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FRFEDER

NS LAFVIGHIEF. 1960FAFHICIHERERA Y TERSIN. 197 1 FXVEEN CEMBRIEES NV
HBEREDEFEGICHUTHWSNTELLERITH D, AFIE7ILFILERIDOSF A bOYITVIYRAYI—RMEF
BELHHBNA CTH2 VY7 FOTFKIEEEEZEHER e EBERCT 1IN, el

RARAViR—& (. [BRRAY TEBINTOSEREIC DV T OBFHEL O ICHMNEENDEREFED
TeHEBMEEBMAMEIERIF U/ VE, SREBHEBROIEED Y/ VERIMRZENREUCRRTRNER
SNfce RA YT 2005F ICREEDETHRERMEEBMMEIFNYF VU /INEBERUSHIEESHED2DD
BIMED BAER NIz, Ko, 2008 F(C[EFRBGEDIEMD >/ VEBMBOBIGAE N EIEBFES Nc, 200745
[ClERA Y ZESRELUTHBENSE MO RREEBMIRMEIFN I F UV /VE REBEDOLHEMESHRERD
181D ) VB MR 2B INE S UTe AGRBREN R S 1. BE TIRR AR ENc, KETE2008F3BICKEE
DEMHUY/NHEBIK. 2008 F 10B(CIFBREN M DER M EBHMAZEIFIRI + U/ VEOBITIED
AN,

AP TIEBREIGHEEDORBEEBHMBMIERIF VU NEROYYNUEY Y /NEZRRELT.
2006F 108NS% 1 18ERREER. 20084 1 BN'SHE 218 RN ERS NIz, 20096 10 BIC[FFHAERA
EEREVTEEZRT. BAIBRX S HEDEREE BRI+ U/ ERUN VN UREU >/ E ]
ZEIVECU T, b7 F 2V sUEeEA100mgZ ZIElRFeAGRERSE L. 2010F 10 BICHER S NI,

181>/ EBIROBEIHIC DV TIE, 2010F 128 ICEAF BB IUBREB SN, 2012F68(CEFHIE
FRAEERICIBES . 2013F 1 BASKRBERUBLEEDEMD /A MREREZNREL CEANSE 218
ERPREBRZFME L. 2015F 12 B(C[M8MEU >/ VB IR | 2 @IE S U CAGRSIE— SR EAGRPFEL. 20165
BRICHEGREINIZ,

ETOIC. [BRNGEEHEDORBEEBMRRIMEIRIF U/ NERO VN UHEiaU >/ BE] O 18U )V
MBI | Z@EIMECLU T, REET A 25mgRAIZ6 8 CRIEIRTTARFFL. 2016FIBICHEFII NI,

FEEDEREEBHEMIFNYF VUV NERUYYNURU Y/ EERREL T, ARIEUYFI I THA
B0 (LUF. BREDE) DFE BRI NV T2003F 98N SR, 2009F4BH SAKEZSCERHE
FEIBEEARTRD RS 1. £FBTIE REBEDERMEEBMIBEIERIF U NERUYVNUBREU/Y
fEENRELT. BREADE 24BERAREERN 201 1F10BNORESIN. 2014F 108N SEHAEN RS
Nic. 2015F 12 BICHEEMEBMRMIER Y F VUV NEROY Y NUHRREY >/ ViE | 28I & U CRERE
TE— 8P FEAGRHFEL. 2016F 12R(CEEE SN/,

MINY -5 OYaCREEEEBMEMIFRIF VUV NEERREL T FFEFEXY IR THA
BOE DB 3B R BN U ER RS 3AERAREBRD ZNETN2010F4BR U201 1E7 B SEBI 1.
FFTIF, PHEEE|AEHIC K ERREE BMRARERD 201 1N SRIBS Nz, AFIICDE. 2017F8A(C
ERMEEBMRMEIERY + U /NEORENR U HE DRGRSEIE—EAEAGTHFEL. 2018F 7BICER NI,

FASHEREH (CAR) THIEBEDILE LU T AR ZEREE UCERARD / NILT 4 AT 7—< %
BHRICKIRRBS Nz TNUTHL. 2018FIBICIEB RN THRETEADRNE | Z&IEE U CAERSIE
— AT AGRERFEL. 201 9FE3BICHER SN/

BRNFHEAEDOUFAMEXMIEBHERY >/ (LI, DLBCL) Z8® U T, BREEDERHEFEE 248
ERPRELER (20100015H8R) 2S5 UICEN S 34BERAREER (20170025 8R) i*EfE S 1fc. DLBCLZEMAEC LT,
BREVEICEALT. 2020F 5 BICHREN MR, FAERUAEBNDRAREIE—BEEARBHEL. 2021538
([CHEGRS N,

Ffe. DIBCLZXWREL T, BRERSYV AN T NRFVOHAEE (LU, BR+PolafE%) DB 55 2 HiR R
(GO2936555R). MU ICEMNEE 2488 RELER (JO40762 53 ER) NS 1z, PANREKKE# A DLBCLICH
I DHIREERINR LTRSS Y XY T RRF Y (BLFHEER) DRERFTARBRBZITOICHICY. fAZET
HIFFIDRERTTRLE U CHERBIE—BEEAGTHHFL. 2021 F3F(CERINT.

20195 9K, RERMEMREDFEREMLUBREU R DIEFHDOBERD S, BRIRENNE TH R EER BRI
HANARREERIRENEERRAICUT, N7 F2 U sUEEER 100mg/4mL(BEMR S : NV T LARFT VIR
KA4P) DELEIRTE AR ZEFEL. 2020F 9B (CHEFRE NI, 2021F3BICDLBCLZEN R EUEBREER D
BR+PolaBEDREEN [FZIR. AR UREENDARBIE—BEEAGFHEL. 2021 F4B(CEFB SN,
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RS LW2AFVEEER 100mg/AmL (10918 5) ENVS LR F VBRI EEEETHE (1 BREIRS) &
DEYZNRFE. T2UEROBBE SO T74 )L ERSN U BN F 18R R (EGL-BDM-C-13015088).
RUOZeMT7+0—7 v 8 (EGL-BDM-C-1301-OLEsER) h'KEEagle Pharmaceuticalstt(TkSRHE
IN. EBIE. INSDABRBRZSZICLUCERUCERSE/118ERARFER (2018001 &8) (CK. U7 FY
U RUERSER 100mg/4mLD90mg/m?/ B U1 20mg/m*/BD 10518 50 B BT RERZE M SO T 74 )
EBMENER SN EZRIS. 2021 F5BICh U7+ mUEssE /R 100mg/4mLORERD 1 1R 5 DB
AR TI0DREDAEZEBINT 2HEN U BEAGREIE—IEEAGRHBL. 202252 BICERI NI,

MEBMEBMRMEIER I+ U NEBERUNVNUAIRRU > /B | [[ERRSEN THRE TR ADFILE | D&
JIMEICDWTIF, 20224 3A9HICERR. EEHFEFDRE. BN TEEOHRREICETDARE 145
FE2IEE IS (ARIETEH) M ME/NETOVTNCHZALBRVEDBEERBRMBEI SN,
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FlE

4 N\
1 M7 F DV DERBERUVUIERKRF
Y e TILEIEINET B A ROV T YT RIS S UL PO
(LB AR D ESICRS YT T A U ZTADNA R TH 3.
® PS3KTFHER O SHKFECIEBBID 7 ik — > REFE T 5. (in vitro)
O THHWIAF Tv A VR DIEIEN LT HRBRBEFET 3. (in vitro)
® BE 7207 )+ )LALHIIC & 3 DNA BB T B2 I S ME 1B, (in vitro)

2 N7+ 0OEME(ReEOREMEBMaE
" FERIFVUINERUYVMUVHERY 2 IVE)

W EAE 21BEERERER (20110025858, 2014001 351ER) | P.30-35
SHEOEBIEBMIEIER Y+ Uy ER O VNI > ) IS g AR DTS

BREE(E, 68.1%(47/6961) ToH . ZMEIF95.7%(66/6941) THofc, ANEHERDIEH

FAETHS2014001 HERICEWVWC30nBEEBREFRE71.5% THol,

W ;5 31BEERERER (B35 — 9 1 NHL 1-200358R) | P.36-43 J

BEOEEMEBMIILEIER Y F VUV /NEROY VNI SEEEE R RE U
BIERLIFEREBRBICAV T, AFIEUYF I THA (BR) EADBIEEALZHRID
thoR{E(50%PFS)1E61.4n8 Tk, WBEDR-CHOP(UWFIY T, YIORA TP,
REVILEY Y EVIURF Y, FURZV VA TIE31.35BTH o,

x BRI

B EHE S 3B AR ER (GALLIUMERER)
FOREED CD20B DB >/ SR ONDigE > SBEE TR R e U BRI RIS
BUBHBRICOVNTACREEE A ERY R BB EDLEBEE Y+ T S
SIS B EMIBEAETF R (EBFHEIED) 00/ \ U — REl$0.66 (95%(SHEXA :0.51-0.85.
ERlLog-ranki&iE : p=0.0012 [ F BB R COERKERMEI0.012]) TdHolz. iz
BN EFBEN CABEA ERY AT THABEDAR LY+ T HABECH T 25
BEEAFHIRID/\ P —REIF0.6 1 (95%(EHEIERA 1 0.43-0.86) TH-Iz.

3 N7 F2 0B (BEN(FE#GIEDEEEE Bl
" FERIFVUIYNERUY VMUY IVE)

W 985 24BERARELER (20070025158) ==
PAEEEAN [FEEEDSEREZE I EREEBMIEIER I F UV ERON Y
NUEREU >/ VEEEE (ST DA DEMRIFE9.7%(52/5841). 100.0%(11/1141) T
Holc, Flo, FIBREFHEDDPIRIE(50%PFS) 1F21.1AHTH oI,
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W5 5E 3HBERAREER (B 7 —9 1 SDX-105-03 5 5R)
UWHy T T (CHUSEIEAMEOEBIEEBMRMEIIRY YUY EEE(CH Y HAHID
ZRERIF75.0%(75/10041) THolz,

W 55515 3ARMEREER (B2 5 — 5 | GADOLINEER)
DY F 2 TEERTIEDCD20E O RBMHEBMIEIER I F Uy /NEEN R E U
REREIEERERHEERICEVTC, ABIEAEXY XN T HABEDRIEELFHE (FE
FHMIER) PRIBIFFRETHY . AFNEEIZECTE14.9nHTH oI,

N Ve SIANE =L L

(BREXI#EHEDOUFAMXHMREBHRY > /VE)

1. EREHEISE 24EERRER (B E5— 5 1 2010001 HER)
BREXFHEAMOUFAMABIRE BB MERE ERREUABIEUYF I
3 FIC & 2 ERR AR 2B AR BRIC B W\ T EWEI$62.7%(37/596). 95%(EEX
f:49.1~75.0%) THolco TR BREE, 37.3%(22/59%1, 95% IS A
25.0~50.9%). FEEAETZHARI D PR(EIF200.08 (95%{EHEX™:109.0~410.08)
Tl

2. ENSE3BERFRERER (BE 7 —9 1 2017002558)
RN F RS AMABEE BRI >/ BB E AR E U AR E U+ Y T
IR BEPEE IR C B T KIS 76.3% (29/384l. 95%ISHEXRT - 59.8~
88.6%) THoI, TLEMEIFA7.4%(18/38l. 95%ISHERRT : 31.0~64.2%), Fi
BEFHIRIDPRIEF357.08 (95%/SHKE : 151.08~ HRESNT) THol.

3. MB5EE 1b/2MBER R ER (BE T — 9 : GO293655H5R)
BEREMSHRBETESOBERE FELHEDOUEAMKBRIBER Y SEEEx
NRE U SR ARBEERABRDS VS LML/ S—NCB VT, BB OAE+U Y+
TR (BRESE) DR Z (R 17.5% (7/408. 95%(SHXMA : 7.3~32.8%)
THHY. BRERSYRAT T NRF D Ff# (BR+polafiix) B Tl340% (16/406l.
OS%IERERXS : 24.9~56.7%) T ofe. LETFHIR (OS) PRBIFBREERN'4.7 A
(95%=HEXE : 3.7~8.3073). BR+polaiABin'12.4nH (95%{SHXE : 9.0nH~
HEREAREE) Tanolz (/\F'—REH0.42),

4. ENEE 2 1BERFRERER (BE 7 —9 : JO40762:15R)
BEREMSMEBETES DERSHLHEDOUEA A MIEBIEE >/ (EEER
WNRELLEBHIIESRARCS VT, TBHAEIEE D EDTEIC & BPRA (Primary
Response Assessment; RSV AN T RRFURKIRS5%6~88) FRICHITBPET-
CTHERAVEFLZE$34.3%(12/35, 95%/SHEMERRE 1 19.1~52.2%) T olo
Zh3(542.9% (15/35 . 95%IEREIHXRT : 26.3~60.7%). MIEBEFHBOHRIE
1&5.210 5 (95%ISHBIER : 3.6 F~HEREAHE), OSTIREIS AE (95% (ST
8.4 nE~HTEREE) THOI,
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M7 F200EME (MY /N EBIRK)
W E RS 2 18R ER (201 2003 558) | P.109-112 4

BB MRERE SN T AR DZENEF60.0% (6/1041) TH ol HIBRIFHIR
(FERSEEAR P (CIBRA XYM HONTE L TETRN ol

W BN EIMHEEARR(BE 7 —9  02CLLIEHER)
FBBEDEMY )/ HEMREEENREUCRIER L IFEREESIERICH VT, WiREDIO
SLTYVIADZEMER39.2% (49/12561) (CIHU T, AFEIE67.6%(94/1394) Tohrofc.,
EBAZHRDREIZIOSLATYVIVEDI.3HBICHUT. £EITIF21.72BTH o,

x BERRER

N7+ U iEEsER100mg/4mLD 10542 SEOBERE

W EASEL/ THEERERE1ER (2018001 :ER) [P.119-122
EEOEREEBMIBMIER Y F U B IET Y MU SERE (T T B A
90mg/m>EUYFI R THAREE(7)IU— 1) [CANT. B HlES TH 3T BRE
(£75.9%(22/29%1, 95%EFEX & : 56.5~89.7%). Z=xhFI(F93.1%(27/294l. 95%5
$HXR  77.2~99.2%) ToY, Fiz. BREXFHEMDOUEAEAMIREBEIEU >/ R
BT BAKN120mg/m’ EVYF S THABE(TIL—F2) ICBNT, REBHEE(S
50.0%(3/6%l, 95%EFEX 1 11.8~88.2%). =K (366.7% (4/66l. 9O5%EREX A
22.3~95.7%) THoOIzZENS, U7 F2 U REREER 100 SHOEWEN RSN,

b7 F2 2 DEIER (—EREEHERET)
BRENFEEEOERRBEEBMEIFRIF VU NEREROT VMUY >/ EEE
(O T DENERERLERDZ 2 MFHIXI R A 78 Ath 78 A (100%) (CBIEA (BREMREBEDESR
ZE0) DROSNc. FIREMEAIR[30% EZEH]F. Bin85.9% (67 N). BRI
65.4% (51 N). EW47.4% (37 N). IB1t41.0% (32.N). 7739.7% (31 N). FE37.2%(29
AN FEE34.6% (27 N). HAERA33.3%(26N). 88MRKX30.8% (24 N) FETHofc. Ffe.
FREBRREBERB[B30%L L2 H]1F. U /NEREUFZ298.7% (77 N). BIMEREUR A
97.4% (76 N). SFPIRBUR A 87.2% (68 N). M/IVREUEA76.9% (60.A). CD4U~//VER
WA69.2%(54N) NEZOEVFIA69.2%(54.N). FRMIREUF269.2% (54 N). LDH
1E050.0% (39N). C-RINEEBIENA7.4% (37 N). IgMET43.6% (34 N). AST(GOT)
£F38.5%(30.N). ALT(GPT) £&35.9% (28 A). IgAKT30.8% (24 N\)&F T ol

FEBEDERUEEBHBMIFNIF VUV NNERERUY YN/ EERE(ICHTS
ENERRFBRDZ 2 MEFHINREIOIAFE9 A (100%) [CRIFEAR (RFREEBDERE ZS D)
WERBHSNTz. TREMBAR[30%LU EZFCE] 1F. FD66.7% (46 N). EM62.3%(43
M) BREXS3.6% (37 M) BERAIR43.5% (30.N) EAICHIKIN40.6% (28 N). FEE
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39.1%(27 N). BIM34.8% (24 N). Bk 34.8% (24 \) EFTHofc, Ffc, FRBKRIGE
ERE[30%L FZ50E](F. BmIRHoEA 100%(69A). U /INIREURA97.1% (67 ).
UFOPIREOBIAN 94.2% (65 N), CD4AU YV /NERFA92.8% (64 N). I/\VREURA55.1% (38
N RyZ 0T UVIMAES2.2% (36 ). AST(GOT) £531.9%(22.A). LDH#EN30.4%(21
NEFTHole,

BREN(FHEAMEORREEBMMIERYF U/ ERERUY YN UMY Y /ERE
(EX T DEERTTR DR E ERAERE (2FHEE) DX MFHINRHIS83AH565A
(96.9%) [CRIEA (BARREBDRBZ20) e SN e, FREMEER[10% L=
soE](E BMM19.7% (1150 B 19.4%(113.N). E#11.0% (64 N)FETHolz. T,
FIREBREEBERES[10% EZ50E] (F U2/ SEREURAN73.9% (431 N). i P EREUR A
61.4% (358 ). BIMERELEA60.0% (350 A). M/IRETEIAN42.7% (249 N). C-I i
EHEBMN12.3%(72N)FCTH ol

FBEDCD20R M DERIEEBMIREIFR Y F U/ BRE TN T 2 ERHEEE 318
RABRICBV T, FElIZZRSINICRIRMEY Y/ VEREDZ 2N REI676 A (HAA
12 \Z250) 578 A (85.5%) (CRIWERNERDH SN e, FREMEA10%L LZEEH] (F &
ID\(48.7%). 1 75 (30.8%). ¥ o 2K AME (26.6%). £ A IC# 5 R (14.8%). B0t
(14.1%). {EW(11.1%)F TH oI,

DYF 2 TEEETNEDCD20/ME D KB MEEBHMIFR Y+ U/ EREICH TS
BANEIBERRBRICOV T, ABIZEBSSINIORRMED Y/ VEERE DR 2 M4l R A
330 A% 304 A(92.1%) [CRIFERN' RO SNz, FIRENERI20%LL EZECE] (&, JEAICH
DRIN(55.5%). BILN(52.4%). 555 (31.8%). FFHEKBIAME(25.8%) F CToH ol

BREXIFHEMEOUFAMAMRREBMIEY »/EEE (TN T 2EBRHESE 21808 R (C
BVT AFIEVYF I T = MRS UER. REsHIREI59 A58 A(98.3%) (CE
EN RSN, ERENER[30%U LZECE ] F. CD4AU /I VEGEA69.5% (41 A). B
MERBCRA62.7% (37 N) SFIRECRIAN57.6% (34 AN). U/ SEREURZ55.9% (33.0). B
M49.2%(29.N). 18#47.5% (28 \). M E T 07U VGEA & O MR EE A (&
44.1% (26 N) 1. Mohgez 'O U VMRS 2.4% (25 N). Mtz 07V ARAN40.7%
(24 N). C-RISMHEEBEIN35.6% (21T N). PANTFUBF= /NS UR T o5—CEIN
UBUIIER[533.9% (20 \) ], FHEREAMENO 7S - P2 /SR T 5—E1E
[%32.2%(19.A) 1. LITED30.5% (18 N) Tdpoleo

BENFEEMHOUFAMAMREBMRY >/ ERE NI 2ENE 3B RICHL
T AR EVYF IR TEZHARSUCRR. R MFHHXRGI38 AH37 A (97.4%) (CEl
TERDEROS Nz, FRBMERI30%L EZEEH 1. U2/ VEREUEAN (89.5%). FhIREURI A
(81.6%). BMIKEUR A (81.6%). CD4UZ//VERBIA (65.8%). M/IMREUE AN (60.5%). it
UICEENUMPRET OTUYMES (531.6%) THolc,

BRE M HRRBEOERERSIRVBREN (FEAMDUFA M KRR B~/ ER
BT T BBNE1b/2MBEBREERICH VT, KE| UYFITITRUORIVIIYT RRFV
EDHA (BR+Pola: 40 N) EAREIEDUYHF T TOHE (BR; 40 M) ZRSUER. E1b
HIN—MNUE25 9 MBS —N T, BR+Pola(P1b/2) 8845 A 5045 A (100.0%). BRE*
39 ANH138 A(97.4%) [CEIERN RSN,

7/ TREAKISYM'




FREIER[20% L L7Z5E#E ] &, BRtPola(P1b/2) 8¥ ClIFPERRAME. I/ WRAME. B
MHAE46.7%. HE5H540.0%. THIZ7.8%. BILDKRUFEMHNEZ33.3%. BAUIE26.7% N0
FEMEZ1—0/VF—20.0%. BREFCTIFE(1\41.0%. IFHERRAME38.5%. 55 35.9%. [
IKMCRAME R O RN 28.2%., BM25.6%. F223.1%. BAURE. BN UOKENS
20.5% Cdpofc,

BREMFMIEBEDBINEFOSRVEFEN S GHEDU T A MR BIBEBIREU >/ VER
EBITX I BEANE 24BERRHBRICH VT BRHPolaZi S UICIER. K MEHiRAEI35 A
th33 A (94.3%) [CEIERN RS NI, FRBIEAI20%L EZECHE ] BIM37.1%.
BD\31.4%. M/IRIBANE R OMF PERBIAMED S 25.7%. (EM. M/ WREUR AN R O P ERE]
HADE22.9%, BRENUBIUIRNE20.0% T o,

FEEDEMHEU Y/ VEBIMREE(ICHITHBNBARARICEVWT. AF DRSS EZ (T
MM RAE) 161 A0 137 A(85.1%) [CBIER (BRABREBEDEEZST) el 51,
FREMEER[10%U EZEEE] F. FE23.6% (38 AN). BD19.3%(31.A). EIM18.6%
(30N). IBIE14.9% (24 N\) ETH oIz, Flo. FREBARREBBES[10% LZECH] F.
SFOPBREURAN 27.3% (44 N). IMREURA24.2% (39N). BIMERBUEAN17.4% (28 N) &
THh-olz,

D/ VEEMREEICH T 2ENERERICEWVT., AFIDERSZXZ (2 e
HRHITOAPTOAN(100%) ICEIER BRABEEDERZZT) H'ERH5NIc. FREME
FEIR[30% U EZEC#E] &, BiD80.0% (8 A). E#70.0% (7 A). #52%50.0% (5.A).
BAIR50.0% (5.0). 88lRs%30.0% (3A). Z3FEAE30.0% (3AN). BHREZIKEZZ230.0%
BAN)ETHOc. e, ERBWARBEAMBEE [30%LU LZECH]IF. CDAUV/VERE S
100% (10.A). SFHPEREUR A2 100% (10.N). U/ /VEREUR 4290.0% (9N). /AR HUm 2
90.0% (9.N). BMEKERA90.0% (9N). Ero7 O 7 UIMAES0.0% (5A). AST(GOT) £&
30.0%(3N)&ETHol,

109 RSHOENUENR L2 EICE T 2ENE]/TBEEREER (2018001 FHER) [CDWV T,
TI—T"1 DZR2MFHEXNSREI 30615 3061 (100%) [CEIMERDERO SN o, ERBIFERIE.
D> ) NERECRIZA (86.7% ) 3FTREREURIAN (83.3%). BIMERERIAN (83.3%). CD4AU /) VERR A
(73.3%). Bin(73.3%). MMREURA (46.7%). 1ML (46.7%). R (43.3%). BAUEHR
(36.7%). BM(33.3%). 7S V7= /hSVRATTS5—EIENM(30.0%) ETH ol

SRGENERELUT. B8EIH. RRAE. BB MIEE. BRRIEE R, EEEEEIR.
Vavd, PFI45FV—hRESN

B ESNERANED 1. BWEANRU 7. BRBEDZEMDBERZE TSRS 0,
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8MEIEE Drug Information i FEreozsiiems)

CER

1.1 FEE B2 TONILTEDEREME(ICHWV T, Sl RIHEREOBERICHL TTHRA]
i - RRZF DERDHET, AEIDRSMETEHMENBDAERICOVNTDHEET DT,
Flo. FEICKBBEBBICHKILD., BENFZOREICENMEROBERMEZ T2 (C5HIAL,
FERZR I oRSZRIEI D,

1.2 BEIEICKBRPEZDEERENERANGOONDIENH DO T, BEICIRIREZITD
BRE BEOREZ+DICEHETDHTE, [8.1.9.1.1. 11.1.158]

1.1 BHERICHUCGEYRILE ZE U2 1cHICH. BIEFARRICLDRRBICTOBRMIGN TE DEEMR
BV TEMEERMEBREDBEICH U T T HRBAHMERRZR DEMDOLE T, ARIDEYIEHITENS
TEBZESE(ISERT DMEN B DENSREL,

BEHBERBICKILS. BENEZORKICHUCIE. BIFRFEROIREM DS FEIDBERICKD
BAIEROBRECDOVTTDICHIAL, BEZSIc L CRBZSIHNEN D,

1.2 AR DR ESICKY, BEEIH (B MIRBURA . IFPIRBURA . UV INIRBURA &) e BPEZF D
BIERANRRUICHREN HDTENORE LI, TEMEARDICHICHEDIICMRIREZITIRE, BED
REZ+DICHEIT DL,

RO

b A

2. ZR(RDFBHICERSULENVWT L)
2.1 FA DD I UEERBEIEDEIEREDH 2EE
2.2 BRENI(FEIRLCWVW ST REME D H 2 [9.5808]

2.1 NU7FV VBB EA25mg, 100mgldE. NS LA F VEBIEDMISHINYELTD-Y Y Zh—ILE
SELTCVD, U7+ siEES TR 100mg/4mLid. NS LARF IS KIIYDMIC T IL I 7F
F7UtUy, Oy JUad—)b, x703—)b400. KBt MDD LZESHELTWD, TNSDRSD
([CEERBBIEDBFEDHDEETIEF. INODMD T T 2IENFET DUREUN HDIENSHRE
Uiz,

2.2 BIYERRICBVT, EIERESHABR TR - BESENCESFSEENRESINTVDIENDERELI,

O TreakisYm



fHRY * TEIX

<R 7 F v s5EeE A 25mg, 100mg>

AR5E2 N7 H 22  skEsER 25mg M7+ ks ER 100mg
B S8 TNATIVRRY S LRAF VIG#IE 25mg2F TINAT VPRV S LRAF VIE#IE 100mg=F
VIR D-¥~=hk—JL 30mg D-¥~=hk—JL 120mg
=17 IRIEEZ RS
=R 2N BEOBREMRN(T5E

H 2.5~3.5 2.5~3.5
P (ABN NA 7 IV 7ZEFAKIOMLISBBUILEE) | (RN NA 7 IV & F5AK40mMLISBRELIEF)
RIBEEL #10.9
(EBBIERIC | [100mg&eEl 1N« 7 IV TEHRAKIOMLZI R TREYEBH Uk, SEBERISRIIERU.
I BLE) 250mL&UTe#& (0.4mg/mL)]

* NATIVRFERBRSNTND,

< U7 F VU SEESE/R100mg/4mL>

AR5 % N7+ s@asER 100mg/4mL
e 1NA T IR YS WRAF VSIS 104.6mg2h
== (NS LRF ViEEEE LT 100mg(ciEs)
FILIFFATUEUY 20mg
. Jo’L>r2'Uad—)b 0.4mL
A <2703—)L400 3.5mL
KE{EF NI L (pHEEH])
ki EEE
& - oIk e~ EEDEBOR
3.0~3.6
’ (1N 7 I EEBEERS0ML CRRLIZEF)
P 3.4~40
O NA 7 ZEEBIERCHEIRLT250mLICHARUEEE)
@i{g‘a&[_ 12.7(1 N 7 U B BRIER50mL TRR U &)
s tt“;’ M 3INA TV EEERIER CRIRL T 250mLICHAR L& F)

* NATIVNFERBRSNTND,

TReakisym' 10



BIMmiEER Drug Information

SNEEN 3N R D EEER

4. MEEXIIFNR

OEEMEBMRMIERY UV /SERON VN UHEED V) g
OBFEYIFHEMDOUEA M MR B >/ ViE

@l EABPIAYEa=1iilt TS

OEERENTHERE T ADRILE

5. MREXFHRICEHET BFR

<K EEOEEBEEBMRMIER I F VUV NERUT Y NUEY /B OB Y )/ Vit B MR >

5.1 [17. BAREHEIDBEORNSZAR L. AEDOBEWERUOLREMZ+D(CIERRELIC LT AFILSNDBEDE
FEIC DOV CHIBEITIRETIL. BINERBORRNZITOIIE[17.1.2-17.1.4.17.1.9. 17.1.108%K]

<BREXHEMDOUEAMXHHIZEBHERY > /NE>

5.2 [17. BRRAUE] DIROABZAK L. AR OBWER VL2 M Z T ([CIRELUC LT BINEEDREIRZITD
Z&L[17.1.6-17.1.8. 17.1.1088]

TRBIFNL T FVC sUEES TR 100mg/AmL DB TA LS NI EDHIEE

BHEUYV/EOWHO DR (F4MR) (CHITBABMRESE DIEN T, NU7F TV DRRENIFZIRICHZET S
RN FZEFF T (K)o

RUFAABHHAREE

U NERIED >/ SEE (Small lymphocytic lymphoma : SLL)

05w BHERE U > /VEE (Splenic marginal zone lymphoma : SMZL)

U /\FEEE#EEEZY > /VEE (Lymphoplasmacytic lymphoma : LPL)

MALT BhEERS D i BiAa D > / VhE

(Extranodal marginal zone B-cell lymphoma of mucosa-associated lymphoid tissue : MALT)
BN 5T B >/ ViE(Nodal marginal zone B-cell lymphoma : NMZL)
JERaMEY > V& (Grade 1. 2. 3a) (Follicular lymphoma : FL)

< hILBEEY > /VEE (Mantle cell lymphoma : MCL)
&MU/ ViR (Chronic lymphocytic leukemia : CLL)
UFAMXHRREYBHHAEY > /VRE, FEYREY

(Diffuse large B-cell lymphoma : DLBCL. Not otherwise specified : NOS)

BiBREATY >/ VEREIMSE (B-cell prolymphocytic leukemia : B-PLL)
A7 U— @B s (Hairy cell leukemia : HCL)

fEBAnRay >/ BB/ BIR. HFEREEEY

SEHAE

T EfiAREES (plasmacytoma)

BT T SRS

BHMET SRS

BRI/ SEE(3b) (FL)

IBENERSEUF AMERRELBlRRU >/ ViE

U/ NREAk PN ZF REAE

[RF MR AR ZL B2 >/ Vi

MEA XA B>/ ViE

ALKFZ X HRRR T BHBRZL > / ViE

fiA=tilRE=E DAY

HHV8Ba:E% thibvi4 CastlemanyRicH KA BATRR U >/ Vs
REMZHREI /B

N—FwhkU>) V& (Burkitt lymphoma : BL)

BiEREU >/ VBB, 9 FEARBEEY(DLBCLE/N—Fw iU/ VEEDHRRAY)
BiEfa >/ Vg, HFEAREERY(DLBCLE MR YF U/ EDhERY)

A Bk | BARRZERMEE,100,1787(2011) KUSER

11 mreakisym:



AR O REICEET 2R B

<FLT7F YV RS ER25mg, 100mg>

6. HENURE

<{EEBEBHRIMIERIF UV INE>

OHMCD20THEHADBE
BE. BAILE RS LARFVERBIEELTIOME/m? (FXRER) Z 18101 BENFT
FUEBSET %, BE5ZE2BMEHTL). 26BB®RET B, INEI1TATILELT. 5%
VIRY, B8, EEDREICKVBEERET D,

O B 5DHEE (BREXIIHEEMHDBEICRED)
BE. BACE RS LRF /ERESLT120mg/m? (FEERE) 718101 BEHTT
FUEBSET %, BE5ZE2BMEHTV. 198BARET 5, INZE1HATILELT. 5%
VIRY, B8, EEDOREICKIBEERET D,

<IVNIVHEREU > INEE>

OFBEDEHE
YT T (BLTFHERR) EOHBICBVT, BE. BAICIE XUT LARFAGHIEELT
90mg/m’ (FXREHE) #1510 BN I CTREsstd 2. #5728/™EFTL. 268/
AREIT D, INZE1FAT)LELT, BEZRIERT ., BH. EEDOREICKVBEERET .

OBEXFHEEHEDES
BE. BACE RS LRF /ERIESLT120mg/m? (FERERE) 718101 BEHTT
FUEBSET %, BE5E2BMEHTV. 198BARET 5, INZE1HATILELT. 5%
VIRT, B8, EEDOREICKIBEERET D,

<BREX[HAMOUFAMEXHIIEBHRY >/ \E>

OVUYFIR T (ELFHERR) HHRADEE
BE. BALE RS LRF /ERESLT120mg/m? (FERERE) 718101 BEHTT
FUBERE T B, 57 2HBERTV. 198BRET 2, INZE1PATILELT. RRK6YA
IIERSZERIRT . B EEOREBICKEERET 2.

OUVYFIY T (BIETHERER) RUORSIVIYT RRFUEBLGTFHRIER) HADES
BE. BAILE RS LARFVERBIEELTIOME/m? (FXRER) Z 18101 BENFT
FUBERE T B, BE5ZE2HBERTV. 198BRET 2, INZEI1PATILELT. RRK6YA
IIERSZERVIRT . B8 EEOREBICKVEERET 2.

<MV v /NERmRE>

BE. ALCE RS LRFERIEESLT100mg/m? (FXRERE) 718101 BN T T

TR T 2. RE5Z2BBEBTL. 26BBN®RET D, CTNZEI1YAT)LELT. BE5ZEUIR

I, B8, BEOREICKIBERET 2.

<EBFENTHRETEEDORLE>

BEERBERBORENUBEXFERAECEDEFERT 2,

TREAKIsYM ]| 2



BIMmiEER Drug Information

<PLT7F YV REEHER100mg/4mL>

6. BiENUAE

<[EZEM4EBHRMIERIF U INE>

OHMCD20AHEDZE
BE. BAILIE RS LRF GEIEELTIOMg/m? (FRER) Z 1810109 X (& 18
BN CRUBEEET 2. IR5Z28BEHTL. 26BENKRET D, CNZ1YAJ)LELT,
BEZRIRT, B8 BEEOREBICKVEERET 2.

O8R5 DIHE (BRENIGHEHEDBEICIED)
BE. BAILE RS LARFUEBIESLT120mg/m? (FRER) Z 1810109 X1
BN T CRERET D, #5727 28EERITV. 19HERE TS, CNZ1YAJ)LELT,
BE5ZRIRT, B, BEEOREBICKVEE-ET 2.

<INV > INFE>

OFXBEDBE
DY IV T BLFEBRR) EOHBICBVT @5, RAILEF RS LARAFUIGEIEEU
TI0Mg/m* ((FXRERE) 1810109 G 1 BB TriEEE T . 157 28MEH
70, 26BERET 5. CNZ1YAJILELT. IRE5ZEVIRT , BdH. BEDIRRECKE
BEHET 2.

OBFHEXIIE# DB E
BE. BAILFE RS LARFUEBIESLT120mg/m? (FRERE) Z 1810109 X1
BN T CRERRET D, #5727 28EERITVL. 19HERE TS, CNZ1YAJ)LELT,
BEZRIRT, B8, BEEOREBICKVEERET 2.

<BRIIHEEOUFAMAMIZE BV >/ ViE>

OUYFIY T (BLFHERA) HROEE
BE. BAILFE RS LARAF/GEIEELT120mg/m? (FXRERE) # 1818109 X(F1
BN CRUEEET 2. 857 28BEHTV. 198BRET 5, CNZ19A4J)LELT,
BRAOTATIVIREZZE )R, 5H. BEDREICLIEERET D,

OUYHIRTBEFHEIRZ) RUORSVYAR T XRF(BLTHERZ) HADES
BE. BAILIE RS LRF UIEESLTIOMg/m? ((FXERE) #1810 1093 185
BT CREEET 5. #5272 28BERTL. 19BBRET 2, INZ1YA1J)LELT. &
KO A TIVIREZE )R I3H. BEDRECKVBEERED .

<{EHU >/ VEBMmRE>

BE. BAILE RS LARFVERBIEELTI00mg/m*(FERERE) Z#181E8109X(F 185

BT CRBRET D, IXR5Z28EERITV. 26BENKET S, INZ1HAJ)LELT. '/

S5748IRT, B, EEDRECKIBEERED D,

<[EE{SENTHRETEEDORLE>

BERESRBORENOREN FERAFECEDETHERT 5.

