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WICHET L. BISEZEOEIRNEITH) 2 &, [17.1.2-17.1.4,
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BRIZIE, PRE2ENTLIENLEE L,
(1) 10532 0F TS AHA1350mL oA A IInZ 5 2 &,
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14.2.2 PAEBZIEHSLDIHEHT A2 80 B, RETLHLEDD
AEAIIE, FIAE TIERGEEF LI, 2~8TC IREF DA 132405
MPANICEe 5 %2 T35 2 &,

15. ZOMDEE
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g 8000 -
)
2
a
£ 6000 -
a2
=
4000 +
CPIgfE + iR )
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W CREEE L& EOEYFE T A —F I TOEB) TH o722,

Dose | fl | tie Tmas Crnax AUCo- Vz CLot
(mg/m?) | # | (hr) (hr) |(ng/mL)|(ng-hr/mL)| (mL) |(mL/hr)
90 6 0.43 | 0.18 9809 4707 21786 34530
+£0.11| =0.03| £3413 +1732 +10246 | £11729
120 6 0.50 | 0.18 16256 8242 17055 24273
+0.07| £0.06| =4434 +2794 +5715 | +9509
Pl + e R =)
25000
20000 +
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ONCH LTGRO O F AME SR RIBHING ) > 7 & B3 I ARHI90 31
120mg/m?/ H % 1045 A1 CATlEE L7z & S O3 EHRE/NT 2 — 5 RO
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P ¢l tu2 Tmax Crnax AUCo-+ Vz CL
U % (hr) (hr) |(ng/mL) | (ng - hr/mL) | (mL/kg) | (mL/hr/kg)

0.65 | 0.20 | 19158 10339 340.54 | 382.97

DIYFIHENT X —F 1T T D EBY THo 72V, 107 |38 +0.24| £0.06| *6414 +5096 | £177.26| +209.67
Dose |#1| tuz | Twax | Cona AUCo- Vz CL L | 38 | 060 | 0.97 | 8868 10515 322.75 | 406.88
(mg/m® | % | (hr) | (hr) |(ng/mL)|(ng - hr/mL)| (mL) |(mL/hr) T +£0.18| £0.17| +4202 +£5873 | +192.11| *304.25
90 4] 053 08 | 7250 8327 15075 | 20246 (4 i = e )

£0.09| 0.3 | =3303 +3626 +449] | +8185 16.3 £
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WABEIZBWT, JF - BREEIET 04 & IR & (FA~0RE - &%
F0330%~70%) ATEHRERE (2 L7 F = 21) 7 F ¥ A560mL/min
LUF) 2358 2856 % Wi 5 72912, AR#I120mg/m?/ H % 3045 Mk e
DIEPEIHE A FAM L 720 BT - BFRREIEH . IPBRAERE N OB R = 12
BT HHEYFHE T A — T IZUTOEBY Tholz(GHEANF— )9,

1 Trvax Crnax AUCo+

% (min) (ng/mL) (hr - ng/mL)

12| 29.6+7.2 [10780 + 7024 11654 * 10590

12 29.6+4.0 | 98933335 | 26.9+7.6 | 8868 = 4260

12 |31.3+10.0 | 9749+2542 | 26.4+6.4 | 8013+ 3404

) (P + kR =)
EL B IV »0.5~2.0mg/dLO B
E2 BT ESH 2 &, 2L T F=0 7)) 7T ADY9.05~35.73mL/min
DHEE

ti2
(min)
28.2%15.9

JiF - ERRREIE
JHF AR i S5

Ekhe R E

17. BEPREGHE
17.1 Bt RVURLSMICEET 255K
(BRIGHELAEOBEEMEBERMIFERI XU NERV Y MUK
U > NEE)
17.1.1 ERE I 1EERKER (20070025£58)
DS AALFFRE S PR O RIE 2 4 5 2 CE B IE R 2 % ~
) UNBE L~ v MV Y VSR B R P RIS RH & B TR S
(A#1120mg/m?% Day 1% O'Day 2\Z#lRAFES- L. Z D19 H BR3ES
Bo TNEIFAZNE LT, K6H A2V ETHES) L. BB, &H
LR A2 TS S 7,
FEREHEID T O & B Y ThH o729,

