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mg/m? % 1 H 1[\]3 BRAEEET 5, 72l BEOREIZED
HEHET 5,
(2) FEIESUTHIRMEO OE AME AT BRI Y o/ E, %
SOATEEAMEDENME U L SIEI AW DA D U o SERER B LR
Dy7uaFiA7y IR (BAHE LT 250mgm?% 1 H 1A 3 H
MAHEER N7 AL T ) VBT AT L 25 mgm> & 1 H 1
] 3 HEARMERNET 2, 72d, BEOREBICE V#EERET D,
2) v/ BERAT 72 RIck? Grade 4 ™ o H M PEEERE 2 O BEEAS
b5, Iy aR A7 7 I RICEREEZ R~ LB ITiE, v
B IAF R 90 mg/m? & 1 H 1 (8] 2 ABLSEERET S, 72
B, BEOREIZIVEERET S,
) Grade |Z CTCAE v4.03 I[Z#L 5,
6. Rt DF 5
P G E RS &2 fgol U, BISEICIS U T T o & B 0 BEEERN
BHT 5, B, RMOBHRGII LW &,
(1) FFETEERMED CD19 Bt B filfattadt U o SEERM: [ i
WIZHWD 55
WA, 25 BLAT (BEE) OBEIE, ARG TUTORE &
Z HEIFIRN G 5,
R 50 kg LLFOEA 121, CAR RBIAE THMlaE LT 02X
10°~5.0 < 10° fi&l/kg
{REE 50 kg BOBAITIE, CAR ZEHA THIE LT0.1X108
~2.5X 108 (FEMDT)
(2) FFFXITHEAMED OVE AR B MAa Y /<8, T8 L5
TRMEDIERE Y IV D HA
WE. BRI, CAR ZBLA T Ml e LT 0.6X10°~6.0X 108 (&
EDT) ZHREIEIRNEET 5,
RYERFEEE - ) LT ¢ AT 77—~ A&t

(2%E . REOEGIZ X 2EWER ORIV D EAIZ OV T)
F ) X7 GEIG X)) TEOMRE T2 R, HELOHE
INRE TSN ¢ IR A T ARSI 5 YA b A i R
FER O E: @, b ) X~7 GBI z) & U TIRE30kg LA _EI1% 11818 mg/kg,
R 30 kg A3 1 18] 12 mg/kg 2 s EES 5,



2. REOFH, 1ERBF

XL U T AT (4 FYH S L a—k A, BT TR L)
BE R SE O THIIAC BT L L TF A L AR Y B —% IV TCDI19 % 5
HICERFRT 2% A ZHURSZ AR (CAR) AEA L, BREE - H95f S B 7 TR & HE Rk i
&L, IS & RRRICEERAE RIS X D162V 2 WIFF L ¢, A0 CRIRNIC R B- S 1
LHAEERERLTH D,

KB FEANZ L HCARIL, CD19A FFERAYICRTET 2~ 7 A kscFv, & FCD8
a B VU ROBEEE KA A >, ONTHIBRN Y 7 Vs KA A > THHCD3- LY
4-1BB> LA Z 41, CDI9Z HEL L 7ol 2385 5 &, EATMIIC R L CHEsE, &
PE(b. RERRIARL X3 2 BB R OSAR ORifit « FRAFICBET 2 E o 25T 5, A Z
HOERIZE Y CDI9BEEDOBIANEDIEBIZRT L, B2 M S & 5 9 RN &
HCEed 5 2 LIRS LD,

KB OBIYEZ S H MK T 7 = L— 3 2 %47 9 MBEER H 0 | AT BRI IR
faDAFRESEZ B E L2 Y N ERBRERTFIRE (LUF, TLDIRFEE &v)) &
179 (RS OEE-T7E B EiTO 18 M LN O A i 2 i Bk 33 1,000/p LA S, B OIREE
ICL U LDALTFRIEEZBMET 5 LN TE D), SHIEARMOEEIZLV A U1 VK
HUEGERE (LT, TCRSY & 9H) HOEBE/R UL TIZE S /iR H 2RIERA 3589
SNAAEEMR B S, LImN-T, 77 L— Y 2O EiT ., LD FHEEO I, A
ph DG RO 521, BEOBIZE L 012170, RENRD OREHEITE, %
Bl L 72 F2ITI0 U PRI 22 Jnk & B A FEDERTIC K 0 . MEIZS U CTICUFEIZ B W
TP 2 ERZ SO R EE LT O NERD D,