13 mreakisymw




<zheEdti@E>
7.1 AHIC LB EEDICEEOBSENRDSNBACIE. ROESBEERICKY. BYICHE. HEX (18
ShtEZERIDE[11.1.188]
BRS5ERENIFRSEDREE EE
g 3
bk | R ATV SRAIC B 1. SRR O M D SR DS T KpePERE1,000/mm-LL b

b=d kS 2 &
®| TEETHRISIL, M/ VRE75,000/mm?LE

SBEDIC, FEEOBEICHE T 2 RINFIN RO SNIZIBEICE. AROEDBECEELICEEERO L XYL IILD
BE5ZRIET DL, ZDHEE. LTOEBSYRERFRSHIEZERT DL,
EEMEBMIEMIERYF VUV NERUN Y NUBIEY Y NEDISS
CBIY A JIUIR5E8120mg/m* MBS : 90mg/m?(THE
BT A J)UIRE5890mg/m?DIFE : 60mg/m2ICEE
BT A J)UIR5860mg/m?DIEE 15k

B, HEBEITIIHEICR, LR SEEMEL. BRLLBLI L, &?4ﬂi>1%§ﬂ5§gmm3xﬁ
Bty ESMEDSES /) VR£ 25,000/ mm°5%

BT A J)UIR58100mg/m*DIEE | 75mg/m?(THE
SBIY A TR SE75mg/m* DIE 1 50mg/m?ICiHE
BT A J)UIR5850mg/m*DIgE 1 15k
B8 HEBEITOBEICE. LIRS EZHIFL, BELRVIE,

’% BRNGHEHEOUEAMAHIZEBHEEY /N NEDBS
X | <UYFIRT(EGFHEBRR) SHROBE> $PCPEREN 500/ mm>SRii.
.(% BIY A ZILIREE 120mg/m* D54 : 90mg/m*(TiHE SFPERE1,000/mmPSRiEh BRI EFFET 3.
= BT A 7 )L 5890mg/m* MBS : 60mg/m?(CiFE &
I A 25 E60mg/m’ DIBE : R 5hiE /) \#x£8 75,000/ mm> K

1B, HEZEITOIIBEICE. LIRS EZHIFL BELRNT &,

BRNGHEEEOURAMAIZEBHEREY >V /NEDSE
<UYFIIT (BEREFRBZ)RURSYVITT RRF Y (ELFHEIER)

BAOES>
RIADIVESFEAD7BEF CIHAEDEDISEICOELIHEE. " -

MY IS0, SEELIEICOELIIBS(E. LTS B HEPHE D00/ mm AR
SERETSCE, /) VR450,000/mm” 55

-BIY A ZILREEI0Mg/m’DIFE | 70mg/m?(THE

-BIY A IR SE70mg/m*DIBE : 50mg/m?(THE

BT A 7R 5 E50mg/m’ DIRE RSk
RBH.REBZEITOCHEICIE., LERSEEHEL. BELRNT L,

7.2 FEICKZBEDPISFFMASFMEDROSNIBEICE RDISBERICKY . EUICHKRE, HENIFKRSH

EZZERBIT DT,
BS5EREX IS EDHRE f81R
5 o s =1 44— (51 - Grade 2* U TFOIEMKS M
| RSN ESHCaTY. BRAEESN SROEDET 53T Y et

MBI L7 F = 1 2.0mg/dLKE
BEDIC, FEEDIEBEICKE T ZEIERANROSNIEBEICIE. AERDIEDBIZEICAELEIEERERED L. RTATILD
BEZRIET DL ZDBE. LTDOESVFEXN I RSPILEEET DL,

EEMEBMIRMEIERIF VUV NE. VMUYV NER BRI
FEEEMEDOUFAMRMEIEBMRY Y NEDBS
-HTH A 7 )LIR 58 120mg/m’DIEE 1 90mg/mATiHE
CBIY A ZILIRSE90mg/m?DIBE : 60mg/m?THE
CBIYATILIRSE60mg/m’DIEE | R5%1k
B8 HEETOLBEICE. LERSEZEH#HIBEL BELRVIL, Grade 3" EDIFMAS
SV VEBRMROBE
I A Z)LRS58100mg/m’DIBE : 75mg/m?[TFE
CBIY A T ILIRSE875mg/m?DIBE : 50mg/m?THE
BT A 7L 5E50mg/m? DIRE RS0t
BB, HEZTOMIBEICIF. LBRSEZHRL. BELIRWVLIE,

7E :NCI-CTCAE Version 4.0

R o mnE;

Reakisym | 4



BIMmiEER Drug Information

<{EFEEBMRMIERIF VUV NERURSEOT >V MUBEY > /VE>

7.3 CO201ADIRSICHRUTIE. [17. ERREIE | DIRONSE. KA - BEROEIREEZ T2 EHEL
e ET1152&,[17.1.2-17.1.5. 17.1.1088]

<BHENFHLMOTVNViRRY Y /ERUIEMRY >/ VB MRS >

7.4 OB MHEBEIEOHABICOVNT B RUZEHEHEIIL TR,

TRBIFN TV RS TR 100mg/4mL DETA LS IR E DI IEE

<FEEH>

7.1 [BREXEHSEDOEBUEEBMIEMIER Y F U/ NERUN YNV /VE] (78 N). [REED
EBHEBMRRMIERYF U/ ERUY YNV /SEE] (69 N) ROTIEMY >/ amR] (10
N) ZERREUVEENBRERERICHS L TGrade 3L EDIFPEREE A M OIIMRER AN ZNZEN
76.4%(120/157 A). 10.8%(17/157 N) [CHRESINTWVBD T, AFCKDBEDICHEEIMNHINER
SNEBEICFE. BREOREITFREL TS A JIL7ZRRIBT 2NEN D D,

BSRIBOBERZEARNBKRZBRN OKBDRMINEZSE(CREL.

BIGEEICH DS T, RSB ER O MBRE THPEIKEN,000/mm> L LK O M/ H"
75,000/mm*UETH DT EEERLTHSIRE T DL,

Fle BEPICEERERINGENROONICHEEICEF RTATIVDREX FFIEZZEERT D&
BB, [BERBEINHE | DEZICOVTIF. p 1 4FIFFANER7.1 28R 2T

HMEUCEE. MEFRSEZF#IFL BELLEWVI L.

7.2 BNBREBRNOCKEDORINEZSZE(C, FMRBUENRDOONICHBEDNRE, FHEXFIRSPIED
BLRZHRELC. RE5MABBERDRRRES CIHMRSEMEN Grade 2T, #EU)LE>H'2.0mg/dL
FBXFMBEIL 7 FZN2.0mg/dLRBTHDEZERULTHNDERSET DI E, e BEDIC
Grade 3P EDIFMAFHZRDICIHZEICE. LEEDBEZSE(CRYAVILDREX EPIEZEET
S
BEUIHEE. LIBFIRSEZHFL. BEUIWLT &,

7.3 EEMEBMERMIERIYFUVNE, KEBEDY VNV >/ EICH T 2AF DEEROZ M
(F. VYFITTHATCEVWTHERINTSY, o BREU Y /NEBICH T 2AE DB ER R4
[F. AEXRY AR THATICEVTHERINT WS, BEICHIc>TIFE RERIXEDI7. BRIRAE]
ROVYF IR TN GEAERY AR TOMINEZH 5. THERUICOATEEITD2NENHDIEN
5. FRIEEDTZHICERTE U,

7.4 BEXFEBEDO YV NUERY >/ EROEMED V) VEBITR ClE. iDNMEBEMEREICOHAICSITF
DEMENULEEFESR TECVRVNTENS. FERIBEDZHICEREL,

SR VDB EOFRFUTDOESY, (—EBRHE)

14. BALOEE

14.1 ZRFRAREBOIE

14.1.1 1 BREEDARAE

< U7FY U s ER25mg, 100mg>

100mg REIDBEICIF1/\A 7 )Lasfc40mL, 25mg BADBEIZIF 1/ 7ILa 1) 10mLOESHAKTEREY 2, BEQHRERN SBRE LT
RESEERRITR CHRL. RIIRSRZE250MLICERT DT E, B8, BREICE. FREBAITITENEFLL,

<M 7 F YV RS ER100mg/4mL>

BEOURREENSBREUCRSECNINT 2NBERKEM, BERBICGUCLUTOESUERT DL, 36, AREICIE, FREBEMIDIE
HEHELLY,

(M10DNFTRE T 2IEEIFS0MLOEEBIERICIZ DT &,

MBI TR ST ZHEE A ERIBR CRIMESRZ250mLICERT BT L,

15 Treakisym



{ER L DEFZ DEFSR

8. EERELRNER

8.1 EFEHERENIFISN, BRAFEZDEEREERANMBEXIIHSHNZTENH2D T, fBE(C
MRBRBEETIRE, BEDREETHICHERT DTS [1.2.9.1.1, 11.1.188H]

8.2 UV /NIKEA D EHEEICHSON, BEORBAEMBERNEHITT 2 ENH DD T, 480
([CERIRIGE (IRIRESE) Z1TORBE BREAEDIMEICOVWTHIREBERREZITOIC L. VY
FEDEE. A RXAODAIIZAEFEDDA VA, Za—FYRT 4 RAFICLDEEBFNR KRR
[CERT DT L,

FIo. BRUFFR DA IV ZADEEHEICR RN B OONBIEN B DD T, AFNIRS(THII>
THXRDA I AREOEEZRRL. AERSAICEYGRUBEZTIIE.[9.1.2,9.1.4,
11.1.1.11.1.288]

8.3 FHEICKLDBER. ZRFENADEEUCEDHRENHDD T, ARIDRSHKL TR DEEZE
RIDBRETDITEFRETDTE,

<fRS>

8.1 REIDIRSICLY) BRI SHEEICRHSN, BEEDRERANRIRT 20N $H 5T ENDREUI.
TR MERDIZHEOICMRREETIRE, BEDREETHICHET I L,

8.2 [BHEN FHEMDEEMEB-NHLROMCL] (78 ) EXHR & UIcEREERRERICE WV T Grade 301 E
DU SEREURA. CDAUY  SEREA D SSBECERH SN, BEDRERAS N HRIRN (FEE T BT AN
HBTEDD. BERLDKBEPER, I/ ARVZ1—EY AT AE(CLDEEBNERLECHL
TEBIDUBEN HDTENSRE U, Flo. AEIRERCBERFTXRIA L ADEEELICLDBER
FIRERDIAERINRESNTVNDTENS. BRFFRIA L ADBF AL B SONB T EmBEE LI
(B4HBEEEBRBERENEEREN (TM24F4E24BMNEBLH0424512) (CEDI<KHED.
REIRSHICHBS IR T > TH. HBVDEEMH LN RO SND TN H DT EICOVNTTHE
BI2TE, Flo. RADRHOSNICEBEDBEICHI - Tl BECHL., FHEPIESEEDSZ. &
B SHCEYBUBEITDEEBIC. BESBRIZWE 51D - IBEKRBICE T @AM
BUERTADRIAE. BIFFEZEESHIZD AL AMFFEBRDEEDIEE(LICE T 2K IICKY. [RE
A - {ES2EEIC R UFAE T 2 BEFTSHERAA RS 1 > BETHR) I DMER S NTWLBD T A RS54 VIC
ROTRBERUNEERET D&,

F T —IRAEEEABREE AR BB NSV ] (8545R) 202256 5
B3 SRR - (EEEORIC KU FAE I B BEFTAIERAA RS A
https://www.jsh.or.jp/lib/files/medical/guidelines/jsh_guidlines/B_document-3_v2.pdf

8.3 KEEDERMEB-NHLEUMCLOEANDERRE (BHRBABNZZS0) [CEWNT. FElICLDEEER
[CTRFEDNADFEELUCEDRED G, BFEBFOTEZHEISNDIN AR EDREENSECTE
BNCENSERBIEDIZHICERE U,

TReakisYM® 1 6



BIMmiEER Drug Information

0. HENERZBIZDEREICHITZER

9.1 SR - BIEBEZFDHHEFE

9.1.1 BEEHIFID&HZEFE
BENHAMEREINDBZETNNHD. [1.2. 8.1, 11.1.158]

9.1.2 BAEZGHLTVLIEE
BEHIHICKBRRENMBRIZDHZNNH D, (8.2, 11.1.288]

9.1.3 REB(DHHIEE. EEDOTENRE) Z5H T SXISBITEFEDH2FE
INVERZBILS BB ZENNG 2.

9.1.4 FRVAIADRRN S FZHT2EE
AENDBEIBE P R OTEER T3, #iHELU CHEEERE PR D ILAY—1—DEZIU
VI EATIRE BRFFR DAV ADEEH L OBIRPIERDORRISFRT 2L AFDIRS
([CKW, BEIFFR DA )V ADBEEMLICRDARDHESONBDTENH D, [8.2. 11.1.258]

9.2 BiEERREERE
BEANR<HSDONBBZNDHD,

9.3 FikaElRERE
BIfEANR<HE5DN2HBZNNLH D,

9.4 &lEEE =BT 2E

9.4.1 FRI 2TREMDHHLMBE(CF, RSHBEPNURSHK TH 3N BBISEYREEEZ
RWBKXIEETDIE, [9.58H]

9.4.2 N—hF—H'EIRT 2T REMD H BB MEE(CIF. REHE PGBV RETEZRVNDED
BEITRIL, Fle. BRERTHRONBBIFEITIHTIENLEHLL, [9.5, 15.2855]

9.4.3 LIETJREIRFHDEBEE (IR ST DUNENGDHEICIF. MIRICN T IFEZERIT D L.
[15.228]

9.5 itiw
RN IFEIRUC VD TREM D H D LIEICFIRE LRV & HIREM) (R OXARU SV ([CH
WT. it - BBIREM N U ESEMDRDONcEDREN H D, [2.2. 9.4.1. 9.4.2, 15.258]

9.6 #7LIE
FILULBWVWTENEFULV ABEIDIABITICOVTIIAREATH SN, AEIFIEMEES
(BCRP) DEETHHTREMN HDIcth, I BTN B, FLIRNHITZT U TAHH]
ZERUEE. ILRICEEGRERANRIRT 28T NN %2, [15.288]

9.7 INR
INBHZZWREUEANUNR RS Y ZIEIZEE U ERNERRER (F 2L T LR,
9.8 SiEE

BEDREETDICHEERUBHSIRETETE, —RICEEHE CIIEBEEENETLTWNDT
ENZ N,

1/ mreakisym




9.1 SIHIE - IR EZFDH B FE
9.1.1 ERIIHEINH2EE
BRIIGINERINDBZTNNH S, [1.2. 8.1, 11.1.188]

<MREH>

[BRX(FHEEMOEBMEEBMREIFR I F U NNERUNYNUIEU >/ E] (784) ZXR U ER
BRIRERICH VT, UV /NERBUR A 98.7% (77/78%1). BIMIKEURA97.4%(76/78H1). 1750 EREUR A
87.2%(68/78%ll). M/IMRERA76.9%(60/78%4l). CDAUNIREA69.2% (54/7861). NETOEY
WA 69.2% (54/78%4), FRIMIREU A 69.2% (54/78%1) DEMERANRO SNz, BREIIHIDHZEE TS,
AEIDES(CK BEBINH BRI NDBZND BB ENSEELI,

9.1.2 BRIYEZSHL TR EE

2
BEENH ICRUBRPENMER T 2HZTNNH D, [8.2. 11.1.288]

<fREH>

[BFRN(FHGMOEBMEE BRI F VUV NNERUY YN UIBU >/ VE] (786l) ZxgREUIcER
BRERELERICH VT, [BRAEDB RO FERE N CHESNBEIERN 28.2%(22/7861) ICRDH SN, EH B
([CRROSNIRIERIE. RIREER (1041). NLRIXDA VARG (361). BHXR MO FIRBEZ (526]) TH-o
Teo Fic. BEBEWERELT, DA )V AMIRER, FREE. FPIRHMERRENE 6B SN, ANF
DESICKIBENEINED, BREAENMER T 2HZTNNHBIIENSRELI,

9.1.3 REB(DHHEE. EEDTEIRE) ZE5H I SNISBIFEDSH 2 EE
INVEBZRBILS BB ZENNG D,

<fREH>

[BRX(FHEEMOEBMEBMEIFRIF UV /NNERUN YN UIEU >/ ViE] (784) ZXR U EN
BRIREERR(CE VT, [DMERE ] (CHBESNBEIERN 14.1%(11/7861) CERH SN, BEBIITRHSN I
BIPER(E. BNZ (661). D= MERASMINGE (3B1). SRIESENR (261) ROEE#AER 2 (26) THolc, Ko, BRI
BERFEEUT DBRIQTERN7 6. DERTRIREEHAD 1 HICEEH SN, 2B|DEEHEREDIS5,
1BFEERRIEAELTHIES NIz, REIDERSICKIIINVEBDEGHICIIEHERED HDEE TIFOEHED
RIENENT2HZNNHBDENSHEEL,

TReakisYm® | 8



BIMmiEER Drug Information

9.1.4 FFRUA I ADBRNSEI T =ET2EE
AEIDBEIABE PR OTEER T3, #iHmL CHREERE XD ILAY—H—DEZIU
VI7EITIRE, BRIFFR DA IV ADBEFE L DHIRPIER DFEIRISER T 5 &, AFIDERS
(CKY. BRUFFR DA IV ADEEMLICRBIFRD B SONDTENH D, (8.2, 11.1.288]

<fES>

BN SENICHBSHRIRM T > TH. BRFFA YA L ADEFEHEAROSNBZTEEM N BB ECDNT
THEET BT E, Fio. BRNROSNIZBEDBEICHHTIE. BEICIHU. FRSFIESEEDSZ.
FEIRSHICEY LB EITOIEE BT, BESBRIRIRE DT - IBEERICEI T 2 ae | UIEIE
FRDBAE. BIFEZEESHIETA )L AMFFEREROEEDIZEICRT DI 5R I VEHCKY., [SeEinFE - £
BORICKWFIE T DBRFFAIRA A RS A > (BETHR) I DMERSNT VDD T, AHA RSA VICHESIARE
ROIMBZEEET D&,

x L —RAEEEANBAEE AR BRI TAA NS4 2] (3545R)2022F6 7
B3 B - (LR EOEIC KU RAE T B BTSSR A A RS A~
https://www.jsh.or.jp/lib/files/medical/guidelines/jsh_guidlines/B_document-3_v2.pdf

9.2 BiEERREZRE
BEANR<HSHNDBZNNHD,

<EH>

[BRXIFHEEMHOERMEEBMRMEIIN T F UV /NEROS VN UV /] (784)) ZHRELICERN
EARIERICHVT, BiES (VBT L7 F ZUVREEE LRD 1.5 L) ZE 9 2R E(CH T HEARERN
13, BEANR<HE5DNBBZNNHDTENSHEELIC.

9.3 FTikEERRERE
BIEANB<HODN2HZNNH D,

<HRE>

(A5 S A DEBRE EBBIIMSET D+ VU RO > MU/ T (7861) 2R & UL B
POBRERETBRIC L) T . FFSAEIIES (I L Fos (B LBROD 1. 51 E. AST(GOT)/ALT (GPT) I
FEEELRD2.5(8 L) EE T BECH T BERMERIB . BFANRSSNNIB TN DT
ENSRELRE,
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9.4 LiEREZH I 5E

9.4.1 FIRI ZTREMDH DL MEFBE(CIF. RESHBPRUREHK T % 3NBBIFERETEZ
FAWBLIEET DL, [9.58H]

9.4.2 )N—hF—DEIR S B OTREM D H D BMEREC(E, RSB PIFBEUREEEZANDERD
BEITRTL, Ffe. BEERTHRONDBBIFEHTI D IENLEELL, [9.5. 15.28]

<fFEH>

SYhRRBRERUBRE COVMMEFRLEICET HHBRES Y MERINRUBER DK - BBRFAELO(CEED
HEEICRI T DR ZRMUIIBR. IE - BBIESMNRHSN I, TDsd. £IERERURENDTEZE T2
et BHEE, YUEREZBD T, BHIESZRHES 2UNEN HBHTENSRE LI,

9.4.3 £IEIRERFRDEBRE (TR S T DUEN HIHOICE. MIRICH T DX EZER I DL,
[15.258]

<fFEH>

BYERICBV T, BARSSUHHRCTY VANV S YMNIERONIYEDNERESN TSI L. BaERS5HR
BRCTAIDBRTHEBEDEB/NMRRINTVDI L RO &IERESHHBR TR - BBIESHRUESE
ENRESNTVBTENOREL,

9.5 1ti®
RN IFEIRL TV D TTREMD H DL MEICFIR S LRV & FIREM (R OART SV (ICH
WT. Bt - BRIRSM N U ESEMEN RO SN EDREN H D, [2.2. 9.4.1.9.4.2, 15.258]

<fREH>
BYRERICHENT, LIERESMFR CH - BIESHLRUESEENRE SN TV ENSREL.

9.6 1ZA.=
FRILLBWVWTENLEELL FFDIHABITICOVTERETH DN AEIFFEM =S
(BCRP) DEBE THHTJREMN' D, I BATDTREMN &1, ARHHAZNT U THAZ
BRUIEE. ARICEEREWERANRIRI 2B ZNHH D, [15.258]

<fRsH>
AEDEFANDOBITZHIHUICHBREZVD AFDBE LR DBCRPIFEY DI BITICEASITBHNS Y
AR=YI—THBIZEND. FRIREPORAZEIT DL IICIRIRIE T DIzhEREL,

TReakisym' 20



BIMmiEER Drug Information

9.7 INR
INBEZNREUCBEMEN O L2 M ZI5RE U ENRREERIEERL TLIRL,

<fRsH>
INEEZEWNREUVCEMMER U R ZIERE UcERNEREREERL CTORWTENSHRE LI,

9.8 EimE
BEDREZTDICEHEULRNSRETDIE, —RICEERE CREREREMEITLTVES
ENE L,
<>

SEE CREERENMETLTCVDIENE L ERRDOEMEANHEIREL P I WMERAN' G S8, —RREVRE
BEECUCERELUC BARKEERICOWNT. REMBEMEMD20% U L TRBUCASERZO65m K
i, 65l L CEBRIFTLIcEC S, 65mARMmICH A, 65 L THRIFREN10% U LB SIcBEER
(&, MEPFLERRLKREERIEIN. RS, B B C-RIVEEBEN. M/ WREUEA . FRIMEREUE AN
T-IIZIVNS VAT S—EEBINTH oIz, 65U EOBREICL<ROONICBEEERDORHEDRE
DRENDRYIIFFRHONENoT,

10. 1HE{EH
10.2 HFEER(HAICEETBTL)
% BRPRAEIR - EETA 7 - BERET

ftOFUEMY | SEIHIEORIERANMERT LN | SRIIGERZIE®RIT ST EEN G2,
FEZAl &HDo

<fiREH>
OMBHEREEOHBICKY . BFIIHEERSORIERNEE(CIBEINB T REN &, SFEIERED=h
SREUTC,
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s

BRNIIHAMOERMEEBMRMIFR Y+ Uy BEEER O VN Uiia) > / EEE(CH T 2EA
ERPRBR DL 2 MEHIN SR A 78 Ath78 A (100%) [CBIER (BRRMREBDRBZZS D) h'58h SN,
FIREMEAER[30%L E7ZE0E] (&, FN85.9% (67 N). BERAKE5.4% (51 N). EM47.4% (37 N).
[&0+41.0% (32 N). 7739.7% (31 N). F237.2% (29 N). FE34.6% (27 N). FERA33.3%
(26.N). BBl 30.8% (24 N) E TH o, o, FIRBRIREBERS [30%LL EZseH 1. U/ VK
HURIA98.7% (77 N). BIMIREURIANO7.4% (76 N). FFPIREURIZ87.2% (68 N ). MIVREUE A
76.9% (60 N). CDAUVNERFA69.2% (54 N) NETOEVEA69.2% (54 A). FRIERECE A
69.2% (54 \). LDH#ENS50.0% (39 N). C-RIGMHEBENA7.4% (37 N). IgMET43.6% (34 N).
AST(GOT) £EF38.5%(30.A). ALT(GPT) £F35.9% (28 ). IgAIK F30.8% (24 N) FTdrolc,

BROERMEEBMRMIERY F Uy EREROY VN UIRY >/ BRSNS 2ENERK
EBRDLEMFHIERAI6I AT A (100%) ([CEMER (BERRBEBOREZST) HERdS5N I,
FREMEMEIR[B30% EZFcH] E. Bi066.7% (46 N). E62.3% (43 N). BRRK53.6%(37
N BEIAIR43.5% (30 A) FAICHDIRINA0.6%(28 N). F7£239.1%(27 ). BIM34.8%(24
N BBRK 34.8% (24 N) FCTHofc, Fle. TRBARREMBES [30%LL L7Z25cHE ] 1$. BIMIkEL
HA100% (69 N). U /INERECRIAN97.1% (67 N). S PEREUEIA94.2% (65N). CDAU/ /IR
292.8% (64 N). M/IREEA55.1% (38 ) Ery7 07U VIMES2.2%(36.A). AST(GOT) £
F31.9%(22N). LDH#EN30.4%(21 N)FTH ol

BRENGHEAMEORBEEBMRMIFNYF U/ EEER O YN UMY Y/ EEECH TS
ROERTTRDFEEANERAE (2HREE) DZEMFHIRRAEI583AH565.A(96.9%) (CEIFRA
(BARREBEODREZSO) HRHSN . FIREMEIER[10% EZ5EE](E B 19.7%(115.A).
B19.4% (113 N), FE#11.0% (64 N) FTholc, Ffc, FIRRARAEBERS [10%L t7Z5CH ]
(& U/ SERBURZN 73.9% (431 N) SFPIREURIA61.4% (358 A). BIMEREUEIA60.0% (350.A).
MV/IHRECRI AN 42.7% (249 N). C-RUSEEBIEN12.3% (72 N) FTH 2Tz,

BEDOCD20BMHEOEERMEBMARMIER Y+ U /NEEE (TN T 2EEHE 38R ARG R
[CHBNT., ABIZZRSINCEREU Y /VEEEDLZ2HSHINRAI6 76 A(BAAN12AZED)
th578 A (85.5%) [CRIEAN RSNz, EREMEA[10% L EZEH] F. BD(48.7%). B
(30.8%). FF¥ PEEIAME (26.6%). SFEAICHDIRIN(14.8%). 1B (14.1%). EH(11.1%)FT
ool

DY+ TEEETNMEOCD20B O EREE BRI F U/ ERE (N T BN E
BEBREHBRICB VT, AR Z/RSINCRRED Y/ ERE DT M EHHNREI330 AHh304 A
(92.1%) [CRIFERNERD BNz, EREIERAI20% L EZFEE] I, FAICHEDRIN(55.5%). BiD
(52.4%). 125 (31.8%). IFoPERRAME (25.8%) F T ofc.

BRNIFEEEDUFAMEAMIREBMRY >/ MEEE (LN I 2ERHERSE 28R RERICS N T,
AENEVYF IR T ZHRARSUAER. Z2HHXREI59AH58 A (98.3%) [CRIEANERHS
Nic. ERENEA 0% EZECE] F. CD4U/VEREA69.5% (41 A). BIMEREURA62.7%
(37 N). FHPEREURA57.6% (34N). U/ /VEREURI A 55.9% (33.0). BM49.2%(29.A). {EH
47.5% (28 \). Mo 07UV GEA RO TVIMREUEA [£44.1% (26 )], MsEsT 07
UYMEA42.4% (25 N). Mt E s 0T UVARA40.7% (24 N). C-RINHEEBEN35.6%
QI TRANSFUBTPZ/ NV AT T—CENNROBEUIR[F33.9% (20 A) 1. i7PIKE
WENOTSZY - P /NSVRTIS—EEBI[E32.2% (190 ] UICRD30.5% (18 A) T
ool

TREAKISYM™ 2 2



BIMmiEER Drug Information

BREYNIFHEAMDOUFEAM MBI B/ EERE (T 2ENEIBEERERICONT, &
BlEUYF IR TZHAKRSUILBR. KEMEHERAIZ8AD37.A(97.4%) [CRIEANERHS
Nfco EREWER[30% L EZseE] (3. U/ VERBURA (89.5%). 1F EKEURAN (81.6%). HINER
ORI (81.6%). CD4UNEEAN (65.8%). M/IMREUEAN (60.5%). W OICHBAN O I mET
O7UYMBEA (531.6%) THholc.

BXREMFMBIRBEDEINERSRVB RN (S EEDUFA MR MIRILBHHE >/ RS
I 2BNE 10/ 24BEBRERICEV T, K&l VYFIITRUORSVIAIT NRFUEOHA (BR
+Pola; 40 N) EAXRFIEUYF I TDMHA (BR; 40 N) Z#H S UICER. F1b48/V—h R U248
S5 IME/IN—KT. BR+Pola(P1b/2) 845 Ath45 A (100.0%). BRE¥39 AH38 A (97.4%)(C
BIfEANERDHS NI,

FREIER20% L EZECE (&, BR+Pola(P1b/2) 8f CIFFPEORANE. IV/I\RIEAME. A
546.7%. £ 5340.0%. THI37.8%. BOKRUFEMNE33.3%. BHUHIR26.7 %K U KRE S
—2—0/VF—20.0%. BREFCIFERD\41.0%. FFPIRBIAME 38.5%. 255 35.9%. M/J\HRIBAME
ROTRINE28.2%, BIN25.6%. F#23.1%. BAUAR. EHN ORI 20.5%TH o,

BREMFFBIRBBDOEINERSRVBRN (S EEDUFA MR MIRILBHHE >/ RS I
IDEAFE2EIRREERCH VT, BRHPolaZZz R S UTEHER. T2 MM RAIZSA P33 A
(94.3%) [CEIERANRD SNz, FIREMEA[20%L EZECHEH]IF. BIN37.1%. Bn31.4%. M
I\HRUBIANE R O IF BRI AMEDYES 25.7 %, B, MUI\REURAN K U iF IRBUR AN D' 25 22.9%. 18
RENUBHIENE20.0% THhol.

SOEDIEMU Y/ NMEBMRES (NI SBNRRARICENT, AR DRSS ZR (I 241l
HWEAE161AD 137 A(85.1%) [CEIER (RRIREEBDESZS D) H's8h SNz, FREMEER
[10% E7ZEcE] (3. F#2823.6% (38 N). B 19.3% (31 A). &M 18.6%(30.A). &I+ 14.9% (24 N)
FCHolc. Ffe, FIFRREMBE [10%LA L7ZE0E] 3. fFPEREUEA27.3% (44 N). [V HREL
B 24.2% (39 N). BIMBRECRILN17.4% (28 N) F T of,

1BHU Y/ MEEMERE (S T 2ERRKRRRICOV T, ARIDERSZEZ (T TR e N R A
TOAFT0A(100%) [CEIER (RRIREBDESZZS D) H5ah 5N e, TIREMEIER[30%M
ZECH]d. BD80.0% (8.A). B 70.0% (7 N). RE50.0% (5.N). BERAIR50.0% (5.A).
FAlRK30.0% (3AN). ZOFAE30.0% (3AN) BEREZIREZZ30.0% (3 N) FTdhofc, Fle, Tk
BAREBER[B0% LZEH]F. CD4UV/NEEA100% (10A)., FFHIREEA 100%
(TOAN) U /NEREURIA290.0% (9N M/IVREURIA90.0% (9 A). BMIREEI2290.0% (9A).
EyZ7070>miE50.0% (5A). AST(GOT) £F30.0% (3 N) & ToHolc,

100" S5HFOEMMERULEMICE T 2ENE]/ T8RRI (2018001 58k) [CDWT, JIL—
1 OREHFHIE R AI30419 30461 (100%) (CBIERN RO SNz, EREIERIF. U/ VEKE
HA (86.7%). IFPIRBURA (83.3%). BIMIREUAA (83.3%). CDAUZ/NEREAN (73.3%). Bl
(73.3%). M/NAREUR AN (46.7%). 18 (46.7%). B RRX(43.3%). BAURIE(36.7%). &I
(33.3%). 7S ZV7Z/hSVRATTS—EEM(30.0%) ETH o,

EAGENFARELT, B3I BPE. BEMUMKER. BBRRIERE. EFTKBEIER. ~avd.
PFI4SFI—PHREINI,
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11.1 EXZEER

11.1.1 EBEHDH
< U7 F YV EERSERA25mg, 100mg>
BRI (68.9%). MUIMEAN(37.4%). SFHPERRIAN (34.1%) . U/ /NEREIAN (30.6%) .
EJOEVEA(25.7%). BRIEKE A (24.0%). CDAU > NERF A (23.7%). IR IMERR A
(9.6%) EDEHINFNHOHOLNDTENGDD. [1.2.7.1.8.1.8.2. 9.1.18H]
< U7 F YV EEREER100mg/4mL>
B2 (69.8%). MBS (38.3%). FFHPERIRAN (37.2%). U/ VBRI (34.2%).
CDAU/VEREIAN (26.3%). NEZ OEVEAN (24.5%). FERIEREA (22.7%). FRIBREA
(9.5%) FEDEINF N HODONDIENGD, [1.2. 7.1, 8.1, 8.2, 9.1.18H]

11.1.2 BRERE
< U7 F YU EERSERA25mg, 100mg>
ik (2.0%). BIFE (0.7%) FEDBEDREREENHSHONDTENH D, Fic. BRFFRDA
IVADEEHEICRDIFRNHEDONDTEND D, [8.2.9.1.2. 9.1.488]
< U7 F YV EEREER100mg/4mL>
ik (1.9%). BIAE (0.6%) FEDBEDREREENHSHONDTENH D, Fic. BRFFRDA
IVADEEHEICRDIFRNHEDONDTEND D, [8.2.9.1.2. 9.1.488]

11.1.3 BB MRS (SREAER)
FEEL, X, LR, WEXIRIRERBESENROSNICBE(ICFRSZDIEL, BYR0LE
15T &,

11.1.4 ERARIREIREF(0.8%)
SUBEEICEDDZTNDHDD T, AAKDEZEYCHRL, MBRECFIRE F(ICRE
RUOBUD L) ZITIREBREDREZ T HICHET DL,

11.1.5 ESLGEEER SEETA)
th & 4 3R 57 1% 3F B 7 JE (Toxic Epidermal Necrolysis: TEN). 57 /& #h B2 BR JE 1% 8%
(Stevens-JohnsonfE&E) N S5HNDTENH DD T, BRETHITITL. FE. RS
ROFEZ. ORREOERD HSONIAZEICERSZRIEL, BYRBRNEBZETO L,

11.1.6 ¥avJ. 7FT«>5F— (SEEFEA)

<fFEH>

11.1.1 SENH
ERAOEEREERICHEV T, BIMERECRA . U/ VEREUR AN, i PIRBUEAN, MIMRECRA . NETOE
VA EDEERBRIIHEINFEIRLTCNDTENSERE U,
SEOEBINHNRRELCEEE. [7.1 AERUAECEET IR ZSEICRENTRE. 8BS
PIEZERT D,

TREAKISYM' 2 4]



BIMmiEER Drug Information

11.1.2 BRE
BRI (CBHET DRBREDK NCLDODEZEZSNBIBERRREENRSSNTVNDEND. AIE
BZREUc, e BEADOMAREDERICHEWNT, BEIFRDA L ADEEMEEICK DR ZEFIE LA
PHRESNTHY ., BEFBEEERRETENRRARBA (TR 24F4824BNEBRFE0424515)
([CEDEBR U

11.1.3 EEM4MRE (EEAE)
BRENFHEEMHEORBMEBMRMEIFR Y F VUV NERUY VMUY EEN R E L TEBUICER
ERPRELERICH U T, Grade 2DBB MR ERNERHONICIENSRELIZ,

11.1.4 [EERRIRAEIREF (0.8%)
BN DEBRHBRICHEVT, BEERERSNHRSSNCTVBIENS, KEBORMINEZSE(CREL.
BB RBBEOEBMEBMIRMEIFIRIF U /NERU YN >/ EZE R & Ui BN iR RE R
[CHVT. BBRIRERED 3FIRESNTD,

11.1.5 BB EEIX (BEEFER)
SENDOERKREERICEWVT, 7O/ —ILEDHBA TR ZSTEELREBAEX (Stevens-JohnsonjiE
1&BE MU' Toxic Epidermal Necrolysis: TEN) BRESNTVBSTENS. EARIGEDICHICEHE LI,

11.1.6 ¥3avI. 7F 745+ — (BEEFE)
BADBERSICEBVTC, YavIRUOT7F I45F I —DRRBUICZENSFRIBRDZHICHRE LI,
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<FL7F YU RiRESER25mg,100mg>
11.2 ZOfthDEIEFR

10% M £

10% it

SR

MK

. A L/70TUV(gA.
IgM. IgG)ET

BMAE., FEEEFPEREIAME. JRMERRL, &
BREA . BIMERIEND. SFePERIEN0. SFERERIEMD. U
INERIEND. NEZOE VBN

BEMMEARE. CD4/
CD8lt & T.CD4/CD8
EER ATRIUYNED,
fARFRMEREIA FEFERIERE

il

M
T
i}

FEIR(BETOvT. WIERENR. L= MERASINGE.
DEMHSINGES). B2, OHER. DMERS.
DEE. DERETE. DAL, EERETR. BIRE
B NYTwbh - vabyy —EREE. MERE (ME
). RIE. SME. SMEITU—E. [FTY. L.
FRIRR. BRIRIMARAE. DERQTER. DERST-T
B RE. DERTRIRIEES

DA, WM

BRZ SEAE. ERFSI. ERERATIE, sRARHHIN. RN,
POKERE . FURIEND

HEEs

fEh. T Bio. (Bt

OfOSX. OFEES. OFRESE. ORK. O
RER SEE. EX BER. BHIETR. 8<U,
BX. BEE. BREERMER. BNREE. B,
THSERE. BEERREE. OUSAMTZIBER. A LD,
%, AIFIHm

BERMEER. BHH. H
{LEEEER

i

ALT LR, AST EFEDIFHAERT. fBi+5oif. A8
BfE. BERU—7 FFE4. v-GTP LR, Moy
IVEVET. BEUILE Y IE

8 - RER

B#TR, LDHER

=K. EEEYREDEN. BHK. §7=5—€Mm
fiE. BAHYDLMEE. §270—/VIE. &§hUITUEY
RONfE. EFREZMAE. ALP EF. #8EBET. K7L
TEVMAE. BAUD LME. EAILD LMIE. §F
~UDAIME. BY TR0 AMEE. €Y EIE

ALPET. &AL LIIE

EEER

ROETE. BAhB18IEE. ArPYfE. T80, B, EJE.
RIIEERR. HEbR

FRHMEER

OER DT AALEH TV FEEDHI LV KR
fEE. REHM. #HERE KRR, AREH. RE
FHER. KA. SRANIE. ERERIEE. ERAE. BRS. KA
M a—0ONF—, STFIEE. . RETRR

MIVUEE M IEIRES, K5
1t

WBFRES

BHaEiES. S50k, B2, MR, EHR. %8R,
BERRHER. JL7F U LR, 220707
UVEN. BUNER

BUNET

FFRES

FERARIE. FHIEE. F=E. BEUEmER. [FIRTE.
Bk, LB DR, OFEIRGRRE. OFFIRERA R,
SRR, ZR. PUILF—ERK BHIN. &%,
Lpo<h

[RFEMERFHN. B #RHEAE.
FEERE

ﬁjgli

F#2(22.8%)

REX. SERRER. PUILF—HERER. B
MHRREX. REUS A KEFLIERE. KBTI, 8
IR, BBIE. B2 . SIALH. A3, /2. BEIRE
BINRE. BB, T SFEE. BEMEMER. REE.
FE -EERTAEFSERE. eRALBERES.
BT, ST

TOFEMRE . A

ESTERL

ESTERAIME SV IR 5 BR AL IS (TR, =B,
2 )

Z 0t

FEE RS R BEUE

C-RINEEEIEN. FZRE, FAICHIRD. B, Rk,
ERR. HERORE. SAEDORAE. BHEMRE. HIS.
BAE. TRABR. BRR. hERL. KEBI.
YL =R, R, B, BEER. BiEEY
RE7UILF—. 2SERIKEEL

TEE. RPEDOEURGE,
Bl =

A RBICUT, REMNZREZ T DL OIBEZIEEIT D,
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BImIEER Drug Information

<h L7 F IV RiEEEER100mg/4mL>
11.2 ZOHthDEIER

10% £

10% i

SREEA

m&

&I, A L/707UV(gA.
IgM. IgG)IE T

BIEE. FEERMEFPIRRAME. EEMMERN SR
& RmEREAN, BEIREA BMIRKIEN. FPIRIE
IO SFEEIRIEND. U /NERIEN. ANETOE VBN

CD4/CD8IET. CD4/
CD8LL EE. ATRTUwh
WA FIRFRIMEREI LN, H5E
HIBRIE

D - MEEE

A

FEIR(BETOvT. BIEENR. =4S IRGE.
DEMNINES). 812, ODHEE. DNERS.
DES. DERETE. DA 2. EEHETZ. BIRE
Bi. NYzwbh-vabyy —fERE. MERSE (ME
&) BEIE. SIE. SMEITU—E. [FTY. L.
FRIRIMASAE. DERQTER. DERST-TEHROER.
IDERTRRIER

DA, tHi

BRZ SEEAE. ERFTIN. EREFAIEE. sRARHIN. BERR.
POKERE . FURIEND

Heild

&R, THL. FiD. IElE

OADEX. OFES. OFNESZ. ORX. O
HEIR SEE. EX. BER. HIETR. <0,
BX. BEE. EREERMER. BRER. B,
THSERRE. BEEREE. USAMT BN AL
=%, AIFIEm

BEREEER. BRH. H
{LEEEER

i

ALT EF. AST LEEDFF#
RERE

BBt 5o, BBETE. BBERY— FFE%. v-GTP
IR MPEUILEVET. SEVILE YV IE

Rl RBT

BHRMR. LDHES

EmiE. EEEUREBEN. X §735—€m
fE. BHYDLAME. §70—/VIE. §hUTUEY
RINfE. SPREZMAE. ALP ER. #8EBET. E7 )L
TE VM. BAYUD LMIE. EAILD LMIE. §F
RIS A, KX TR0 AMIE. €Y EIME

ALPIET. &AL D LIIE

BEER

HEE. BiE1SIEE. HiPE. A, 5. A,
RIFEERRE. BEE

TR

CIEEHF V. FAEDH TV, FEEHTL. BE
[BE. REHM. BERE. KERE, AREH. ’RE
83, ARRNIA. SRADE. ERIRMEE. RNRAE. IR, K
MZa—0ONF—. STFEE. . RETRR

MOV EBEIEIRES. R
it

WFREE

Efaees. 50k, B 2. MR, E8R. 7R,
BERREER. JL7F VLR, 230707
Uignl. BUNEF

BUNIET

IFIREs

FERARIE. FHfEE. FSE. BEEMER. [FIRT 2.
Mk, EUEDREE. OFRREERE. OEEERE.
TR, ZR ZUIILF-EREK, BHM. 8IF.
Lpo<Kh)

RFEMERFHR. Bl fRHEE.
FtEERE

ﬁ J§;}

F#72(23.0%)

B, SERRBR. PUILF—HRER. R
MEER. REUSA. KEFLIERE. RERI. KB
RIE. BBZIE. ¥ AL, A3, 2. BHIRE
IR E. B8 T SFEE. BEEMER. BRELE.
FE-EERTRAEFTZERE. ERALBERS.
BT BT

Z5FEMRE. SR

SESTERAL

ESTERAIME SR S5 B IS (TR, &R,
iEfEE)

ZDfth

FEL RS R

C-RIDEREHEN. JFEE. SEAICHSRIT. BEE. &
AR O, BiFE. HEORE. AEDRIE. B
EE. BIE. . TRABR. AR, hER
A FEBI YILIA =Y, MR, BERANRE.
BiE BRER BEBYRETUILF— 28R
FRIREERI(E

NI, FRPOOEU V54,
Bl =

A BEICINUT, KB ZERZTHLOIBEZIEET .
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BERS<EE>

EAANDBRKRZRRICBVNT, RESN TV 2RESEORSEIF280mg/m° T .