] A 565 T0 R BB PR 5% (20070025085%) 5 R4 A 0 By

o S e sk =i

. | R TR | L4

ram o BEG CERE | Gesmmmm | e
EPEEBAATETE| ~p 89.7% 5 5%

wvx o) ol | 8 | (50/5801) (38/5861) | 70-4%
<~ F T 100% 72.7%

25 B g 114 (8/1161) 90.0%

F 700 EAEVEREM R BI6961 6961 (100%) (CRIE AR S vz, 7%
BIERE, V) &7 SEREGHA (98.6%)  FAIMERELHA (97.1%) « b R
A2(89.9%) . HEL(84.1%) . CD4Y ¥ /3ERkHA (78.3%) « I/ INIEH A
(75.4%) . FRIMEREGRAD (68.1%) . ~NE 7T E A (66.7%) . FRGHE
(60.9%) . I FLERIL K EBER M (50.7%) . fHH (46.4%) . C-FntkdE
FI8E (44.9%) « MR (42.0%) « 9557 (40.6%) « LA SRIE 7 0 7)) & Mk
A(40.6%) . 595 (39.1%) . TANTE VBT I/ b I VAT 2T —HH
Mm36.2%). 79=rT3I /) Ty AT =T —ERNN(34.8%) . KEHD
(34.8%) F6#4(31.9%) . R4 (30.4%) % CTdh - 72,
(RBEOEEMEBHEEMIER S X2 UL NERV~ Y MUK > /\E)
17.1.2 EIRNE I B KER (2011002:K58)
RIGHOBTEMEEBMEMEIE R ¥ % 20) o %3 1 a0 R 4l o) i s
b hvey MUHIREY) Y SEOBE RIS, AFE )Y XY TE
BERIZ T4 2194 2 v & LT, A#HI9Omg/m?% Day 1% U'Day 212,
)Y & U< 7375mg/m%E #1494 7 VvidDay 0. 244 7 VLI ZDay 1
W ETEEIRE S L. 20H 7% L L b26HFRIEST 5) . K61 7 )L
TG L7z By KENIIREM ) T G- s vz,
SEAEMRIT, EMEBMIAMIER Y F 2 ) 867 .8% (40/59%1) K OF
<~ MV Y > 8E70.0% (7/1061) Td - 7219,
7o, AR B 56965 69151 (100%) \ZEIVER 2380 bz, £
BIVEF 1 EMERBOR A (100%) « 1)~ 7 SEREGEA (97.1%) « i ih Bk Eom 4
(94.2%) . CDA4Y ¥ 738kikA (92.8%) « A2 (66.7%) fHFE(62.3%) I
AL (55.1%) . HEI% (53.6%) . Ky 71 7)) » i (52.2%) . £
AR (43.5%)  1EALZRE D UG (40.6%) . 3695 (39.1%) . £l (34.8%)

filR 7% (34.8%) . AST 154 (31.9%). LDHEENN(30.4%) % CTdh -7z, [5.1,

7.3 ]

17.1.3 iB5455 I #RES PR EXER (NHL1-2003585%)
KRB ORI EEBMBEIER T ») v~ > Vi) > SiE
DOEF G E LR 2 LIRS i M BGABR O BB Z I L T o & B

D Thotze KHIE) Y F < T O ER-CHOP®Z LB L 720 4B,

AANZLREE AT CTHe G- S N7z,

FIEFMIEE & SN TR S & 2 ENEAFIR (PFS) Ofk
HSBATHE O WA 1Z. R-CHOPEED31.34 A (hyefif) 124 LT AFIBETIE
61.471 B (hgefil) Tdh o720 7272 L. GEREMEEEFICFANCHE ST
W WBITEHENZ D b D TH 5720, R-CHOPEEIZ A3 5 AKIBEOE
HPEIIHGRE ST ni,

F 720 RAIDELG: S N7z e VR 5451267151 41 263161 (98 . 5%) 12 B
RO ST ERBEIMEMIE. FIMERER A (81.6%) . FHRLER Bk 4
(54.3%) . MR (40.8%). ~NEZ 1Y VR4 (36.0%)  IHL/NELR A
(27.3%). %95 (24.3%). P AT 3IF—YLEH(22.1%). F#
(20.6%) % TH -7 [5.1. 7.3 ZH]