3. HRARARE

[ 2h]
3.1 /PNREOEERAN (AYA) OFERIIEEMED B MRS Y o/ 3B B R
N RO AYA DO PR3 ST EERTED B filattadk: ) SRk Al (LA, [B-ALLJ
L) OAGREHCEHMI 21T - 72 FE 7R BRRER O REE 2 7~ d,

[EBEIEFISE T AHEER (CTLO19B2202 #ER)

35k (A7 V) —= 7WF) ~217%% (B-ALL ORI EER) 0 o B3 3¢ o B-
ALL BEZ R0, R OFIE R O Z2 RG22 JEE RIERRERS L E 5 11 AR
ARER A T S e )

B SUTERAMED B-ALL SBE & LT, LT OO~@DWTIIir Y3 2 BE D
HANDINT, 7ok, BEMEEE (AME) OREEMED PR RIZTE O & 2 BF K OWE
SR DR O H 5 BE TR S Tz,

D2 BILL EO BRI b v, QRFEE MMM (LUK, THSCT) &)
RITEBEFESE L ARG 5 5 CRAFE HSCT 705 6 7 A DL ERGE L T2 OIFFE HSCT
DIEIGEITRN, DFEMEDAL L L VA V% 2 A 7 V2T 72 TH B A R L7220
& ERE SN D WIBEHATE, U L7z AR 25 L CREBEDOLSMEE | A 7 V5%
J7% CTHOEMAEER LW & ER S NHEEEERE, ©7 4 7T V7 4 T YR
Bt D BF DGEIZIL, Fr o —EIHES (TKD Rt 33tz 2 FEil Eo
TKI 2% TH RN/ H R0,

SO F K O B UIE A J7EIE, KB S0kg LT OBAICITHIERE (Kol
BICBWTHELE S HE) 2.0X100~50X 106 fil/kg GFEAE (KELOKGNHFR
SHDHME) : 0.2X10~5.0X 10 fil/kg) . AHE 50 kg BOLGEITIZHEHE 1.0 X105~
25X 108 (FFAH & : 0.1 X 108~2.5X 108 {#) % H[alFRNE 532 2 & &L aniz,

RE, BN TORBOAR EHHZEET HZ L2 HME LT, RihO& G5 FEHA
O 1 B ERTLAN O KRS M A M ERES 1,000/ul 248 2 5846, Afh#EE0 2 BRTE TIZ
IO LD ALFREARILE & LTITH 2 & & ST,

(1) ALEO LT REE (LD ARF5E)

B GRTORTALE & U CTUL TN OfbsEESE Wz (7272 L, Ko 5ai0 1 EB L
WO A MERELAS 1,000/uL LR OFAITIIATE L L), (LFRIEOTE T b ARME L £
TIZ2~14 HORIRZH T 7=, 7ok, BEOREBICX VEERE LT,

s TINANETEUUVEETATN B0mgm?Z 1 H 1[E, H4BEE. KDY

ARAZ77 IR [(IEAME LT 500mgm>% 1 H 1F, 52 HifE, 7Bk A
77 ROBEEIREYOTZNE T Y VR AT I VES L RRRZBLET 5. ]

D 3~23 3% F TOREDHAANSNT-, 728, B-ALL BE LRI, RELOF MR LM 2 st
T 5 IEEMIERH RIS T ARARER (B2205) ki) Cld, 3~25 W COBENMAN ST,
2 gk bR COMMOFYRE EH) 3458 B0 H~105H) THh-oi,