(1) e - FEIR
280mg/m*ER S UIeBEAANF3AT, £5% 70021 BEICHSHRSHEEEZ SN2 0EHDZEEH
RHSNc. COZEALEF. QTR (1) EMAESENR (1) STROTED®A(2A). ZiFR 70y (1
N ETHoI,

(2)E
BERSHORFENBESHFHNONTUVRL,, BEBICMU CZRFEEZITO .
<fREH>

SZEHRELTEN DRI CORARSBEEREIER. W EZTHUL .

1)Rasschaert M. et al.: Anticancer Drugs, 18, 587(2007)
AHBIFURET7— Lt DESREICKIERUIZ.

14. ERALOER
14.1 ZHFFRREGOIE
14.1.1 1HREDOHARSE
< U7 F VU miEESER25mg, 100mg>
T00ME&BEI DIBEI(TIE1 /N4 7Ltz ) 40mL. 25mgREIDIEE(CIE1/N4A 7 )Lzt
10MLDFHEKTBRYT 2. BEDURKREBN SBEUCIRSEZEERIER CHRL.
RIS 5 RZ250mMLICTART DT &, BH. PREICE. FREBHITHIENLEFZLL.
< U7 F VU miERSER100mg/4mL>
BEDFXREENSREUCRSBICHNT 2NBEEZREIY., REFBHITHUTUT
DEBIFERT DT E, 0. BEBICIF. FREBATDENEFLL,
(10D NFTRE T 2BEEF50MLDEEBISRICIZ DT &
(2)1EENNI TSI 356 £ERIER CRIQIZRSHZ 250mMLICART 5T &,
14.1.2 KEQMEEICHBLICEE
BHICABNUSEDKTTRITHEV. BIIKTHEEIDTE,
14.2 BRI SHOIR
14.2.1 UEEEICRU. EBRAMMENTRND L. BRSIBALICAIBE. FER. KRB, TR ERIY
ZENBBDDT BEBPIMENTRNIGVKDICIRE T B E, MEHNTRNIEBSE.
EPHCRSEDIEL, BB OBETI &,
14.2.2 <ML 7 F YU eS8 ER 25mg,100mg>
PR, 3FFE AR S ZRTITDE,
< U7 F VU RS ER100mg/4mL>
FHEIFRPHDTFERT DL, BB RETDNENGHDHEEICIE. ERHFRT ClEOHF™—
IR, 2~8CIREDIZS(E 24 BRELINICIRS AR T T2 &,
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BIMmiEER Drug Information

<mt>

14.1 ZAFRFDOIF=
14.1.1 <FL7F YV kRS EA 25mg,100mg>

ENERARE R CORAETE. A DMEK (B MUOEEBRIER CARUCIRSEDREEMZE
BUTRELC, 100mg&EIDEE(CIF /N4 7))Lz 40mL, 25mg&BF DIBEI(C(E /N1 7
L&) 10MLDFEFAKTEREUILE, BEORKRER/RN SREUCIRSEZEERIEH THN
U RIS RZ250mLICGAR TS &

<ML 7 F VU e ER100mg/4mL>

KREZEERBIER CANUICKRSEDLEHZZERBUCERELIT,

LIS DBEAN O ABRR CRREUCIRSRDELTEME. BN UOREMFEIILTWLRULOD
T, KIBICEEH DA T EZEBTIT D E, Bd. AREICIETFREBEAITDIENEFLL, £I1B
BIER50MLICHERUI0D NI TIRS T DREFN 7 F2 VB ER 100mg/4mL D dr THE
mEINTWD,

14.1.2 $YPRBICH VAR DBELHEER D AVREDNRESNTNDTENS KERURA VDR

NEFZSEIERELUIC.

14.2 FRIRSHDIER
14.2.1 BAICHBVWTEERMENRHAINRSESNTLDTENS KEDRINEZSEICHRE L.
14.2.2 £EBER CHARUIRSBDOLELZERL CTERELI.

N7 P riEEs A 25mg, 100mg : 2021411 BesT (55 2kR)
N7 @B R 100mg/4ml - 20234F 12 BAXE] (5B64R)
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BR RN AR r

o

2S5 - BRESOFEALDOARIZEFDIZZISRIESE L,

[

AEOEEMEBMMIERIF VUV NERDY Y MNUERY VN E

| 1. EME2IERER(2011002505%)7 |

2) HER (EERISHIE R | ENE 218HRARER (20110025 58)
3) (EERISEHmE ) Ogura M. et al. : Int. J. Hematol., 105, 470(2017)
RABRF YV NA FRBEHA AT, T A AR DESIREICKIERU R,

BRI

B 0 FBBEOEBMEBMMEIERYF U/ ER OGN HREEDEINE RS
NUNUHRRU Y NEERR(C, AEEUYF I T ZHARSUICEOB MR T
RZENZIRTIT Do

HEBRTYA Y SHREET — T AR

X X ROEDETH - SE5E ERMEEBMRMIERY + U/ (KRR MEEB-NHL)

ROEMEBIRBEDEINEBSR VT N UBREU >~/ ViE(MCL) 88269 A
ERMEB-NHL: 59 A4 MCL:10A

i OB 5 R RAUYLARFUERIEIOMg/m*/Bx 1. 2HEBIC. UYFIYT375mg/m*E1H
B(&B194/7)VIF0HE) (CRERRARS L. T0RMBRED 26 HEREERSR
9B, CNZ1TA7)U(28HE) LU BROTATILEEVIRULIES UTC, 8204
JIVEDITHBIR AR SRICUYFIITZHRSLLN. BEESHRE#E
HRTUEBSI(ICE. OBBICUY < T, 1. 2HBICAFZEHRSLTHXN
TEEUTC, 22U A TIVRIRICOVWTIE, BIY A JIIVICTROONICBEER MU
RBERICEDE, HZITNUCTARIDRE, R5HBDERNISRSDPIEZTof,
BUMHCOWVTIE. 2RO, FRELFI DR Z1T o1,

o 1B B FEFFMEE—[International Workshop to Standardize Response Criteria
for Non-Hodgkin’s Lymphomas (IWRC) J [CiE>fcTER B fE=R
BIREHIIEE—IWRCIITREoTZ=3h3K., [Revised Response Criteria for Malignant
Lymphoma (Revised RC) J[(CE>fc 2 BMERUEME, HIEREFTHE.
SEFHRE. T2lRE

* SEBEDE#F[Groupe d’Etude des Lymphomes Folliculaires(GELF) | DE#EZSE(IUTDLIITRE LI,
BROWIT N =R 2

- BAER &Y - AEAR AR RE
-MELDHXIFB2=00707UVD k] - BB

- 7CM7EB R DIEREL R - B7K / BEKETER
-3cMZERBR 2V EIN 3EEM £
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EEERED (BB B-NHL MCL
YT 60 10

REMFTNRER (Safety Analysis Set : SAS) 59 10
SELMETHRER (Full Analysis Set : FAS) 59 10

i chIR{E 62.0 70.0

i () 40 (BMB- B TE) 39.79 67.77
, ETS 22 9
2L o 37 1
INUZINERED > )N B 2 —
S U /NFEERREY > ) ViE 2 —
= MALTU >/ NEE 4 —
(WHOZR) I~ ) B 51 —
< VNI ) S _ 10
R o Py 0
(Ann Arbor##8) v 35 10
LHRE ? fé g
(ECOGE:#%) 2 1 0
s ot 0 0
BAEIA (3634 ey o °
e &) 3 0
BEEIR (25F) iy o °
| &Y 2 0
BER(SEMD) | o0 2 2

B BE5YA T EDWBREDAR
FRAT SRR : SAS

- 2B
A% | ®BTAH
SE 69
1947 69 2
2940\ 67 1
o 3YAT)L 66 7
YA EDZS AN 25490 59 3
594147 56 4
61 IIL 52 52
EiE 5.3
PR{E 6.0
BE5Y ATV S5 6
B/VE-BAME 16

N7V DERSNZEERIFHR, ARUREFUTOESY, (—BBikE)
4. SHEEX F3hR
OREHEBMIaMIERYF VUV NNERUY Y NUEIRV > ) ViE

6. BENUAE

<{ERBM4EBHETEIER I F U /NE>

OMNCD20 A HADEE
B BAICE AVFLARFUERIEELTI0me/m’ (hRER) Z 18181091 1 8RN T TRERSTT 2. #5%20mERTUV. 26B8~BKET 2, TNE1YAT
WEUT, BREZRIIRT . B85, BEDREICKEERET D,

OB SDHE (BRIHBMDIZSICRD)
B AL RV L2F ZEEEUT120mg/m” (RREH) 218181093 1 BN CRERE Y 2. #5722 28REETL. 198BKRET 3. TnZz1Y4
JIWELT, BEZREIET , BH. BEDREICKIEBERET Do

<TURNILHBERU INEE>

OXRBEDHE
UYFIY T EETRIRZ) EOHMICHVT, EE, RAICIE, AVFLRFVigEREELTI0ME/m’ (RRER) 7 1818109 1 5N T TREET T 5, B5%2
HEEBTL. 26 BEAET 2, CNZ1YA7ILELT BEZRIRT . BE. BEORECKIBEERET %,

OBRENIFHEMEDHE
B AL AV L2F GEEEUT120mg/m” (RREH) 218181093 1 BN CREET 2. #5722 28MEETV. 198BKET3. Cnz1Y4
IIWELT REZRIET , BE. BEDREICKIBEBERET 2.

THREBIEN LT O SREESEAR 100mg/ AMLDBEFAES N RMIXE D HICEH,
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E] =2EH%R  FEHBEE (IWRCICH >R ERR) RUEIXEHEIER (Revised RC
[CIEOT-EEEEER)
£ ¥ Z:FIXRFHEIEE (IWRCICHES=Z%h3. Revised RCICHED=ERHER)
IWRCIZHES>THIELCHMENRDTEEREK(F, 2REL68.1%(47/69 N, 9O5%EFWXE[CI] :
55.8-78.8%). IEEMEB-NHL67.8%(40/59 A, 95%Cl : 54.4-79.4%). MCL70.0%(7/10 A
95%Cl:34.8-93.3%) Tohofz (. K).

B IWRCIC &L B2 EH#ER(CR+CRu) : TEFHHIREE
IWRCICK2Z3h2 (ORR) : BIREHEIEE

SD
o CRHCRU6B1% (47 D 2
Spn NE
(pts=69) CR 42.0- CRu 26.1%( PR 27.5%(19.A) 1.4%(1A)
\ ORR 95.7% (66 A) /
SD
- CRACRU 67.8%(40A) D (1)
EE e
B-NHL CR 40.7- CRu 27.1%( PR 28.8%(17.A\) 1.7%(1A)
(pts=59) \_ ) '
ORR 96.6% (57.A)
o CRECRUT0.0% G
IE/F\)SSI;‘] 0) CR 50._m PR 20.0%(2A) SD 10.0%(1A)
\ ORR 90.0% (9A) /
0 16 Zb 3;0 46 ':;O 66 76 E;O 96 160 (%)
pts : IREREEL
B IWRCICLZHREMR : TEHHIER (2 EBfER) RUBIXREHMBIER (F%=R)
RIFISED | FAS
AE(%) SLWEE % | EME. %
T
&= = CR CRu PR SD PD NE (95%Cl)° (95%Cl)°
29 18 19 2 1 68.1 95.7
R
= 69 1 w20 |26 | 273 | @29 | © | (14) | (s5.8788) | (87.8:99.1)
24 16 17 1 1 67.8 9.6
-
BRIEBNAL | 39 | 407) | @70 | @88 | 1) | © | 17 | (54.479.4) | (88.3-99.6)
5 2 2 1 70.0 90.0
McL 191 (50.0) | 200 | 200) | (10.0) | © O | (34.8933) | (55.5-99.7)

CR : Complete Response (FE£Ef#)

CRu : Complete Response/unconfirmed (R HETEEERR)
PR : Partial Response (B33 E %)

SD : Stable Disease (Z7E)

PD : Progressive Disease (&%)

NE : Not Evaluable (FHiiA5E)

aCRullE

b ZIEfER(ICE D < EMF95%Cl

CPRLE
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B ARRK R

Revised RCICEDTHIELIHEG IR DL EHERK(E, 2REL66.7% (46/69 A, 95%Cl : 54.3-
77.6%). EEMEB-NHL64.4%(38/59 A, 95%Cl : 50.9-76.4%). MCL80.0%(8/10.A. 95%Cl :
44.4-97.5%) TH oIz (K. K)o

M Revised RCICKBDTEEEMRHEFR(CR) RUEMZE(ORR) : BlXEHIEIEE

D
2.9%(2A)
=l N
- ORR 95.7%(66.A) /
D
IRECION
EBE NE
cessal I woasasn | N,
(pts=59) _ - e
ORR 96.6%(57A)
PR
mcL CR 80.0%_ 10.0% SD 10.0%(1A)
(pts=10) (PN)
o ORR 90.0%(9A) ~
0 16 26 36 46 56 66 76 Sb 96 160 (%)
pts : #HEREL

M Revised RCICK DGR : BIRFHEIEE (REB#EXR) RUBIREHEIRE (FHM=X)
AT SREER [ FAS

i AR T R Msﬂllz()%) PD | NE %ifgf; ® %ﬂicn?
= 9 | on) | 200 | 0o | © | 0w | sansre) | @78901)
EEEEBNAL | 59 | (| 00 | gy | O | 471 | (09764 | (65,5590
met 10 | g00 | (100) | (00| ° | O | wasors | (555957)

CR : Complete Response (E2EfR)
PR : Partial Response (835 Ef#)

SD : Stable Disease (&%)

PD : Progressive Disease (&%)

NE : Not Evaluable (FHfiR&E)

aCR

b ZIEMER(ICE D EHEH95%CI
CPRILE
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[ EEEL R BIREHEIER

4) #tNER GAGRIFSTHIMER) | ENE 24888 RaER (2014001 5#58)

FABROEFHRE T —5 DEFZBNE UTBHEAE ¢8552014001 SR [CH WV TRIBEA 77 HR
DHFRE (50% PFS) &, 2R, RAFIEBIC, BRERABDPICEIBREFTENS0%(CEELRN ofc
Je&. BEICESIEN oI, B BIREUCHTDESEIBDOPRIEE30.1 18 (8E:1.9-39.315)
ToHh), 300 AEIEREFER(E71.5%(95%Cl : 58.9-80.8%) Tdrofc. IWALFIDERERIAB DT IIE
RUB0HAEBREEFRE, ERREEB-NHLTCE30.1 18 (8 : 1.9-39.318) T72.1%(95%Cl :
58.5-82.0%). MCLCI£29.7 » B (&H:8.9-34.98H) T67.5%(95%Cl:29.1-88.2%) T& o1z (B).

B RIEREFHE  BIREFHEEE
AT  FAS

15 18 21 24 27 30 33 36 39 42
HE R
69 A, A NUNFELE 121 A (30.4%) . 11504 1 48 A (69.6%)

NA. 301 FRIERETFE 1 71.5% (95%Cl : 58.9-80.8%)

59 AL ANVRFEE 118 A (30.5%) . 15800 141 A (69.5%)
NA. 300 BHEIBRERFE 1 72.1% (95%Cl : 58.5-82.0%)

10 A ARURFEE 13 A (30.0%). F754504 17 A (70.0%)
NA. 301 FRIERETFE 1 67.5% (95%Cl:29.1-88.2%)

0.8 4 “H-b‘=|=|:||=|:n|=
fiiid
0.6 -
B
L ROV
=
T 0.4 -
—_— T
0.2 H =
— EERMEB-NHL
— \MCL
0.0 4
0 3 6 9 12
2fRE WEREE
50%PFS :
EEMEBNHL #HEBRER:
50%PFS :
MCL WERER
50%PFS :
NA : not available (%Z7=0)

* BR(BR/BRZ20). 8BH0B. ttOBMERHERNOBRZREDIGVIECZIEEA YN EU,

mEZEEHELUT RBRVERA RV NEE T TOHE
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bR AR TR

B 24780  BlRsHiEE

4)#NER GEERIFHIER) | BNE 24868 RIR (2014001 5ER)

FRBROEFHB T —9 DBEHZBNE USBIAE ©552014001 8" BN T, 2EFHRED
CHRAE (50%0S) (&, R PISFETIEREERD S NG ofcfeth, 2RI, RALRIEBICEHIC
ESIRN I, 8. RHBDODRIBIF 2RI T32.00 83 (8H : 4.2-39.41H) TH ol

A =& : BREHEIES

BEZERFEIALE(100.0%) [CRHONC, ERBEERERIF. BMEKEIREA69.A(100.0%). U/
BRECHA67A(97.1%). iFHEREURA 64N (92.8%). CD4 U/ NEGEA64 A (92.8%). Bin46A
(66.7%) T & >1ze CTCAE Version4.0ICE J<Grade 40 BZEZEERIE. UV /VERBEUR 262 A
(89.9%). CD4 U~ /VER A 34 A (49.3%). 1F PEREURM 234 A (49.3%). BMIRE A 12A
(17.4%). M/WREORA 2 A (2.9%). FPIKEDZEF 1 A(1.4%) Tholc.
BREARPICEERESERNIA(13.0%) (CHRIEUIZ, ZDD5. BEREEORREFRNBSEE
HUEESNIZBDIF, Grade 3DOFEEMETFPIFAME 3 A (4.3%) Wt O (CREE BRIRAE 1R BE. L.
P ARXAODA )V ZAERRXZ 1A (1.4%). Grade 2DHMETCFHNES1A(1.4%). Grade 1D
FHEAN(1.4%) ThHolco BEBRICKVIFRSDPIEEGSIBE RO FETHIFRDSNBH T,
Fio. RRBOEFHET -9 DEHZBNEUCBUEE CH 22014001 K8V (CHBVT. $ifc
([CRIBUICEERBEERICDOWVWCRABET >IN, FilcBFRIFFROSNGH o1,

REBRCH T DBUEHDFERINLEp.46-47 250,
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FAEFHMEBAERD CTHY. ENORRTZBRMBENROSNTVDIENS, BN TOERKRABRMEZ

2. 3BV 3FEEEFRERER (NHL 1-20038E58)° GBS F—9)

5) #tNEH GAERISEHIER) : /5155 31BERRaHER (NHL 1-2003588)

B s5rmE
8 8 ETHOKEBEMEBMREMIERIF UV /NERUOY YN UERY Y/ VEEETRIC,
VOEECHBITDZEYIHEROLZEMICDWVT. R-CHOPEE =W iBE UTAE| &
UYFIITDHBARESELE T D,
HERTH v BERAERRIERLA — T TR R B Bk

X % 18 LDETH - SESEE T ERMEEBMRMIFRY F UV NNERUT VMY
Ry >/ FEEE 549 A

AEROVYFIRTHRSE(BREF) : 274N
R-CHOP%%: 275 A

B A A ZENETNUTORERUAETESZ3TATILITL. BENRDORBRDS NI
BEEF6UYAUILETHE UL, B, AEF 1 EF-EMNFTRS SN,
BREf: 1H AL ZE28BEEL. RV LARF VIEBIEIOMg/m* &1, 2HEIC
309 ENFTERANEFS. VYFIYT375mg/m &z 1 BEICEIRNIRS T 2.
R-CHOPE : 154 7 )LE21BREEL. YIORRT7ZR750mg/m% REV)L
By IERIES0mg/m?, BV I URF U 1.4mg/m? (BA2.0mg). VW< T
375mg/m?’& 1 BBICEIRNIRS. FURZV**100mg% 1 HEH'S SHEEH
RO/S I 2. FEFFMEBIC DOV TIF, 2RI, REBIDFENTZIT o1,

F oM 1B B FEFHHIEE—WHO Handbook for Reporting Results of Cancer Treatment
(1979) (WHOMRHIEERA) | (Cle ol BIERAZHAR ™
BIRGHIIEE—=3h=R, 2EFHRE. B XUNERB, Z2URE

* R-CHOPEOE | UYF YN T+IIOMRIPIN+RFYIVEY V+EVIURTF U+ TURZY YOG AEE
% SIEEEDEHE(E[German Low-Grade Lymphoma Study Group (GLSG) JDE#EESE(ICLIFDLIIRE U,

LIFOWSNHZERDD
- BAEIR &Y UV VREICERET DB HHE
- 5CMZEBA DIRZEN 3EEL ENIE7.5cmZB R DREN 118 b EIMEREES
- BE6ABRAICS0%LL EDU/ NEEDEDIENIN S REBDEX BT AERET

*%kk HAREAGT
sk REAEBRDBNMECDOVT, BBREXEMICKDTHMEDEZ LM ZIRETT DI, MIIFHEEERICKIBEIIC
TREHE AT DI WHORM R EEE CEHI oIS HIRT S NIz 353 A (BREE : 182 A R-CHOPEE: 171 .A)
EHRESN I,

EYIURF VDB GEICH I DEEE N AR VBRI TOESY., (—8BKE)

6. RERUAE

OE%@ (’fggguﬁ BHEEMRORMELBESE), BiEU>/ I (BRPIE. U/ P, Y+ %) RONEIES GRS, .00 L BEE. HNEPE. ST
. B OURF VREEE L TINE0.05~0.1mg/kg. MA0.02~0.05mg/kg 38 | BEIRES T 3. 112, BUERERII BT, 1 BB 2mg EBABLBDET S,
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(2 Bt
FBEERIEE BREf. A%1(%) | R-CHOPEf. AEU(%)
BERAK 274 275
TRMFETIRER (Safety Analysis Set : SAS) 267(97.4) 252(91.6)
FEER{EXRER (Intent-to-treat population : ITT) | 274(100.0) 275(100.0)
Fiin (%) F5fE+S.D. 62.1+£10.35 61.9+10.32
R S 142(51.8) 150(54.5)
g 132(48.2) 125(45.5)
ERE 146(53.3) 146(53.1)
v i VAN A=t il 2 33(12.0) 39(14.2)
HERIFHREY | DR 38(13.9) 31(11.3)
< NIV 50(18.2) 52(18.9)
SFETEE 7(2.6) 7(2.5)
I 2(0.7) 2(0.7)
I 6(2.2) 5(1.8)
BRI ER il 49(17.9) 52(18.9)
I\ 208(75.9) 197(71.6)
EH 9(3.3) 19(6.9)
2N 244(89.1) 234(85.1)
SARE TEHREDE 4(1.5) 7(2.5)
- {E2EE 17(6.2) 13(4.7)
ER 9(3.3) 21(7.6)
0 112(40.9) 97(35.3)
e | Doee | 17es
(WHOE %) ) '
4 1(0.4) 0
ANER 12(4.4) 20(7.3)
KD (%) FEFAKICH T HES
B B5YAT)LTEDHEREDAER
FRATISREER] | SAS
I5H BR&f R-CHOP##
THRAE 267 252
1 265(99.3) 252(100.0)
2 263(98.5) 245(97.2)
BYALIIVICHITS 3 255(95.5) 243(96.4)
BEANE. A#(%) 4 243(91.0) 230(91.3)
5 237(88.8) 227(90.0)
6 224(83.9) 216(85.7)
9B 5.6 5.6
S.D. 1.11 1.10
BE5YATILE thiRfiE 6.0 6.0
&/IME. RRAIE 1.0.6.0 1.0, 6.0
BSHERRRE(R)° 169 127.5

a BREED 1 0)LIE288” (65 1T)L=168HMA). R-CHOPED 1 7)LIF21BE(6 Y+ T)L=1268R)
S.D. RERE

BT F DY DERSNEHRER BHR. AR UHEFUTOESY, (—E k)

4. SHEEX F3hR
OREHEBMIaMIERYF VUV NNERUY Y NUEIRV > ) ViE

6. BENUAE

<{ERBM4EBHETEIER I F U /NE>

OMNCD20 A HADEE
B BAICE AVFLARFUERIEELTI0me/m’ (hRER) Z 18181091 1 8RN T TRERSTT 2. #5%20mERTUV. 26B8~BKET 2, TNE1YAT
WEUT, BREZRIIRT . B85, BEDREICKEERET D,

OB SDHE (BRIHBMDIZSICRD)
B AL RV L2F ZEEEUT120mg/m” (RREH) 218181093 1 BN CRERE Y 2. #5722 28REETL. 198BKRET 3. TnZz1Y4
JIWELT, BEZREIET , BH. BEDREICKIEBERET Do

<TURNILHBERU INEE>

OXRBEDHE
UYFIY T EETRIRZ) EOHMICHVT, EE, RAICIE, AVFLRFVigEREELTI0ME/m’ (RRER) 7 1818109 1 5N T TREET T 5, B5%2
HEEBTL. 26 BEAET 2, CNZ1YA7ILELT BEZRIRT . BE. BEORECKIBEERET %,

OBRENIFHEMEDHE
B AL AV L2F GEEEUT120mg/m” (RREH) 218181093 1 BN CREET 2. #5722 28MEETV. 198BKET3. Cnz1Y4
IIWELT REZRIET , BE. BEDREICKIBEBERET 2.

THREBIEN LT O SREESEAR 100mg/ AMLDBEFAES N RMIXE D HICEH,
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E] |iEE4EN T EHHER
TBREFEEMDOFHIHCH WV T, REIDFEIEREFHARIDPIYBE (50%PFS) (&, BREFT61.4183(95%
EFEXE[CI] : 45.318-NA). R-CHOPET31.318(95%Cl : 25.4-40.7 hB) Tohofz (NP —Rit
0.607[99%Cl : 0.43-0.86]. fAfFrVRELICKIFEEUIzLog-ranki&E ; p<0.0001) (K). f=7ZL.
TBREFMSTEZ(CSEFNHRE SN TOVRWEETETEICE D<DD TH B, R-CHOPEH X I 5BREF
DEEMHEFREESINTLRL,

B EREEEMFEC S DREREFHE (2RE) | TERFHEIER
AT SR 1T

1.0 4

0.8 4

17
i 0.6 4
B
=
i 0.4
$
0.2
e BRE%
R-CHOPE#
0.0 : :
0 6 12 18 24 30 36 42 48 54 60 66 72 78 84 90
B (A)
BREt WRERBR 1 274 A A RUNFEE 196 A (35.0%). FT5HIL 1178 A (65.0%)

50%PFS:61.4n8 (95%Cl: 45.3578-NA)

WERER 275 N AXVMFE 1125 A (45.5%) . 154504 1 150 A (54.5%)
50%PFS:31.37n8 (95%Cl : 25.4-40.718)

R-CHOP 8%

FEERE M C &2 EIEBERFRRE (REA) | TETHIEE
{ERMEEB-NHL

ARV NFE 15400 50%PFS(H) | /\Y—RLtk b
A AE8(%) A28(%) (95%Cl) | (95%CI)° piE
NA
BREY 224 71(31.7) | 153(68.3) | (5537\a) 0611
0.0015
R-CHOP 22 42 128(57.4 366 | (045:0.83)
CHOPE 3 95(42.6) 8(57.4) | (176.50.3)
MCL
ARV NFE 15400 50%PFS(H) | /\Y—RLtk b
AR AE8(%) A28(%) (95%Cl) | (95%CI)° piE
35.9
BREY 50 25(50.0) | 25(50.0) | (315457) | o534
23.7 (0.31-0.92) | 90209
R-CHOPE# 52 30(577) | 22(423) | 150519)

a NF—=RERUIS%CIS AN —REFIVICE D
b Log-ranki&zE

NA : not available (347 U)

* JBEREDKRSHIBENSREBRDET. Z3HROBFE. XIFFET (BHDOW@ZB DR X TOHH
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bR AR TR

BE HIIFHAZERICEK D, WHONRHIEREZE TFHM Ol sEC HIBT S NIz 353 A (BREF: 1824,
R-CHOPZE#: 171 AN) DRELDS0%PFSIZE. BREFCT30.6 58 (95%Cl : 23.6-33.318). R-CHOPE#
T23.3178(95%Cl:16.5-26.0n8) THhofz(/\F—REE 1 0.735[99%Cl : 0.50-1.08]. =89
RELC KRR Uz Log-rankiRTE ; p=0.0420), 122U, JSBBREEETEE [CERIICAE SN TLIRN
FRITETEICE DB D TH D8, R-CHOPEE KX I 2 BREFDERLIEIFARFIESNT LR,
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4 ESERE P ETIE]ES
BBEMREMHECS T WHORM BRI E BT >THEL RS RDOEDEF, BRET
88.0%(241/274 A, 95%Cl :83.5-91.6%). R-CHOPE*¢82.9%(228/275 A, 95%Cl : 77.9-
87.2%) Tdpolz (K. &),

B EEREEEEMETHEICH T == (ORR) : BIRFHEBIEE

BRE
(pts=274)

R-CHOPZ$
(pts=275)

MR 0.7%(2.A)
SD 1.8%(5A)
[~ PD22%(60)

CR 43.1 %(1- PR 44.9%(123A) B 7.3%(20A)

; ORR 88.0%(241A) —/

MR 2.9%(8A)
SD 1.8%(5A)
 PD 0.4%(1A)

CR 29.5%- PR 53.5%(147\) REF 12.0%(33A)

F ORR 82.9%(228A) —/

1 |
0 10 20 30 40 50 60 70 80 90 100 (%)

pts : HEREE

B ERBREBEEMEHEICH T DEEMR | BIRFHEBIRE (%)
RTINS SRER HITT

S AE(%) EWE. %
R PR VR D PD REH (95%CI)°
18 123 2 5 6 20 88.0
BRE# 2748 1 431y | 449) | 07 | (18) | 22 | (7.3) | (835916
81 147 8 5 1 33 82.9
RCHOPEE | 275 | o) | (535) | 29) | (1.8) | (04 | (120) | (77.987.2)

CR : Complete Response (St Efi#)
PR : Partial Response (8853 EfR)
MR : Minimal Response (FR/\Ef)
SD : Stable Disease (Z7E)

PD : Progressive Disease (¥4T7)

aPRBE

b ZIEAMICEDTEH

Treakisym' 4.0



B ARRK R

B 248 BREHEIES
HERRTEROBINFENICHEWN T, 2EFHEDPRE(50%0S) (FHETERM (N =R
0.846[95%Cl:0.61-1.17]. HEBZHRELUC KA UIzLog-rank#&TE : p=0.3101) (K).

W 247FHIE : BIREHEIER
FRAT SUER : ITT

1.0 +
0.8 1
06 1
ES
B ettt
=
L 04
02 1
— BRE
R-CHOPE
00 1
0 12 24 36 48 60 72 84 96 108 120 132
B8 (B)
BRE# WREH 274 N, ANUYNFE 69 A (25.2%) . 7500 1 205 A (74.8%)
50%05 : NA
RCHOPB  HEREM: 275 A, A NUNFEAE 179 A (28.7%). 4T550U 1196 A (71.3%)
50%05 : NA

NA : not available (27%L)

*k FERBIVMITNSIRTE COHE
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6 Ezex - A ETES

EIEFIZBREFC263.A(98.5%). R-CHOPEF ¢ 249 A (98.8%) [CHIRL. FIRSEE 5% EDEI1EFR

FLLFDESYTH T,

B WINH DB TORIRIAES% LU EDEIER

AT REM | SAS

AE(%)
ElfFA BRE R-CHOPZ
pts=267 pts=252

BIERARIEAR 263(98.5) 249(98.8)
DEEE

TEHR 9(3.4) 13(5.2)
BBES

B0t 109(40.8) 115(45.6)

T 36(13.5) 36(14.3)

{ELD 21(7.9) 19(7.5)

OAR 18(6.7) 63(25.0)
LEBEES LIRS EATRE

FEN 55(20.6) 52(20.6)

] 40(15.0) 31(12.3)
TRREE

EERE 46(17.2) 19(7.5)
RERFES KO FERAE

R 32(12.0) 50(19.8)
fRRIRE

B IMmEREURS 218(81.6) 228(90.5)

STARIEREURID 145(54.3) 182(72.2)

ANEZOE ViES 96(36.0) 145(57.5)

/) HRERIA 73(27.3) 77(30.6)

NSVATP=F—ELER 59(22.1) 41(16.3)

M7 )L AYKRRA T 79 — &N 25(9.4) 15(6.0)

Mmoo L7 F = 180 23(8.6) 21(8.3)
HRREE

REMEREZ2—0O/VF— 20(7.5) 77(30.6)
[EIRER. BER S LUHIRES

iiilEES 26(9.7) 35(13.9)
BESIUE MEREE

e 65(24.3) 38(15.1)

BRELE 42(15.7) 179(71.0)

MedDRA/J Version 13.0
pts | WEREL
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bR AR TR

AT R EER (SAS) [CHEWVT. WHOREDEIEE D HHICE D<Grade 3X(F4DEIEAN'BREFT
153 A(57.3%). R-CHOPEC221 A (87.7%) [CHE LI, CDD5. TRHODIEE MIREUR A
(BR&F:95A[35.6%]. R-CHOP#¥: 177 A[70.2%]). FBRIEREURAN (BREF : 65.A[24.3%]. R-CHOPE? :
158 A[62.7%]). BZFEAE(BREE 1 11 A[4.1%]. R-CHOPE : 94 A[37.3%]) T&H o1z,
BEBBEEERNBRETI0T A(37.8%). R-CHOPET103.A(40.9%) ICHIRLIZ, ZDDB.
WIND DT3B EICHRIBUICDDIFFE(BREE: 11 A[4.1%]. R-CHOPEE : 10.A[4.0%]1).
SEEBIAEE T (BREF | 9A[3.4%]. R-CHOPZE* : 10 A[4.0%]) Tz,
BESPIEICESICBEERNBREFC7 A(2.6%). R-CHOPEET7 A (2.8%) [CRERELI,

201 E3R18BRZEMT =9 DAYIA TICHIFBIETHIE. BTHRER (ITT) ICHEWVWTBRET
55N (20%). R-CHOPEC47 A(17%) Tdpt). R-CHOPEECEIfH TS NI 3ANIFIGERFER SR1(C
FETUfco ERETICESICBRIGEMD>/VEE(BREE 1 24 A[9%]. R-CHOPEE 1 17 A[6%]). 3EH
ANBH(BREf : 15 A[5%]. R-CHOP#F : 9. A[3%]) Tz,
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3. B 3BEERER (GALLIUMERER)® 7
¥ ROV Y5 -0V LB AE XYY T OERE B CRERIF @B R

6)Marcus R. et al.: N. Engl. J. Med., 377, 1331(2017)
7)Hiddemann W. et al.: J. Clin. Oncol. (2018) doi: 10.1200/JC0O.2017.76.8960

1 G THE

= 09 1 R R OEE U VN NEEEENRIC, UYF I T L EEESDHA
BE(VYFIRT/MEREER) ZIREREELTC. AEXY AN T LML ZEE (K
BISZIFCHOP™, CVP™) EDHAEE (FEXY AR T /b ZEER) OHIERE
FHEIICH TS BHEMZIREL T D,

MERT VA S HEBERLIFERTI TR B B R

X K RBEDOCD20BMOEREE BRI F U/ EERE
FERXRYZXIT/MLZEERE 702 N UYF T /{EZ2EERE 699 A(ITTER)

B A A UTOVITNADEERAICAEXYIARITNEFVYF I T ZHALCEAEE
(FRNZBRUICIZEE6 T A J)LE T, CHOPXIFCVPZEERUICHZEF8 YA UL
FT)RTHEICCRYIFPRERDIEEEBCODVTAEIXYAR ITRFVYFITT
DHEREEZIT Do
AE: 28BEZE1 YA T)LELT RYS LARF VEBIEIOMg/m*/B% 1. 28H
[CEEIRANIR 5T 2. F1UATILDOTHBICREFLRZVOY/TFURZY U™/
AFIIVTFURZVOVE80XIFT100mgZ RO IFERRNIZ 5T 2, BB KEIF
1BEN RSN
CHOP: 21HEBZE1HA7)ILELT. YI7ORAT7Z7ZR750mg/m?. RFY )L
E'>>50mg/m?’ EVIURF U 1.4mg/m* (RA2mg) & 1 HBICEIRMIR S L.
FURZYOV/FURZY Y™/ AFIV PRIV OV80XIF100mg/B%Z 1HE
Mo5EEEHRORST D,
CVP: 21HEZ1HAJ)LELT, Y20KRATFZIR750mg/m? VI URF
1.4mg/m*(&A2mg) Z 1 BBRICERNEZESL. FURZYOY/ TFURZY U™/
AFIIVFLRZVOV80XIF100mg/B%Z 1HE,SSHEEBROEZRS T %,
FEXVXIT(E, 1,000mgZE1 T 2)IE1. 8. 1588, L2544 TILLEIF
THBICERAR ST 2, HFEEAMR TR 7EXY XY T1,000mg&ElIZ 218
EfR CRBETNERR2EEDESSNEVAG X TEIRNIES T 2,
UYFIT T 375mg/m* ZE YA 7)LD 1 HBICERNIZE ST 5, MRFEAH
Tl UYFT375mg/m’ 8%z 2 n BREIRE CREETNFRE2F-BDES5H
BWHETHINIRST 2,

i 1B B FEFHHIEE—t4Z R [Revised Response Criteria for Malignant Lymphoma
2007 (Revised RC) JICE> TEBREFEEMDHIE U@ >/ \IEEE DHEIEE
SRR

* FEXY AT DOERSAVAER S RHRISCO20BB DI >/ BB TH S,
#% CHOP: YUOMATZIR+RFVILEY V+EVIURFU+TURZY O/ FURZY Y/ AFIVFURZYOY
DHREOE
CVP: Y IORRAIPER+EVIURF U+ TFURZIVOY/ TURZYV Y/ AF L FURZY OV DS A

Hokeok EPRIREGE
sk FIEREUICEZEEHEU T BRNIGHINER(L. BTG, BRHZ-EDBVETCHDS SRV SOBEETOHME

tReakisym: 4.4



bR AR TR

P EEEsFEAR

W R Y SERE ORREEENEC & A EEBAFHN | TEEEE <RINGRITER>
FERYRTT ML SEEDEE Tl BRI IERIC & 3 RRevised RCICE I BB
BEFERNRHS I (/\H'—RH0.66(95%(SHEX™E:0.51-0.85). BRILog-ranki&E:p=0.0012

(FERTFRCOERKEO.012). 2016F 183187 —IHvbAT),

REFRIDEIEREFHE DoREEEHE
AT Rty v NERE

o Al thiR(E NY—RH pi&®
1@ (%) | [95% CIl. »E [95% CI] Gl)
FERYRY T /ML EER | 601 101(16.8) NE[NE-NE] 0.66
' 0.0012
DWW T/ AR 601 144(24.0) NE[47.1-Ng] | [0.51-0.85]

a Log-rankt&7E

B AFHAEREEY Y NNEREEEICSIT HEREEEMAIEICKDEIERETHYE

(BET—9) (BRD EE@EHT)

¥ FENURED—EFE A HHER
EFBECUCABIZRIRESNICERMEV Y NBERE(ICH T DERETEMYECIDEIBERER
HABIE RRDLIICIF 0T,

FEDBRUIARSE R OEIERLE TR oBREEEMYE
BRI iR ) NERE

e Al chik{s NP —REH
BEH(%) | [95% Cll. »A [95% CI]
FERYRT T/ AR 345 50(14.5) NE[48.7-NE] 0.61
BN el <1t 341 78(22.9) NE[47.1-NE] | [0-43-0.86]

NE : Not Evaluable (FHiiAgE
* ERIELUICBEZEEERELUT, BERENIIHRKERL, EEHR, BRZEOBRVETHD SRV G DOBEET TOH—
#% FONI— )LV THEFITRESNTVRWEB ERRAT

NP FDVDRERSNICHREX ISR, FERURERUTOESY. (—EBIRE)
4. SHEEX F3hR
OREHEBMIHIERYF VUV NERUN VY NUBIRU > ) ViE

6. HARUAE

<{EEBMEBMERMIERIF U /NE>

OMCD20AHADES
BE. BAICE XY LRF VIEEIEELTI0Mg/m’ (RXRERE) #1810 109X 1 BREINT TREksT e . #5%28mERTL. 26B8HKET %, INE1Y10
JLELT, BEZBRIRT . BE. BEDORECIETRET D

O85BS (BRIHEAMDIZSICRES)
BE. BACE RUSTLRF VERIEE LT 120mg/m? ((FRER) #1818 109X 1 BN CREinid 2. #5%28/mEETV. 198/BHKRET %, TNE1H A
IIWELT, BEZERT, BH. BEDREICIVERRET 5.