HEYLES AR S PR 3055 (NHL1-2003735%) O A w5 E uefs 0 24
IR B R-CHOP##2
N=274 N=275
61.4(45.3-NA) 31.3(25.4-40.7)
0.607(0.43-0.86)
p<0.0001
N=182i N=1717
30.6(23.6-33.3) 23.3(16.5-26.0)
0.735(0.5-1.08)

PFS (B liHl32)
Al () (95% 31X )
PN R (99% R AR
Pl
PFS (7 G2 5 200 ) 12
L () (95%(E I [H)
PN R I (99%EHRIXR)

Pfiit p=0.0420
i\éﬁﬁf? y ) NA(NA-NA) | NA(NA-NA)
L () (95%(5 1K 1
PN — I (96% U ) 0.8160.01 1.1
p=0.

Pﬁﬁ”“
AP
4R %1 A 7 v e LT RAEIYOME/m?% Day 15 U212 FHIR A%
5., N2 v & = 7375mg/m?%E Day LIZHHIRINFE S B, 1
HA 7L Y F v~ 7 FDay 02#5- L7z,

M ZIYA 7 Ve LT, VY F ¥ 7375mg/mi, Y/ UERAT 7

3 F750mg/m2, FF VIV E Y U HERES0mg/m2 i Y > 7 ) AF

Bl L. 4mg/m?(#x K2mg) % Day LIZEHIRINIR S, SEIZ 7L F=

v (EMAKZE)100mg# Day 1~512f %S 2B, H1 1 7V

)Y %<7 %Day 0125 L7z,

PFSOFHIILEE3Y 1 27 )V L ONEFAE T 4. SEONCPAER, BEEREE S,

T CREMME R L5 7 > T/,

B E T OPIE

BT AP ZE BRI e RAEM, 2B, WHERFERFTEEICHE S

T 7% o 72T G B & H 8 % FEMICER L7225, AL,

HE T TRIMAREEL TW 22 2505, FHICLELRTXTOM

GIEHEAFTCTE LD o7,

(RBEEOEBHEBMMIERD XU > /@)

17.1.4 EREEFSE I HEERRER (GALLIUMEER)
FIGFEDOCD20/ M D EMEEBMAEEIE R 2 F 2 ) v ERHEL, 4015)
(BARN12900 % &) 2 MR & L 72 B MR 2 1L LI ERBR 0 0 B 2
BUTOEBY Thote FEXY X~ T GRIZTHIRZ) & AbSgH
(CHOP™, CVPHOIZAHIE0) ¥ ff FEL(+ ¥ Xy X~ 7/ b H )
L)Y X7 AL L ORI G BRRE) 2 HE L 72 B d. AH]
(EQUS P/ DA A=Y (WAl
UEHETE Y N JERETE(1,20200, HARNIZ2SBZ &) I2B\WT, FEX
v A 7 /LSRR T, A IRERIC LN FEEHMEE H T B IEBRETE
M) 5212 X A PFSOAE 2 IEREDSFED & 1L (N — FH[95%FHAX ] -
0.66[0.51~0.85]. [@BILog-rankMisE : P=0.0012 (4 7% 7K H 5l )
0.012)]. 201641 H31H T =% A1 v b+ 7). HIgefiE [95% 5 HEIX [ ] 124+
YRy A= 7 /AR ClaAE AR ], o I ClaAaE (4717 H
~HEEARE] TH o7z Tz AFIDPT SNz ERYE Y > SfE 26861
IZBWT, RE/ A XY A THTE, BH/ DY F 2 < T IL~NEE
FATLEERGH 12 £ APFSO N — K [95%E #EH X [H1130.61[0.43~0.86]
Tho721%,
$ 72 AFIDHG N UML) ST EE O 2 4R R 51676651 (H
RN1261 % & ) 57861 (85.5%) I RIMEHI 25788 B /ze EARREIER X,
B (48.7%) « 9557 (30.8%) « AFHERIAME (26.6%) « FEA IS KUS
(14.8%) . WEmM:(14.1%) . Ff(11.1%) 5 CTdH 72, [5.1. 7.3 ]