6



7 aRA7 7 2RIk D Graded D MMMEREMNR DL B D354, Ty 7 aik
A7 7 I REGL LV ANIK LU FRIEBRIE ChH > GA8IX. LT LT A v
A LT,

e EIEV (500mg/m’ A 1 A 1EL 52 BEE) KO= FARY R (150 mg/m? &
1A 1EL B3 HEHE = RS RORSIIRMO T Z 7 &5 L RIRHCEL
T5,)

(2) [EBRSER A T AH B8R 0 [ PR Rl i

TEFAMGIE H & SNIZNCONAT A KT A L 20134E R & 25 (CBE 5T 5 D MERR

U7 e RIS RS S P B IC L 2 2R (e (LR, [CR) &)
AT ERELEE R R e A EMR (LU, TCRiJ & 9) R LIZBEOEIS) O
FBITIRESR OFERIL, R1D LB ThoTs,

#z1 2FEMROFHERTER
(FPoetE, PRBITREROEEDORIRER, 2006558 H 17 BT —% > F A7)

FIE (%)
EXUNE|

50 51

CR 34 (68.0)

CRi 7 (14.0)

S S 3 4 (8.0)

B 5 (10.0)

Ef#E (CR &Y CRi) 41
(MR [98.9%CI*] (%)) (82.0 [64.5,93.3])

* . Clopper-Pearson %
S BT, FIHEIC L 2 RO GAEMENTRE RO RIT, K20 LBV THoTo,
R 2 DEMBOBAMENTESR

(FPo¥E, ARMEDMITIRER., 20074 H 25 B85 —F by "4 7)
B (%)

EXUNCHRi| A AR N

75 5 2 15
CR 45 (60.0) 0

CRi 16 (21.3) 1 (50.0)

E2h T 6 (8.0) 1 (50.0)
A~H 8 (10.7) 0
Ef#E (CR KO CRi) 61 1

(LEMF [95%CT"] (%)) (81.3 [70.7,89.4]) (50.0 [1.3,98.7])

* . Clopper-Pearson i



3.2 BREIUIEHEMEOOE AMEHIRE B A Y
R OTEEPE O OVE APEIGIETY B fifa Y o ¥E (AT, TDLBCL] &) D&
SRR I AT 21T - 72 T 72 B R R BR D pliifii & 7k g,

FEIBR LR 25 MAERABR  (CTL019C2201 #-%5%)

18 ik L _E OB SUTEHEME O DLBCL B3 % 5t 812, b OB IEL O 2%
RRETT 2 IR R E BRI R 5 1A RRER Y b S 4 89,

R SUTEERM O DLBCL & LT, LFOOXIF@QDOWTNNIZEY L, 2 oHFE
AR AT 2 (S R L 7o SO A Fa i A O Ik & 72 B 720 B DS
ANV NIz, 7eds, TEMEREE (U v 3 OTEEMED FHXsERIZIE O & 2 BE 1IXBRS
i,

D2 DL EDALFEERE (VYo ~7 Eaz) KOT7 v IHA 70 %
PUBEMIRGAIZ Gie) b A EE, QBN D > /3@ DLBCL (ZHLfk IO Bt L
To AT UIERNE Y NI AL FRIE N DAl LT 2 DL BT E RS LT
547 Ly 1 OLL EDILIRIERE (VY d v ~7 (Blafhz) ROT v T34
7V RPUEMEIEG A A G ile) 2N DB

AReb D AEKLOHESNIMER FEL, BEAE (RGO EIZBSWTHEE NS
i) S.0X10%E GrAHE (REOBEGVRFAESNDLHE) @ 1.0X108~5.0X10% i) %
HEEFIRNEE S35 2 & & sz,

7K, RN TORBOAE EHHZRET A L2 HIE LT, RihO&E G TEH
@ 1 WEETLLN ORI A M EREAS 1,000/ul 2#8 2 5846, RaHEE50 2 ARiE Tl
LR O LD ALFIEAFLE & LTITH 2 & & ani,

(1) A& 7L (LD AL FHEE)

