE 2% I Hl SAEBIETFEARET L2 L,
HEmEghTBERLRE, RIBREATeA FANMER L2, 7F7 4 T7F
—HOBGI LD HEOERPHEE L LA A, MERHEOHHLZ L Tk Z L,

o CRS LA ENHLDOT, KWOBELGIZH - TL, MRMESEEZEML,
BRIME, SR, EIE, C-RUGMEEAEN, (RERFRIE, FE. RIS O KIERIZS
W, BlEZT52ATH> 2 L, 2, BRENRO ONEAIIT, R iRTEEE R
THEHD CRS BEHT /LT U X LK CRS (23T DIRFOBERICHE, WYL E %
17952 &, MM-001 iBR&Z Bk E 2 72 CRSEH T ALY XA IR SDEBY THD, 28,
MM-001 #-5% & O CRB-401 iABRIZ I\ T, RO E-BRLAH 5 CRS OMIEIFEH £ TOH]
Mo @) X, ThEFn 103 (I~12 ) X220 H (1~19 A) TH-o7-,
£7-. CRS |[ZPHHT 2 HEOHG L LT, LOEME, BMmERHIEGERE, (KiE, K
R, MERERMED o SHHERENRE SN TV 5D,

®© ©® 6

#8 CRSHEHETNLIY XA

CRS Grade ® F U RS BBEERAT oA R
Grade 1 A B E% 72 REERE ORS¢ AP
SHEFIED B BB L | BHEIZE T, b ) Xv7 8 mgkg OFIRNE S %
T2 (385CLAE 475 (1 WA TS, 800mg # ARV &) |
DFEBATINZ T, B EG1% 72 R BB L TV 538
Doy BT SR, B | e AL,
., BEKEEESY S

AT YD)

Grade 2 U X~=7 8 mgkg OFFMNRNER 5-217 5 (1 RERIM T | 7TF A XY 10mg O 12~24
TR P FEOIAZ | Tl 800 mg A2 RN L) [ & & o IR 5% E 8T
VELE L. MRS 5,

+5,

FiO2 0.4 Kl DR R G-

EMLELETD, WD
LIFERED 1 50
SRS ST % (R
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CRS Grade ®

S | BIBEEATuA N

J£. XX Grade?2 Dligizs
=ik,

LREOIRIE T 24 KRS LLNIC CRS OWENRRD L2 WEE . X2 I 2545
YR T EABERG L, TRV ALY COMBEMORGHEELZEETS Q0mg & 6
~12 I & LT F RN S

LLEOIREE T 24 K LANIZ CRS OEER RO LR WEE
Be

AFAT VL RF=yry 2mgkg#b5#H, 2mgkeg % 1 B 4[EIZHHIRE
RIE AT v A FOFE %% L2503,
DT Tl 2 2 L,

B, FU AT ORGEEERIT, 24K T3MH, AFH4HETLET 2,

IR 2 B L ke 3 %

) B D,
Dip &b 3 MiTHEE MR L. KA T A

Grade 3

IR 23 R EE 7R AT N A
LU, AACRT
Do

Fi0O2 0.4 DL LD @R -
ELEET L mAHE
H L < IFEH D FHEH
(A% s Y S| IWEEN
Grade 3 Dlgeslt, X
1% Grade4d D v AT

kU X~ 7 8 mgkg DFFMRINEEG-24T 5 (1 R T
THE, 800mg BV L)

TFTEXYP ALY U EBREGTH
(f : 10 mg % 12 B Z & I2F
NRAELS) o

FREOIRIET 24 FEEILANIZ CRS O ENRD LR WIGE, X SEICENT 5546 ¢
MNAVA=TEHEREL, TV ALV ORABLORGHEZBEIT S 20mg %2 6
~12 B & ICEIRNR S

LI EDOIRIRT 24 FERILINIC CRS OSED D SR WEEA . XIIEE R B kT 5
Bh
AFNT U R=rynry 2mgkg# 5%, 2mgkeg% 1 H 4ANZHEIERG) OV EX D,

AN Ll ge AR — ka3
VL X% Grade 4 Dl
wmaElt (hZ7 273
F—¥ L7 &)

I —E LA, A EAT v A FORGEZRME LGSR, D b 3mdRGait L. &N 7H
20 THR 2 2 &,
¥, MU AT OERGEHECERT, 24 FFHT3E, B 4EETE D,
Grade 4 kU X< 7 8 mg/kg DFFIRNIR 5247 5 (1 BFfEI2NT | 7 F % A Z Y 2 20 mg % 6 el
A e B IR TG, 800mg ZHA RN &) ZLITEIRMER G 5,

ERCOIEFR T 24 HEEILIPIIC CRS DIENGRD bR WA, ITEEICET 554
P R T ETERST S, R U X~ T o8GR IRIT, 24 BEE T3 R, AFF4E
FTETD,

LU DRI T 24 FEEILAPNIC CRS DILERZRD HALRVEE ¢
AFNT L R=Yry (1~2g LEILCTUREI EICKERS., BRNICLERE
SIEME) TP TR 7 kA7 7 I R 15gmd) 2&5ET5,