<UL >/ VRE>

OFBEDHE
UV T (BETFHRRR) EOHBICBVT BE. RAICE XV LARF VIE#IEELTI0Mg/m? (hXRERE) #1810 109X 1 BRI TRERTTD. B5%2
BREERTL. 26BBRKRET 2, CNZ1TAT)LELT, BEZRVIRT, BH. BEOREICKVETHET 2.

OBRXIIEEHDEE
BE. BACE RUSLRFVERIEE LT 120mg/m? ((FRER) Z 18101093 1 BN T CREisHt T 2. #5%28/EETV. 198-RHKRET %, TNE1H A
JILELT BEZEIRT , B3 BEOREBICKIETRHET 2.

RIS LT F Y RS ER 100Mg/AmMLOBF LS NIEMINEDH T H

EVIURF Y DBRMUYNECHIFDERSNRAMOBERUTOESY, (—35ik7)

O;_Ellﬂiﬁ(ggg?lﬁ BEEMRORMEELFZZ0). BED >/ VE (HRPYEE. U2/ eRE. RYF5R) RUINEES RS, UL ARES. SREPE. EXAREIT
= 'S
BE. EYIURF UEBIEELTINE0.05~0.1mg/kg. AtA0.02~0.05mg/kg %8 1 DEEiES I 2. 112U, BIEFRZ# T3, 12 2mgZBREVHDET D,
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El =2t

B 5EEROFLY
FRAT 4T © SAS (BIatEL >/ SBBE)

A#(%)
FERYAR T LR EAEE VYT MR AR
R ALK 595 597
2HEEER 593(100) 585(98)
Grade 3L LOBEEER 449(75) 409(69)
RTICESLEESR 42(7) 52(9)
BEELGHEEER 281(47) 246(41)
BERILICESBESER 98(16) 88(15)
B BEBROIEHD(EET—9) (BHEEHHEF")
% FENUAE0—BEEARITHnE L
BATSRER : SAS(KRFIR 5 EE)
A#(%)
FERYRTT A EIEE BNE SISt
LT ETHi AL 413 402
EICEEY 413(100) 391(97.3)
Grade 3L EOBEESER 294(71.2) 277(68.9)
FRUICESLEEER 30(7.3) 20(5.0)
EELGHEER 227(55.0) 196(48.8)
BERIEHCESLEEER 66(16.0) 56(13.9)
ARETESIFESER 277(67.1) 235(58.5)
WECESRBEER 61(14.8) 55(13.7)

* 70~ D— )L CIRAFIHAZRE COLREEFTHHESNTLIEW

k% REZSTITNTDBREDRSPIE

Hxk AFINEAERX YA T UYFIITDONTNH THILLEDAKRE
#x%k AEIDFE (FEXY AR TNGY YF I TOREREFRES NN SI)

TReakisym' 4.6




bR AR TR

B WINH DETOREE 10%U LOBEEER(SET 9 ) (B EEHBA)
¥ FENRORED—ERZEEAGRIFHIE R

AT SREE  SAS (KRR 5EE)

AEU(%)
B8 FEXVRAY T AREIEE BNVE S -} ::
pts=413 pts=402
£Grade Grade 3B E £Grade Grade 3B E

2HFEER 413(100) 294(71.2) 391(97.3) 277(68.9)
MRBLOVUVINREE

BRI ANE 149(36.1) 132(32.0) 141(35.1) 123(30.6)

I/ RRANEE 54(13.1) 29(7.0) 35(8.7) 14(3.5)
BBEEE

=i 235(56.9) 7(1.7) 218(54.2) 10(2.5)

L 134(32.4) 0 112(27.9) 0

T 124(30.0) 11(2.7) 100(24.9) 8(2.0)

@0t 115(27.8) 6(1.5) 86(21.4) 7(1.7)

iE7 49(11.9) 4(1.0) 42(10.4) 4(1.0)
RERED KO ERIE

ExEmEg 91(22.0) 5(1.2) 89(22.1) 5(1.2)

SIREER 64(15.5) 0 64(15.9) 0

Bk 56(13.6) 33(8.0) 36(9.0) 20(5.0)

TREE 52(12.6) 7(1.7) 33(8.2) 4(1.0)

PREBRRZE 48(11.6) 8(1.9) 39(9.7) 5(1.2)

ISR 48(11.6) 1(0.2) 35(8.7) 3(0.7)

TRUERRE 42(10.2) 10(2.4) 57(14.2) 6(1.5)
—f% - EBEES IUERSINIOINE

bzl 188(45.5) 5(1.2) 178(44.3) 6(1.5)

FER 115(27.8) 14(3.4) 91(22.6) 8(2.0)

BR 77(18.6) 2(0.5) 48(11.9) 2(0.5)
BE. hEHLOUNEBESHIE

FEANCHESIRIG 251(60.8) 23(5.6) 186(46.3) 17(4.2)
RES LU MEEES

e 83(20.1) 7(1.7) 89(22.1) 8(2.0)

Z DFETE 72(17.4) 1(0.2) 60(14.9) 0
A1 E N e S RN

%R 124(30.0) 2(0.5) 110(27.4) 1(0.2)

ISINESE: 69(16.7) 11(2.7) 55(13.7) 5(1.2)
HREREE

BIEbES 95(23.0) 1(0.2) 73(18.2) 2(0.5)

FEESHFEL 46(11.1) 1(0.2) 36(9.0) 1(0.2)
HERRBIUESHEEES

BIEAR 62(15.0) 0 51(12.7) 1(0.2)

BibE 51(12.3) 3(0.7) 55(13.7) 3(0.7)
REEBRLUREEE

BEURE 58(14.0) 0 41(10.2) 2(0.5)
EREE

ANEREE 54(13.1) 1(0.2) 35(8.7) 1(0.2)

MedDRA/J ver 19.1
Pts : #EREE

* 70 b J— )L CIRAEIHBRE TCOLEBIFSEFIITRESNTLREN
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ez

B ERERARER (20110025 E5R) TRIRUCEER (BB REEEEZS D)
(—BBE AR | N1 A REMA AR EET)

BIfER R | 3R FRAE ) Elgi R | 3R R )
(MedDRA/J Version 18.0) | BI# | ## | £Grade GFE{CE 3| |(MedDRA/J Version 18.0) | BI# | ## | £Grade Gr&df 3
KR BIEL 69 SR BIEL 69
SR 69 |2.035| 1000 | 100.0 IR 69 |2.035| 1000 | 100.0
MBEHB LUV /INREE 26 61 37.7 8.7 B EREES 8 10 11.6 1.4
&l 24 | 56 | 348 4.3 BEGE 1 1 1.4 0.0
FEEN I PERRAME 4 4 5.8 4.3 BHHaeRE 5 6 7.2 0.0
U SR 1 1 1.4 0.0 s 1 1 1.4 1.4
D= 5 6 7.2 1.4 KU — 1 1 1.4 0.0
DAL 1 1 1.4 1.4 YT 1 1 1.4 0.0
TRMEERAR 3 3 4.3 0.0 BRREE 4 4 5.8 0.0
IDEEREERR 2 2 2.9 0.0 EYIBEUE 1 1 1.4 0.0
EBKUREES 2 4 2.9 0.0 BEIE 2 2 2.9 0.0
Hig 1 1 1.4 0.0 Ey7 07U 1 1 1.4 0.0
EEEHEN 1 2 1.4 0.0 BRES LUBSERE 28 | 37 | 406 2.9
HEDORE 1 1 1.4 0.0 P 1 1 1.4 0.0
IRfEZE 1 1 1.4 0.0 FERER 1 1 1.4 0.0
POVERE S 1 1 1.4 0.0 BB 1 1 1.4 0.0
BigEE 62 | 250 | 89.9 1.4 T 1 1 1.4 0.0
BEER R 1 1 1.4 0.0 e LRI 1 1 1.4 0.0
RS 1 1 1.4 0.0 BN LR 1 1 1.4 0.0
OE% 4 4 5.8 0.0 sikES 1 1 1.4 0.0
fEh 43 | 61 62.3 0.0 Fp 1 1 1.4 0.0
T 8 15 1.6 0.0 RER 1 1 1.4 0.0
SHERE 2 2 2.9 0.0 SBIEEN 9 10 13.0 0.0
B 1 1 1.4 0.0 OBy IS 2 2 2.9 0.0
BREERMESR 1 1 1.4 0.0 ik 1 1 1.4 0.0
=0 46 | 120 | 667 1.4 GARAAODA LR | 1 1 1.4 1.4
2R 1 1 1.4 0.0 P 1 2 1.4 0.0
Op 12 | 15 17.4 0.0 EET 1 1 1.4 0.0
B0t 13 | 28 | 188 1.4 RBER 1 1 1.4 0.0
éﬂéém@ﬁ%&i?ﬂv 55 | 163 | 797 4 REmR 4 4 5.8 0.0
PREGRRZ: 1 1 1.4 0.0
Ko7 5 5 7.2 0.0 oA VR 2 2 2.9 0.0
R ! ! 1.4 0.0 YA MXAOOAVRME | 1 1 1.4 0.0
e 6 | 10 8.7 1.4 MR 1 1 1.4 1.4
AEATBRATPILI ! ! 1.4 0.0 FARIVEI AR 1 1 1.4 0.0
IESIEBIERHS ! ! 1.4 0.0 S, PESIONESHE | 28 | 35 | 406 29
B 8 9 1.6 0.0 SEACRES RIS 28 | 35 | 406 29
IEFIBMUBRHRA ! ! 1.4 0.0 BRFRIAE 69 |1,176| 1000 | 100.0
JESTERAI R 7 11 10.1 0.0 FS—UFE IRSUR . )8 61 ”o
Bam 37 | 89 | 536 0.0 J1S— B ' :
B8 2 2 2.9 0.0 F=S—e1Em 1 1 1.4 1.4
RIS 1 1 1.4 0.0 TANSEVBTIINS | Ly | 3, | 31 -
=5 2 2 2.9 0.0 VAT S—TEN
e 6 | 23 | 232 00 32200707080 3 3 4.3 0.0
ST EER{AERE 1 1 1.4 0.0 M7 LT = iEs 5 6 7.2 0.0
IEDE RIS 1 1 1.4 0.0 mepE UL E > EN 3 6 4.3 0.0
SEABBRIIE SR 1 1 1.4 0.0 MepoL7F =8 3 5 4.3 0.0
SEEER IS 1 4 1.4 0.0 MmohseE o 07" VA 21 21 30.4 0.0




HENpEE

B EAEEREER (20110025 8R) CRIEUCEIER ((RAREEREZST)

(—BRESERGRET | N1 FREKRASHES) (FiE)

- s | s | TOUE) Sl s | s | TR0
(MedDRA/J Version 18.0) | Bl | ## | 2Grade Gfga‘:* 3| |(MedDRA/J Version 18.0) | Bl | ## | 2Grade Gr&cﬁ 3
STERBIEL 69 SIER BT 69
KRG 69 |2035| 1000 | 100.0 KRG 69 |2035| 1000 | 100.0
MBI 0T UVGHES | 21 21 30.4 0.0 B 12 | 15 17.4 0.0
mesEsO7UVMES | 32 | 32 46.4 0.0 M= 1—0/vF— 2 4 2.9 0.0
MohLEBKREERIEN | 20 | 39 29.0 0.0 ) 1 1 1.4 0.0
oAU L5EA 1 1 1.4 0.0 REMBE =2 —0/F— | 1 1 1.4 0.0
nch RSN 1 1 1.4 0.0 BmEEE 1 1 1.4 0.0
MchFREEIEA] 2 5 2.9 0.0 SOFEE 1 1 1.4 0.0
C-RIS BB 15 | 26 217 0.0 BaEE 9 9 13.0 1.4
CDAUV/ERES 64 | 69 92.8 91.3 TERAE 9 9 13.0 1.4
DERQTER 2 4 2.9 0.0 BH&LORBSEE 4 4 5.8 0.0
SFEEERAIEND 11 18 15.9 0.0 mR 1 1 1.4 0.0
T-ILISIWRSYRIT| o | 217 2 e ratng 1 1 1.4 0.0
S—viEhn BERR 2 2 2.9 0.0
PR IIRYE ! ! 14 0.0 IFIRES. TS UREEE | 18 | 20 | 26.1 0.0
AEZTOEVES 7 22 10.1 0.0 oo 3 3 a3 0.0
EHEEURESEN 1 1 1.4 0.0 RO R 1 1 1.4 0.0
U~/ ) NERBURIA 67 194 97.1 97.1 SRR 3 1 1 1.4 0.0
U NEREEND 1 1 1.4 0.0 Lpo<t) 2 2 2.9 0.0
ESEREGRIA 1 2 1.4 0.0 fa7k 1 1 1.4 0.0
SFPEREUR A 64 217 92.8 84.1 SR 1 1 1.4 0.0
FohEREIE NN 2 4 2.9 0.0 2R 1 1 1.4 0.0
M/RESGRA 38 117 55.1 5.8 FEEONE 5 5 7.2 0.0
REERD 8 | 8 | 16 0.0 OFIREE R bR 4 | 4 5.8 0.0
R&H ! ! 14 0.0 CIRRIRERS 1 1 1.4 0.0
HIMREATD 5 | 15 | 130 0.0 S & UK RS 39 | 77 | 565 7.2
B 8 | 14 | 116 0.0 BER ] ] 14 0o
RS8N 3 4 4.3 0.0 RIBHERIRE S 1 1 1.4 14
ERMER SR 69 | 210 | 100.0 82.6 Fep. 1 1 14 0.0
B MmEREUE D 1 2 1.4 0.0 “THE 1 1 1.4 1.4
M UILE Vi 1 1 1.4 0.0 SRATHE 1 1 1.4 0.0
IR E D R 1 1 1.4 1.4 =T 1 1 1.4 0.0
DERST-THESESE 1 1 1.4 0.0 Fi . PERSTASRLE : : 14 0.0
M7 LAURRIZI=| 5 | g 174 0.0 fRex : :
el B 1 1 1.4 0.0
REBLOREEE 36 | 69 52.2 43 2oEE 12 | 13 174 14
BHUD LME 4 5 5.8 0.0 . 57 | a2 391 29
BhUTULURME ! ! 1.4 0.0 BEREBRES 7 | 12 | 104 29
S RES IMYE 3 3 4.3 0.0 =S 1 1 1.4 0.0
= iiitnd 1 3 1.4 0.0 BRI 1 1 1.4 0.0
EAILYD LM 1 1 1.4 0.0 (MmEskE= 36 58 BA.9 1.4
{EF~U A 2 2 2.9 0.0 e 1 1 14 0.0
1KY B IMAE 1 1 1.4 0.0 SIME 1 1 1.4 1.4
B AR IR AEIRE 3 4 4.3 1.4 (EmE 2 4 29 0.0
BHUER 30 49 43.5 2.9 I MHEIE 1 1 1.4 0.0
HESRBLVRESHEES 7 7 10.1 0.0 BTN 4 6 c.8 0.0
B 4 4 5.8 0.0 M 11 14 15.9 0.0
B 2 2 2.9 0.0 freen 20 | 29 29.0 0.0
HBEEE ! ! 1.4 0.0 [FcH 1 2 1.4 0.0
mg%@g = a4 333 00 BIfEFREIEMedDRA/J(ICH B ERFAEETAER) [CHER
FEIMEDHE L 2 3 29 0.0 Gradel&CTCAE Version 4.0B4EE3RICOG/JSCORRIZHEHL
BAIEDHF 1 1 1.4 0.0
LR R 12 | 17 17.4 0.0
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BRN#atOEEEEBMREIERIF IV INERT YV NI V/NE

| 1. EPIEE 1 4BERARELER (2006001 FHER)° |

8) tEAE K (AR SHIERY) | EP9%5 1 4BERREEER (2006001 F5R)

1 Gt

B By EREEBMRMEIFR YUY NEEE(ICH T AR DOME I ZR/EL. 55241888 R
SR COHEBIRSEBEHET D, BT, REIOEYBEN OTERIRIC OV TIRET
EESH

HRT YAV SHRARS — VAR (RENIEEE)

X K | BRNESEETOEBIEEBMREIFRTF2/U) VEBNHL) S~ >/ N UiliaU >/ Vg
(MCL)BE9A

90mg/m?*/Bi58 : SAEBMEB-NHL: 2A. MCL: TA)
120mg/m?/BR58 : 6 A(EBMEB-NHL: 6.A)

H OB 5 OE NUILRFUERIEI0N(E120mg/m?/B7% 1810, 2BREE 605 SEEEIRN
5L, 0% 19HBBBEHRT 2, CTNZ1YA7)LELU. MRS DREZmICT
BEIF BA3ITA VI ETIREETREE Uz,

M 1B B XEFMHEE-FEHREE(DLT) DFIBAR
BIREHBIEE -2 2. B, EYERE/ VO A—Y

NP F Y DERENIZEER F2IR, FANROREIFUTOESY, (—EBikeE)
4. SHEEN FZhR
OEBMEBM@IMIERYF VUV INERUR VNUHEIEY > ) V&

6. FiERURAE

<{EEBMEBMAMIER I F U /NE>

OMCO20 A DBE
B AR, NS LARF ViR LTI0m/m* (ARER) 1 518109 X3 1 8RNI CTRERSEYS 2. #5%20mEETV. 26 BBKRET 2, N1
LELT BRE5ZBIRT, 158, BEDREICKEERET 2.

O BRIRSDHE (BRXIGHEMDIBGICRS)
EE AL RYY AZFVEEEELT120mg/m* (FREH) 21813109 X3 1 BB CREREY 2. B5228™ERTLV. 198BKET 2. Tzl o
JIVEUT, BE5ZRIIRT 135, EEDREICKIBEBERET 2.

<TUhILHBEEU> ) VEE>

ORBEDEGE
UYFIR T GEETMRIER) EOHBICBVT BE, BAICIF, NVFLARF VIgE#IEELTIOMg/m’ (FXRERE) 7 181@109E 1 RN I TREiET T 5. #5%2
BEEBTL. 268BHET 5, INZ1 YA T7ILELT REZRERT , BH. BEDREICLEBERET 2.

OBRENFHBHEDHZE
EE AL RYS ARF VEEHEE LT 120mg/m” (FREH) 2 1813109 X3 1 BB CREREEY 2. B5228MERTV. 198BKET 3. TNzl o
IIWELT REZHVIRT , 78, BEDREICLEERET 2.

THRBBIE LT F 2 SRS EAR 100mg/ AmMLDBFES NS LB D H 5 #H

mreakisym 50



1’58
(mg/m?/8)

i3
mk
I
10
i
m
0b
E‘I_

90 120

SRR AL(Full Analysis Set : FAS)

(o)}

y St

30-39
X 40-49
i 50-59

60-69

s BRI >/ (T8
PHERWHORR) | S b vy e

I
I

B FRASA v

(Ann Arbor#48) REF

A(ZHIEIRZL)
B(Z&EKHH)

CHOP#E:E
CVPX (3 COPEE
fthDERE"

BIGE’ JUvrrog
RIREOE
IR A

Z DA

_NNNNN—,O L, OWO0O—,O ===~ NNO—_,O (=N W

_“NNNANWWOOUIONDNNW RO W=|,~01|O
OQOUIN_WNIOO | O=N=_NOOIN=NN—=2{WW

a BBEIC DOV TIFEENRIR
b 7UNSUA O VRERESTHDEE (T ILFILEEIZRRL)

E] AEFIRS(DLT) ORIRASKNOEIER : TEHEEERUEIEHEES
ODLTDHEIEAZ  FE5HHIES
F1YA7)LICBVTIOME/mY/BRV120mg/m*/BOVS DRSS THDLTIFERHSN T
120mg/m*/BF TOHRSE TRAME (MTD) [FROSNEN I,
CDIzsh. FE2 BB COHERIR5EIF120mg/m?/BER T,

DLTOEZ

CTCAE Version 3.08B4&83RJCOG/JSCORICKY. ISR IBIERZDLT EE&ER U,

® {FOREREL : Grade 4(<500/mm?) h' 1 BRI LKL, HDZ DEAREINIC 38 CLLEDFEBEH£TZH D,
® [M/)\iREL - <10,000/mm’> XM WREIMZHEE T B HEIMEEERULZHD.,

® ZMDMDIMKE : Grade 4ZRUEBD, 22U, U/ VEREA . BIMERDEI(%) (FBRUVE,

® ZDMMIEIMAE : Grade 3B EZERUEDBD,

(BE7-9)
BNERREERICHIFDDLT (E, SuEEH T TlIIDE M (RNEIR) THofz, srUBERE CIDHRERS.
BEEHHI (B MBRORAME. I/ \WRORAME) . OREARZIR, R0 - B, 25 HEETH ol

TREAKISYM®



QEBIER @ BIXFHEHIES
ZEMBITHRIADIA(100.0%) [CRIERN RO SN, 1I5EFIDOEREHERIILUTDES
VT ol,
WOOmg/m?*/B&R5E(3N)
MRS IE . BIMEREURA . M/REGRA D 3/3 A (100.0%). U/ SERGEAME. FRIMBREURA
NEZOEVEAN2/3AN(66.7%). U/ SEREURA . 37 HERECRI A1 /3A(33.3%) TH o1z,
JEMARESE(E, BoD BARNRN'3/3A(100.0%). EAE. T, BEREH2/3 N (66.7%) TH oI,
W 120mg/m?*/Bi%58(6.0)
IR M &, FRIMERBCEA. M/RECHAH'5/6 A (83.3%). BMERECHA. NEZOE ViE
M4/6 A(66.7%). U2 INERRIAME. U/ VERBURAN, 7 PIREURAN Y 3/6 A (50.0%) TH ol
JEIMRBEIF. BiD. BBRAIRN6/6 A (100.0%). FEH'5/6.A(83.3%). FH. BREN4/6 A
(66.7%)FTHoI,
EERAEEERE. BEMMAER (grade 2)HM120mg/m?/BIRS5ETIARDSN, K&
DEREREFEE CTRBRVEHIBIS NIz, REIFIRSHET DS HBRICRABMMERICKY
FET LT,
BIMEARICKIREDIEEBSIZEE(FI0Mg/m*/BRUN120mg/m?/BO VT NDIRSEC
BVTHRHONT | AR DICIET (FmEFHICFROSNRN T,

AR ZE S CENERSRNE R EEARERAEICHIT2EERDOERRRIC DV TIEp.75-84
Vi

=" T\ 0

4 Sy ERE I ETEE

BIGHEIEE CHh2REHRENRDEDERE. 90mg/m?Y/BiR5E8 T3/3 A 120mg/m’/Bi% 58
T5/6 A THDIE(K)o

B RRESR - BIXFHBIER
AT RER : FAS

s EEREME AK
2 B LB =3060°
(mg/m%*/ B) CR CRu PR SD
90 3 0 2 1 0 2/3 3/3
120 6 0 0 5 1 0/6 5/6
&t 9 0 2 6 1 2/9 8/9

CR: Complete Response (52 EfR)

CRu : Complete Response/unconfirmed (RNEETEER)
PR : Partial Response (234 &%)

SD: Stable Disease(&7E)

a CRu Ik

b PR ELE

TBEEIROYIEE. [Report of an International Workshop to Standardize Response Criteria
for Non-Hodgkin’s Lymphomas(IWRC) ] DEZE(CHREWL T o1z,

TREAKISYM® 5§D



R ARRTR

[ 2. BN 218EEFRE1ER (2007002:K58)

9) #tNEH GRERBFETHIER)) : ENE 24888 RaE2 (20070025 58)

1 LT TES

S| 8 KRR BIMEIER Y F U NNERO Y VN UHRRU Y N EEEEE R, AFZ
3-6 U1 T)RSUICBEDTEEIR N R 2 ZIRETT D,

HMRT A Y SR HES — VR

X R | BRN(FEHAHEOEREEEBMRRMEIEIR I+ /B (REBMEEB-NHL) U~ VMU
fmEayU >/ VEE(MCL) BE 69N
ERMEB-NHL: 58 A MCL:11TA

OB A A RNUSLARFUERIE120mg/mY/BZ 1810, 2BEEB60 s IRNIRS L.
ZD# 1IHERBERERIT D, CNZE1TATILELT, 3-6 01 JIUIgVIRLIES U,
E2YATIVLBEICDWVTIE, BT A Z)UICTROSNICAETER R UFHBERERICKY.
BTN THRE, BB X 3R S5Zth1EUTe,
BIMHEICDOWVTIE, £RELDM, IRELBID R 7Z{T o1,

F il I8 B FEFMEEE—[Report of an International Workshop to Standardize Response
Criteria for Non-Hodgkin’s Lymphomas(IWRC) J (CfE>Te ==
BIREHBIEE —TIWRC] (CfE>fc e Bf## . [Revised Response Criteria for
Malignant Lymphoma (Revised RC) JICHESTeZE R U BfER, IERA-77HAR.
ZeM

BT F DY DERSNEHRER BHR. AR UHEFUTOESY, (—E k)
4. SHEEX [F3HR
OEZEEEBHRMEIE Y+ U/ NERU~ Y NUEIRY > /i

6. ERUAE

<{ERBM4EBHETEIER I F U /NE>

OMNCD20 A HADEE
BH. AICE, NS LAAF UEBIESLTIOME/m” (FRER) Z18 18109 X 1 BN CREEETY 2. 1152 28EETL). 268MH®ET 2. TNE1HY17
WEUT, BREZRIIRT . B85, BEDREICKEERET D,

OB SDHE (BRIHBMDIZSICRD)
B AL RV L2F ZEEEUT120mg/m” (RREH) 218181093 1 BN CRERE Y 2. #5722 28REETL. 198BKRET 3. TnZz1Y4
JIWELT, BEZREIET , BH. BEDREICKIEBERET Do

<TURNILHBERU INEE>

OXRBEDHE
UYFIY T EETRIRZ) EOHMICHVT, EE, RAICIE, AVFLRFVigEREELTI0ME/m’ (RRER) 7 1818109 1 5N T TREET T 5, B5%2
HEEBTL. 26 BEAET 2, CNZ1YA7ILELT BEZRIRT . BE. BEORECKIBEERET %,

OBRENIFHEMEDHE
B AL AV L2F GEEEUT120mg/m” (RREH) 218181093 1 BN CREET 2. #5722 28MEETV. 198BKET3. Cnz1Y4
IIWELT REZRIET , BE. BEDREICKIBEBERET 2.

THREBIE LT O SREESEAR 100mg/ AmMLDBEFAES N MIXE D HICEH,

53 treakisym



BEERIEE {EEMEB-NHL MCL
EERA 58 11
SELMBITHRAL(Full Analysis Set: FAS) 58 11

P thRfiE 58.5 70.0
#HE (R/VE-RA(E) 33-75 59-75
Bk 33 7

51 Lotk 25 4

SERRE 0 52 7

(ECOGE#) 1 6 4
INUZINERU > ) NEE 3 —
DAY=t i l: 2 IDA: 1 —

2l MALT BSiZE &4 43045 7 Biiia L > / VhE 1 —

(WHO%%8) HiED g & BiEARY >/ i@ 1 —
bl e AB AN 52 —

R UNIVHRRU > ) VRE — 11
-1 7 4

B PRI EA il 21 1

(Ann Arbor5$8) | 29 6
7RER 1 0

2EER FERTE U 56 9

(Ann Arbor53%8) | JERSBY 2 2
CHOPEZ 2 0
CVPX(FCOPEL 2 0
FPIRSYA TV RZSOMDERE 0 1
T ILFIVERIZZ O hDEE 3 0

BECRESNE | FUrFFO0 3 2

BE AEE 43 6
AR E 0 0
IRaHREE 2 0
BIBRERILEY 1 0
ZDfth 2 2
Responder 37 6

BB DR ity Non-Responder 15 4
7RER 6 1

B B594T)LTEDOHEREDAR
AT SR ER BRI
, Y
B ==, {REM4HEB-NHL MCL
thif - gk - thif -
MO eram | M eram | M eTa
TTRAE 69 58 11
LY ALII 69 5 58 4 11 1
FE29410) 64 14 54 13 10 1
HAOWTED | BIYATI 50 9 41 8 9 1
BSREBIEL LAYGAT) 41 6 33 5 8 1
E5HALI) 35 6 28 3 7 3
Ee1II 29 29 25 25 4 4
Ti9ME 4.2
n thiRfiE 5.0
‘BE5YATILE S5 6
R/IME-RAfE 1-6

TReakisym® 54




RARRLTE

B = 3 :IEHEEE(WRCICHREST=25%) RUEIREHTEES (Revised RCICHESTE

SEEEMHER!

ESYEY)

g HEIEE (IWRCIClE>I-Fe2 BfF 2. Revised RCICTE-eERERER)

IWRCIZRES THIE LG IR DERERIF. £98EU91.3%(63/69 A 95%EFEXE[CI] : 82.0-
96.7%). &R M EB-NHL89.7%(52/58 A, 95% Cl:78.8-96.1%). MCL100.0%(11/11.A. 95%
Cl:71.5-100.0%) ToH o1z (K. K)o

B IWRCICKZEMZF(ORR) : TEFHHIEE
IWRCICKL D2 EREZR (CR+CRU) : BIRFHEBIEE
AT SREER | FAS

LiRE
(pts=69)

BEEE
B-NHL
(pts=58)

MCL
(pts=11)

ﬁ CR+CRu 66.7% (46.\)
TG ] 57

ORR 91.3%(63A)

ﬁ CR+CRu 65.5%(38A)
T <~ ] = 00

ORR 89.7%(52.A)
f CR+CRu 72.7% (8 \)

a0 (I 5 moon

[(PN
ORR 100.0%(11A)

0 10 20 30 40 50 60 70 80 90 100 (%)

pts : HEREH

B IWRCICKZHEMR | TEFHEIRE (M=) RUBIRHHIRS (T2 EH#EEX)
BT SRER  FAS

- 4 AR REWEE, % | BUE. %

CR CRu PR SD (95%ClI)° (95%Cl)°

E 09 (329.71 ) (217?5> (214?6) (86.)7) (54.63,(?'777_6) (82%1_'936_7)
et ! (6;.6) (9?1 ) (23.3) 0 ( 3912_574_0) 71 _15(??600_0)

CR:Complete Response (L EfR)

CRu: Complete Response/unconfirmed (R #ETTEEH#)
PR : Partial Response (835) E1#)

SD: Stable Disease (&)

a CRu Bk

b ZIEHESRICE D<IERZIS%CI

c PR E
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Revised RCICE>THIELE

95%Cl:71.5-100.0%) T (K. K). IWRCICKDEMNRLEREE CTH O,

M Revised RCIC&BZ3)3 (ORR) RUTTLE#RK(CR) : BIREHIEIEE

FRITIIREER - FAS

SD
5.8%(4\)
R PD
v G S s
K ORR 92.8% (64.A)
SD
[ 6.9%@n)
BEME PD
. T o
. 0
(pts=58) K
ORR 91.4%(53.\)
MCL
K ORR 100.0%(11.A)
0 1b 25 36 46 56 6‘0 7‘0 86 9b 1(‘)0 (%)
pts : #HEREH

W Revised RCICK 2GR : BIRFHBIER (T2 EMHER. =h%)

AT SREER ( FAS

- o AH(%) SOWRE, % | EWE. %

CR PR sD PD (95%ClI)° (95%ClI)°

R 69 (52?5) (326?2) (5‘.18) (1?4) (44.%6-.658.4) (83.992-587.6)
EREEENAL >8 (5?4) (327?9) (6‘.19) (1?7) (39.593-646.7> (81 %1-'947.1 )
Met 1 (73.7) (2;.3) 0 0 (391)2-574.0) (71 ?5(??600.0)

CR: Complete Response (52 EfR)
PR : Partial Response (285 E#)

SD: Stable Disease(Z7E)

PD: Progressive Disease (&)

aCR

b ZIEHESRICE D<IE#ZIS%CI

cPREE

TREAkISYM 56

MEaMROEIRE, £2HwEL92.8%(64/69.A. 95%Cl: 83.9-
97.6%). KB4 EB-NHLI1.4%(53/58 A, 95%Cl1:81.0-97.1%). MCL100.0%(11/11 A,




bR AR TR

[ EEEL7EEAR Bl R TEIEE
MBI A ZHAR O IYE (50%PFS) &, £23/%121.0958. EE 4HEB-NHL19.9858. MCL21.751H8
Tl FIC2FEBELEFR(L, ©REV43.3%. KE4EEB-NHLA5.2%. MCL34.1%Cdol=(K),

B RIEREFHE (2EH) | BIXFHEEES
FRATSRER : FAS

i3
=
&
ﬁ
$
il
02 | 2IRE
— R EB-NHL
MCL
0.0 4 o
0 4 8 12 16 20 24 28
HE(R)
2R WERERL 69 N, ARURNFAE 139 A (56%) . FT54800 130 A (44%)

50%PFS 1 21.0958 (95%Cl:15.77 18 - NA)

ERMEB-NHL  #REREH 58 A ANURFEE 132 A (55%) . 15800 126 A (45%)
50%PFS:19.9818 (95%Cl: 12.25 18 -NA)

MCL WRBREH 1A ARIYNEE 7N (64%). FT580 4 A (36%)
50%PFS:21.75518 (95%Cl: 16.46 78 - NA)

NA : not available (22472L)

* FROEEEACUT, ET(BR/BRNZ30) XFERZEMDRBRVETHDS S, FVAFOBHETOHRE
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B =24 : 5lxEHibER

BIfERIFE9.A(100.0%) [CHIRL., HIREE 5% EDORIERIEUTDESY TH T,

B RRBAES% U EOEIER (BARREEDEE ZZ D)

FRITNRER | K2 MFTIRED

(o) (o)
Bifem éﬁ&(ég) BlfEA ﬁfﬁ(ég)
BB 69(100.0) C-RISHEERE 31(44.9)
DigEE CD4U /BRI 54(78.3)
ol e 4(5.8) DERQTER 7(10.1)
EEE IFBSERERHEND 6(8.7)
it 4(5.8) - FIWIZIVNSYRTTS—LIEN 11(15.9)
S 50 2) AEZOE VRS 46(66.7)
= 32046.) L) SEREE 68(98.6)
e 14(20.3) I COERER 62(89.9)
e 1(5.8) iR 52(75.4)
= 58(84.1) WEEHL 14(20.3)
BRI 7(10.1) iRk 4(5.8)
Orssks 12(17.4) i‘ﬁﬁﬂﬁiﬁi;ﬁ@‘ 47(68.1)
= 29(42.0) thEEL 24(34.8)
. e : ESMERAEA 67(97.1)
EEBESSURSFEMERE M7 L HUIRZ 779 — 180 12(17.4)
e 6(8.7) KRB KOS
= 28(40.6) BWRE 42(60.9)
SEFIEB RIS 18(26.1) :
S 20(29.0) HERES
FE 4(5.8) AR FE L 4(5.8)
o 22(31.9) FREES 17(24.6)
RS LU SR BIEEE] 16(23.2)
SIFTEY 10(14.5) fRHHES
. TEE 5(7.2)
PSoUPSINSURTIS—BIEN | 24(34.8) Eﬁéoﬁ%ﬁé 72)
PARSEVBTPS/NSYATIS— B | 25(36.2) SR — >
o7 LTS i 7(10.1) FFIRES. MFRHSURIBRS
MchE UL E 5(7.2) L 6(8.7)
Mcho L7 F = >4 14(20.3) LREDRIE 6(8.7)
Mo 0T UVARL 20(29.0) RSSO FaMREE
McheE s 07U G 18(26.1) Z SEEE 8(11.6)
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Abstract

Background: Bendamustine hydrochloride is a novel alkylating agent. In this multicenter study, the authors evaluated the efficacy and toxicity of
single-agent bendamustine in patients with rituximab-refractory, indolent B-cell lymphoma.