B HRTORMLE & U CTLULNO(RFRIERZ AWz (72720, K& Ga10 1 ERLUA
D A MEREAS 1,000/ul LLF OHBFAITITARE L L), {LFEEEOZE T D ARMK G £ T
\Z2~14 HORIRAR T2, 7ok, BEOREICL Y EERE L,

e TINETELUUVERTATIN 25mgm?E 1 H 1E, F3 BEHE). KOV n

ARAZ77 IR [(WEAHELT) 250mgm> % 1 H 1], 53 HifE, 7 kR
77 X ROBEHIEIRNOINE T Y VB RAT VRS L RRFBGT 5. ]

Y7 aRAT 7 NIZL D Graded OHMMEBEME OBEERH 255, L, v 78

RATZ 7 I FEFL LU A NI L UEFRIEIRTIMEOGEIX LT O Lo X 21

HAL7-.

o NRUKFAARF UMM O0mgm?® & 1 B 118, F2 HEE
(2) [EBSILES 1T FH R 0 R i

T E & S ERREME Y BRI LV #E b7 Lugano FEVEICHE-S<
HOEIC LD ER (e sy (LR, TCRI £ 9) XiTEsmEsh (LLF. PRY

(8 XGRS OARREE E COMMO PR (FEHE) 1354 8 (30 BE~357 H) Th-oiz,

8



WD) NEMRSNIZEFOEIE) OFRMITRSOFRRIT, £30LBY THoT,

K3 FHROHERITRER
(hPE, FRTIRER. 20164F 12 20 BT —F V> N4 7)

% (%)
RLEM] HARNEH
51 {31 2 15
CR 22 (43.1) 1 (50.0)
PR 8 (15.7) 1 (50.0)
SD 6 (11.8) 0
PD 12 (23.5) 0
AH 3 (5.9) 0
78%h (CR+PR) 30 2
(Z25hR [99.06%CI"] (%)) (58.8 [39.8,76.1]) (100 [6.9,100])

* . Clopper-Pearson {£

X5, HRHEIEIZ K DEGRO EEMITEE R O/BRIL, K40DLBY THoTz,
#4 EPROIEMNTHER
(e, AT RER., 200173 H8BTF—4 vy bAT)
Bk (%)

EX LN H A NS

81 4l 2 15

CR 32 (39.5) 1 (50.0)

PR 11 (13.6) 1 (50.0)
SD 11 (13.6) 0
PD 18 (22.2) 0
H 9 (11.1) 0
#%) (CR+PR) 43 2

(T [95%CI"] (%)) (53.1 [41.7,64.3]) (100 [15.8,100])

* : Clopper-Pearson %

3.3 BEXIEHRMEORIMEY o 8E
FRETEAMEOTERME Y >~ E (BUF, TFL) & 9) OFGBRHCRH 21T~ 72 &
7R R GRIBR 0D Rt 2 9,

FEIBEIE[F 2 AHRRER  (CTLO19E2202 #5R)

18 i LA EOFEHE ST EHETE O FL A 2 550U, RO R O L e 2Rt 5
S M IEH BB EEE AL R 1 ARSRBR Y F20E S v 7 R,

R TEHRMEDO FL (71— R 1, 2, 3A) £ LT, LFOO~@DWTINITit

) g b KPR S COMBIO T (FF) (X146 H (28 H~127 H) Th o7,



TLREPMAANONT, Z2d, EHEEE (U 2/ E) OFEEMED FARAREE R IEHE O
o D EE IR S Tz,

O ZWRinRU O F 5 (1 CD20 HUA K O 7 L VLA 2 & Tr) TEHHEMEE 7o
7oy XUXTRIBELIE O R BRI T% 6 » HUNIZTHR L2 B3, @FL CD20 fiific
K DHERREYE (DD 2 74 UL EDOIRERE T1%) OFERh UL 7% 6 » A LINIZHRF
L7z, @B FiE s Smig o B Lo as