7E : Lee 5 ® CRS Grade H|EHHAE (Lee . 2014 4F)

* MY X T 05

o MRZAHEENLLDONAZI ENBHADT, KEDEEIZHT- > TlE, SEELREE,
FEIE. KR, RERIRREZA L.
Lo BE

T Y AL R OHIERFRITH T DR O BISHE, BWYRALE 21T H 2

(A

bleoTiE, P U AT ORMORMNICE, BIEMRT A FMEE2AGTL52 &,

JRE |
Wz, WBIR, REE OMRRIERIC OV T, Bl oI
PR NG EITIE, REERIEHEE RIS D Bl Ot R FRE R
L, MM-

001 BRI E 2 - R AEREHT LAY XLTRIDEEY ThD, 12, MM-001
B YN CRB-401 HERIZIW T, R OBLBIAED AR R FLOHIEIFRTLE TO IR
OFRAE G 1. FRFEN60H (1~720H) RO60H (1~451 H) Thot=,
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£9: MHRERFZEHETAITY XA

Grade ® popURis

Grade 1

AP 5% 72 RElB R O34
FEYAXY L 10mg & 12~24 B T L 12 2~3 AR G452 L2 %8+ 5,

A% T2 REHLL LR L Th 254G
it 2 T 5,

Grade 2

FTXHRAZY U 10mg%E 12FFE T &I122~3 B GERSHRET 2 55132l 1) FIRN 5
T2, BIBEREAT a4 RIEEHMSE 3 B 281 2856 3R 5845, D Grade 2
OFVFIITRIBRE AT v A ROFERIFHER S0,

24 RERI AN IZ BB DS D DAL W6, UIMRSRFEL N L6
TXRY AL U ORBER OB HE A K 20mg O 6 R Z & FCHET 5,

Grade 3

TXY ALY 10~20mg & 8~ 12 IR & & IZ RN 595, IFEPED Grade 3 O UAT R IZ ISR
BEEAT v A ROFEMIHERE S AR,

24 EFILAPIC IS B BV WSS . JUIMRRFLNE LIS E
AFNT VLV R=ar OFRNBESIZOD B 25 (2 mgkg#5%. 2mgkg % 1 B 4[BIZ5E#H
H. 7 BUAIZHER)

BUTFIEA B DN 2 BA 1T, MRAFREL OERBEERIEELZRT 2, GAEROAFALT L F=
var (1~2g, LHEITEUT 24 B Z S ICRERE, BRIICHERG ST X027
ORAT 7 2R 15 gm? ZFIRNEST 5,

Grade 4

TXY ALY 20mg & 6 FEM I & ICHIRNE 5T 5,

24 R LINICEEE SRS DN WG, UTMRCRER DB L L7254

FEHEOATFALT L F=y o OFIRNEGIZOIV EZS (1~2¢g, LEIISTT 24 RRIZ &
WCRAER G, BRI LERIGAITENR) » Y7 k277 2 F 1.5 gm ORI S b S8BT
2,

MR B DN DB AL, BBRIXFEL OEREERIEEZZET D, mHBEOAF LT L F=
yur (1~2g HFEIETT 24 Bl & LI RAER G BRIICHBERE SR kOv 7
oARA7 7 IR 15 gm? 2RS35,

£ : NCICTCAE & ¥#A 5,

BIYERHLDONDZ LDRH LD T, KinDELGIZHT2 > TE, BAREREZHR L.
BEE 04T 5 2 L. EEWMEORRGYE SUTRIEMREDR H D 581, RO 5137
DRrWZ &, MiE, BEEARVANAFEILL2EBEDORIERHLDOND ZLBH Y,
SECAZE ST BINIRE SN TWD, 7o, BRI ERBOIER S 5o b Z &3 D

Do MEDKREBZ H3ITBE L, BENRDONTILEITE. FUAEMEORGHEDEY)
IRALEZAT D Z &,

BRIFFR XX CHFFR A VAR v U 7 O BFH X TBEFRERGE B\ T, RV A VA
DEEHAL S D ATREMEN & 0 | HIV EEE ISR W TIE T A L AN 2 /e &
Bo Flo, A MATO T AN AEGUZ LV IiREOETIZE > FIR#E S nTunb
DB, A MATO AN AOTIEEGICOWTHEIE L, BYIRAEEZITI Z L,
HIMERT 7 = L— A EfET AN, VA PAT e A LA, BREFRTA LA, C
BFRT AN AR OHIV EROFRAHRE T 5 &, HRVANVAX Y U T OEE L
BESG B IR 2 5T 8560, ITHSEREECITR VA VA~Y—T—DF=4 1
VT EAT D% BRIFFR T A VA DFHEMELSS C BT 2 O B L O 5ok O R B
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