Methods: Eligible patients (N = 100, ages 31-84 years) received bendamustine at a dose of 120 mg/m(2) by intravenous infusion on Days 1 and 2
every 21 days for 6 to 8 cycles. Histologies included follicular (62%), small lymphocytic (21%), and marginal zone (16%) lymphomas. Patients had
received a median of 2 previous regimens (range, 0-6 previous regimens), and 36% were refractory to their most recent chemotherapy regimen.
Primary endpoints included overall response rate (ORR) and duration of response (DOR). Secondary endpoints were safety and progression-free
survival (PFS).

Results: An ORR of 75% (a 14% complete response rate, a 3% unconfirmed complete response rate, and a 58% partial response rate) was observed.
The median DOR was 9.2 months, and median PFS was 9.3 months. Six deaths were considered to be possibly treatment related. Grade 3 or 4
(determined using National Cancer Institute Common Toxicity Criteria [version 3.0.19]. reversible hematologic toxicities included neutropenia (61%),
thrombocytopenia (25%), and anemia (10%). The most frequent nonhematologic adverse events (any grade) included nausea (77%), infection (69%),
fatigue (64%). diarrhea (42%), vomiting (40%). pyrexia (36%). constipation (31%), and anorexia (24%).

Conclusions: Single-agent bendamustine produced a high rate of objective responses with acceptable toxicity in patients with recurrent, rituximab-
refractory indolent B-cell lymphoma.

Copyright 2010 American Cancer Society.
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HEEBTL. 26 BEAET 2, CNZ1YA7ILELT BEZRIRT . BE. BEORECKIBEERET %,

OBRENIFHEMEDHE

IIWELT REZRIET , BE. BEDREICKIBEBERET 2.

THREBIEN LT O SREESEAR 100mg/ AMLDBEFAES N RMIXE D HICEH,
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P) EiEELFHAR

B PRHUECKIDMEREFHE | TEFHEIRE <MREIHREETHER>

AE/ A EXV A TR CIE, ABIRFIBFE LR L CHZERRRevised RCICEDKPRYEICKDMHIER
SEFEHEAOERGERNRBH SN (NP —RE0.55[95% 8 X - 0.40-0.74]. ERlLog-rank
RIE 1 p=0.0001 (EZFTBFR COBEEK%0.015). 2014F9F 18T —5vbA 7)o

BREFRIOFIBREFHR | PRYUE
AT REN  EMERIT Y RED

A2 TN (B NS —RLEE pf&é®
HBEH(%) [95% Cl]. n8 [95% ClI] ()
5 ey NE
AE/FEXRY XY TEE 194 71(36.6)
[22.5-NE] 0.55
14.9 [0.40-0.74] 0-0001
AEI BB 202 104(51.5) [12.8-16.6]

a Log-ranki&7E

W EREED Y NEBREEEOPRYEC K ZEIEREFH™

(BEF—9) (BB EER@FT™)

% FAENRUHB0—EZE AR HiE
BRI Y VEEREICHIT2aZERRevised RCICED<PRYTEICLDMIEBEFHB(E TRD
ENw]Ia=Nw) ral

BREFRIDFEIBREFHR | PRYUE
BTSSR ER © R VRS

A2 TN hRfE NS —RLEE pfE®
BEH(%) [95% Cl1. n8 [95% ClI] ()
N s NE
KA/ FEXY XY TEE 155 54(34.8)
[22.5-NE] 0.48
13.8 [0.34-0.68] <0.0001
A KB 166 90(54.2) [11.4-16.2]

a Log-rank&E

NE : Not Evaluable (FHfiR&E)
* FREREUICBZREHEUT, EITXEFER. BHEZEORBRVIEETHDOIBEREWVWADHEFT TOE
% FORNI— )L CEFITRESNTVRVERD EREN

TREAKISYM™ / D



bR AR TR

El z=it

B 5EEROFLY
BRATISEE 1 SAS

AE(%)
KE FEXYXITEE ARIEEHEE
ZEMEHEALL 204 203
2HEEER 202(99.0) 200(98.5)
Grade 3 EDBEER 148(72.5) 133(65.5)
FETICESBEER 16(7.8) 13(6.4)
ERERAEEER 89(43.6) 75(36.9)
BEPIE*CESBESER 7(3.4) 5(2.5)
ARECEOHEER 121(59.3) 62(30.5)
HE (CESLEESER 39(19.1) 52(25.6)
* ARESTIRTOBBREDERSHIE
*% AFINEFERY IR T DN L EDHRER
#xx AFIDRFE (FEXY AT T DORERES Tghofz)
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B \WINH DB TOFIREE 10%U EDEITER

PRI SREM 1 SAS

AEU(%)
SIHER BB/ ZEXY AT TEE AF| BB
= pts=204 pts=203
£Grade Grade 3l E £Grade Grade 3B E

2EEER 202(99.0) 148(72.5) 200(98.5) 133(65.5)
MERBLOVVINREE

FOERRIAME 77(37.7) 71(34.8) 60(29.6) 55(27.1)

M/\RGRAME 30(14.7) 22(10.8) 50(24.6) 32(15.8)

am 24(11.8) 15(7.4) 36(17.7) 22(10.8)
BEEEE

=i 106(52.0) 2(1.0) 123(60.6) 6(3.0)

T 57(27.9) 2(1.0) 61(30.0) 5(2.5)

1B 45(22.1) 4(2.0) 54(26.6) 2(1.0)

B 42(20.6) 0 40(19.7) 0
—fi% - EEBEED LR SEPRIDINEE

sl 82(40.2) 5(2.5) 67(33.0) 5(2.5)

FHEN 58(28.4) 2(1.0) 39(19.2) 0

HRE 31(15.2) 3(1.5) 25(12.3) 1(0.5)

BR 28(13.7) 1(0.5) 21(10.3) 0
5=, hEHICUBEHEE

AANICHESIRIN 128(62.7) 19(9.3) 117(57.6) 7(3.4)
RPFED KO FERIE

[EXRN 24(11.8) 1(0.5) 22(10.8) 3(1.5)

RERkR 28(13.7) 4(2.0) 18(8.9) 1(0.5)

PRESRRZL 24(11.8) 6(2.9) 12(5.9) 0

ISR 24(11.8) 2(1.0) 11(5.4) 1(0.5)
e N E S EN O ==

A 64(31.4) 0 40(19.7) 0

ISTIESE 26(12.7) 2(1.0) 23(11.3) 1(0.5)
HRREES

bR 27(13.2) 1(0.5) 33(16.3) 2(1.0)
BES LU R MERES

RE 28(13.7) 2(1.0) 24(11.8) 0

ZSFERE 28(13.7) 1(0.5) 13(6.4) 0
REBLOREREE

BER 36(17.6) 3(1.5) 37(18.2) 2(1.0)
HERRBLUESHEBREES

REENTE 24(11.8) 1(0.5) 11(5.4) 0

Pups 22(10.8) 2(1.0) 10(4.9) 0
MmEEE

{EInE 24(11.8) 3(1.5) 3(1.5) 2(1.0)
EHES

ANEEE 21(10.3) 0 21(10.3) 0

MedDRA/J ver 19.0
pts=1REREEL

TReakisym /4




bR AR TR

| 6. BlfER

HEGRRMICE DT FERANERE (261587E) 2L, 2010F 128 108D HFTEMIBNS201 1428
21HFETCICEFROLLEFRSZREUVCEEMNZHERINERNROESHREAN LU, SRAHIEE583A

THY, DEFDFER=ZINELU,

ZEMFHINRAISE3ATE65A(96.9%) [CRIMER RRIREBDEEZS ) HERH SNz, TIREMEAR
[10%U EZec&E]F. Bim19.7%(115A), B 19.4% (113 AN), FEZ11.0%(64N)ETHofc. FIz.
FTIRERREBRS[10%U LZEL&#]F. U2/ VIREURA 73.9% (431 N). FPIREURL61.4% (358 A).
BIMERECRA60.0% (350 A) M/IVRELEIAN42.7% (249 N). C-RINMHEBEN12.3% (72 N) FTH ol

B ARG RORERERABEREICSIT 2EERAFRRNR

REHREDKR HEFERARERE
SAEhEE 17 272
ABEAH 78 583
BIEREDRIEAL 78 565
BIERSDORIREH 1501 2811
BIEREDRIRE 100.00% 96.90%
ElfERZEDEE BlIfEREDEERIRIRHE(%)
BRESLUOSEDAE 22( 28.21) 121( 20.75)
[EZR - 9( 1.54)
hoeanNog -8Bk - 1( 0.17)
IREN - 3( 0.51)
2RISR - 1( 0.17)
BERER 2( 2.56) 2( 0.34)
H A MXAODA )L ARR - 10 1.72)
EaR - 2( 0.34)
BHEIMAE - 1( 0.17)
BRERE - 1( 0.17)
BiEXN - 2( 0.34)
BEYFFRA - 5( 0.86)
B LR R - 2( 0.34)
ANIVRZADA )V ARESE 1( 1.28) 3( 0.51)
mIkEE 2(  2.56) 26( 4.46)
R - 5( 0.86)
ALY 1( 1.28) -
E2MREN 10( 12.82) 8( 1.37)
OELHVIIE 1( 1.28) -
HER - 1( 0.17)
IREERN 1( 1.28) 2( 0.34)
Fifi s 1( 1.28) 14( 2.40)

% BMEAI. [ICHERERRAEEE AR (MedDRA/J)Ver. 15.0|[CEDEHHEL.

X FEAHEZEDBELTHEREER(%) ZEH U,

% BERIADHE(SOC) DESTHFIAH. BEAFE(PT) DESHIHEK(B—EFANT. BUBRN2BUERRLTCVSBEE14) U,
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B AR U EERARERECS T ZEIERFRERINR (FE)

EERS S EADY Wi HEERRERE
BN 17 272
FAEAH 78 583
BIEREDHEREAL 78 565
EIfERSEDRIRHH 1501 2811
BlIfERSEDORIRE 100.00% 96.90%
BlfEREDEE BIfEREDOTEERIRIRE (%)
REB KOS ERIE 22( 28.21) 121( 20.75)
YA MXAODA L R - 3( 0.51)
KIBEMERTR - 1( 0.17)
BERME RSN - 2( 0.34)
By IMmiE - 9( 1.54)
BISERN 1( 1.28) 1( 0.17)
B TR - 1( 0.17)
IRERR - 2(  0.34)
FRES R - 1( 0.17)
KiE 1( 1.28) 2( 0.34)
A )L ZAMEIRZER 1( 1.28) -
SHBEERA 1( 1.28) -
Hp2ERiEH > IS E 1( 1.28) -
YA SXAOD A L R EIREEHEREN - 2( 0.34)
ATF9RRES - 2(  0.34)
YA MXAODA L REEEH - 2(  0.34)
T ROKEMERIE - 1( 0.17)
TROIRERSR - 1( 0.17)
JORANITID LHEKREER - 1( 0.17)
YA SXAODA )L RMME - 4( 0.69)
SFPERIFAM R 1( 1.28) -
ESR Y — 1( 0.17)
i R — 1( 0.17)
O EE R - 1( 0.17)
&R — 1( 0.17)
Za—FBVRAT4AYVOTT VMR - 5( 0.86)
HE SR - 1( 0.17)
Ok 1( 1.28) -
OREANILRZ 2( 2.56) 6( 1.03)
R B R - 1(C 0.17)
SEER MRS - 1( 0.17)
R & 738k 1( 1.28) 1( 0.17)
EEEE 1( 1.28) -
20—k RBE7 07 )V ME - 1( 0.17)

* BIEAIZ. [ICHEREEGAEEHAER (MedDRA/J)Ver. 15.0[CE DTN,

¥ FBEABEDBEUTHERER (%) ZEH U,

% BERIADIE(SOC) DESTFAM. EAFE(PT) DESHFMH(F—EFNT. BUERMEMERRLTVBHBEE 1) &k,

/6



HENpEE

B AR RO EERAREREICS T BEIERRRINR (FE)

G S ANV W BEERARERE
AEMER 17 272
FEEAL 78 583
BIEREDHEIREAR 78 565
BIEREDHEIRHH 1501 2811
BERFEDRIRE 100.00% 96.90%
BIERZE DR BfERZEDEERIFIRM (%)
MBEB LUV INRES 10( 12.82) 213( 36.54)
MEARIBRAE - 2( 0.34)
am 2( 2.56) 114( 19.55)
AERMEM - 1( 0.17)
IREFERES - 1( 0.17)
BREMmENEE - 4( 0.69)
IRIMERRIAME - 2( 0.34)
FEEEIF PERRIAME 1( 1.28) 48( 8.23)
BImEE 1( 1.28) 2( 0.34)
B IMERREAME 1( 1.28) 22( 3.77)
U INBRRIAMEE 6( 7.69) 19( 3.26)
YFPERRIAME - 55( 9.43)
NIMERRLAME - 11( 1.89)
M/\HRIREAME - 18( 3.09)
BMEm - 1( 0.17)
BEkEER 2 - 4( 0.69)
RERES 4( 5.13) 8( 1.37)
B EUE 3( 3.85) 3( 0.51)
KyZ' 07UV - 5( 0.86)
EiREYFRIE 7 LILF— 1( 1.28) -
REBKLUOREBEE 51( 65.38) 82( 14.07)
EMRZ - 1( 0.17)
SHILY D LIMEE - 3( 0.51)
=270—)VIjE - 1( 0.17)
S IMmyE 1( 1.28) -
SAUD LIME - 6( 1.03)
57U LIMEE - 2( 0.34)
= PRER ME - 12(  2.06)
K7 LD = VA - 8( 1.37)
KAV LINE 1( 1.28) 4( 0.69)
=walBLw¥Niiitn3 - 11( 1.89)
£ U LIMEE - 1( 0.17)
KEBMmE - 4( 0.69)
fE S ARIEE IR EE - 8( 1.37)
BAUAER 51( 65.38) 39( 6.69)
S57=5—tCIMmiE - 1( 0.17)

BRI, [ICHERERRABEBAER (MedDRA/J)Ver. 15.0][CEIEHMEL,

X FEABEDBEVTHEIRER (%) ZEH U,

ZBBRIARDIE(SOC) DESHFAM. BAE (PT) DESHFHEH(F—EFA T, BUERNL 20U EHRLTVSHBEEFE 1) LU,




B AR U EERARERECS T ZEIERFRERINR (FE)

EERRRE DI BEERNEHRE
AEEERE 17 272
HAEAH 78 583
BIfERSDORIBEAL 78 565
BIfERSDORIRHE 1501 2811
EIfFREDHIRER 100.00% 96.90%
EIEREDERE BIfEREDERERIFEIRHE (%)
RS 9( 11.54) 3( 0.51)
RIS 2(  2.56) -
NERAE 6( 7.69) 2( 0.34)
JINEIE 1( 1.28) -
S5 DIER — 1 0.17)
HERES 37( 47.44) 27( 4.63)
BHEEIRE — 1 0.17)
/) B HH 1T — 1 0.17)
fastinl — 1 0.17)
FEEHFTN 3( 3.85) 1 0.17)
ZREZOESN] 4( 5.13) -
FEES 19( 24.36) 10( 1.72)
] 22( 28.21) 10( 1.72)
T BE 1( 1.28) -
RRE TR 3( 3.85) -
=F70-3XR - 1( 0.17)
HHERES - 2( 0.34)
REMEZ21—0O/NF— - 2( 0.34)
IRFE R 2(  2.56) -
NIV R 1HHER - 1( 0.17)
IRiEE 8( 10.26) 1(C 0.17)
FERRR 1( 1.28) 1(C 0.17)
IRERAIHE 1( 1.28) -
BERX 2(  2.56) -
TRIE 1( 1.28) -
IRFEIM 2(  2.56) -
SEAREH M 1( 1.28) -
IRZ SHFEAE 1( 1.28) -
EBKURBREE 1( 1.28) 2(  0.34)
HEME 1( 1.28) -
HIS - 1( 0.17)
[ELREISES) - 1( 0.17)
IDViEFEE 11( 14.10) 100 1.72)
EER 1( 1.28) 1( 0.17)
LEMRER - 1( 0.17)
IDEHEE - 1( 0.17)

* BIEAIZ. [ICHEREEGABEHAER (MedDRA/J)Ver. 15.0 | [CE DTN,

¥ FBEABEDBEUTHERER (%) ZEH U,
% SBERIADME(SOC) DESTF AL, EARFE(PT) DESHFMH(F—EFNT. BUERMEMERRLTVSHBEE1 1) &k,

/8



HENpEE

B AR RO EERAREREICS T BEIERRRINR (FE)

G S ANV W BEERARERE
AEMER 17 272
FEEAL 78 583
BIEREDHEIREAR 78 565
BIEREDHEIRHH 1501 2811
BIEREDRIRE 100.00% 96.90%
BIERZE DR BfERZEDEERIFIRM (%)
IDEEES 11( 14.10) 10C 1.72)
EEJ0OvY 1( 1.28) -
R - 2( 0.34)
RN 1( 1.28) 2( 0.34)
2MHDTRE - 1(C 0.17)
SoMMELARE - 1( 0.17)
EiE 6( 7.69) 2( 0.34)
SR SERR 2( 2.56) -
LEMEAS NG 1( 1.28) -
IDEEERSTIR 3( 3.85) -
EERERS 2( 2.56) -
MEEE 42( 53.85) 76( 13.04)
i 1( 1.28) 1( 0.17)
SmE 1( 1.28) —
{EImE 4( 5.13) 1( 0.17)
BHARA 24( 30.77) 13( 2.23)
M PERRARA - 1( 0.17)
MER - 21( 3.60)
ESARIMARIE 1( 1.28) -
MEFEE 21( 26.92) 40( 6.86)
[FTw 6( 7.69) 1( 0.17)
FEORES. ZRE K UHRIRIES 25( 32.05) 32( 5.49)
ZUILF -1 1( 1.28) -
7= - 1( 0.17)
EBHRERR - 1( 0.17)
1% 6( 7.69) 6( 1.03)
P R 2(  2.56) -
SHm 1( 1.28) -
=411 - 2( 0.34)
Lpo<h) 2( 2.56) 6( 1.03)
EE RS 1( 1.28) 2( 0.34)
Rk 1( 1.28) 2( 0.34)
AR - 1( 0.17)
P s - 2( 0.34)
SEMEIZIR 1( 1.28) -
FRE7 VR—T R - 1( 0.17)

BERIE. [ICHERERERABEBAEMR (MedDRA/J)Ver. 150 [(CEIENHEL.

X B
X FEABEDBEVTHEIRER (%) ZEH U,

BRIARDFE(SOC) DESHFEAR. B4 (PT) DESHIHH(F—EFA T, BUERNL 20U EHRLTWSHEEF 1) LU,

79




B AR OREERAREREICS T BEIERRRINR (FE)

EERERE DI BEERRERE
AENEER 17 272
FAEA 78 583
BIVEREFDHRAL 78 565
BIVEREDHRH 1501 2811
BIfEFRAEDHRER 100.00% 96.90%
BIfEREFDENE EIEREDEER FIRHE (%)
IFIReEs. S KUHRES 25( 32.05) 32( 5.49)
7ULILF—HER 1( 1.28) -
8 1( 1.28) -
IEREIEN - 2( 0.34)
il — 1( 0.17)
EEDRIE 7(  8.97) 8( 1.37)
ga e Bl — 1( 0.17)
OIREIREE AR 3( 3.85) -
O IREE S 5( 6.41) -
BiEES 73( 93.59) 163( 27.96)
FEERNIRER 8( 10.26) 3( 0.51)
FEERRZ i 1( 1.28) -
fEss 1( 1.28) 4( 0.69)
TEESE 1( 1.28) -
LIEERE 5( 6.41) 2( 0.34)
Ok 6( 7.69) 1( 0.17)
{&h 37( 47.44) 21( 3.60)
T 18( 23.08) 14(  2.40)
IR ER — 1( 0.17)
OMEzIE 6( 7.69) -
BERR 2(  2.56) -
2 — 2( 0.34)
BLY 2(  2.56) -
BR — 1( 0.17)
BREERMTEERER - 2( 0.34)
B - 2( 0.34)
BIPIR - 2( 0.34)
R 2(  2.56) 3( 0.51)
H% 1( 1.28) 1( 0.17)
FREMSEA LD - 1( 0.17)
XUF - 1( 0.17)
OSSR 1( 1.28) -
2 67( 85.90) 113( 19.38)
AR - 1 0.17)
Ok 14( 17.95) 10( 1.72)
=EE 1( 1.28) -

BIFEAIE. [ICHEREZEGAEEHAER (MedDRA/J)Ver. 15.0[([CEJEHMELI,

X B
¥ FEABEDBEVTHERER (%) ZEH U,

BRIKDHE(SOC) DESHF AL EAFE(PT) DEEHFHE(E—ESNT. BUERAM2OBUERRELCVIHEEEF14) £k,
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HENpEE

B AR RO EERAREREICS T BEIERRRINR (FE)

FEHE DR BEERNERE
AENEER 17 272
FAEANH 78 583
BIVEREFDHRAL 78 565
BIVEREFDHRH 1501 2811
BIfERSDHIRR 100.00% 96.90%
EIfEASDEE B EAS ORI (%)
BEES 73( 93.59) 163( 27.96)
et 32( 41.03) 18( 3.09)
AIFHEIM 1( 1.28) -
I N AEE - 1( 0.17)
HiEEESER 1( 1.28) -
M - 1( 0.17)
UBAM+iEEBX 1( 1.28) -
OfEE 1( 1.28) -
FriEERES 1( 1.28) 21(  3.60)
FHHRERSE 1( 1.28) 11( 1.89)
RS - 11( 1.89)
KBS KU MEMES 41( 52.56) 65( 11.15)
Kig - 1 0.17)
SBRREIER 1( 1.28) -
&2 - 3( 0.51)
I 1( 1.28) 3( 0.51)
HIBE - 5( 0.86)
SIALIR - 3( 0.51)
ZFIE 1( 1.28) -
E&E 1( 1.28) -
FUAHIT 1( 1.28) -
TOFEE 9( 11.54) 7( 1.20)
P2 29( 37.18) 40( 6.86)
E5M4EZ 1( 1.28) -
ZOFEMRE 1( 1.28) 2( 0.34)
KEUSA 2(  2.56) -
Rl 1( 1.28) -
e 2(  2.56) 1( 0.17)
E5HIK - 1( 0.17)
RETENS - 1( 0.17)
hEURE - 1( 0.17)
BxRLERE 2(  2.56) -
BERRBLURBEHEBREE 10( 12.82) 1( 0.17)
K& 1( 1.28) -
BEbE 2(  2.56) -
ik 2( 2.56) 1( 0.17)

BERIE. [ICHERERERABEBAEMR (MedDRA/J)Ver. 150 [(CEIENHEL.

X FEABEDBEVTHEIRER (%) ZEH U,
s ==

ZBBRIARDIE(SOC) DESHFAM. BAE (PT) DESHFHEH(F—EFA T, BUERNL 20U EHRLTVSHBEEFE 1) LU,

81




B AR UREERREREICS T ZEIERFRRINR (FE)

EERERE DI BEERNERE

BB 17 272

FAEAH 78 583

BIEREFDHRAL 78 565

EIEREDFHRH 1501 2811

BIfERSDHIRR 100.00% 96.90%

Bl EAS DR B EAS ORI FER (%)

BBERRBLUREHEBREE 10( 12.82) 1( 0.17)
ek 2(  2.56) -
e 1( 1.28) -
FhEtStEE 2(  2.56) -

BHKIURIBES 6( 7.69) 12(  2.06)
afinfd=0) A - 2( 0.34)
HEPR R 3 - 1( 0.17)
[MAR - 1( 0.17)
SRFR 1( 1.28) -
&FHIR 5( 6.41) 1( 0.17)
BREE - 2( 0.34)
Bf=z - 1( 0.17)
BiaeREE - 4( 0.69)

EERB LU ERS 1( 1.28) 0( 0.00)
TRAIFE 1( 1.28) -

—f% - EHBES LUERSEULDIREE 62( 79.49) 112( 19.21)
BE 1( 1.28) -
Ky - 2( 0.34)
2R 6( 7.69) 1( 0.17)
PAEFHE - 1( 0.17)
3Z] 31( 39.74) 4(  0.69)
FARK 2(  2.56) -
EiFim 6( 7.69) 1( 0.17)
ESHERALAIHE 1( 1.28) -
EREBAIMEN R 1( 1.28) 4( 0.69)
ESTERALTERS - 2( 0.34)
e D EES 1( 1.28) -
SRR T 17( 21.79) -
EFERAIMER - 1( 0.17)
R 21( 26.92) 30( 5.15)
Eicd - 5( 0.86)
RigEZE 4( 5.13) 1( 0.17)
Eiad 27( 34.62) 64( 10.98)
£ 1( 1.28) -
FREMFEE 1( 1.28) -
EFEIERR - 1( 0.17)

* BIFERAIZ. [ICHEREEGAEEHAER (MedDRA/J)Ver. 15.0 (LR DTN,

X FBAHZEDBEUTRIRER (%) ZEL U,

% BERIADIE(SOC) DESTFAL. EARFE(PT) DEEHFHE(E—ESFNT. BUERMOEMUERBELTCVSEEE14) Uk,

82



HENpEE

B AR RO EERAREREICS T BEIERRRINR (FE)

AREHzORR YEBRRERE

SAEHEEY 17 272

FEEAR 78 583

EIERSDHIRAL 78 565

EIERSDHRRHI 1501 2811

BlIfEREDHRIRE 100.00% 96.90%

BlIfEREDESE BIfEREDOEERIRIR (%)

—i% - EBEES LRSI DIRE 62( 79.49) 112( 19.21)
#E 1( 1.28) 1( 0.17)
BT - 1( 0.17)

BRRIRE 78(100.00) 527( 90.39)
PSZUTPI/NSVARTIS—EHEN 28( 35.90) 18( 3.09)
ZIWITZY-JO0TUVHESE - 1( 0.17)
75— - 3( 0.51)
FANSEUBFTZI /SR TS —EEN 30( 38.46) 22( 3.77)
B-N7EF)LDZILIY =5 —B1Eh0 - 1( 0.17)
M7 IL T =V 8( 10.26) 1( 0.17)
ML E 10 8( 10.26) 5( 0.86)
mepAIL D LEA 3( 3.85) -
M7 O—)Uigs - 2(  0.34)
meh7 O—)LiEhn 1( 1.28) -
M7 L7 F = #E 18( 23.08) 14( 2.40)
Mo 7' RO FEEN 1( 1.28) 2( 0.34)
MohseZE o' 07"y AiFA 24( 30.77) 1( 0.17)
mohsEI 070 Y GiEsd 23( 29.49) 1( 0.17)
mohseZE o' 07D U MiEA 34( 43.59) 1( 0.17)
Mo FLESRR K REESRIEN 39( 50.00) 34( 5.83)
moAYUD LiEA 5( 6.41) 6( 1.03)
mehUD LN 4( 5.13) 2(  0.34)
mEER 1( 1.28) -
moh kU LGRS 3( 3.85) 3( 0.51)
mhkU 22U RiEHD - 1( 0.17)
Mo RS 1( 1.28) -

Mo FRERIEND 3( 3.85) 10( 1.72)
Mo FREZIEND 2( 2.56) 14( 2.40)
C-RItMEZEBEN 37( 47.44) 72( 12.35)
CD4UINERRIS 54( 69.23) 2( 0.34)
CD4/CD8 LR 9( 11.54) -

DERQTIER 7( 8.97) -

DB TERER 1( 1.28) -

SFERERERIE N0 6( 7.69) 9( 1.54)
T47UUDS A< —1E10 - 1( 0.17)
T-ZIWIZIVNS YR TTS—E1EN 15( 19.23) 10( 1.72)

BERIE. [ICHERERERABEBAEMR (MedDRA/J)Ver. 150 [(CEIENHEL.

X B
X FEABEDBEVTHEIRER (%) ZEH U,

BRIARDFE(SOC) DESHFEAR. B4 (PT) DESHIHH(F—EFA T, BUERNL 20U EHRLTWSHEEF 1) LU,
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B AN URE EABERECS T 2EERRRRK R (FiE)

AREHzDIRR HEERARERE
FAEEER 17 272
FAEAH 78 583
BIEREDHEIREAR 78 565
BIEREDHEIRHH 1501 2811
BIfEREDHRIRE 100.00% 96.90%
BfERAEDER BIfERZE DB ERIFIRE (%)
BRRIRE 78(100.00) 527( 90.39)
R T R $ERS 14 1( 1.28) 1( 0.17)
FERIEREURI - 4( 0.69)
AY IV N - 16( 2.74)
PRE B4 4( 5.13) 5( 0.86)
ANEZOEViES 54( 69.23) 38( 6.52)
AEZOEVEN 1( 1.28) -
U~ INEREURIS 72( 92.31) 419( 71.87)
EAEREURI S - 2( 0.34)
EEREIE N0 - 1( 0.17)
YF P ER BRI 68( 87.18) 324( 55.57)
yFohEREIE N0 1( 1.28) -
M/ \RESURI 60( 76.92) 234( 40.14)
H=EgRE 19( 24.36) 3( 0.51)
IRBES 4( 5.13) -
IRIMERFRIS 54( 69.23) 16( 2.74)
A& 26( 33.33) 2( 0.34)
A= 1( 1.28) 3( 0.51)
B MERECR A 76( 97.44) 335( 57.46)
B MmEREEN 2( 2.56) -
moy A - 1( 0.17)
CD4/CD8 i 1( 1.28) -
YA MAODA I AEERE - 1( 0.17)
merB-D-27' LA - 1( 0.17)
ROPZEBREMN - 2( 0.34)
B - NUD LFRAR TP F RN - 1( 0.17)
M7 )LAYUKRRA T 79 — R 1( 1.28) -
M7 )LAYRRA T 79— 12( 15.38) 9( 1.54)
iR LER - 1( 0.17)
UV INERFZRERE - 1( 0.17)
FRhoOEy /—4' 1800 1( 1.28) -
BE. B LUESHIE 0( 0.00) 1( 0.17)
AR T ImAE - 1( 0.17)

X BIEAIZ. [ICHEREZEGAEEHAER (MedDRA/J)Ver. 15.0[[CE DTN,

¥ FBAHEZEDBEUTRIRER (%) ZEL U,

% BERIADIE(SOC) DESTFAH. EAFE(PT) DESHFHE(E—ESFNT. BUERMOMUERRELCVSHEEE14) Uk,
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B ARRK R

BRNFE SO UF AMXREBHERY > /\E

| 1. EREEISE2ABMAREER (2010001 HER)" |

SUBRIBIE
B By :

AR
75 %
e

FIFBRANEEE

i B oA

B S

14) HtAER EEREEHIER) | B A 248 RS (2010001 58%)

BRN(FHEEMHDOUFAMRMIRIBHEY Y/ EREZNRIC. UYF I THA
B ICARIZR S UIBROBME. Z2MRUEYERE/NSA—IZIRETT D,
Zhesx HEIFEREER

BRI Y NESRSBRNSEEM D DLBCLES (BBATISIERISIAN)

1~3UIXVDRNEERZE I 2BEF - #6MDODLBCLEE ., BF(E. BUAEICRIN
UTeh' IBRULERE. i, #aMEE, aaBEICRILBh oz, BULLIERIGULIZA
RIBBENS60BLRICIEBELCEE. 20 E75mUTDES,

AEE (MEBMRZENE UCBIBRENVEVEI (RO - FHE D H) DEIREE
EEURILFEE MR ENOREHRE A TR OB EEA—N 3IBEFEDER
&, BREMEN(FERDBEICKYBRREMFMEBBNERLVEHIRTE
NcBE, BEICEBINCVTNOBEICHLTH. CR, AEETEEBRIFED
B@RNMESNTOLIRVES,

W33 7375mg/m*Z1818(Day 1). &1120mg/m?*/Bx1H1E. 264
(Day 2% UDay 3):EHREERNESL. ZD% 188 (Day 4~Day 21) DK
EHARZER T,

NZ1YAT)ILEL. RO ATIVIEUIRULIES U,

FEFMEBEEF. ZAROEATTRER (full analysis set: FAS)596IICH1T2
[Revised Response Criteria for Malignant Lymphoma(2007) J[CK 2 EINE
DEHFEEU,

BIREHMIE B (. & KO @75 & & (full analysis set:FAS)S9%IICH T2
[Revised Response Criteria for Malignant Lymphoma(2007) JI[C K2 ETNE
DTEEEMRIR(CRE) NUHEIERAFHIR (PFS) LT,

U7 F Y DERSNCREX BIIR. AERUBEFUTOESY (—8HkE)
4. MEEXSZHR
OBHEXFHBMDUF A AR BHEIRY > /&

6. BERUAE
<BRENFHEAMOUFA AR B >/ E>
OVY+IX T (BELFHERR) HRADEE
R BAICE RYY LARF VEBIESLT120mg/m* (FREH) 2 1810109 X3 1 BB I CREkEEY %, 852 28mERTL. 198BKET 2. TNzl
IIWELT RROTAVIREZEHRIIRT . 1785, BEDREICLVEEHET 2.
OUYF IR T (BEFHIBZ) RURSYIATT NRF Y (BLFHIRR) HADSE
B RAICE RNYT LARF VE#EELTI0me/m* (RER) Z 1 518109 Rd 1 8RNI CTRERSET 2. #5%20MERTV. 198BKET 2, N1
WELT BROTATIIRSZRHET . 188, BEDREICIIBERET 5.
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Pl S ADBIARKERICHSITIRENR
FASICHIF BHRANRE FEICRT .

W RS R
RATI S8R  FAS

BABRDLI X
DWERE - - -
1LIAY 2UI XY 3UIXY
KIRBIER 59 38 13 8
BENRFIE(%) | TLER(CR) 22(37.3) 16 (42.1) 4 (30.8) 2 (25.0)
=R (PR) 15(25.4) 12 (31.6) 3(23.1) 0 (0.0
Z5(SD) 10(16.9) 3(7.9) 4 (30.8) 3 (37.5)
HE%/18%E (RD/PD) 10(16.9) 5(13.2) 2 (15.4) 3 (37.5)
SHEARE(NE) 2(3.4) 2 (5.3) 0 (0.0) 0 (0.0
==? 37(62.7) 28 (73.7) 7 (53.8) 2 (25.0)
95%{=SHEX RS> 49.1-75.0 | 56.9-86.6 | 25.1-80.8 3.2-65.1
CR=% 22(37.3) 16 (42.1) 4 (30.8) 2 (25.0)
95%EFEX 25.0-50.9 | 26.3-59.2 9.1-61.4 3.2 -65.1

1)Revised Response Criteria for Malignant Lymphoma (2007)[CiE>THIE
2)PRE_EEHIE S NGB UEIE (%)
3) ZIEMER(ICE D IEHEIR 95 %ISFEX R

El =E5{ES

ZEIF62.7%(37/5961. O5%EFEXE : 49.1~75.0%) TH>fc. TREDISWERXED

FRIF49.1%TH.

AUBRE T CERE

ZER(FA5% TH O (R AMAETHIR)o

UTeBIiEZR#)ER 25%% Lol ofc, slERETEs|

CERE UTCHRTT
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bR AR TR

B EIREHEES
CREEIZ. 37.3%(22/59%, 95%(SHERR : 25.0~50.9%) ToH-1z. BHAEL Y XV HBINENEIF
1LYATTT73.7%(28/3861). 2L A2 T53.8%(7/136l). 3L A>T 25.0%(2/81). CRE(E
1UIAYTA2.1%(16/3861). 2L X T30.8%(4/1341). 3LUAVT25.0%(2/86l) THI=
(KGR0
PFSO @& 200.08 (95% (58X : 109.0~410.08) TH1=.
PFSKUKaplan-Meier gz NI I,

B FEREFHE  8IREHEES
FITHRER : FAS

1.0 — SERE
— BAAERE
BEARBE
0.8

06

b

&

[l Ll Ll | [l I}
0.2 4
O'Oiw T T T T T T T T T T
0 60 120 180 240 300 360 420 480 540 600
AR (B)

SWERE 59 46 34 25 18 12 11 8 6 3 0
BARANEEBREN 43 32 24 20 16 12 11 8 6 3 0
BEAWREH 16 14 10 5 2 0 0 0 0 0 0

IEEA ZHAR (H) RS S| DERSRERT (H)

X5 | EERIE =

Pus | B hRE | 9S%EWRM | TOME | S | PRE | BME | WA
LHERE | 59 34 200.0 |109.0-410.0| 195.8 | 161.0 | 141.0 | 15 576
BAA
e | 43 26 189.0 | 98.0-410.0 | 214.5 | 180.6 | 141.0 | 15 576
BEEA
wge | 16 8 238.0 |110.0- 1458 | 722 | 1475 | 22 264
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B =2k
BESBRIFEIAP59 AICET1848HFKIE U,

FLESNIEBEER (RIREN30%LU L) [F, CDAVU/NEREAN69.5%(41/59 ) 1. BMEKEURA
[62.7%(37/59.N) 1. SFoPERECRIAN[57.6% (34/59 A) 1. U/ INBRERIAN [55.9% (33/59 A) 1. &M
NOEM[E50.8%(30/59 A) 1. BIMEREUEN[45.8%(27/59 )], Mtz s 07Uy G RT
[M/IRECR AN [544.1%(26/59 ) 1. Mrse&E 7 0T UVMEAMN42.4%(25/59 N) 1. PRz
O UVARA40.7%(24/59 N) ], C-RINEEBIEN[39.0%(23/59 N) 1. PRINSFVEE7 =/
NSV XTS5 — BN OFPEREUENI[£37.3%(22/59.0) 1. Bl ML ERRH K REERIE NI
UBRUAIR[E33.9%(20/59 ) |\ WO T PIREAMER 7 S = - P /S VATT5— T8
[%32.2%(19/59 \)1T&Hofc. FIREN10% U EDBEERZUTORITRT.