AR O FE R O &UIEA FIEIE, HESEH & 0.6 X 108~6.0 X 108 & B[R EFAR AN £
HFprzblani,

B, RN TORGOAE LB RET S Z 2 HNE LT, K50 2 Baj
FETIZLLFO LDALFFREZRILE & LCITH 2 & L Shvie, 7272 L, REOELTE
HETO 1 AN O KA L A L EREL S 1,000/ 1 L RS2, B OARBBIZIE U CiEBR 1T
ERHOHWTIC LV LD (L RiE A A L ChneE Shi,

(1) ALE OfL D (LD b 3EE)

BHRTORTLE & LT T O(LFRIERZ ROz ALFRIEOFE T b ARG £ T
\Z2~6 HDOMMREEZ T T,

e TINFTELVIVBRTATI 25mgm?E 1 B 1EL, F3 BT, KOV m

HRAZ7 IR [(MAHELT) 250mgm?> % 1 H 18], 3 BHEE, 7 kA
77 2 ROBGITRPIDOINE T L) VB AT VG L [ERCBET 5. ]

VIR AT 7 I RIZX D Graded OHIMAIERE R OBEENH D856, XX, 7 v
RATZ 7 I REEie LY A ATx L TUEFRIERIMEOSESIZ LT D LY A &2
L7,

o NRUFLAAF UMK O0mgm? & 1 B 118, #2 HERE
(2) EBSILES 1T FH R 0O bR it

FEFHMIE A & ST ERRENEY o ESEEIC LV O 5172 Lugano HHEIZEE-S<
HYH B IS K 2 SE RSN EMIEM S I BE OFIG O P RIENTRER OFERIZ, K5 D &
B THoT,

RS5 ZREBPEROTHEMBITER
(POufE, RN RER, 202045 H 26 BT —% b v b4 7)
Bl (%)

ARLEER]

52 45
CR 34 (65.4)
PR 9 (17.3)
SD 1 (1.9
PD 7 (13.5)
ANHH 1 (1.9)

SE2ZES (CR) 34

(FERFERHE [99.5%CI'] (%)) (65.4 [45.1,82.4])
* . Clopper-Pearson %

10



ST, PRHEIZ L DEETNED 12 » HEHHEMITRE R OFERIZ, K6 DL
B ThHoT,

K6 FTEEPROD 12 » HEHREMITHER
(PYHIE, FRMEONTRZER., 20213 2987 —F Uy b4 7)
p%k (%)

RLELM HA AL

94 {5 8 51

CR 65 (69.1) 8 (100)
PR 16 (17.0) 0
SD 3(32) 0
PD 9(9.6) 0
R 1(1.1) 0
sE2%) (CR) 65 8

GEEE= [95%CI'] (%)) (69.1 [58.8,78.3]) (100 [63.1,100])

* : Clopper-Pearson %

[Z241%]
FEBRICFEE MAERER (CTLO19B2202 3k, 7 —# I~ hA 7 H : 201744 A 25 H)
AEFEFELIT 7575 B (100%) 158D Hav, BIEMIE 71/75 61 (94.7%) IZ#BO BTz,
RN 5% EORWERIZR TDOLBY ThoT-,

#F7 RBLHN %L EORIVER

FERIR % (%)
FEAGE 75
(MedDRA/J ver.20.0) 4 Grade Grade 3 2L |-

AFIEH 71 (94.7) 55 (73.3)
MR LD v SRS

FEENPELT TP BRI E 20 (26.7) 20 (26.7)

=qiis 13 (17.3) 3 (4.0)

TG A 1. A PR B 5 6.7) 1 (1.3)

BRI R ERE 5 (6.7) 3 (4.0)

ML/ MRS E 5 6.7) 5 6.7)

I hERIBIE 4 (5.3) 3 (4.0)
N s

R 16 (21.3) 3 (4.0)
HplEE

B 10 (13.3) 1 (1.3)