16 AR (K8 A 7 V) & EAGRFIIFE TIHISE B LL Eo

ZRNDRO LN BB ER RIS, MERHREREE SN,

CHOP, CVPILIZAEHIOWF NI & ofiffl,

200 %1 A4 2 Ve LT, Y27 0KA77 3 F750mg/m% F¥V

V¥ Y CEEETES0me/m2 N N v 7 ) AT U HilERE]L . 4mg/m? (FK

2mg) % Day LIZEIRASES. I 7L F=vary /7L =y

(EIFRAEFE) /A F )7L F=v 1 80X 13100mg% Day 1~5124#%

O#5-

2IHM %1 A 7 v e LT, Y7 uRA7 7 3 F750mg/m* L O E ~

7 ) AT UHEEYE] . 4mg/m? (I K2mg) % Day LIZHEHIRMN G-, B0

W7V F=vuay /7L F=y v (ERRKR)/ AF VT L F=vn

>80 1%100mg# Day 1~5IZ#&F 1% 5o

VE10 : 28HE 2141 7 )V & LC. A#I90mg/m*% Day 1% U'Day 2\Z#lk

MG, WL A 2 v ODay 112 7L F=vay /7L F=

V(ERFREFE) /A F V7L F=vr 80 13100mg % #1131 i

IR 5o

CHOP. CVPXIEAH & DPEHT, + ¥ 2 A< 71H1H1000mg

%1 A 2 VidDay 1. 8% UDay 15, 429 A 7 )V LIFIdDay 112

BHIRNER G- L 720 MEFRREEI T, ¥ X v A~ 71H1E1000mg

% 271 J T TP C Se R 248 I BRIR N % 5 L 720

CHOP. CVPIEAH & DT, Vv ¥ < 71H375mg/m?% 45

I 4 7V DDay LCEIRAIE G- U720 fEFEREI T, vy F o~

711375mg/m*% 27 A [ b C i R24E I IR N5 L 720

T XY A< T OEBRGE - EIE. CD20B M0 Bk ) > SHE

Thbo

(BRIUIHEAMOEEHEBEIMIER S £ 1 >/ E)

17.1.5 #5155 M HEER R 5% (GADOLINERER)

)Y F v T EFIEIUE O CD 200 M OB FEBMIYEIE R ¥ % » )
SEREA3O & ot G & L 7B R A b LGB0 0 B 21 DL
TOEB)ThHholzo KHELFE XY A7 & OHEHES(KRE/ 4+ ¥ XY
R~ 7T & ARK B 5007 ol TR & JLBR L 7278, 2o B, AHNEL
Rl TG-S 7z,

BRI IE R ¥ % ) L SEEFE396BIIZ BV T AHK/ A E XY
A= 7B CIE. MIREIC AT EFHMEE E T 5 YLl 1c £ APFS
DA ERIERDTFED H IO — FI[95%E#EX ] © 0.55[0.40~0.74].

NA :
pE

12

3

E
bE oM

7
8

19

JELL :

12

#13:




[J@ B Log-ranki®sg : P=0.0001 (£ = /KEMMO0.015)]. 20144F9H1H
T =%y b 7). RIE[95%EEX I ARA A+ v Xy X< TR
TIEAGE22. 57 H~HEE RG], *FIEMECI314.97 H[12.8~16.67 H] T
Hotze Ty WNATEY LOoSERETS 216112 BVWT, KA/ FEX Y X
< TP T, BRI AR R 52 12 L A PFSO N — FIL[95%15
HEXH1130.48[0.34~0.68] TdH - 7219,

T 7o, ARKIDRG SN ENRYE Y oS EE 0Ze APk ERb 55133061
304451 (92.1%) \ZBIEIASERD SN 7ze EREMWEMIZ. EAEED G
(55.5%) + M (52.4%) . JE57 (31.8%) . W ERIRAE (25.8%) % T -
720 [7.3 ]

H14 ) V¥RV TR ELHEECN L R0 85 (Ex o) v
¥ ¥~ 7R (RAPEE LR L OB O W NLD) 128 L TR
By USTHERR T 1467 H LIRS OMEIT A58 & 7z B3) 75t
KL Enhiz,