B BESR(FEREE10%LLE) (2010001

FRITISRER © SAS

FER)

B2 e
(MedDRA/J Version 14.1) B125(%) g (MedDRA/J Version 14.1) BI25(%) 8
s0C | PT soC | PT
POELEESY 59 POELEESY
SR 59(100.0) 1848 SR 59(100.0) 1848
MRS &V SRES C-RIG MBS 23(39.0) 57
i 30(50.8) 61 CDAU Y /BRI 41(69.5) 41
EIMERALANE 12(20.3) 39 T-ILIZWRSYRIT| oo o
U ISR E 14(23.7) 38 SR
SFPIREANE 19(32.2) 54 VI ORERD 33(55.9) 89
) RHAE 16(27.1) 32 ki 34(57.6) 103
—— IPCRERERIEA 22(37.3) 61
e 30(50.8) 23 MR 26(44.1) 60
- 9(15.3) 5 wEEES 16(27.1) 38
=0 20(33.9) 3 (KBRS 11(18.6) 12
0P 12(20.3) 20 EIMBREGRL 37(62.7) 125
r— 6(10.2) 5 EI MRS 27(45.8) 63
— i 2EBESLURSIIORE o PITAITITEL 41186) 19
ﬂmﬁ 9(15.3) 1 PR —
el 13(22.0 20 BEAYU LIMAE 8(13.6) 18
R 14(23.7) 30 —
I E7 LT =VmsE 13(22.0) 20
ollic 6102 © [E MU A 7(11.9) 14
S 15(25.4) 23 —
m—ved B 20(33.9) 32
e ——. RS
;Zéiéj;u} S/PITATI 19(322) 37 RE R 6(10.2) 6
e ———— EE 10(16.9) 12
oo | 2673 47 FEmE
MboL7F =810 8(13.6) 18 TR 14(23.7) 25
MBI OTUVARS | 24(407) 25 IFIRES. K9SB KO itRaRE
MbREIOTUVGHS | 26(44.1) 26 % 6(10.2) 6
MbREIOTUVMES | 25(42.4) 25 Lpo< 6(10.2) 10
Mo BAR KRB TR 20(33.9) 46 HES LUK MRgEE
IMmePREEIEN 6(10.2) 17 5 10(16.9) 10
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bR AR TR

BIEARIF59 A58 .A(98.3%) [CEH 1557 HFIRUIz.

KL BONBIER (BIRFEN30% LU L) (F. CD4UV/NEEAN69.5% (41/59.A) 1. BIMEREUR A
[62.7%(37/59 ) 1. SFHEREURAN [57.6%(34/59 M) 1. U /INEREURIAN [55.9% (33/59.A) 1. &Il
[49.29%(29/59 \) 1. E#i[47.5%(28/59 )], Mth %7 07U Y GEA KU IVREUR A &
44.1%(26/59 )], Mo E I 07U VMBIAN42.4%(25/59 )] Mgz T 07UV ARS
[40.7%(24/59 \)]. C-RINHEBEMI35.6%(21/59 )] PRINSFUBP =/ NSV TTS5—
TENRUBAEIR[E33.9%(20/59 )1 (FPIEANER U7 S =2 - P/ NSVRTIS—F
EIN0E32.2%(19/59 ) s MUITED[30.5%(18/59 A)1 T ol

FIREN10% U EDRHERZL FOXRICTRI,

W RIREHN10%L EDOEIERA
AT SR  SAS

e BIfER
(MedDRA/J Version 14.1) F125(%) 1 (MedDRA/J Version 14.1) B24(%) et
SOC PT SOC PT
R 59 SR 59
FIRBIEL 58(98.3) 1557 FIRBIEL 58(98.3) 1557
MRS LTV /SR MbsEIOTUIMES | 25(42.4) 25
A 29(49.2) 60 e 16(27.1) 39
BMmEREAME 12(20.3) 38 C-REaEN 21(35.6) 50
U INERIRIAME 14(23.7) 38 CDAY ) NERRI 41(69.5) 41
P PEREAME 19(32.2) 53 7;—7\31195)“*577\71 14(23.7) 17
MR 16(27.1) 32 Rl
[ — U I NERECR A 33(55.9) 89
i 547 5) " PR 34(57.6) 103
-~ 1505) o /)R EA 26(44.1) 59
—— 10186) . wEEEY 15(25.4) 37
— i S SRS K OB S DR RS 7(11.9) 8
WHE 8(13.6) 10 B MmEREUEAS 37(62.7) 125
7 11(18.6) 18 ﬁg;;?’m”mxjw_ﬁ 8(13.6) 16
Bk 12(20.3) 28 KRB LU ERE
ik 6(10.2) 6 BAUS LI 7(11.9) 17
R 10016.9) 6 E7ILT=mE 10(16.9) 17
HEREE BRHE 20(33.9) 31
L mn - T7TATE 1932) 36 WEREE
7;(/\"—543:/@75/#57 20(33.9) 45 HRERR ‘ 6(10.2) ‘ 6
2715 LN R
MmehoL P F = VK 7(11.9) 17 RS | oas3) | 13
MBI OTUVARS | 24(40.7) 25 HE S SO E TREEE
MPRBEIOTUVGES | 26(44.1) 26 EZ e |7
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Grade 3L EDOBEERIF5IADT56A(94.9%) ICHIBUI.

Grade 3N ETELBONICAEEROBERIAD R [BRRIEZE ] (93.2%) ROTMARBITU/Y
RIEE] (44.1%) CTdole,

Grade 3T5HILL EICRIBUCESSESR(E. BMBREUEA (28 A). CDAUZ//VEREA (13 A). i HER
R (11N), BN U BMEEAME (BN, FHBRAME (8AN). M CICIIMRRBAME, 75> -
PSSV RAT TS —EENN O IVIMREURAN (&5 .N) THofc,

Grade 4DBEZFBRIF. U/ SEREGHA (30N). CD4U/SEREA (26 A). SFERBRETEA (21 ).
D>/ )NERRIAMEE (13 ) SFREREAME (6.A). BMERECEA (5 ). M/VREIAME (3A). MO (CEM.
BIMENRAME. ZiEss A2, M/AWREUES . KD AMAEROTFRAE (F1.A) THolz,.

Grade 5MOBZEXRIF1AGEL) ICHERU,

BEERIDEEZEER(Grade 3B L) ZLITFDRITRY

N SEEERIDBHEER(Grade 321 L) (2010001 55&)

AT REED - SAS

i%fDRA/J Version 14.1) B - PSR 4] TL—R
soC PT <t 1]2]3]4]5 |[gu—r<15[gL—Rr<35 ™
IIRBIEL 59
S 59 1845 [0 | 21 [ 3 [s52] 1] 1000 94.9
MRS &>/ SREE 39 232 |0 | 4|9 |8[18] 0] 661 44.1
Al 30 61 | 0|5 |15/ 9|1 |0/ 508 169
SERMEIFPIRRANE 4 5 |olojo|la/o]o 6.8 6.8
MR ANE 12 39 0|0 |2|9|1]0]| 203 169
U IR 14 3 | 0|00 1]13]0]| 237 237
SRR 19 sa 0|1 |4|8|6|0]| 322 237
MR 16 32 0| 4|4a|5|3]0] 271 136
BiEEE 48 130 |0 ]25[20[ 3|00 814 5.1
e 30 43 |0 |19]9 2|00 508 34
BTEE 1 1 Jolofof[1]o0o]o0 17 17
— - 2 HWED SURSHADRE 45 125 |0 2417 2|1 [1] 763 6.8
ST 1 1 Jololo]o]o]n 17 17
2k 3 5 | o ol1]0]o0 5.1 17
st 1 1 | o olo|1]o 17 17
3 15 23 | o 6| 1]0]0] 254 17
BRESSOBERE 30 37 |0|10[13]7]0]0]| 508 11.9
A MAHOIA L R 5 5 |o|1]2]2]0]0 8.5 34
HiEs 4 4 lol1]2]1]0]0 6.8 17
2 3 3 [o[1]ol2]0]0 5.1 34
sk 3 3 |oflol2|1]0]0 5.1 17
Yo MXAODA L AMBR 1 1 Jololo|1]o]o 17 17
BRI 56 1002 | 01|08 |47] 0] 949 93.2
;;;:7’75/'\571715_& 19 37 |o|12]2 5|00 322 8.5
;Z‘fé\i’é;’@?s/"ayle 22 47 |0 |17]3 2|00 373 3.4
MePsesEs 07U AR 23 24 o202 1]0]0]| 390 17 1
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bR AR TR

BRE

(MedDRA/J Version 14.1) B 8 Tl —RRRERES FFE(%) 2
soC PT <] 1]2]3]4]5 |gu-r<15[7L-K<35 i
SHERBIEL 59
FIBI 59 1845 | 0 [ 2 | 1|3 [52] 1] 1000 94.9
M %E7 07U GRA 25 25 |0 ]22]2]1 0| 424 17 1
Meh$E7 07U M 25 25 | 0231 |1 0| 424 17
MMoPFRELIEND 1 1 0 1 0 1.7 1.7
CDAU Y/ TR 41 4 | o 13/26| 0| 695 66.1
gﬂg\)ws”"\ayleﬁ_ﬁ 16 21 |o|6|6|4l0]o0 27.1 6.8
e BEER 2 2 0 1 0 1 0 0 3.4 1.7
U SRR 33 89 | 0 0| 3]30]0] 5509 55.9
P ChERER 34 103 | 0 21121 o] 576 54.2
VR 26 60 |0 |11] 9 10| 441 10.2
EHD 1 12 o063 oo 18.6 3.4
EJIMER B 37 125 o] 1|3]28]5]0] 627 55.9
BB SOREEE 35 112 | o |1a|13]7 10| 593 136
B 1 1 0 ol 1]o0]o0 17 17
S 3 4 |ojol2]1]0]o0 5.1 17
BREIE 2 2 |ol1]ol1]0o]o0 3.4 17
DIV L 4 10 |o|3]lo|1]o0]o0 6.8 17
(BN L 4 5 |olo|3][1]0]o0 6.8 17
B3 NUD LI 7 1 |olal1]1]1]o0 11.9 3.4
BHHE 20 32 |o|12] 4400 339 6.8
(2%‘ ffg’, ﬁfjﬁi@iﬁ?*ﬁ = 2 3 |of|1]ol1]0]o0 3.4 17
| EEE 1 1 oo 1100 17 17
EREE 20 26 | 0|15/ 4100 339 17
T 10 12 |o|s|1][1]0]o0 16.9 17
wEE 17 32 |o|15] 11|00 288 17
ESEG 1 1 ololol1]o0]o0 17 17
BHLOREES 8 9 |o|s]2]1]0]o0 136 17
| me ol1]ol1]0]o0 3.4 1.7
WPIRSE. BISR35 & O itRRIE= 18 3% |0|12]3]2]1|0]| 305 5.1
IR 4 |Jol1]1]2]0]o0 6.8 34
HORR2 1 1 0 ool 1o 17 17
BRSSO RS 27 39 (o158 4|0 0] 458 6.8
s 10 10 | o0 21100 16.9 17
PEREBIKEE 5 6 0 1 2 0 0 8.5 3.4
BRI 2 4 |ol1]ol1]lo]o 3.4 17
mEkEE 17 3 |ol14]1]2]0]0]| 288 34
EmFE 4 6 |0 110 o 6.8 17
i3y 1 1 0 1100 17 17




MEREAEPIC3IANBEERICKIIET UL, TAUPO16-02) FREBDRILICKDIET (BES
KRBT ]) T, BRESORRERIFBHERL]HIBTENIC, thdD 1 A(KROO7-01) FEERE
EEBR (HRAL) [CKUTETL, BEBRESORRBERIFBEHESEFZERICV ] LHIBENIC, EUD
TA(KROO6-02) [FEEBREEER (M/IWREAME) M FEIZL, HBRPIE11BRICHZBESROD
BEDPICFET U, BH ABR(G. EBRETEMICKVUEEEFGrade 4. BBREEDOERERIE
[HBZ5<BEERY |, &@IFIF[FROE | SRS NIZHY, Safety Monitoring CommitteelZT. j&8&
EHEODRRBHRATSE TRV RSN,

ERAAR TS9O ANFT4NC23HDEERBREEER AL EZD) I EREU,

ANV EICRIBUREEREEERGE. A MAODA IV RARERUFRX (F3AN). LOICERIE
NOEH (F2AN) THofc, BRESORRRERIE. 234034 FET. HIFRER O HMET 3w
D) ZBREVITNEBRESDERRERBRIFEESNEN >,

EERBEEERDERIF 234P 1541 EETH I,

Fro. AR TRITEEEEOSHERMIERE 2B WD MK (MedDRARAE 2148
BEBIR) "EERETERELTCHRE SN, IRBREFEE CERVEHIRTENI

S59ANP21 ANBEESBRICKVBEEDERSZRIEUR,

2N EICHIBURSPIEICESIRBESBR(E. MIREIEAD D3 A(WINBGrade 2), FFHER
BB N3 A (Grade 3: 1A Grade 4:2A). MMREAMEN2 A (Grade 3:1.A. Grade 4:
T AN) RUOBRA 26 (Grade 2 :1 A, Grade 3:1A) T&Hole,
TAICERRUIRSHIEICESIBEEERF. BM(Grade 3). CDAUV/NEREA (Grade 4), B3R
(Grade 3). A MAAODA )L ARG (Grade 3). BIRBEZ (Grade 2). AERA (Grade 3). B
£z (Grade 1). 38T (Grade 5). A>DJ% (Grade 3). MU fE (Grade 2). FERAZ (Grade 4. 3
) RO Mm% 3w (Grade 3) THolz,

TREakisYM® Q2



R ARRTR

| 2. EIPISE3HEERARELER(2017002558) " |

B 59 :

mERTYA:
X ES
FIRERERE:

FIRERANEEE
B oA

I8 B:

15) #AEHR (EERE I ER) | ENE 318ERAREER (201700258)

BRXFBRUFTAMRBREBMEBUYNNEZYRELT. UYFITT
(375mg/m’ DR EEsIRPIIR S ) RS ICAH (120mg/m?/ B 2 BEEB s EEs
IRAIR5) Z1R S U OB R UR 2 M ZRETT 2.

L R FEREER

L BRENFEROFAMARMIEBIIEY / ERE (BTN RAIZ8A)

—RBEEVTRENGR-CHOP (UYF IR T+ JORAT7IR+RFY)LE
VUHEVIURTFUATURZYV OV HBARE) RIFINICET DBBN KRN
e ICRBETZRDD2BENITBMRDLBCLEE T, MEBLFEANVUBERE
merfiieBiEHAKRE(LFEE (high-dose chemotherapy and autologous
hematopoietic stem cell transplantation : HDC/ASCT) i"EfE S N/ BE.
HDC/ASCT DBEIGE RS RV e D RIR L FRERIMIC K DIBBENE S NIBE,
X hiks. SR T, HEEEEFEOERZNEBNS2KIL O ALEE
EEOHAICLDHIRIEZEADEBIIRES KK SINDIBZOVT NS
I2EE,

ABEEN 3L I XAV EDEE

BRI SHEIE. 218BZ 194 0)LELT. RRO6TATILRVIRLIES T EE
Ufze Day 1[CUY+<7375mg/m? %, Day 2&U'Day 3ICAE]120mg/m?*/8
ZRUBRRIRAIR 59 B EEUTce R AV IVBITEEZBICSRVESE. RA2E
BIRESZEIEHT 2 EN TEDIEEUC, BB, FE2U A TJ)LLIEIE BEREICILUD
T AFDEBRESEFHENFRSEDIET DU, HEELDIEBERFTHREVD
DEL, Fe, UYF IR TORERITHIRV EE U, BRERSH—®%31AE
([CEFRBEZEmUIC. BdH. AEIF1E—EL T RSN
FEHOIBEE-RADENTNRES (full analysis set:FAS) 38%l(CH(FD[Revised
Response Criteria for Malignant Lymphoma(2007) JIC K2 &N ROERE
(FERRHEBDERR (partial response:PR) LA EEHIE S NIEREREDEIS)

Bl EHIIEE -RARDEITIRER (full analysis set:FAS)38fl(CH(FB[Revised
Response Criteria for Malignant Lymphoma(2007) JICK2HENRDTEE
fe# (Complete ResponseZ::CRE) EEEBREFHE (Progression-Free
Survival:PFS). &= (Duration of Response:DOR). 24 7#FHif (Overall
Survival: OS)

Z2UFHDIEE -T2 MR ER (safety analysis set:SAS)38BIICHIFT2ES
Bx (B AE.2E)  RINMREE DR . BIEE OHITEREAE(C(F. 2017002548 T
(FEEERLEAZHREE (Common Terminology Criteria for adverse events:
CTCAE)v4.0-JCOGZRWz,

U7 F Y DERSNCREX BIIR. AERUBEFUTOESY (—8HkE)
4. FHEEX FFHR
OBHEXFHBMDUF A AR BHEIRY > /&

6. FERURE
<BRXFHAMOUFAMAMIREBMEIEU >/ iE>
OVYFII T (BILFHIER) HADEE
BE. AL RAYS LAZF AGHIESLT120mg/m’ (FRER) #1818 109 XE 1 BB I TRERETT 2. #5%28MEETL. 1988%ET 2, INE1T1
I)ELT, BROYA TR SERIRT, BH. BEDRECKEERET 5.
OVYFIITBEFHRIER) RURSVAT T RRFV(EEFHERI) FRDBE
BE. AL RVTLRFVIREESLTI0Mg/m? (FRERE) Z 1818109 X 1 BN CRET T 5. 252 28EETL. 198—IKET 2. INE1YA7
JWELT BRO6TADIURSEREIRT . 78, BEDRECKEERET 5.

O3 TreakisYM'



Pl EXOBARNSEFICHITIHRETR

e

4

FASICHIFT 2 EWRZT FRITR T,
B BER
AT RER : FAS
HBEMR" ABU(%)
FIE
A oy | RMNEI5% .| CREKI5%(
CR PR SD |RD/PD | NE % CR
e * | axm
38 18 1 > 2(5.3) | 2(5.3) 29 59.8-88.6 18 31.0-64.2
(47.4) | (28.9) | (13.2) ' ’ (76.3) R (47.4) R

1)Revised Response Criteria for Malignant Lymphoma(2007) (> THIE
2)PRIAEEHIES NICAEAIER O EIE (%)
3) ZIERER(CE D< EHR 95 %S EX Y

B ==:iEs
EZMEIFT76.3%(29/38 A, 95%EEXE : 59.8~88.6%) THh o/,

TReakisym Q4



bR AR TR

B EIREHEES
CREE(347.4% (18/38 A 95%ISHEX R : 31.0~64.2%) TH>1=. FASICH T DPFSO PR B
357.08H(95% 558X : 151.0H~_ERESNT) Tholz.
PFSKUKaplan-MeiergfgzE ISR T .

N RIEREFHE | BIXFHEER
BRAT S8 FAS

1.0 A
0.8
|06
1=
== | | [ ]
E 0.4
0.2 1
0'07\ T T T T T T T T T
0 60 120 180 240 300 360 420 480 540
HE(H)
LSWBREM 38 31 24 15 10 7 5 3 1 0
IBEAFHR(E) BRI A T DERERERR (H)
x| EBEH
IB5E v | B - —
PIB | RO |ty | 95%(EEXRAS | T e | PRIE | BINE | BkfE
PWERE 38 14 3570 | 151.0— 182.0 | 132.4 | 146.5 22 499
194 7)LDBRSEEE (Dayl) ZREH E UIEE (B5/BRES0) XSBHER DRV & TOHE, 22
RICKBRD/PDHEB L UEBHAEHARTDOTEEICLDBRN FEBDOERFER (BR/BRZS0) & Uk,

O Treakisym'



DORMDDIYEIFFRE(I5%EFEXE - 126.0H~ LRESNT) Tholc.

FASICBEIF3DORKUKaplan-Meier#ifpz ISR T o

B =3pHARA - BIXEHEIER

FRITRRER - FAS

1.0 H

0.8

0.6, |
= |
Bl
$

0.4

0.2

O'Oiw T T T T T T T T

0 60 120 180 240 300 360 420 480
#r(0)
LWEREL 29 25 17 14 8 6 2 0
=305 (D) EEOEEEE (D)

g | MR |mERE —
- A | A | s | os%EERE | ToE *’*f’“:“ chefs | BME | BAME
ESVES 29 11 — 126.0— 183.9 | 123.2 | 150.0 21 462

1Y I)IL0EKRS5FHEE (Dayl) ZieEHE UIER (BR/BRZE20) NG BEBZBOBRVIETE TOMBE. Z8

RICKDRD/PDHIES L UEGFHEHEPIOTEEICKLDBRENSEROERZIER (BH/BRESV) £ Ul
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bR AR TR

OSDHRBIFHRE (5% EFEX : 254.0B~ LHRESNT) THofc.
FASIZHIFDOSKUKaplan-Meier#iffz FEITR T,

B 24FHE | BIXFHEIER
AT SRR : FAS

1.0
0.8
0.6
% 1 11 | 1
B
E
$ 0.4
0.2
OIO? T T T T T T T T
0 60 120 180 240 300 360 420 480 540
HARS (B9)
SUEREE 38 37 35 27 18 12 8 5 2 0
S47HR(E) S1 Bl EREEAR (B)
7 | 35 | x ER
AB | AE | i | os%EBERE | THE ';“ hiRfE | S/IVE | Bl
SRERE 38 13 — 254.0— 256.4 | 123.4 | 2345 39 501
EREREZREERE UCBRZREDEWVIET E TOHE

B &2t

BESBRIF38AF38AICET783HFIRL. BIERIE38 AH37 A(97.4%) ([C674HFIRUIC,
20% LU EDEFITRDSNICBEER (LUT. BRIOBFEERR(EMedDRADPT) (&, U/ VEREE
A89.5%(34/38 N) 1. IFPEREUR A M OB IMERBUAA [2581.6%(31/38 A) 1. CD4UZ// VERBIA
RO MM/REUEA [£2565.8%(25/38 N) 1 iFAICHEDIKIGI34.2%(13/3861)]. RN UMD
JO0TUYMBEAE31.6%(12/38 )] E, BLOROMPREITOT Y VG [E26.3%
(10/38 M) 8RB, P RINTF VTP / NIV AT S —CEBIINUBEUIE[Z23.7%(9/38
A EICEM21.1%(8/38 A)1 Tépofes

Grade 3 EDBESBRIFI8HIEHCHKIZUIZ, 10%ULEDIEFICHEIZELUIGrade 3L EOEE
ER(F. U/NBREURIA [89.5% (34/38 N) 1. SFHPEREURIAN [73.7%(28/38 N) 1. CD4U~/SERREIA
MU BMIREURA [£565.8%(25/38 A) 1. MAMREURAN21.1%(8/38 A) 13 OIS FE &4 4F P IKOR
ME[10.5%(4/38 N)1Tdholc. Grade 4DFEERIF34A(89.5%) ICFHIRUIZ. 5% EDAEH]

O7/ TreakisYm'



([CHIZUIcGrade 4DBEEXRIF. U/ VEREURA[81.6%(31/38 )1, CDAUZ//VEREIAN52.6%
(20738 N) 1\ dFoPEREURIAN[26.3% (10/38 A) 1. M/IVREUEI AN [13.2%(5/38 N) 1. BIMEREUE AL
[7.9%(3/38 \) 1 R U'BMEKEAMELS.3%(2/38 N) 1 T o1,
Grade S5SOBEEBXRIFTA(2.6%) ICHEIRUIZY A SXAODA )L AMBZXK TH T,

B AESER(FERE10%L L) (20170025H58)

FRITIIREEE] « SAS

ERA(MedDRA/J Ver22.1) XRBIE(N=38)
RARERZE DR ERBEENEE TERL)

SOC PT B1£5(%) 421 BI% (%) 2
FIRBIEL 38(100.0) 783 37(97.4) 674
MBS IV /INRIES

=3l 8(21.1) 8 8(21.1) 8

FEEMAIT PERIRIAME 4(10.5) 4 4(10.5) 4
BEES

fEm 10(26.3) 11 7(18.4) 7

B 10(26.3) 14 8(21.1) 10

O 4(10.5) 4 4(10.5) 4
—h% - EHEES IR SR DIRE

R 9(23.7) 10 9(23.7) 10

FEH 12(31.6) 22 12(31.6) 19
FFRBEREE

FTHRERS 6(15.8) 10 6(15.8) 10
[BE, PEBIVOUNESHIE

EANICHSRIG 13(34.2) 15 2(5.3) 2
ERARRE

FPSZUFPI/NSVRTTS—EEM 7(18.4) 13 7(18.4) 13

PANSFUBTPZ/NSVRATIS—EIEN 9(23.7) 18 9(23.7) 18

mep7 L7 F = iEhl 4(10.5) 8 3(7.9) 7

mepgeE o 07UV AR 6(15.8) 6 6(15.8) 6

MmopseEo 07Uy G 10(26.3) 10 10(26.3) 10

MmopseE o 07U Mg 12(31.6) 12 11(28.9) 11

Mep P ERR K SREEZRIEND 4(10.5) 7 3(7.9) 3

C-iMEEEN 5(13.2) 9 4(10.5) 8

CD4UZNERR 25(65.8) 33 25(65.8) 33

T-ZIWIZVNSIRTTS—EEN 6(15.8) 7 6(15.8) 7

ANEZOEVED 4(10.5) 5 4(10.5) 5

U INERBURI A 34(89.5) 63 34(89.5) 63

YFRERECRI A 31(81.6) 90 31(81.6) 89

[/) AR ERL A 25(65.8) 50 23(60.5) 48

HER 5(13.2) 5 4(10.5) 4

BMmEREURL 31(81.6) 87 31(81.6) 87
BB IURERES

=AYD LIME 6(15.8) 13 5(13.2) 12

KAVUD LIAE 4(10.5) 7 3(7.9) 4

BHRRELR 9(23.7) 14 9(23.7) 13
BIERES

KEEE 4(10.5) 4 4(10.5) 4
BHLUREBRESE

BeEES 5(13.2) 5 5(13.2) 5
KBS KUK MEMESE

TOFEE 4(10.5) 5 1(2.6) 1

2 6(15.8) 7 4(10.5) 4
MEEE

meER 5(13.2) 6 5(13.2) 6
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bR AR TR

FHIREN30%ULDBEEERF. U/ VEREURA [89.5% (34/3861) 1. i thIREUR A N U B IMIRBURAN [
81.6%(31/38%41)1. CDAU 2/ /B AN K OF /) AR #5084 [2565.8% (25/3861) 1. SEACHE D RIN[34.2%
(13/38%) ], MOCHRAKOMPRRET O TUYMBANE31.6%(12/3841) 1 T ofz,
FHKIREN30% LU EDBIERE. U/ VEREUR A [89.5%(34/3861) 1. i P EREUR A M U B IMEREUR A [
81.6%(31/3861)1. CD4U/NERREIAN65.8%(25/3861) 1. M/MREURAN [60.5% (23/3861) 1. Wi O (CFEEL
[31.6%(12/38%1) 1 TdroTz,

Grade 3 EQMEEMEDBEESBRIEI8HIZHCHKIRUIZ, Grade 3L EDIFMBEEZMEDBEESRIE384
th1560(39.5%) (CRIREUIc. BEERIDAEZBRICOVC, &= IFMARSMRIDGrade 3 EDHES
EREZKRICTT,

B EEERIDFEER(Grade 3L L) (20170025K88)
AT SR 1 SAS

ER4(MedDRA/J Ver22.1) R (N=38)
SO | R TU—KORRGIA(%) JU—K3-5

HEESH%5E PT (%) 5 1 2 3 4 5 NER FIREI%(%)

MRS D FEIRBIEL 38(100.0) | 389 0(0.0) 0(0.0) 3(7.9) 35(92.1) 0(0.0) 0(0.0) 38(100.0)
=1l 8(21.1) 8 1(2.6) 4(10.5) 3(7.9) 0(0.0) 0(0.0) 0(0.0) 3(7.9)
FEENEIT IR ANE 4(10.5) 4 0(0.0) 0(0.0) 4(10.5) 0(0.0) 0(0.0) 0(0.0) 4(10.5)
B MmERRAME 3(7.9) 10 0(0.0) 0(0.0) 1(2.6) 2(5.3) 0(0.0) 0(0.0) 3(7.9)
U INERRIAME 1(2.6) 9 0(0.0) 0(0.0) 0(0.0) 1(2.6) 0(0.0) 0(0.0) 1(2.6)
YFRERIRIAME 3(7.9) 3 0(0.0) 0(0.0) 2(5.3) 1(2.6) 0(0.0) 0(0.0) 3(7.9)
CDAUZINERRA 25(65.8) | 33 0(0.0) 0(0.0) 5(13.2) 20(52.6) 0(0.0) 0(0.0) 25(65.8)
U INERERIA 34(89.5) | 63 0(0.0) 0(0.0) 3(7.9) 31(81.6) 0(0.0) 0(0.0) 34(89.5)
EPCRERARAN 31(816) | 90 | 0(0.0) | 3(7.9) | 18(47.4) | 10(263) | 0(0.0) | 0(0.0) | 28(73.7)
)RR 25(65.8) | 50 | 11(28.9) | 6(15.8) | 3(7.9) | 5(13.2) | 0(0.0) | 0(0.0) | 8(21.1)
ERIERE R 31(816) | 87 | 2(53) | 4(105) | 22(57.9) | 3(7.9) | 0(0.0) | 0(0.0) | 25(65.8)
FOIRES R 1026) | 3 | 000) | 0000 | 0(0.0) 1026) | 0(0.0) | 0(0.0) 1(2.6)
UV ISR E S L 1026) | 3 | 000) | 0000 | 0(0.0) 126) | 0(0.0) | 0(0.0) 1(2.6)
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B EEERIDBEESER(Grade 380 L) (20170025 88) (Fix)
FRATXISEE 1 SAS

HR% (VledDRA/J Ver22.1) S BIH(N=38)
AP | B Em bR ) TL—K35

e CON S 2 3 4 5 x| RROB)

FEMAESEDFIRBIEL 37(97.4) | 394 2(5.3) 20(52.6) | 11(28.9) 3(7.9) 1(2.6) 0(0.0) 15(39.5)
APLADEE 126) | 1 | 000 | 000 | 126 | 000 | 000 | 000 | (26)
BEZA 126) | 1 | 000 | 000 [ 000 | 126 | 000 | 000 | 1(26)
BHE 1(2.6) 1 0(0.0) 0(0.0) 1(2.6) 0(0.0) 0(0.0) 0(0.0) 1(2.6)
ORk 4(10.5) 4 0(0.0) 3(7.9) 1(2.6) 0(0.0) 0(0.0) 0(0.0) 1(2.6)
RIS 3(7.9) 3 1(2.6) 1(2.6) 1(2.6) 0(0.0) 0(0.0) 0(0.0) 1(2.6)
FHH 12(31.6) | 22 5(13.2) 6(15.8) 1(2.6) 0(0.0) 0(0.0) 0(0.0) 1(2.6)
PR 6158) | 10 | 39) | 2653 [ 000 | 126) | 000 | 000 | 1(26)
FHiEs= 1(2.6) 1 0(0.0) 0(0.0) 0(0.0) 1(2.6) 0(0.0) 0(0.0) 1(2.6)
YA MXAODA IV ARER 2(5.3) 3 1(2.6) 0(0.0) 1(2.6) 0(0.0) 0(0.0) 0(0.0) 1(2.6)
IRHEER 3(7.9) 3 0(0.0) 1(2.6) 2(5.3) 0(0.0) 0(0.0) 0(0.0) 2(5.3)
FibsR 3(7.9) 3 0(0.0) 1(2.6) 2(5.3) 0(0.0) 0(0.0) 0(0.0) 2(5.3)
BARXATTA VRSB 1(2.6) 1 0(0.0) 0(0.0) 0(0.0) 0(0.0) 1(2.6) 0(0.0) 1(2.6)
BRNER 126) | 1 | 000) | 000 | 126 | 000 | 000 | 000 | 1(26)
T-IIWIZINSYRTIS—EHEN | 6(15.8) 7 3(7.9) 2(5.3) 1(2.6) 0(0.0) 0(0.0) 0(0.0) 1(2.6)
U/S— L8] 126) | 1 | 000 | 000 | 126 | 000 | 000 | 000 | 1(26)
1728 1(2.6) 1 0(0.0) 0(0.0) 1(2.6) 0(0.0) 0(0.0) 0(0.0) 1(2.6)
ERERHA 1(2.6) 1 0(0.0) 0(0.0) 1(2.6) 0(0.0) 0(0.0) 0(0.0) 1(2.6)
EAYUD LA 4(10.5) 7 2(5.3) 1(2.6) 0(0.0) 1(2.6) 0(0.0) 0(0.0) 1(2.6)
BAELR 9(23.7) 14 6(15.8) 1(2.6) 2(5.3) 0(0.0) 0(0.0) 0(0.0) 2(5.3)
BHENE 5(132) | 5 | 40105) | 000) | 000 | 126 | 000 | 000 | 1(26)
EREORE 253) | 6 | 000 | 126) | 126 | 000 | 000 | 000 | 1(26)
P 6(15.8) 7 3(7.9) 2(5.3) 1(2.6) 0(0.0) 0(0.0) 0(0.0) 1(2.6)
E 3(7.9) 3 1(2.6) 1(2.6) 1(2.6) 0(0.0) 0(0.0) 0(0.0) 1(2.6)
SmE 3(7.9) 3 0(0.0) 1(2.6) 2(5.3) 0(0.0) 0(0.0) 0(0.0) 2(5.3)

* MR E M - MedDRA SOCTIRB LUV /VREBE D55, HLGTH' [IEBMEE ME B EEI0H | [MRFHOREENEC], [M/MREE ], [FR M
[RE]. [BMIRES]ICHETIEEER
N|FMedDRA SOCIERARIRA I D DHLGT MRS MRE (MREREZZSE) D55, HLTATMENEC]. [MJVMRIRE |, [FRMERIRE ],
[BMIRE]CZET2EEER
JEMREM - EECUANDBEER
1) 7 L—RBIFIREIE
MiRE M/ IEMREHERIFROIE  B—ERDE—HT TURICT U— I EGIEHDESERDNRELUBEERBI U —NeRKRBEEUTES
BEBRFIFRIE  B—EHDE—BEBRICEVTCIT UM RBIEHDERNRERUCBERRRI LV —FERKRBEUTEST
BRIV—RE TU—R5>TU—R4>TU—R3>TU—R2>TU—R1>TU—RAHEDIEE TS

Grade 3DMAHMETHRIZEN0B U LOBEER(IF. BMIREURA [57.9(22/3841) 1. 1F PEREURH
[47.4%(18/38%1)]. CD4U > JNERRAN13.2% (5/38%1) 1. MO FEER T PECHAMEL10.5% (4/3861)1 T
&olc.

Grade 4DIMBSBETHRIERNM10%LL EOBESBRIE. U/ VEREURAN81.6%(31/38%41)]1. CD4UZ//NER
BA52.6%(20/3861) 1. iFPERECE AN 26.3%(10/3861) 1. RO M/ WrEUEAMN13.2%(5/38%1) 1 TdHholc,.
Grade S5DIMAFHEDHEESBRIFIIN I,

Grade 3B EDIEMASB M TC2HIM EICHKIRUCAEER(G. IREEXR. fik. BAURNOSME[E2/384
(5.3%)1 &Y. WINHGrade 3THolc, Grade SDIEMRBUEDHEERELT. YA XHODAILA
BRI FICHRIRUI,

FERBESER(ETHZSD) E386FI401361(34.2%) [C5ROSN e, EERENWER GETHIZZD)(F 104
(26.3%) [C5BHHNT=,

mreakisym 100



R ARRTR

| 3. 754881 b/ 21BIAREIR(GO2936555R)"0 |

16) ttEHR AR EHIER) 1 /B555 1 b/ 24BER RaER (GO2936558)

B HREE

S| 0 BENGEEHEDOUFAMKMIRIIBHIARR >/ ViE (DLBCL) BEICBVTRIYX
NIRRFV(Pola) EUYF IR T (R)RURVT LRXF Y (B) EOHRAKRSDE
Wt - LM FEZEFET B,
MERT A BN NNTel. BB, FE2EHBRIERERSE)  JFER, 828
E2RS I MEIN—N(ERE)  FEER, B8
FE208FFIFE IR—N(PK, Z22t) | JEERR, B8F
FE2185 VT ME/IS—h
Xt R ERN(GHEBHDDLBCLEZES0HI(BR+Polagt : 40 A, BRE 1 40A)
FIREFELE  BRICIEAEMODLBCLES
2RBEDFHIEEE (SCT) [CRES THY, - FILEEDREBNS6HAFREICH
BETRICIIFEM RB L ESD]) Z588 1B (2L BB )
< 2BEDSCTICNESTH Y, FOaEDRBNS6HB FORIDENDE.
BREUCEE(QLEHR)
BB E(FRIZFZENLBEDEE) DSCTICRNER THY., BEDEEDRBNS
6 HARIEBICRENEITRIZIEIEER (SD) Z3RD 1 EE GL+EHB 1)
3BBE(FIEFZNLUEDEE) DSCTICAREE THh Y. BEDBEDREBENS
6 1AM EDRIIDENDE., BFEUCERE GL+BEH)
DIBINY ST LWRAF YV DREZEZIT TV 2HE. Z3HE(DOR) W1 FZ8 X 2 (FlE
BRICBREUCES)
i Bk 5 A BR+Polad¥: 3BEZE1TATILELT,
<AH90mg/m*EE S A J)LDay 1 K&U'Day 2(CsUEEsIRAIRS (B I)L1 D
Day 2K U'Day 31C#%5)
CJWYFIT T 1375mg/m*EE Y A 7)UDay 1 ICRERIRNIRS
RSV T RRFV 1 1.8mg/kgZE YA 7)UDay 1 ICRBEERNIRS (P17
10HDay 2(C#5)
BREf : 3:BEZ 1A TILELT,
<A 90mg/m*EE S A J)LDay 1 RU'Day 2(CsUEEsIRAIRS (B J)L1 D
Day 2K U'Day 31C#%5)
CJWYFIT T 1375mg/m*EE Y A 7)LUDay 1 ICsERIRNIRS
® 5 B B &RKoTATILRBET. FECTRVBUHRBENIFFEIROVINHICEZHTS
TTo B AAFTEEN T TERS SN,
FEFHMIER : Primary Response Assessment (PRA)BFmRODPET-CTZREWVCREEMEIS
(CRR) (RII5HiIZEE = IRCEFHT)
fRETEEMNT /5% - Clopper-Pearsonii. CMHAA ZZ&E
B EHIIER © - PRABFRMPET-CTZBULZCRR(FIEESHE). E=3EIEORR(FIEER U IRCEH)
- PRABFRDCT7ZALZCRR, ORR(FEE KLU IRCEH)
PET-CTZAL R EZEEI&BORR (F5E K O'IRCEH) ?. DOR (IRC5¥) *
RORASEHAR (PFS) (IRCEHh)
a)PET-CTAMVTIHET ', PET-CTOBRNRNMES (1 CTORBE TR,
REREVEHEIES © - PET-CTZRBWZDOR(FEBEFHE). PFS(FEEH). 1 XU MNZHAR (EFS)
(EBEFHE) . £4EFHAE (OS)

NP2V DEGBSNICIRER FRIR. FEROHEFUTDESY (—BBH5RE)
4. ZHREX SZHR
OBRENBHEAMEDOUFAMEAIRE BRI >/ ViE

6. BENURAE

<BRXFHOEOUFA MBI BIEY >/ VE>

OUYFIXT7(BELFHERER) HADBS
B AL RS LRFUEBIESLT120mg/m? (FRER) 218181093 1 BB I TREET T %, #5722 28™EETL. 1988RET 3. Inz1Y4
IIWEUT BROUATIIRSZERIRT . 78, BEDRECKIBEERET 2.