11



M- 10 (13.3) 0

JiZbrg 8 (10.7) 2 2.7)
T 8 (10.7) 0
— % - BB EE R & OGN DR S
FEER 19 (25.3) 7 9.3)
57 9 (12.0) 0
A T Ve 5 6.7) 1 1.3)
G R
WA DA A SRR 58 (77.3) 35 (46.7)
Ky 7 a7 ) o miE 22 (29.3) 2 2.7)
G R AE 4 (5.3) 4 (5.3)
BRIRR A
TANRTGRUBET I ) NT AT =7 —EHN 13 (17.3) 7 9.3)
M NRE g 12 (16.0) 7 9.3)
H M ERE 12 (16.0) 7 9.3)
TI=YT I T AT 2T —BHEN 11 14.7) 4 (5.3)
[ e YL e 11 (14.7) 8 (10.7)
U RERERIR D 11 14.7) 10 (13.3)
A P ER A 10 (13.3) 8 (10.7)
A L NI 7 9.3) 0
EHEALE > ba v R T T R F URREER 6 (8.0) 1 (1.3)
HsE a7 > AR 6 (8.0) 1 (1.3)
M~ 47V 77w 5 6.7) 1 (1.3)
s 7 a7 Y Mg 5 6.7) 1 (1.3)
s L7 F = 4 (5.3) 3 (4.0)
R L O
AR 15 (20.0) 7 9.3)
&Y R I SE 10 (13.3) 6 (8.0)
&I v I 9 (12.0) 3 (4.0)
&7V U Al 9 (12.0) 6 (8.0)
K53 i B At 6 (8.0) 4 (5.3)
K7 VT 2 U IfnE 5 6.7) 1 (1.3)
0 DR 1 19 4 (5.3) 1 (1.3)
TR L O ARk S
AR 7 9.3) 0
i 6 (8.0) 0
AR TR e
Gisprd 13 (17.3) 2 2.7)

12



JisgiE 6 (8.0) 4 (5.3)

Rt
i 7 9.3) 3 (4.0
SHELIRNE 6 (8.0) 0
S L OR B
AR R 8 (10.7) 6 (8.0)
RO, MERES & OMERm
KR SEIE 11 (14.7) 8  (10.7)
Jiti 7K e 9 (12.0) 5 6.7)
it 7k 8 (10.7) 3 (4.0
B 7 9.3) 3 (4.0)
I A PR
lisiNES 19 (25.3) 13 (17.3)
B I 5 6.7) 1 (1.3)

AEBG% N5 30 HLANIZ 2/75 6] (2.7%) OB Hivlz, ERIZ, HEEET
OB 1 B TH Y 209 BRI 1 FTix, A5 O LD {LZEEO W)
AT S & ORFEBRIIEE S e oz, £, AdwEe5% 30 BBz W T, 17/75
Bl (22.7%) OIELENFRD Hiv, FERITHEEET 12 6, MK, EHEEEE, MEET
RUERGE, TFILEREE L OBER AR 1 flchHY ., 2055, MR 1 BIEARLED
LD ALFHEDOWNT I IEM T & ORREARA G E ST, EFHEEFEE 1 fllzon
TR & DRRBRMPEE SR o T, ARNBFICBIT 5AEFEFRICL LTI
WD LIRS T,

13



ERS L[R2 O AHFRER (CTL019C2201 iR, T—X > A7 H : 2017412 A 8 H)
BEFELIT 11/111 4 (100%) 1258 Hiv, BIWEATX 99/111 #il (89.2%) (278D HiL
72o FEBRN 5%LL EORIWERITE S D LEEBY THh o7,

8 ZEIBEHR 5%LLEORIEA

SR RIS Bl (%)
FEAGR 111 4
(MedDRA/J ver.20.1) 4> Grade Grade 3 U I

2RITEM 99 892) 70 (63.1)
MEER LY 3 RbEE

=l 21 (189) 16 (144)

FEEME LS BRI E 14 (126) 14 (12.6)

AT BRIV E 7 (6.3) 7 (6.3)
D

KENR 11 9.9) 3 2.7
Bk E

T 11 9.9) 1 0.9)

BN 10 9.0) 1 0.9)