G GRR6H A 7 V) &y AR T IR B AETT D532
DN BB RIS, HERHEEIEE SN,
EAEFEIITIX, 28HMZ1H A 27 )V e L, #1494 2 )L TldDay 1.
8K U815, #2~6% 1 7 )L TldDay 1124 ¥ X v X~ 71H1000mg
ZEIRNTR S, %A 7 Vv @Day 1K ODay 212 A#/1E190mg/m?%
BRNAE S L. K6 A 2 Vi )R L7z, F72, IV A 70D
Day Llo 7L F=vay /7L k= v (ERFER) /A F VT L K
=1 80 1£100mg & FE LT IR T 5- L 720 MEFRE <,
F ¥Ry X~ 71000mg# 2% H I CR 24 BEIR N5 L7z,
EASGEYTIX, 28HM 1A 2 vk L. &Y A 7 VDDay 1k
U'Day 212 AR 1A 120meg/m?% RS- L. K6H 1 7 Vi)
U7z MEFHREITIE, BRBIE L S/ b, RIBOKEH
W HEE, 2IHE %211 2 v e L, &9 A4 7 VvdDay 1L
Day 212 A#I1A120me/m? % # R N5 2 | Th b,
(BRXZEEHOV E AMAMaZIBME Y >/ iE)

17.1.6 ER5E I HEERRREER (20170025K58)

TSR TED OV F AMERAIBTIBMIL ) > /IR 8% K 512, AH]

LY F T T RBEREREG L7z, aB. AFNXIEE A TS S .

FEFHIEE Tdh 5w 51376.3% (29/3861. 95%IFHHIX [ : 59.8~

88.6%) T - 7214,

F 7o, ZEVERHIR S 513861 3761 (97.49%) \ZRIWERI 25780 iz, £

FIERE. U > 7 SEREGHA (89.5%) « I ER B A (81.6%) «  FIIMLEREL IR

A>(81.6%) . CD4Y ¥ 7SERIRA (65.8%) « I/ IMIELIR A (60.5%) % T -

720 [5.2 2]

1118 ¢ ORNEHE D2, D ORARACSHE I O B FRA U5 Rl AT f
SNz, QOHNGEHFEED2, o BREMFEMLBEOMEE & %53
RARALFIRE O B L BIGHESFER S 7z, E@RHGE AT,
PONG. SR T SE0B N L Y, 28 DL E o JrEEE )
DB & 2 RARAEFIREOFER SN EE L HEF S e, ovdhy
iz T EEVRR L SN,

19 3B A1 A 7 v & LT, AHFI1R120mg/m?% Day 2 U'Day 3.
KON v &< 7375mg/m?% Day 1ICENZENEIRNTES L 720
R6Y A 7 VS L7z,

17.1.7 @55 1 b/ T HHERRREER (GO293655858%)

GO29365:RBEDE MM T > & 24k — MZB VT, HEEMEMRZIED

BIG & 72 B % WHE LA TEO OV F AMERHIRRIBML ) > ERE

g e LR ERERA L IERBEO RERE I DT O LB ) TH- 72,

AL VI FITRORT Y X7 XREF 2L O (BR+Pola ; 40

B EARFE ) VXL TOHHEO(BR ; 406) & B L7z, BB AH

W1 200 THe G- S 7z,

FEFGEE & S 7 MO FRIZE B &5l 2 £ % Primary Response

Assessment (PRA . ARHIALH G- 146~8H) B 12 BT 5PET-CT % Hw

15e 2R #41d. BR+Polafif Ti340.0% (16/4081) (95% (S HEIX [ : 24.9

~56.7%) BREETIZ17.5% (7/40%1) (95%IEHAX I : 7.3~32.8%) TH >

72 (20184E4 A30H F— % 71 v b+ 7)1 16,

F 7o, LA VEFHmR 551 (BR+Polafif) 396113661 (92.3%) |2 Bl A%E

SNz EREWEI. I PERIAAESS. 8%, I/ AE4L 0%, T ¥

T OB IMA5%33.3%- H257 K OB A3 523.1% SR OV ERME= 2 — 1

INF—734520 5% CTH -7z [5.2 ]

320 SEM ALY A 2 Ve L. BIEFEZRK6T A 7 V59 5,

« K#I(90mg/m?) : 4514 4 7 VL TliDay 2% U'Day 3. #2~6% 1 7 LT
1¥Day 1% U'Day 2
« ) ¥ <7 (375mg/m?) : %4 7 VDay 1
s RITY AT T NFF 2 (1.8mg/kg) : 1Y A 2 VDay 2. H2~6H1 7
WIEEH A 7V Day 1
17.1.8 EINE I HHERFRRER (JO40762:5858)