OUYFIRT(BLFHERR) RURSYITT NRF YV (ELFHERR) HADSBE
WBH AR AVS LRF VIREEREELTI0Mg/m’ (FRER) 21818109 X3 1 BN I TREHTT 2. #5%28MERTV. 198[8HKRETS, INE1YAT
WELUT BROTA V)RS ZERIRT . 88, BEDRECKBERET 5.

RIS T F YRR ER 100Mg/AmMLOBF LS NIEMINEDHCEH

101 treakisym



P} ER(E)
FZFHAHES
PRABSERDPET-CT &L = CRR(IRCEH) (& BR+Polad¥h'40.0% (95%Cl : 24.9~56.7%). BRE#
M17.5%(95%Cl : 7.3~32.8%) &BR+PolaB¥h'E <. BR+PolaB¥ CHEHANICHRECRROME
PRHSNTZ(CMHAA ZFHRTE, P=0.0261),

BlREHIIES

PRABFFRDPET-CTZ W CRR(FIBEEEHI). PET-CTZRA W= (FCTZRA L ORR (IRCFH.
FIEEFHE). CTZRWZCRRIRCEHE. TI8ET) R UPET-CTZALZBORR(IRC5HE. I8
ERET) (FL I NEBR+PolaB¥ TEL, FEFHHIEE CHBHPRAFFRODPET-CTZAWZCRR(IRC
i) EERRDAE[DERD SNz,

ANRVRNETOHRA

PET-CT7 F L) JcDOR(IRC5F fifi ) (OBRE# ([C X% & BR+Poladf D E Rl /\ ¥'— R Er (HR) (£0.47
(95%Cl1:0.19~1.14), PET-CTZFW/zPFS (IRC5H) D BREFICX I D BR+Polagt DERIHR(E
0.36(95%CI:0.21~0.63) ELWFNBHBR+PolaBf CIERN'ERH SN/, PET-CTZA L /zDOR
(IRCE¥ih) P RBEIFBR+PolagEh 12.6 hF(95%Cl: 7.2 n B ~HEAEE). BREEN7.71H(95%Cl:
4.0~18.9n8). PET-CT7Z WL\ zPFS (IRC5¥i) S RfE(FBR+Polad$n'9.5/0 8 (95%Cl : 6.2~
13.918). BREN3.7HH(95%Cl : 2.1~4.5n8) TH ol

EREREVFHIDIRE

ARVNERTOHE T, OSDOBREFCXH T BHBR+PolagEDERIHRIF0.42(95%Cl : 0.24~0.75)
EBR+PolaBF CHRT DU R I 7Z58%im A & B fco OSHHRAEFBR+PoladE 1 12.45 8 (95%Cl
0.0nB~#TERBE). BREEN'4.7n8(95%Cl: 3.7~8.31n8) THolc. ZDMDIEEFHICK
BPET-CT7Z F L zDOR. PFSK UEFSHBRE# (C3 & ©BR+Pola®f D ERIHRIF Z N Z 10.44
(95%Cl:0.20~0.95). 0.34(95%Cl : 0.20~0.57). 0.30(95%Cl : 0.18~0.50) &BR+Pola®#
TIERDEROHSN I,
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bR AR TR

E] ER(Z2)

FE1bi8/N—b FE2185 V9 LMENN—b E2BFEIBEL IR—NCB I DT M
(FB1oAB/NN—bRUE2 TV LME/N—H)

BEEROEEEHERKCTCAE v4.0ZHW,

FE1bBN—bRUE2BS VS ME/N—h Tl BEBRNUEELBEEEROREIEE(EBR+Pola
(P1b/2) 8 EBREFCRIIZEE CTH oI, Grade 3ULDBEER. WITNHDBREDDPIEICES
BEER. WINHDBREODKRENGHECEEICESLASBRODERE[EIBREFCHERLT
BR+Pola(P1b/2) B¥ TE N 21ce —F. T I Grade 5O B E B R D FHIE Z (FBR+Pola
(P1b/2) BB U CBREF CTEN DI,

B Z2MOBE(GO293655H5%)

] o %1018/ S—h+ _—
25 1b48/N—h 8218509 LME/N—hk %%E/?;J"\S’L\ﬂ: FEE T h—
Pola+BRE%A | Pola+BREE BRESE Pola+BRE%E | Pola+BREE
N=6 N=39 N=39 N=45 N=42
2ETH 2(33.3%) 23(59.0%) 28(71.8%) 25(55.6%) 20(47.6%)
PDICKBFET 2(33.3%) 14(35.9%) 17(43.6%) 16(35.6%) 18(42.9%)
PRLEDHTHDBESER 6(100.0%) 39(100.0%) 38(97.4%) 45(100.0%) 42(100.0%)
Grade 3L ELOBEER 5(83.3%) 33(84.6%) 29(74.4%) 38(84.4%) 33(78.6%)
Grade 5OBFEER 0 9(23.1%) 11(28.2%) 9(20.0%) 2(4.8%)
ERGASER 4(66.7%) 25(64.1%) 24(61.5%) 29(64.4%) 26(61.9%)
KREIEICESBEER
RIVRYT NRFV 0 12(30.8%) NA 12(26.7%) 7(16.7%)
W NH DiEESE 1(16.7%) 13(33.3%) 6(15.4%) 14(31.1%) 7(16.7%)
REXSAEOEEIC
EOILEEER
RSYANYT NRFV 2(33.3%) 20(51.3%) NA 22(48.9%) 14(33.3%)
WINH DIEEE 2(33.3%) 22(56.4%) 16(41.0%) 24(53.3%) 21(50.0%)
NA: =87

FE1bB/N—bRUBE2BS VY LME/N—FTlE BESROFERZEF, BR+Pola(P1b/2)3%100.0%
(45/45.\). BR8%97.4%(38/39.\) T ol

FHIFEN20% U LEOBESERF. BR+HPola(P1b/2) B CIFFPERGEAME. M/ \WBAME. BMAE
46.7%. 1E5740.0%. THI37.8%. BOKRUREBNE33.3%. BAUHIR26.7% M UFHEE_—1—0
INF—20.0%. BREF CIERID\A1.0%. FIPIRRMAME 38.5%. 557 35.9%. M/J\VRBAMER U THIH
%28.2%. BIM25.6%. FE#23.1%. BOURR. BN UTZRNE20.5% CoHhofc,
BR+Pola(P1b/2) ¥ CBREF KW HEIRENM10% U LEN o IcBEEBRF. ENARETVIEIC, B
[BR+Pola(P1b/2) 8£46.7%. BREF25.6%. LA NEIE]. M/\AE AME (46.7%. 28.2%). R4
Za1—0/vF—(20.0%. 2.6%). KEHERE Z1—0/VF—(13.3%. 0%). U=/ VEEAME (11.1%.
0%) R UFZR(33.3%. 23.1%) TH ol
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BR#&F CBR+Pola(P1b/2) B¥KWEIREN10% L EEN ST BEER(FRDONIRN oz, Grade 3
P EOBEBROFEIRRIL, BR+Pola(P1b/2)8¥84.4%(38/45N). BR8%74.4%(29/39 N) T
3y faly

HIFEHN10%LL EDGrade 3LL EDHEER(F. BR+Pola(P1b/2) B Tl aFhEimAME 40.0%.
MRBAME37.8%. BlM24.4%., FEMEIFPIRAMER U NERAMENE11.1%. BREFTIE
PP IO AME 33.3%. M/I\RUBAME23.1%. &M 17.9%. FEEMEFPIREAME 12.8%. HIMERE
WA 10.3% CTdrofc,

F2HEFAIEIR—FTIE. BEBROFIREIZ100.0%(42/42 N) THolc. HIZE20% L ED
BEERIFED42.9%. TRNOFPEEAEN33.3%. F#31.0%. BAUHE28.6%. Ehi)
NUMRIEAY23.8%. BMA'21.4% TdHholz,

FE2MHFEIBLIR—RTlE, Grade 3L EDBEESBROFEIEFE(E, 78.6%(33/42 ) Th ol
HIEEMN10%LL EDGrade 3L EDBEEERISE. IFPEOHAME 26.2%. 1FPEREUHA N O FEE
WFOPERRAMENE 16.7%. M/REIAME 14.3% Cdp ol
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R ARRTR

| 4. EPISE2ABERAREER(JO40762558) 7 |

1 It

S| By

Xy ES

HERTT:
FRBIRERE:

G- S

FEFHHIRE
BlREHIIER :

RETERITITA -

17) (BRI HIER) | ENEE 218 AR ER (JO40762 5 5R)

BREN(FEAMOUFA M KMHIBEIBHEL >/ ViE (DLBCL) & (CHVTRIVX
Y IRRFV(Pola) EUVHIT T (R) RUNRYS LNZATF Y (B) EDHABRSOER T
T2 MEIHET B,

CBFEN(EHEHODLBCLEE3S A

F2RZ MR AR I FE AR
HEEFNICCD20ZMEDDLBCLTH D ENHERIN TN, AR 1HIFEE
ZEDF e EDHDBREFICFEEMDIBCLEE, XY LARXAFVEBEICFERLE
TENHBGE. FEWEBN 1 FZBA k. BREZERDICES,

33BRI% 1 5 A 7 JLELARIIOME/m2ESH A 7)LdDDay 1K%UDay 2(HA )L
DFHDay 2KUDay 3)ITRSL. UVFIT375mg/m*ZEH A J)LDDay 11
‘5L RISV T RRF1.8mg/kgzE& T A 7)LDay 1(TFA7)L1Dd+Day 2)
Cir5Uc. BEYATIVHEIEERROT A IILETEUIZ, BB FE|FTHR-ENFT
‘5N,

Primary Response Assessment(PRA)BRDPET-CTZALc5E2Z=MEIE (CRR)
PRABFRDPET-CTZRWEENEIE (ORR). PRAFFRDCTZHE Uz CRRE U ORR,
PET-CTZHWVWTCRRERHEMRICEDITHET 2CRREUORR, CTZHAVTRERE
BNRICETEHET DCRREUVORR, PET-CTZRB L =Z=38R (DOR). CTZH
W/zDOR. PET-CTZRBW I EIBRAEFHIRE (PFS)

RORA N NETFHAIRI (EFS). CTERUWEPFS R UEFSIEOC2ATFHAR (OS) & UTe,
WINOFHIHIEB BryZhx Lugano8 B RHIEREZ AV T EENFHE L.
Clopper-Pearsonik

4. ZHREX SZHR

6. BENURAE

U7 F Y DERSNEHREN EHIR. AERUBEFUTOESY, (—EBikE)

OBRENBHEAMEDOUFAMEAIRE BRI >/ ViE

<BRXFHOEOUFA MBI BIEY >/ VE>
OUYFIXT7(BELFHERER) HADBS

IIWEUT BROUATIIRSZERIRT . 78, BEDRECKIBEERET 2.

OUYFIRT(BLFHERR) RURSYITT NRF YV (ELFHERR) HADSBE
WBH AR AVS LRF VIREEREELTI0Mg/m’ (FRER) 21818109 X3 1 BN I TREHTT 2. #5%28MERTV. 198[8HKRETS, INE1YAT
WELUT BROTA V)RS ZERIRT . 88, BEDRECKBERET 5.

RIS T F YRR ER 100Mg/AmMLOBF LS NIEMINEDHCEH
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P} ER(E)
FZFHAHES
PRABSSRDPET-CT 2B\ =CRR(ESBEEFH) (34.3%(95%Cl : 19.1~52.2%) T#54J). CRRD
95%CI D TRIBIFBHIICHE LIZBMECRR(17.5%) % EE>T,

BIREHEIER

- PRABFRDPET-CTZAWZORR(FEBEFH) (342.9%(95%Cl - 26.3~60.7%) Toholz. PRA
D CTZAWVECRR(FBEFHE) (£31.4%(95%C1:16.9~49.3%). ORRIF42.9%(95%Cl:
26.3~60.7%) Tdholc,

-PET-CTZRWCEHILIZZ=3HI 256D DOR (FEEFT) PRIEF6.6 58 (95%Cl - 3.9108~
HEAREE). CTZAWVTEHIEUL/ZZE36126BIDDOR(EEEH) (FPIEFRZE(95%CI - 3.318
~HEENEE) TH ol

-PET-CT C5Hii LIz PFS (EBEFH) PoUEIEZ5.20 8 (95%Cl - 3.6 hA~HEARE). CT TR
UTCPES(FHIBESH) S oEIF5.27 8 (95%Cl 1 4.2 1 B~HEAREE) ThHh ol

T =Y HAYNF TERTOSARYIHERREINTZDIE126(34.3%) Tdpt), OSHRABF K ZE
(95%Cl: 8.4HB~HEAREE) THDT,

El #R(Z2H)

-BEZBR(F. 35AF35A(100.0%) [C392#458H SN, Grade 3L EDBHESRIF31.A(88.6%)
([CERHOSN, BEERBEZTERIF1261(34.3%) [CRDSNc. VI NHDDBBREDHRSFIEICES
BEEZRIE7H1(20.0%) [CSEBHESN. WIT NN DERFEODHABEB N FRECESLBSSERIE20
BI(57.1%) ICERHONTZ. FETICESICETEBRIFFBHONIBEN oI,

- FHIRR20% LU FOBEBRIFEMAS.7%. #H37.1%. Bl FPERGAMEN OFENE 34.3%.
AL I/IRORAME K O/ AREURI A Y25 25.7 %, B2k, IFPEREUR A BAURE R O B MmEKE
WADE22.9% THholz,

-Grade 3 EOBEEFERORITEL, 88.6%(31/35.N) THholc. HIREN10%L EDGrade 3
P EOBEEERIFEMI7.1%. SFHRIRBAME31.4%. BIMBKEEA22.9%. M/IREIAME. [/
HORA R O PEREURIANN'E5 20.0%. FEEMIFIPERBIAME 11.4% T ole,
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B ARRK R

| 5. BIfER ]

B ERERAREER(2017002558) THRIELICEIER (BRRREEREZS0)
(—BREESEARGERS | & VN A 7 R4 85T

BIER (MedDRA/J Version 22.1) FEEARE (%)
SoC PT FRGI TR £Grade | Grade 3LLE
HRBIEL
HIRGIH 37 674 97.4 97.4
MRSV /RS 11 36 28.9 263
A 8 8 211 7.9
FEAMITPERRISME 4 4 10.5 10.5
BMEREAE 3 10 7.9 7.9
U I SEREAME 1 3 26 26
SFPERIBIZMIE 3 9 7.9 7.9
/) \RIBIAME 1 2 2.6 0.0
DS 3 3 7.9 0.0
DR2 1 1 26 0.0
DFR 1 1 26 0.0
SRR 1 1 26 0.0
EBSURBES 1 1 26 0.0
| BEEDHEN 1 1 26 0.0
BEEE 18 33 47.4 5.3
&R 7 7 18.4 0.0
T 2 3 53 0.0
ED 8 10 211 0.0
BHE 1 1 26 26
Omsk 4 4 10.5 26
[ 6 8 15.8 0.0
—fi - £HBEBSVRSERIDIKE 16 35 42.1 5.3
SEEIERIIE 1 1 26 0.0
R 9 10 237 0.0
R EFE 2 2 5.3 2.6
=7 1 1 26 0.0
s 12 19 316 26
ERIBBAIRIS 1 1 26 0.0
ZRIERAIR R 1 1 2.6 0.0
FrBEXRES 6 10 15.8 2.6
FrsERE 6 10 15.8 26
RERES 2 2 53 0.0
[Ey7O7UYmE 2 2 5.3 0.0
BRES SUBERE 10 17 263 15.8
A MXAD DA VRS 2 3 53 26
LR 2 2 53 0.0
OBAY YT E 1 1 26 0.0
R 1 1 26 0.0
IEEEN 3 3 7.9 53
Bk 3 3 7.9 53
REmR 1 2 26 0.0
B4 RXADIA LR EBR 1 1 26 26
YA MXAODA LR ME 1 1 26 0.0
58, PEBFOVBEBSHE 2 2 5.3 0.0
EAICHESRIS 2 2 5.3 0.0
ERERIRE 37 438 97.4 94.7
PSZYFE/NSYRTIS—CHEN 7 13 18.4 0.0
FARSEVBTE/NSYRTTS—CIEN 9 18 237 0.0
meh7 )L 7= 1 1 26 0.0
mho O— U180 1 2 26 0.0
Mmoo L7 F = V880 3 7 7.9 0.0
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B EAEEREER (20170025 8R) CRIRUCEIER (RAREBEREZST)
(—BRESEARGRET | N1 A REKRASHES) (i)

BIYEFA (MedDRA/J Version 22.1) FIAERE (%)
SOC :PT RRBI R £Grade Grade 3Lk
BRIRIRE 37 8 97.4 94.7
mohseE o' 07y VAR 6 6 15.8 0.0
jinl==i==Fr=2o m W AB M€Y= A 10 10 26.3 0.0
MmehseE o' 027y MR 11 11 28.9 0.0
Mo B K SREEZRIEN 3 3 7.9 0.0
[MoPFREZIEND 1 1 2.6 0.0
C—RILMHZEBEN 4 8 10.5 0.0
CDAUINERGRIA 25 33 65.8 65.8
BMREDRHER 1 1 2.6 0.0
Y=FIWIZIVNS VA TS —CEMN 6 7 15.8 2.6
ANEZOE VRS 4 5 10.5 0.0
sEoaJUVES 1 1 2.6 0.0
U VEREGRIAD 34 63 89.5 89.5
U VEREIEN 1 1 2.6 0.0
SEERECRIS 1 1 2.6 0.0
FOPEREURI 31 89 81.6 73.7
SFOREREIEND 1 1 2.6 0.0
/) RERI 23 48 60.5 18.4
HWEBRS 3 4 7.9 0.0
FRIMEREURIA 2 3 5.3 0.0
FERS 4 4 10.5 0.0
B MmERECH 31 87 81.6 65.8
BMmEREEN 1 1 2.6 0.0
WFhERE D TR 1 3 2.6 2.6
UV NERE R EFA 1 3 2.6 2.6
M7 )LAYKRRA T 79 —E1EH0 2 3 5.3 0.0
REBLUREES 13 40 34.2 2.6
ERRERA 1 1 2.6 2.6
&AYUD LI 5 12 13.2 0.0
&7 D LM 1 2 2.6 0.0
EAILY D LME 2 4 5.3 0.0
{EAHUD LI 3 4 7.9 0.0
B~ T %Y LIMEE 1 1 2.6 0.0
{EF~UD LM 1 3 2.6 0.0
BIEHE 9 13 23.7 2.6
HRRES 7 10 18.4 0.0
FEIESDHFEN 1 2 2.6 0.0
EtE] 1 1 2.6 0.0
RETERE 1 1 2.6 0.0
KM —2—0O/NF— 1 1 2.6 0.0
SEORX R FRE 1 1 2.6 0.0
KERES 4 4 10.5 0.0
EHES 1 1 2.6 0.0
ALES 1 1 2.6 0.0
BHKLUREES 5 5 13.2 2.6
Es 5 5 13.2 26
[EIRES. BERHD KU HitEES 5 7 13.2 2.6
Lpo<h) 2 2 53 0.0
figzK 1 1 2.6 0.0
EREDRIE 1 3 2.6 2.6
O IREER 1 1 2.6 0.0
HES LU THEBEES 9 16 23.7 5.3
BREAE 1 1 2.6 0.0
I3 1 1 2.6 0.0
ZOFERE 1 1 2.6 0.0
R 4 4 10.5 2.6
HHREZIREE 3 6 7.9 0.0
RZE IR 1 1 2.6 0.0
ZME 2 2 5.3 2.6
MEFEE 13 18 34.2 2.6
amE 2 2 5.3 2.6
{KMmE 1 1 2.6 0.0
il 1 1 2.6 0.0
MER 3 5 7.9 0.0
MER 5 6 13.2 0.0
IFTh 1 3 2.6 0.0
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B ARRK R

24D > /N EB MR

| 1. EPUEE24EERAREER (201 200358) " |

BRI
B i

HERT A
s =¥

o B 5Ok

EE S

18) AR GEERISSTIME ) | EP95E 24868 Ra8R (201 20035(8R)

B/ NEBMREREENRELU T, REER S UCBEOBMENR UL 2 Z1RET

9%,

SRR — 7 AR

O7IISEVBENMES RV EEBMREEHD >/ A MKRES (Binet 48
([CRBDERRREABIFC)8 A

@IUIISEVBEEDIRVEF - #AMEMHD /B MREE (BinetDE(CLD
ERIRREABIFC)2 A

RYFTLAFVIEBIE100mg/m*/B% 1. 2BBICREERNKRS L. ZD%26

HEREHEERIT D, INZ1TA47)LEL RRO6TATIVEEVIRULIESUTS,

E20ATIVBRICOWVWTIE BIT A JIVICTROSNICBEEBRNORBEHE(IC

KM BICIHUTHRE, BE. NFiw5ZPIEU,

FEFHMIEE—T International Workshop on Chronic Lymphocytic Leukemia

(IWCLL)guideline | DE#E(CfE o fo o=

BIRFHIIEE—TIWCLL guideline] DE#(CE S e BER, HEIERETHR.

SEFHE. Z2MRE

6. FiERUAE
<igMUV/\NHERMmR>
W BEAICIE RS LAZF VIgRIEE LT 100mg/m’ (FREH) 2 18181093 1 BN CREEEET 3. 5% 20ME8TL), 26 BB%RET 3, Tnz1 Y4
JIWELT REZF RS, BH BEDRECKVEERET 5.

U7 F2 Y DEBSNIAEER FHR. FERUAERUTOESBY . (—B3%k%E)
4. MEELFFHR
OfgHy Y/ NiEamR

THREBIE LT SRR ER 100mg/ AmMLDBTFAE S NIE ML E D IS H,
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FEERIEE AN#(%)
EERAM 10
SELMBTHRAL(Full Analysis Set : FAS) 10
B4 6(60.0)
5
g4k 4(40.0)
65 A 2(20.0)
J 65+ 8(80.0)
ch o (&E) 71.5(50-78) #%
Stage A 0(0.0)
BRER%mEA (Binet348) Stage B 3(30.0)
Stage C 7(70.0)
- 72U 8(80.0)
[I)/=tisd
” ) 2(20.0)
N U 4(40.0)
BRERE
&t 6(60.0)
2NV 1(10.0)
BfE
&t 9(90.0)
0 8(80.0)
ECOG PS
2(20.0)
2NV 2(20.0)
U \EiBERR
&t 8(80.0)
" U 5(50.0)
FrARiAEA
&l 5(50.0)
" 2N 1(10.0)
RERfRIRE A
ot 9(90.0)
2N 10(100.0)
RERES
o) 0(0.0)
i 2L 10(100.0)
BYEIR FE
o) 0(0.0)
=T L 8(80.0)
- ") 2(20.0)
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bR AR TR

Bl ES9ERNURLERE T EHHEE RV EIRHEEE
IWCLL guideline DE#E(CHE>THIE LI ERIRDZERNZEF60.0% (6/10 A 95%EFEXE[CI] :
26.2-87.8%) C&Hor=(H. &),

B =39%(ORR) : EEFHHBIEE
FTEEHFR(CR): BIRETHIER

1B/ | -
I(EIp[EJf1 0 20.0%( PR 40.0%(4\) SD 30.0%(3A) 10.0%(1.A)
g ORR 60.0%(6.A) 4
0 15 25 35 46 56 66 76 86 9b 1(30 (%)
pts : #HEREH

B REMR | TEMHIES (FHX) ROBIRFHEIRE G2 E#XR)
AT RER | FAS

- B (%) R, %| EHMEC, %
CR | CRi | nPR | PR D pD | gy | (95%CDT | (95%C)°
. 2 0 0 4 3 0 1 200 60.0
(20.0) | (0.0) | (0.0) | (40.0) | (30.0) | (0.0) | (10.0) | (2.5-55.6) |(26.2-87.8)

CR: Complete Remission (52 Ef#)

CRi: CR with incomplete marrow recovery(R5e£B8EEECR)
PR : Partial Remission (¥4 E##)

nPR:nodular PR

SD: Stable Disease(&7E)

PD : Progressive Disease (¥17)

a CRi DIk

b ZIEMERICE D ERBEIEDI5%CI

c PR E
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O SEEEEEE  BIREIEE
FIRAE, BEANRUNHON T, FIEEAFHR O RE (50%PFS) (FEHE TERhore,
B, FHRABOPREIF12.6 B (8FH : 2.6-21.718) Tl
* AE|DIRSFIEN'S. REZBDET. BFE/BR. XIFTETFTOHR-

B 24£E0R : BIREHEES
R, BEANRYNHOSNG . £EFHRIOPRE(50%0S) (FEHTERM >,
B, FHRAAEOPRIEIF12.6 58 (8FH : 2.6-21.718) Toholc,
k% AF|DRSHBN O T F CTOHRE

A =2k : BIRHEEE
BIEARN10ALE(100.0%) (CHRIBUTz, EREIERIE. CD4U/VEREANM0A(100.0%). {Fg
BRI 10A(100.0%) T&H Tz, EHBBMERN2A(20.0%) [CFBEL. M/ MEBRDTA,
HAMXAODA )V AL/ BREN T AICHSNTC IBESPIEICESTEBHWERNFPRIREE A T 1
A(10.0%) [CHIBUTE, Fie. FETEAIEHFSTUED o1,

REBRICBITDENERDFR TN RIEP. 118728 H,
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bR AR TR

| 2. 3B5V5E3ERRERELER (02CLLIIERER) ' (BH5—5)

1 JEik e

S| iy :

BRI A
X xR

FIFFRANEEE
oo A

i @ B 8-

B 5 OA:

19)HAER GRERISSHIME R 85155 318 REER (02CLLITEHER)

BENNE THHFEEDBMRMIEME > WMEIMREE (Binet D5EIC L DK
REIBN(FC) ZMR(C, R LMEREFHBZIBEL U —XBBEELTOEY
HICDOWT. 705 LT VIVH TR T 4B DEMMEZEIRII T 2.

Sls HEIA — 7 BIER L TR R

BEENES Y DFSEBMRRMEIEME Y/ MBMREE 319 A (BinetD$8IC K20
FRREABX(3C)

NUTLAFUEE 162N 705 LTIV 157 A

: BRI >/ MEBMR (CD5. CD23KM U CD19 MU/ XIFCD20ZHER) SHEE

TSN 75U T DFRBBEMALZE. BinetD$8IC K DERRFHIBX (FCDEEN
MEBEHESNIES,

RichterIEMEEF S IFRTY >/ VERIE B IR\ DEIRAZRH O N D EE,

NG LAAFABBIBNIFI7OS LT VI ELN TORERUHAET4ERZ 1T A
IJIWEVTHRRO6TATILIESUIC, B8 REIF18RENTTRS SN,

RS LAFVIGHE :100mg/m? &1, 2BBIC300 B EN T TEIIRNRS .
J05L7VIL:0.8mg/kgZ1, 15BBICROBS.

FEFHMBIEE—[National Cancer Institute-Working Group (NCI-WG) ] D
1996 B (IS E=Rh R, BB A FHIR

BIREHHIEE —INCI-WG] D 1996 F 2Lt oI e 2 B R, MIRTHR. =3
HiRS. 2EFHE. Quality of life. @M RE

B 3OO FEFETZSO5H 40T ZE Uiz, FEFHIMIEE DS PREFT
TlF FTHREVROENERDBREZITL, ZDRBRIREIZNICER CTHOIBE
D+, FIEREFHBOREZITO LU

4. MEELFTHR
OfgHyY/NEamR

6. FiERUAE
<{gHEU/ B mR>

U7 F Y DERBSNIAEER FHR. FERUAERUTOESBY . (—B3%k%E)

W BEAICIE RS LAZF VIgRIEELT100mg/m’ (FREHR) 2 18181093 1 BB CREEEET 2. #5%20/E8TL., 26 BB%RET 3, Tnz1 4
JIELT REZR RS, BH BEDRECKVEERET 5.

¥IOSLTVIVEERFKEAGEECTH D,
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ST NYS LAF VB, I05LTYILE
mErEE AB8(%) AB(%)
BERAK 162 157
BRI R AL
139 125
(Intent-to-treat population : ITT)
REMBTRNR AL 154 144
- S 98(63.6) 90(62.5)
g 56(36.4) 54(37.5)
0 105(68.2) 95(66.0)
43(27.9) 44(30.6)
WHO PS
2 3(2.0) 4(2.8)
NEA 3(2.0) 1(0.7)
FfELS.D. 63.0+7.7 63.6+8.5
Fiin (i)
thRfE 63.0 66.0

S.D. fRERE

KPD (%) FREUEFTIIRABICH T DEEG

Bl =9% T EHIEE <SRRI R>
NCI-\WGD 1996 FEE (> THIE UTTHRENRDENRIZ AR TLAF VEFT67.6%(94/139 A).
JOSLTV)VEFC39.2%(49/125N) T o1z (Binetn ¥ CH1E Uiz Cochran-Mantel-Haensze li&%E ;

p<0.0001) ().

B BinetD ¥R D=MER | TRFHIEIEE

PRITIRER - ITT

_ . NG LAFEE JO0SLTVIVEE

Binets#
pts=139 pts=125
RHEAB 70.4%(69/98 \) 46.6%(41/88.A)
RHAC 61.0%(25/41A) 21.6%(8/37.\)
=H) 67.6%(94/139.A) 39.2%(49/125\)
Fvtt 0.3005
(95%fEmXR[CI]) (0.1799-0.5020)
pts : #HERERL (CEvE i =E==gii)]

* REHGMRNCR. NPRIIFPREHFIESNAERIDEIS
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B ARRK R

O EEE4EER  TEHIEE <RIINRERTRER>
I AIFHRRI DO RYE (50%PFS) RV S LARAF VB T21.718(95%C1:18.7-25.958). 70
SLTVIVEETI.31B(95%CI:8.6-11.7n8) Tdrolz (Binet$EBECEEE Uiz /BRILog-ranki&iE ;
p<0.0001) (B).

B REREFHE | TEFHEIEE
PRI SRER 1 ITT

100 A
807 —— RUHLRFVE(pts=139)
—— HOSLTYILE(pts=125)
i
B 60 -
= S VU ST SURRURRRRRRY = TSRO rhofE
z
= 40 -
%
20
O -

T
0 2 4 6 8 1

L e L A
0 12 14 16 18 20 22 24 26 28 30 32 34 36 38 40
HAR (R)

NUSTLAF VB HEREH 139 A ARVMEE 53 AL HT5H00 186 A
50%PFS:21.718 (95%Cl: 18.7-25.958)

JOSLTVIVEE HEREH 125 A0 ARURFEE 166 A FT580W 159 A
50%PFS:9.318 (95%Cl: 8.6-11.758)

pts : HWEREH

sk KEDOREFEEDO. REBORIE. BF / B NFREBEHET LTI TOHE
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B =2sEm= glRsHEES
NCI-WGD 1996 FEEHE (Lt > CHE U ENRDTEBERR(FIN T LAF VBT 29.5%(41/139
A0S LTV EET2.4%(3/125N) Tdholz,
fkkk REBEMRNCREFIESINIZHWEBS DS

B =2t BIREHEIES

B BESROFLESD

NYG LAF VB NEU(%) JO0SLTVIVEE. ANE(%)

ZMEEALL 154 144
BESREREAH 135(87.7) 113(78.5)
BEEEEERERAY 29(18.8) 17(11.8)
BIERFEIRAR 124(80.5) 90(62.5)
Grade 3/4*DIM&E=E % 54(35.1) 27(18.8)
Grade 3/4*DIEIMKS % 64(41.6) 24(16.7)
RTE 62(40.3) 42(29.2)
BHICK BT IEX KR 21(13.6) 8(5.6)

* NCI-CTC Version 2.0
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bR AR TR

B EBEEER
RUS LAF V8. NE(%) 05 LT VIVEE ABU(%)

Mm% 90(58.4) 52(36.1)
I/ V™ 38(24.7) 29(20.1)
BFoRER™ 43(27.9) 23(16.0)
AEZOEV™ 38(24.7) 20(13.9)
BImEk 30(19.5) 4(2.8)
U JNER 10(6.5) 0(0.0)

FEMMREE M
25ER 56(36.4) 33(22.9)
=1 49(31.8) 32(22.2)
] 44(28.6) 24(16.7)
RRIZAE / BN IF P ERRIANE 41(26.6) 18(12.5)
i 20(13.0) 18(12.5)
=i 17(11.0) 14(9.7)
X3/ BRRARE 24(15.6) 6(4.2)
iz 14(9.1) 14(9.7)
FrF fii 14(9.1) 11(7.6)
DMNEE (—A%) 16(10.4) 7(4.9)
FLILF—/ B 15(9.7) 7(4.9)
FhEE 7(4.5) 9(6.3)
B /RES 13(8.4) 3(2.1)

%% NCI Working Group(1996) &%t

EEREBEERHINVST LRF VET29A(18.8%). 7OTLTVIVETI7A(11.8%) [CHRU.
TDI5, BETIBUULICHRBLUILHDIF, XY LRF VETIFBHIE. MXE3IA(1.9%).
IR0t BB AR AEIREE. IKE 2 A (1.3%). JO0S LTV IVEETIEFHRES 2A(1.4%) Tholz.
BEDPIER(FPWCESIEEEERHIRNVST LAFVET21IAN(13.6%). 705 LTVIVETEA
(5.6%) [CHIBUTz.

TGRS LARFVET20N. 20T LT VIVBETIBARSINEA. WITNDOEFDRRER
NEEIN,
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3. ElfFR

B EAERAREER (20120035 58) TRIEUCEIER BBRRBEREZ2 ) (RE30 | VN1 A REKRK &S

_ FIFBERE (%) _ FIFBERE (%
BIEm wE | RE =2 gIEm w8 | RE RE )
(MedDRA/J Version 18.0) | #I% | #% |£Grade Gr&df 3| | (MedDRA/J Version 18.0) | BI% | #% | 2Grade Gf&df 3
TIERBIEL 10 FIERBIEL 10

SR 10 | 309 | 1000 | 1000 ||smpis 10 | 309 [ 1000 | 100.0
S N )~/ )P = " = =~

MRS LV SREE 2 5 20.0 10.0 7__74@)}1;;1“\)“\7/27: 5 3 200 0.0
& 1 3 10.0 0.0 ZTEs
BT PIRRAE 1 2 | 100 | 100 NIV D 2 | 2 | 200 | 00

SR ] : Tl 0 ~NESOE VR 2 5 20.0 0.0
BiE 1 1 10.0 0.0 U I SERERA 9 30 | 90.0 | 90.0

Ef e 10 30 100.0 0.0 PFCREREUR A 10 41 100.0 80.0
S LR AR 1 3 10.0 0.0 M) HREGRIA 9 24 90.0 20.0
@ 7 8 70.0 0.0 FRIMERFCH A 2 2 20.0 0.0
=rm T T 17 100 | oo e 1 100 | 00
=0 8 13 | 800 0.0 ERMERERRIA 9 30 | 900 | 70.0
OPs 2 | 3 | 200 | o0 Ei;a?)mum;ww—ﬁ 1 1| 100 | o0
B0t 1 1 [ 100 | 00 -

— . KBS LOFEES 5 16 | 50.0 0.0

— i 2BEES LU 6 2 | 600 0.0 —-

B ST (DIREE . - ‘ BHYUER 5 16 50.0 0.0
e 5 5 200 oo | | BEERSLURSEREE | 1 1 10.0 0.0
R 5 | 14 | 500 | 00 | me ! 1 | 100 | 00
—— ] ] 10.0 0.0 B, EHRUSETROHEY

& ([ERBLUHI—TE2E) vy 100 ) 100
e 1 1 109 | 99 B 1 1 100 | 10.0
R 2 6 20.0 0.0 #ﬁa:Tf\;E 4 6 40.0 0 6
RERES ! ! 100 00 ,;1;;;&\ 1 1 10.0 olo
vy . .
{Eyo 07UV 1 1 10.0 0.0 e 5 . 200 "
=S . .
BRED KU B LR 4 7 | 400 | 100 A
& B 1 1 10.0 0.0
ERER 2 2 20.0 0.0 —
. - B 1 1 10.0 0.0
HA MAAODA L AR 1 1 10.0 0.0
— TURAE 1 1 10.0 0.0
DER> 2 ! ! 10.0 0.0 TRORSS. I5RE LU= 4 6 40.0 0.0
sk 2 2 | 200 | 100 ﬂ;;‘ i RES : 1 00 oo
MEmL 1 1 10.0 10.0 ;zﬁ 1 1 1 0'0 o.o
=, PEHIONBSHE 1 1 10.0 0.0 i= e 1 : 100 0
iE . .
SEACHESER 1 1 10.0 0.0 D;ﬁﬁ% . T 200 o5

BRERIRES 10 | 183 | 100.0 | 100.0 — : :

S e HES&SUR NEgEE 6 16 | 60.0 10.0

= — = = T

s 2 4 20.0 0.0 TBREEN 1 1 10.0 0.0
PARSEVBT /NS HLBE ! 2 | 100 | 00
27 15— Pk 3] 6 | 300 00 SRATHE 1 1 | 100 | 00
Mmch7 )L 7= i 1 1 10.0 0.0 T 1 2 10.0 0.0
I 1 1 10.0 0.0 Z5FER 3 4 30.0 0.0
Mcho L7 F = 1m0 1 1 10.0 0.0 e 1 2 10.0 10.0
Mnch > Ry 1 3 10.0 10.0 BUR EBREE 3 4 30.0 0.0
g7 07U AR 3 3 30.0 0.0 M= 5 10 | 500 10.0
MhEEI07UYGES 3 3 30.0 0.0 BIE 2 3 20.0 10.0
mheEIOTUSMES | 3 4 30.0 0.0 BIR% 2 2 20.0 0.0
MmopPLER R K REESRIEND 1 3 10.0 0.0 MER 2 4 20.0 0.0
MehFRESIEAD 1 1 10.0 0.0 meEw 1 1 10.0 0.0
CD4U I SERRIA 10 | 10 | 100.0 | 80.0 | EEMIEMedDRA/J(ICHERERMEEDAR) (CEM
DERQTEE 2 20.0 0.0 Gradel&CTCAE Version 4.087Z<35zR JCOG | HEHL
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R ARRTR

VEREER 100mg/4mL : 105718 585

| 1. @1/ IS

RELER (2018001 558)”" |

SERIEER
B By

HEBTYA

xJ R:

FIREREEE

i B 5 OA:

21)HWER CREREHIER) : BN/ T8 RER (2018001 58R)

FEEDEBMUEBMAIEMIER Y+ ) VE (LU TFLg-B-NHL) BE R U~ VN U
UV VEUITMCL) 88, UICBRXFEEM U FEA A MIRE B >/ VB
(WURDLBCL) BEZRRIC, UYFI T (375mg/m’ D Ess iRz 5) HRES(C
RS LZAF90mg/m?*/BXI&120mg/m*/B% 18181090\ T ruEEaiRm
BEUBEOZ2ME (BB EYEEROBIMEZERTTT D,
LR EF SRR

[Z7)L—1]FEEDLg-B-NHLEE R UMCLEE 304!