St - RS S ORI ORE

FEEN 28 (25.2) 4 (3.6)
I8 5 15 (13.5) 4 (3.6)
e 9 (8.1) 0
S pE R
P A b IA R HEERE 64 (57.7) 24 (21.6)
Ky 7 a7 U o ifE 7 (6.3) 2 (1.8)
FAPR e
I ERER 22 (19.8) 22 (19.8)
s IR B 19 (17.1) 13 (1L1.7)
Ehiiikzez el %0 17 (15.3) 15 (13.5)
M7 L7 F =80 7 (6.3) 4 (3.6)
PR TR Bt
I 10 9.0 1 (0.9)
HNAE 7 (6.3) 5 (4.5)
FEED E 6 (5.4) 0
Uil e
BERLIRTE 6 (5.4) 1 0.9)
B L ORI REE

14



bR °© oY 4 6o
PR, WERS & O

I, DR 8 (1.2) 2 (18)
N E ST 6 (5.4) 3 @7
k=gl
e 23 (20.7) 9 @)

AREBEG% 5 30 HEAWIZEBW T, 3/111 6] (2.7%) OIETRRO Hivlz, SERIE,
PREITIHITH D Wb AR5 X LD AALFHE & OREERIITE S, £72,
AGn BG4 30 HEBIZRWT, 50/111 il (45.0%) DOIETHAFRD LTz, JERIE, HEAE
1T 42 B, Zlmasblae N RIEmels 2 B, M, HmdE+ AR, RN WA
Jiti AL, P2 B R A OIRIE S 1 B TH D . 2D 5 Bl 1 I A S & OV LD (b
FAEDOWT N UL G & OREREBRNEE SN holz, ARANBFIZEBNT, AF
FRIZLDHETITRBO N -T2,

15



FEIRS LA 25 M AHFRER (CTLOI19E2202 3Bk, 7 — X 7 v hA 7 H 202143 A 29 H)
BHEFELRIL96/97 B (99.0%) (2788 AL, BIVERIX 76/97 B (78.4%) (278D BT,
FEBLRN 5% LA EOBIERIZE IO LB THhoT-,

#F9 ZEBMEHR 5%LLEORIEHA

PN Bl (%)
%N 97 51
(MedDRA/J ver.24.0) 4 Grade Grade 3 U I+

2REIEH 76 (78.4) 45 (46.4)
MR XV v R

T R BRI i 20 (20.6) 20 (20.6)

=i 13 (13.4) 7 (12

M/ NR IR RE 7 (72 5 (52)

FEEMAE LT PRI E 6  (6.2) 6 (6.2
Gk

s 6 (6.2) 2 @2
— % - BEEE S L U HER R E

7 7 (72 3 3.1

HEEL 6 (6.2 1 (1.0)
Gl SRR E

B A DA A N E R 47 (48.5) 1 (1.0)

Ky 7 a7 ) o ifE 10 (10.3) 1 (1.0)
FAZ R

I R ERER D 10 (10.3) 9 (9.3)

B M EREGED 8 (82 6 (6.2

U gk ER 6  (6.2) 5 (52

AN 2o 6 (6.2 4 (4.1
PR SRR

SH 7 (12) 0

ARG 35 30 HUNIZBW T, FEEITR D ben oz, ALEE# 30 HEIZ
BNTIE, 797 Bl (7.2%) OFEENRD vz, FERIK, HEEET S Fil. CRS L UVLH
WA 1B THoTz, BAANBRE 1 BHTIBUWTIIEL L2 CRS 1T, ML &L DR FEFH
DIE SN,

16



4. FEFRIZOWT
AROFGEIZITAMEROT 7 2 L— ARME /2 T L LD (LFHERIESCAR L OB G
BRLU CEBRAFEERDRBO LND AREMENEWZ &b RO #K 5035 @ )72 38 %
W FRE L, RO G LY BEZRBMEMNEI LIRSS T 22 ENNETH

60

L7=2o T UTFOO~@DFT R T &z Mgk lZB W TN T2 0 E)RH 5,

D HEFRIZOWVT

® -

(1)

(2)

(3)

(4)

(5)
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