B R 5 MUEHIIAF R OS85 & 72 5 20 WIS U EERTE O 0N F AMERHI A

Bl ) > /8 JEEE # R RIZ. BR+Pola™% 4% 5 L7z. B, AHNI1E

AT TG Sz,

TR 0 Cd 5 GBRE TR AFEMIC X 5 PRAFFIZB IS ZPET-CT

%7 SE 2 A1334.3% (12/3561, 95%MSHEIX [ : 19.1~52.2%) T

o7z (0194E12A240 7= % 71y b+ 7)., 72, VR 56135

B 3361 (94 .3%) \ZEITEHIASRRS B /ze EREEHIE, AIN37.1%. &

0031, 4% MR AE Je O ERIRAME 3525 7% BRSO

DI O AR ER B A A5 45:22 9% 1B IR S DN ARIEE A5420.0% T dh - 72

[5.2 2]

(gt >\ R MR
17.1.9 #BH1 58 MAEERPREER (02CLL TN &XER)

FIGROBYE) v PEA M EH 2 MR &3 2 \AEALIEERRER TG

BT O E B Y THholzo AHI(100mg/m?% 2H %5 L.

FK6Y A 7 VETHYET) L 70T 472 )V#1(0.8mg/kg. 11al/2:8 ]

RO G2 K6 A 7V E T ET) R L7z b, RANLLRH

PTG &z,

115 ¢

1#16 :

17

FRHIT 0T LTV IVEED39.2% (49/12561) (2% LT ARHIEETIE
67.6%(94/13961) Td - 72c PFSTIEZ 05 A7 Y VEEDI. 3% H (g
) IZxF LT AFIEETIZ21.74 B (hefill) TH - 7219,

F 7o, RAIDYG % S 725 AR R B116 14504 13741 (85.1%) (I
HDi b7z, EREMERIE. IFHEERA (27.3%) /MR
(24.2%) . F#(23.6%) . HE.0(19.3%) . E1M(18.6%) . kK4
(17.4%) \ Wart(14.9%) % CHh -7z, [5.1 ZH]

HEY NS AR B AR (02CLL I 7RER) A & P B 0 Ay

RF H 70T LT Y )VEEEA
N=139 N=125
i AR A RIH 67.6% 39.2%
e
g 0.3005
(95% 2 1A [X [i]) (0.1799-0.5020)
P2 p<0.0001
PFS 21.71H 9.37 H
rhrefis () (18.7-25.9) (8.6-11.7)
=
(95&131@55%3) <0.0001
W21 - EPRAGE
722 : NCI-WG 3k (CR+PR)
23 L 4 A 1A 7 v & L, AHFI100mg/m?% Day 1/ ODay 212 &HIRINF% S
24 4EB AL A 2 vk L, 285 47 2)00.8mg/kg% Day 1% U'Day
15145
1125 © B BOE COPE
126 1 FEBIAAF12 & 0 % L 7z Log-rank#i5E T OPfE

*%17.1.10 ERE I / 1 HEEERER (2018001558)

(KRBT EBMI IR % o) S ER O~ >~ PV Y > /%
. FRSETEERTED OV F AERMIBEIBHIR Y > /i)
FIBBEO I EEBMABEIE R 2 & ) VSR O~ >~ POV Y /3@
BEH (V= 7D CICHFEITEGR O O F AW RIBHL ) » /%
JERE (FIV—72) ZRRIC, KAL) Y F2 <7 & HEN 885172,
BB, BANE 10550 THRG S ze GMERHEEE ©H 5 BT,
TN — TR U2TENZNI3. 1% (27/2961. 95%ISHEIX I 1 77.2~99.2%)
K066.7% (4/611. 95%ISHEIXE © 22.3~95.7%) TH - 727,
F 720 Vv — F1O AR SR 513060 113011 (100%) (2 BIVEF 257850 &
Nizo EREWEMIZ. VU ¥/ SBREHA (86.7%) . I FREREIHA (83.3%)
P ER KA (83.3%) . CDAY > 73EkifA (73.3%) « B0 (73.3%) . 1L/
WAL (46.7%) « FHFL(46.7%) . HEEIK(43.3%) % CTh o720 T2, 7
WV — T 20 A TERHR G 516650 H 651 (1009%) (IZBEITER A2 S iz, £
BIVEE, ) > 7 SERERA (1009%) « FHIEREA (100%) « 0 (83.3%)
T Hr R B (83.3%) o /I ALK A (83.3%) « #6120 (66.7%) . EAKIK
SE(66.7%) . £1M(50.0%) . CD4Y) > 7Bk (50.0%) % Tdh > 720 [5.1.
5.2, 7.3 ]
27 ¢ RIROMBEN B MIER Y ) VSR O~ » b Vi)
UOSHEEE I, A1 A 2V E LT, AHI9Omg/m?% Day 1
K UDay 2028k G- V) Y ¥ < 7375mg/m?% §1 A 7 Vi
Day 0(#2% 4 7 VPR dDay DICEHIRINEE G- L, k641 7 v
F TG L7,

28 ¢ HEE AR EAEO O E AT BAI ) > S EE I2IE, 3
Mz1% A7)V E LT, AK#120mg/m?% Day 2% UDay 312 &R
5. )Y ¥ 2~ 7375mg/m?% Day LZEHIRNTES- L. k6t 1
JVE TS Lz,
18. SEhEEIR
18.1 1EFIF

NYFDNAF AIREEEE. TV FIVLETIC L ) DNA R $85 LY9, p53fk
AP 20 OFRARAEMER D 7 F b — 3 A, BT E LT
Fx v 7 RA Y MHFIC L R ERED Lo BT R L
T, BAMMERH 2R
18.2 ﬁﬂigﬂ;mmme)

NY T NAF AEEIEL. in vitrodlBRICB W, b MEEEBAIYEIE
KU F ) voSERFEMIL (DOHH-2), ~ >~ MVHIIL Y > 7 $E kA
Fakk (Z-138, REC-1). kv o/ S i B Ml ik (HG-3) « #i )~
2 SERPE IS F AR (JVM-3) B OS OV AMERIR TIBAIL V) > /I
Atk (Toledo) 12k LT MEMBIEBIGIER 278 L/ze /2, Xv %
LAF R, EARE~ Y ADKETIZ, DOHH-2, HG-3% %\ i
Toledoflflatk % BAMHNE L 72in vivolBRIZ BT BB INHIEN %
RL7zo

19. FRIKSCEET Z2ELEMAR
— Mk T N T A AT AR
(Bendamustine Hydrochloride Hydrate) (JAN)

: 4-15-[Bis(2-chloroethyl)amino]-1-methyl-1//-benzimidazol-2-yl}
butanoic acid monohydrochloride monohydrate

- HCl - H20

CHs
/
N
/
Cl N N N
H CO2H
Cl

1 C16H21CLlN3O2 + HCI + H20
1412.74

S

S
e
i



PR AROEEOH R TH L. A5 )= VRITLY J — VIZHETR
T KET £ b UIZETIZ W,

20. BBV EDEE
WEREH RO NA TVEFEANTRET S Lo

21, HEEREMH
[ESEah ) A 7 EHEHE & e o b @MU ERIT A 2 L,
22. A
1UEH7-) 1IN, 7
*%23. FEXH

1) AR« SEBhRE (EIN A T ARRRPR 5% (2006001 7452%) ]
(KFB4EH H © 20104£10H27H. CTD 2.7.6.1)
2) FEAERE BN T/ AR R (2018001 30 5%)
(KREAEH H @ 202242H. CTD 2.7.6.1)
3) AL - ESME T AR SUER (EGL-BDM-C-13017:8%)
(KREAEH H © 20224E2H . CTD 2.7.6.2)
4) ALPER - S EhEE (YRR R R (KLG/06745R) ]
(KR4 HH  20104£10H27H. CTD 2.6.4.4.5)
5) FLAER SR EYEE YL IEER R R (DM-2008-006745%) ]
(KFB4HH © 20104£10H27H. CTD 2.6.4.5.5)
6) Teichert J. et al. : Drug Metab. Dispos. 2005; 33: 984
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