(FIV—"2) BRN(FH#E4EDLBCLEE 64

(ZIL—1]

U ) SEIERR N (F S TT BE /R AR ARG IC . CD20F5 1 Lg-B-NHLX [FMCLD WL T
NN\ TH 3T ENREEBZN ([CHRSNTHUBERDBRVES

[ZIL—72]

D> VETERE X I FHE O] gE 7 AE AR B #IC €. CD20fZ 4 DLBCL T a5 Z &NV RIEHE
BENCHERINTHY ., —aEELU TERENIRR-CHOPX [FZNICEET BiaEn
KIS NICRITREETERD D, BREXIFHAMDIBCLES
*FEBERIRE Y/ VI BR< [WHO D HE (554 k)]

[Z)L—21]

EL1YAI)UTlE. Day 0(Day 10FIE) (CUYF ¥ T375mg/m* 7z smEeeik
WIR5L. Day 1 &U'Day 2(CAEI90mg/m?*/BZ 109 h I CiEsimmik 5.
TN D R<ED20HERBERERT 2csh. 298EZ 14 J)LEUC, F2T
A J)VBEIF. Day 1&UDay 2(cAF90mg/m?/B% 109 HMF T RiEEsiRm
B’E59252EEL(VYFITTI75mg/m?lE. Day 1 DEFIR 5% (s EEIRM
'5UIC), RAI28BEZ 1414 7)LEUTE,

[7)L—>72]

YA 7)bDDay 11CUVFIIT375mg/m’ zsuEssikAik S5 U, Day 2 &0
Day 3ICAH|120mg/m?/ Bz REEERNEZS Uz, RAI21THEZE 1A T)LE
SRS 107/a

TIW—=T1. TI—=T2L0 KBRDBEABIE. RK6U AL THY. EY A
)L ORBEHERABEG. RR2BBERTCEDI LU,
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[ZIL—F1 AR SR (BAR6Y 1 T)L)

5 <A TIL> <EHA T B
B 'f | |Day 0:UvHy<T  |Day 1:UvV+y<T 3% o
B Ly — | B | Day 1,2 FH Day 1.2 : &F NNy
M- ‘ — — iy
S %‘ i (2L —F2ABRZIR SHIR (BRAR6 Y1 T)L) 4

& Day 1:UwW*y<7 K
: . Day 2.3 : &Hl
L e—
! 14HLIP* !
T oosobi

* RO0U—ZV7BREANS14BLAICUYF T T DR SHEIB TERWVEGE. BEEANSIRZITD.
“ BREE#28BUNICUYF I TDRSHBIB TERVISEE BENEICK2ERZRELEMNERZEITS.

@ 1B B: FEFHMIRE—Z2M. BEM - AEER (B, HE. 28). BRREEDHER. B
SHIBREME(DLT) DRI (TIL—T2Ddr)
BIREHIHIEE — 5 ERE : XV L©RF VRELED MR EYERE/NSA—5 (T
W—=F1DIED 6BV TIV—TF2D 24 (641))

DI EWRDTEEMZE(CRE), =X FEBMR PRI LEDE), HIBREFHRE
(PFS) BN U A 0)LDUYFI I THRSHIBH (Day 0) Zie&HEL T, BREH
BRZES0) XIFBEZBRDIEVIEEDIEREVNAETORRE) (7)L—10d)
(FAS) Z X BTN R ER. BREMTESES
£ (PPS) Z BB BTN RERA L, ZRMICOVWTEFREMHBRITNRER
(SAS) ZBBMINREME UL TR ZIT oI BUMEICDODVWTE. FIEBURE
[Revised Response Criteria for Malignant Lymphoma(2007) J Ik 2 &EHE
BMROFTEER (CR) XN UM (FEBMR | PRELEDR) ZHEHL. ZNETN
DZIEER(ICEDLERRISKEBRXBE ZE L Uiz, PFSICDWTIE. Kaplan-
Meieri&Z W CTEET L. GreenwoodsDAATIC KD 50% sl U Z DISWISFEX
BzEHU.

TRETREIT A -

U7 F2 Y DEBSNIAEER BHR. FERUAERUTOESBY (—83%k%E)
4. MEEIFFHR

OREMEBMIZEIER I+ UV NERUY Y NUHREEY /N
OBRNIFHBMEDUFAEXMIZE Bl >/ ViE

6. iENURE

<{EEMEBHIIMIERTF U NE>

OMCD20AHADHEE
BE. BACE RVSTL2F VIRBIESLTI0Mg/m? (FRER) % 1813100 X 1 BN CREistd . 1857 28/E8TV). 26 BRKET 2. INE1917
JWELT BE5ZRIRYT , B8, BEOKREICKIEERET .

OEMBE5DHE (BRENIFHEMDIEEICRS)
BEL AL XYY LAZF VEEESLT120mg/m? ((FRER) #1818 109X d 1 BEN I TRERETT 2. #5%228MEET0. 198M8%RET 2. TNE1Y A
JILELT, BEZEVIRT , BH. BEDKREICKVEERET .

<R UMNILHRRIV > ) NRE>

OFBEDHE
UV T (ELETFHEIRR) EOHBICBV T BE. BAICE NV LRF VEEIEELTI0Mg/m? (FXREE) #1810 1093 1 BRI TRiEsTsd. #5%2
BEERTV. 26BERET 5, CNZ1TAJILELT, BEZEVIRT , B BEDKREICKVETRHET 2.

OBFENFH#EHDBE
BWE. BAICE NYSLARF VERIEELT120mg/m? (FRER) 71818102 X 1 BEN T CRiEREd 2. #5572 28MERTV. 1988®RET 2, TNE1Y A
JILELT, BEZERIRT , B BEOREICKBEERET 2.

<BENRBEAMOUFAMAMIIEBMIRY >/ E>

OUYHIR T (EBETFHRER) HADSE
BE. BACE, RAVY ARF VEEEES LT 120mg/m’ (ARERE) 71818109 XS 1 BN T CREEsid 2. #5228MERTV. 198-KET 2. NE1Y(2
WELT, ROV ATIIRSERERT , BH. BEODREICIVETHET 2.

OUVYFIY T (EBLFHRIEZ) RURSYVATYT RRF U (BLTHERZ) HADSES
BE. BACE RVTLAZF VIREEESLTI0Mg/m? (RXRER) 7 18181002 1 BN CRiEisid . #5%28/&EBTL. 198RIKET 2. CNE1YA0
WELT. |RROTATIIRSZERIIRT . B, BEOREICKBEERHET 2.

THREBIE L7 SRR 100mg/4mML DB FAES NS R EB D H T H,

rReakisym' 1 20



bR AR TR

P SR(E)  BlRsHEER

TEBERERUEE
[Revised Response Criteria for Malignant Lymphoma(2007) JIC&k2TZ2ERFR (CRE)(375.9%
(2272961, 95%ISFEX E : 56.5~89.7%). =X FABBEINR PRI _E D) (393.1%(27/2941

5% 1EREXE 1 77.2~99.2%) T&Hol,
RATAISEER 1 FAS

BEREEBI(%)
- ESVIES CR=
1§J7'S731 b sk KBS = K
CR | PR | SD |RD/PD| NE |RE™| o = | CRE | o ot
22 5 L 1 0 27 22
2 (759172 B4) | 34) | 00) | @3.1) | 7FIE (759 6897

* Revised Response Criteria for Malignant Lymphoma(2007) (CHE>THIE
#3% CRM(FPREFIFESNVERIE R UBIE (%)
sk TIERER(CE D IEMRR 95 %IS XA
CR: Complete Response (S E#). PR : Partial Response (&893 8 ##). SD : Stable Disease (%7€ ). RD/PD : Relapsed Disease/
Progressive Disease(B¥/18%). NE : Not Evaluable (FHfiA5E

RIBREFHE
RIBREFHIOHEBBOPRE (R/IME~FAME) (£275.08(52~481H) Thofc, FIERLETF
HARI (PFS) DO RIBIFF S NN oI,

FRITIIREEE - FAS

N 4u_|_ﬁ_‘_u|.u_‘_‘
L1 TR !
08
=] 0.6
=
4
g 0.4
02
0 30 60 90 120 150 180 210 240 270 300 330 360 390 420 450 480 510 HM(E)
29 29 27 26 24 23 19 17 17 15 11 11 6 1 1 1 1 0 HSHHM
wmm | 475 miEBAEHE " (8) HEIBRAFAI ORI/ (H)
IR 5
IS " FIR | W _ 1R = =
Bl G | mg | PRIE | OSKIERXE | FIE o PRiE | R/AME | TRAIE
2HERE | 29 4 25 - - - - 252.2 1 113.9 | 275.0 52 481

NEIYATILOUYFIITRERBAZEERSUT, BR(BR/BRZS0) NFEHERDRBVIETEDSI5R2NHFETOHBEEL.
A NVERRGE, RoFERBE. REERESEDOSI5RHFVHFTOHBEL,
BE WRBEENEESNTVRVIESF RICORZAEERIGPIE/ETHZRAL.
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Bl #R(z2)  TEHHER

[7)L—"1]

BEER(F30FI2FICET8M4HRIRTUIC. FBESTER(E. U/ VEREUHA [86.7%(26/3041) 1. #7F
CPERBURAN N OB MEREUR 2 [£583.3% (25/3041) 1. CD4U INERAN76.7%(23/3061) 1. By
[73.3%(22/3061) 1. SEAICHESRIG[63.3%(19/3041) 1. O IC@EH#A[50.0%(15/3041) 1 Throle.
BIERIF3I0BI2BICE770FHB U, Z<HSNICBHERIG. U/ SEREUH A [86.7%(26/30
B 1. SFPERBURA R O B IMEREUR A [52:83.3% (25/304) 1. LOICBOKROCDAU V) SEREA (&
73.3%(22/30%) 1 TH o1z

Grade 3L EDBEESBRIFI0IEHICHKIRLU, <H5N/cGrade U LDBEEERF. U/
BREOmAN86.7%(26/30641) 1. ICCDAU//VEREA . 17 PEREUE A N O' B IMERER AN & 76.7%
(23/30%1)1 T&molz. Grade S5OBESBRFFIRELEH O,

[Z7IL—22]

BESRIFOHIDHFE T TERR U, ZLHONCEESBRIG. U/ EREUFA MO B MEREUR 2
[£100.0%(6/6%41)]. Bl FPERERA RO IMREURA [£583.3% (5/66)]. RN UBA
BOR[E66.7%(4/66) ], MOICEMM O CD4U /N EREANF50.0%(3/641) 1 T ofe.
BIERIF6BILBICET8IUHEIR Uz, 2<HONICBIERIE. U /NEREURA R OB MEREUEA [F
100.0%(6/641) 1. b\ FFPIRECR A RO I/ IMREURAN [5583.3% (5/641) 1. REN U BAUEE
[£66.7%(4/64)]. LOICEIMM U CDAU BN 50.0%(3/6 )] Tl

Grade 3 FDBEEZEERF6HIDHFICHIRU, 2<H5NIcGrade LU EDEEERIF. U/ VEK
#omA [100.0% (6/661) ], Mt OFICCDAU > /NEREI AN, M/)VREUR A & O B M ERBUR AN [5550.0%
(3/6%1)1 Tdrolz. Grade SOBEZESBRELT. 161(16.7%) (CRMEMNRAENFEIREUIZ,

TReakisym' 1 22



bR AR TR

N EAERARHEER (2018001 8R) THRIELICENER ((BRREEREZ20)
(—BREEARGRS | &V INA 7 R85

BIfEF (MedDRA/J Version 23.1) s FEBAR (%) BIfEF (MedDRA/J Version 23.1) - FEBIAR (%)
soc  PT BIf | 2Grade G'&die 3 lsoc T BIf | 2Grade Gr&dﬁ 3
TR 36 TR 36
SIRBI 36 | 1000 | 972 SEIRBI 36 | 1000 | 972
MRSV VREE 19 | 528 | 250 YA MXAOIA LR : 28 -
#im 13 | 361 5.6 A%
BB EPIE 1 2.8 2.8 QEEALARZ 2 6 0.0
FRIERRAME 1 2.8 0.0 S, PEBLUONBEHIE 3 8.3 0.0
RAMEFPIRIE 2 56 5.6 ANH SR 3 8.3 0.0
U IR 2 5.6 5.6 ERPFRE I i
YFRERIBIAME 3 8.3 8.3 z;;zgéjﬁ\ayx 10 27.8 8.3
DR 1 2.8 0.0 S orEr =
SERIR 1| 28 | 00 L | 9 | 250 | 28
BRI ! 28 0.0 p2soO7O UMMM | 3 8.3 0.0
| ! 28 0.0 7 )L TS 4 | 11 0.0
bl g1 || Gl s MEpAILSS LD 1 2.8 0.0
BEEE Ak 2 >6 0.0 nep7 O— LR 1 28 0.0
Ll ! 2.8 0.0 Meh7 O— LA 1 2.8 0.0
OROER ! 2.8 0.0 Mep oL 7 F = 810 2 5.6 0.0
O ! 2.8 0.0 mepRBEIOTUVARS | 3 8.3 0.0
e 15 | 417 | 00 mPREIOTUVGES | 6 | 167 | 00
i 4 | 0.0 meREs/OTUVMES | 8 | 222 0.0
b<U ! 28 0.0 mpFEpkEEREN | 3 | 83 0.0
U2 ! 28 28 mepn U LR 1 2.8 0.0
Gl 27 | 750 >6 PR LY 2 5.6 0.0
CIPSse 4 | 1 0.0 C-RIiGHELEN 6 | 167 0.0
&5 ! 28 0.0 CDAU> /XA 25 | 694 | 69.4
g0t 7 | 194 2.8 EEQTEE 3 83 0o
EALIA ! 28 28 T-FIWIZISYR s | 167 | 111
OEZ5%E 1 2.8 0.0 J15— i ' '
—fi% - 2EBEESICRSEHUDKE | 24 66.7 0.0 ANEJOEVES 2 5.6 0.0
HIEB PRk 1 2.8 0.0 BT 0T UVHS 2 5.6 0.0
75 1 2.8 0.0 U2 NERERL 32 | 889 | 889
Bk 17 47.2 0.0 SFPIREURIS 30 83.3 69.4
2 6 | 167 0.0 IR 19 | 528 8.3
08 1 2.8 0.0 HEDEHY 3 8.3 0.0
SEABBHLRIS 1 2.8 0.0 REE 1 2.8 0.0
FriBERESE 7 19.4 0.0 FRIMERELR L 2 5.6 0.0
FriaeRs 5 | 139 0.0 B 2 5.6 0.0
BeAAT 1 2.8 0.0 tREBHEND 1 2.8 2.8
FriEs 1 2.8 0.0 EIMERER 31 | 861 | 722
BRESLUBLERE 11 | 306 5.6 DERRETH 1 2.8 0.0
FER 1 2.8 0.0 PR MR 1 2.8 0.0
N 2 5.6 0.0 M7 LA 4 |11 0.0
BEAILRZ 1 2.8 0.0 775 BB
g 1 28 0.0 BRFFADNARIER % 1 2.8 0.0
[y 2 56 28 AERERE 1 2.8 0.0
OrEAY IS5 1 28 0.0 BEUFFRDNABH 1 2.8 0.0
IHEERS 2 56 0.0 REABLUREREE 20 55.6 8.3
rEERn 2 5.6 0.0 BEBRZ 1 2.8 0.0
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B EAEEREEE (2018001 5 ER) TRIRUCEIER ((RAREEREZST)
(—BREEARERT | N1 A REKRASHES) (FiE)

EI{EF (MedDRA/J Version 23.1) e FEIAE (%)
Grade 3
SOC PT Bl | £Grade SLE
PAE LS 36
FIRGIEL 36 100.0 97.2
I=yalbleFNiiithd 2 5.6 0.0
S RERIMAE 2 5.6 0.0
&7 LI = VI 4 11.1 0.0
EAILYD LIME 1 2.8 0.0
{KAUD LIIE 2 5.6 0.0
€ bUD AIMYE 3 8.3 2.8
€V >BRIMAE 1 2.8 2.8
BAURIR 15 41.7 5.6
HEERBIVESHEBES 2 5.6 0.0
E3)20PE 1 2.8 0.0
HRESTE 1 2.8 0.0
HRRES 9 25.0 0.0
FAIESHF N 1 2.8 0.0
GEEEES 3 8.3 0.0
REREE 6 16.7 0.0
EREE 2 5.6 0.0
ERIE 2 5.6 0.0
BHLURERES 2 5.6 0.0
EHIR 1 2.8 0.0
EiEEE 1 2.8 0.0
HERBLUAEES 1 2.8 0.0
SRR Z SFEERE 1 2.8 0.0
IF0RER. MRS KUHETRES 4 11.1 2.8
SMEFIRA 2 1 2.8 2.8
A 1 2.8 0.0
RIS 1 2.8 0.0
Lpo<h) 3 8.3 0.0
HESKIUKR MHEBES 15 41.7 0.0
B ETE 1 2.8 0.0
BRI 1 2.8 0.0
KB SR 1 2.8 0.0
#IBE 2 5.6 0.0
SRALHE 1 2.8 0.0
BT 1 2.8 0.0
ZOEE 3 8.3 0.0
% 9 25.0 0.0
BHREZREZ 1 2.8 0.0
BEUSA 1 2.8 0.0
mEEE 14 38.9 0.0
=nE 1 2.8 0.0
R MHEIE 1 2.8 0.0
ERARA 6 16.7 0.0
MAEESARA 1 2.8 0.0
MmERE 5 13.9 0.0
MER 2 5.6 0.0
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=== £
I

. MRS

0 zoiss

(15 E
<BHENFH:LMOEEEEBMIEMIERIYF U INERDY YV NUIREYU > I VE>
(B 1 1EERPREEER-200600 1 518R) Y

BAANERS (BRFHEHGEDOEBMEEBMRMEIFRIF UV NERUY MUY /VEE) (T,
RS LAF s (RIEEZEEFH]) 900X 3 120mg/m?*/ B% 1 BN\ T CrmasrLice s
DMEEPRY S ©ARAF VRBLEREDHB R UEYERE/SSA—I I TDES) TH o1 (K.

%)0

B BORSKEOMEBRRY T LRAF VRELFREDOHE (BEAT—9. 2006001 5H58)

(ng/mL)
14000
g;; 12000 —O—  90mg/m2(pts=3)
EE —0— 120mg/m?(pts=6)
DR (LC/MS/MS3#. F15{8+5.D.)
P
IN 8000
A
?
6000
23
%
1t 4000 [
zs
=
B 2000
o0 2 4 ¢ 6 ¢ 8 (E5m)
BS5EEE
N BEABEICSIT2EYEHRE/NSX—5 (2006001 5HER)
Dose ti2 T (@ AUCo Vz CL
(mg/m?) (hr) (hr) (ng/mL) (ng-hr/mL) (mL) (mL/hr)
90 0.53 0.8 7250 8327 15075 20246
(pts=3) +0.09 +0.3 +3303 +3626 +4491 +8185
120 0.47 0.9 8616 10212 17532 25963
(pts=6) +0.05 +0.2 +4488 +5759 +10578 +15531

s DERFRE. Tra | REBEINERRE. Cooc REEE. AUCo: | OFRENStIFEE COIRE - B3EHhIR TERA.

Vz RimERAENSEB U hEE. CL: JUP SR

pts : IEREEL

(‘FtafE+ S.D.)

T BANFEAHEORBEE BRI Y F U RO Y NUEREU ) SIS S 2 AF DASRRENF 120mg/m’ T .
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<BREXFHEMHEOUFAMAMIZEBIREZY >/ ViE>

(EIFRHE5E 24868 REE%-2010001 5458) '

HAARUBEAZECDay 1(CUYFIYT375mg/m* ZEEIRMNIZS L. Day 2R U 3ICRYS A
RF VRS (RIS R T 51E]) 120meg/m?/ B% 1 BN I Crufist Uic s S Dy EE) VS
A= FUTDEBTHI,

B BRAARUBEAZEICSIFZEYERL/NSX—9 (UYFIITHH) (2010001 5858)

Dose t1/2 Tmax Cmax AUCall
- |

(mg/m?) e (hr) (hr) (ng/mL) (ng+h/mL)
a4 9 0.39 1.0 8,365.82 10,394.39

+0.10 +0.0 +3,522.73 +5,368.77

120
.. 0.48 0.9 8,095.99 9,218.56
= 4 +0.18 *0.3 +4,339.74 16,696.81
(FHEHRERZ)

tis DERFRA. Toa - REBEEIERR. Cha RERE.
AUC, : RIRIMIBBAE CORE - FrEEHR T EE

NP FTVDERSNIIEEX EZR FEROHABIEUTOESY,
4. ZHREXFZHR

OEBMEBMIMIER Y+ UV NERDY Y NUHEREY > /i
OBHEXFHEMDOUFAMAMIREBHERY > /&

OtgiEy v/ \NiEBMmR

O ESHENTHRETRADIILE

6. FERURE

<{EBUEBMIFIMIERIF UV /NE>

OFMCD20ABRDBE
BWE. BAICE RV LARF VIEEIEELTI0Mg/m? (hXRERE) #1810 109X 1 BRI TREETT . B5%28MEETV. 26 BRKET %, TNE1Y10
JWELT BEZRERT . BB BEEDREICKVEERET D,

O BRIF5DBE (BRGHAMDIBEITRS)
BWE. AL RYS LARFUEBIES LT 120mg/m? (FRERE) % 18101092 1 BN TREETT 2. 5% 28MER1TL. 198BKRET %, InNE1Y A«
JIWELT, BEZERIIRT, B BEOREBICKVBEERET 5.

< VNV >/ \NRE>

OKRBEDHE
DYHIR T (EGEFHEIRR) EOHBICBVT B8, MAICIE. XYY LARF ViEEEELTI0Mg/m? (FXRERE) £ 18181093 1 BEH I TREETT 2. 552
BREETL. 268RRET 2. INEI1YAT)LELT, BEERVIRT, BH. BEEOREICIVEERET 2.

OBRNIHEEHDIZE
BE. BAICIE RNUST LARF VEBIEE LT 120mg/m? ((FRER) #1851 8109 X 1 BB T CRiEinT g 2. #5228/mERTV. 198BH®RET %, TNE1YA
JIVELT, BEZERIIRT , B, BEOREBICKVBERET 5.

<BHENFHEMEOUFAMERMIEBMEEY >/ iE>

OUYFIR T (BLFHEERR) HADSBE
BWE, RAICIE RS LARAFUEMIES LT 120mg/m’ (FRERE) 71810109 X 1 BN CREETd 5. 572 28ER1TL). 1988NKET 2, InE 1Y«
JIVELT BRROTATIIESZERVIRT  BH. BEDKREICKVEERET .

OUVFIRTEGTFHEIRZ) RURS YA T NRF Y (BEEFHERI) HRDSBE
BWE. WAICE AV LARF VIR#IEELTI0Mg/m” (hXRERE) 71810109 X 1 BENT TREETT . B5%28MEETV. 198-KET 2, CNE1Y100
IWELT. BROYADIEGERIIRT , 135, BEDREICKVBEERET 5.

<EHUr/\NHEEMmR>

BWE. BTG RS LARF EBIEELT100mg/m? (FRERE) # 1818109 XE 1 B-ENI CRER T 2. 5% 28EERTL). 268/BIKET 2, CnNE1Y(2

JWELT BEZERIIRY , 08, BEOREICKVEERET .

<EEHERNTHRE I AOILE>

BAEERSRROAANURABNIERAACEIEERT .

THRERIFNL T F Y SRR R 100mg/ 4mLOBF LS NIZRGT LB D HT5E
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B EhHE
R RE

(2Q)UYFIIITHER. 10985

<KABEDEEMHEBHIMIER Y+ YUV /NESRSE, YV MUY Y NEEELVICERRIE
AN UF AMAMIEEBMERY Y NESE>

(EIsE1/ T4EB5 AR 15R-2018001 5#58)>"

BARARE GRBEDEEEEBMIEMIIRY F Uy SERE RO Y NUMRU Y SERE, i
OICHBEXFEEHUFAMEXIRELBMIEY Y/ EEE) (C. UYF I THARIIR VS LAF
EUEESTRO0(E120meg/m?/BE 109 HNF TiEEeE Ufic & T DEYENEE/ S5 X — I [FLITD
EBUTH-I,

T I—F1 RBEDEERMEE BRI YF U/ BEE ROV YN UlaU Y ) EEE)

B5890mg/m?
TIW—2(BRNGEEHUOFAMAMREBMRY Y/ EEE)
®58120mg/m’

B 205 (VYFIYTHAR. 100%5) BOMEBPIRY ST ARF VRBLFEREDHER (BARAT—
5.2018001(5&)

(ng/mL)
25000

—O— 90mg/m?2(n=6)
—o— 120mg/m(n=6)
(LC/MS/MSHE, B+ %E R =)

20000

15000

10000

5000

REEDFCT R\ N\ D, BRRE

RE5&E

8 (B3R)

B BORS(UYFIYTHAR. 109185) OEMEE/NS X —9 (HAAT—5. 2018001 :ER)

Dose By tin Tmax Crnax AUCo Vz Cliot
(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
(FafE + RERE)

<ETH ARE (BN ARU CLLZRS &L ABRE) >

BATRBSNANY Y LAF U mi@e@ER (1053185) EXV I LA TF VIR RIEF IR E5H
(16551 5) OEYEER VR M EEER GBS SETHBER R HER-EGL-BDM-C-1301 588) >
KRS L MERIEE. BIERL. IFER2BIBATORST —/N—HBRELTRESIN, ETHAERE
(BN AROCLLEBRKIURNN AERE) [T RV ARFVREEERZ 100hF CREEEE(10
DIRG) UIcE RS ©RTF VIBBIGRIEFZ IS ESEZ 1 BRI T T (1R S) LIk
DEYBRER UL 2MZTMUIC, $E5T83FINEIERICITIL—TICEIMIFSN, 5581 4IH
BLEBH1ODEREZZ(T, 60FIN DR EE3MWDEREZEZ (T e, TDSE, BESENIFERMEFIC
REREBN B o1 226172 BRHN UL (3881) [CH T 2 EYENREDETHIER Z LU FICE LTz,

127 Treakisym



B EZYFENSA—IDEN(HNEAT—S . EGL-BDM-C-1301558)

U t1/2 Tmax Cmax AUCo-t Vz CL
BSEH Bl (hr) (hr) (ng/mL) (ng+hr/mL) (mL/kg) (mL/hr/kg)
104 38 0.65 0.20 19158 10339 340.54 382.97
+0.24 +0.06 t6414 +5096 +177.26 +209.67
16 38 0.60 0.97 8868 10515 322.75 406.88
o +0.18 +0.17 +4202 +5873 +192.11 +304.25
(EIBEHFLERE)

B RVY LRFVAUCOEYZNRFEDOFETER (HEAT—5 . EGL-BDM-C-130155%)

AUC,.(ng - hr/mL) AUCq(ng*hr/mL)
(N=38) (N=38)

109185 (1HERE)

S TG 9143.72 9173.01
1 B RIR S (RERE)

ST ISE 9047.81 9062.77
PERER / THBRERDLL 1.01 1.02
HDI0%EFEXE 0.898 -1.145 0.899 -1.146

NP FTVDERSNIIEEX EZR FEROHABIEUTOESY,
4. ZHREXFZHR

OEBMEBMIMIER Y+ UV NERDY Y NUHEREY > /i
OBHEXFHEMDOUFAMAMIREBHERY > /&

OtgiEy v/ \NiEBMmR

O ESHENTHRETRADIILE

6. FERURE

<{EBUEBMIFIMIERIF UV /NE>

OFMCD20ABRDBE
BWE. BAICE RV LARF VIEEIEELTI0Mg/m? (hXRERE) #1810 109X 1 BRI TREETT . B5%28MEETV. 26 BRKET %, TNE1Y10
JWELT BEZRERT . BB BEEDREICKVEERET D,

O BRIF5DBE (BRGHAMDIBEITRS)
BWE. AL RYS LARFUEBIES LT 120mg/m? (FRERE) % 18101092 1 BN TREETT 2. 5% 28MER1TL. 198BKRET %, InNE1Y A«
JIWELT, BEZERIIRT, B BEOREBICKVBEERET 5.

< VNV >/ \NRE>

OKRBEDHE
DYHIR T (EGEFHEIRR) EOHBICBVT B8, MAICIE. XYY LARF ViEEEELTI0Mg/m? (FXRERE) £ 18181093 1 BEH I TREETT 2. 552
BREETL. 268RRET 2. INEI1YAT)LELT, BEERVIRT, BH. BEEOREICIVEERET 2.

OBRNIHEEHDIZE
BE. BAICIE RNUST LARF VEBIEE LT 120mg/m? ((FRER) #1851 8109 X 1 BB T CRiEinT g 2. #5228/mERTV. 198BH®RET %, TNE1YA
JIVELT, BEZERIIRT , B, BEOREBICKVBERET 5.

<BHENFHEMEOUFAMERMIEBMEEY >/ iE>

OUYFIR T (BLFHEERR) HADSBE
BWE, RAICIE RS LARAFUEMIES LT 120mg/m’ (FRERE) 71810109 X 1 BN CREETd 5. 572 28ER1TL). 1988NKET 2, InE 1Y«
JIVELT BRROTATIIESZERVIRT  BH. BEDKREICKVEERET .

OUVFIRTEGTFHEIRZ) RURS YA T NRF Y (BEEFHERI) HRDSBE
BWE. WAICE AV LARF VIR#IEELTI0Mg/m” (hXRERE) 71810109 X 1 BENT TREETT . B5%28MEETV. 198-KET 2, CNE1Y100
IWELT. BROYADIEGERIIRT , 135, BEDREICKVBEERET 5.

<EHUr/\NHEEMmR>

BWE. BTG RS LARF EBIEELT100mg/m? (FRERE) # 1818109 XE 1 B-ENI CRER T 2. 5% 28EERTL). 268/BIKET 2, CnNE1Y(2

JWELT BEZERIIRY , 08, BEOREICKVEERET .

<EEHERNTHRE I AOILE>

BAEERSRROAANURABNIERAACEIEERT .

THRERIFNL T F Y SRR R 100mg/ 4mLOBF LS NIZRGT LB D HT5E

TReakisym' 1 28



B XYY LRF Y OFHMBRREH#E (AEAT—5 . EGL-BDM-C-1301588)

(ng/mL)

24000 1 T — RUSLRFUSEEER(N=38.120mg/m2 10525)
mo=ol — NUSLRF VGRS EEE (N=38. 120mg/m2, 1 BEES)
R 1e000 - SR TR0 ELTRRLE
\5‘ 16000 -

N 14000 |- TN
51‘—_ 12000 i\\
:é 10000
g 800F [ M
% 6000 |-
# 4000 | -
;@; 200 F / l 1

O ‘ ‘ i ‘ = ‘ ‘ ‘ ‘

-60 0 60 120 180 240 300 360 420 480 (9)

BE5REE

RS NRAF VR EEER 1001 E5RBDC, L 3NV AT VGG RIEE R FHFEID 1 IR 1%
SiEHEUT 2B EENI2hY, AUCYRL, ,REDZF DD/ NS A—IICEFESNED e, N
VI LAFUDAUCICEUTIE RUST LARF Usi@ss R (10918 5) ERNVS W AF VIR IgH

TR A (1 BERS) FEYZENICEFTH o,
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HNBEAT—9)
A HEZOKE
NUYFIITDORYIT LAF Y DEYEIREICK T DHE
(B 1 1BERFRERBR R U EBR L A 55 2 4B B R BR ) '
NS L©AFVERRSHER (2006001 558) SUY+ < T HARER (2010001 5ER) TES5NC
Coax RO AUCEDTHIEIE. 120mg/mA& 5 TEE CH oI,

HNEADF—9 : 5555 31BERARHER)

23)Darwish B. S. et al. : Cancer Chemother. Pharmacol., 73., 1119(2014)
AHEBRETN\HOEERRECKIIEEUI,

BEDEEMEBMREMIERIF VU /NERUYYNUIRY /I VBEBEEZERNRIC, NVT LR
F>90mg/m?/B%Day 1 KU 2ICERMNEFS. VWYF+3I<T375mg/m*ZDay 1(CEIRAR ST
ZRBICBVT. S2ADNRY ST LARXAFVIMRPRE. 21 A\OUYF IR TMETREZAEL. 8%
MY B BT Z SR LT,

DY IR THARDONRY Y ARF VRELEMEREDHIE, 10090/ \—E> 91 JLBEDH
BlE RYT LAAFVERIRSHOBEMEYBEFENET ILEDECHEUR YT LRF VRE
B REDRRE. 108090/ S—12 9 A ) MEDHB EFFE—HU(K).

B UYF IR THAREEMESHOMBRNY T ARF VRB(LIFREDHR

10000007 g O HHABOENE
‘ — HRBOEABEDDRIE.
10000.0 | 10RU0NN—t 91 )ViE
‘ —— B SEOHTEDDRIE.
\ ° 10K 090/ —tE 91 IUE

1000.0

100.0 10/N—tr9 A IUE

thiRfE

R SF TR A MONESQ D, B S

1007 90/S— I ILiE
1.0
O (@]
0.1 o
T T T T T T T T
0 4 8 12 16 20 24 (B5R)

BRI SHE TN S DX
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SERYNEHE
b= RE

RNV LAFYDIUT7 SV ADHEBZLERUECD UYFIRTHARDODIUPZ SR
DFRIEF32.9L/h (49N). BEIERSHEOIUF7 SV ADOFREE31.8L/h (78 N) THY, @
BRERFROSNIGEN 21 (p>0.93, WilcoxonfFSIERIIRE).

2Q)UYFIITDIVFZSVRAICHTEINVST LAFVDHE

HNEADT—9 : BHE3EERAER) >
AABTOUYF I THREKRTROMPBE FBIROBEEENTREBIEROIMNEFIBEES LN
T54ug/mL(24%) IKRIB] Cooleht. RUT LRAFUHAT TO24858%[45ug/mL(30%) IKIE].
78%[35ug/mL(53%) &ME] DI REFEIFREBFRBHBERL. XY LARAF VEFIYFITT
DIVT SV AICHEZSZAITNEEZI SN,
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(HBEAT—9)
E] FFiaER (S BrEEEEECH 1T B EIRE>
HNEADT—9 BNE 18RRI ER)
HNEDHAEBEICSWNT. AT - BEEEEFEDBE EATHEEES (FFANDEE - &8 H'30%-70%) X (&
BRSO LU F U IUTPSYAN60MU/MNMLT) S 21EEE R T B1HIT. &H
120mg/m?*/ B% 305 riEssE e DY EREZ SHE Uiz, BT - BHEEIE R, ATHAEREE R O'BHaE
BEHICDITDEYENRE/NTA—F FLUTDEBI THoIE(K).

B X FEKEEREECHIT 2RO SHDOEYFE/NSX—5 (HEADT -, 98BO3FHER)

t1/2 Tmax Cmax AUCO-t
(min) (min) (ng/mL) (ng-hr/mL)
Bf - BHEEEIER 28.2 29.6 10780 11654
(pts=12) +15.9 +7.2 +7024 +10590
FrHREREE = 26.9 29.6 9893 8868
(pts=12) +7.6 +4.0 +3335 +4260
EhkaERE *2 26.4 31.3 9749 8013
(pts=12) +6.4 +10.0 +2542 +3404

(F5fE+ S.D.)
A1 HREUILEY0.5-2.0mg/dLDEE
A2 IBEMBESANESD. JUFFZUIUFTSYAN9.05-35.73mL/min DEE
2 TERERE. T REREELERR. Croc REEE. AUCo: : OFBIN StIRIE TORE - RERIMHIR T
pts : #HREREH

P F Y DEBINICIENEIR. FBERUBE. BEDERZE I 2EE(CHTIIRFEUATOES,
4. BREXISZHR

OERMEBMIMIERIF UV NERUY Y N >/ \iE
OBENRHEMEOUFAMEXBIREBHIZY >/ V&

[O]-1: PN =it

O I ENTHIRETREDILE

6. AN URE

<{EFBMEBMIIMIERIF U /NE>

OMCD20 A HADHBE
BE AL AYSLZF VEEIEELTI0mg/m’ (ARERE) 7 1818109 X 1 BRI T CREiETs 2. #5%28MEFTV). 26 BB®RET 2. INZE1Y(2
WELT BREZRIIRT, BB ZEDREICKEEHRET D,

O BIRIR 5 DIHE (BFEXIFHEMDIBEICRS)
BE. AL RNV LZFVERIEELT120mg/m’ (FREHE) 2181810 1 6-INT TREEEES 2. #1572 28/EBTL. 198-I%RET 3. TNzl YA
TIELT BREZHNRT , 7E. BEDREICKBEERET 2.

< UBILHREZV > ) E>

ORBEDEE
UYFYR T EGETRIREZ) COHBICBVT, BR, BAICIE NVFLRFVigEERELTIOME/m’ (FERER) 7 1818109 1 RN I CTRERTT 5, B5%2
HEEHTV. 26 BERES %, INZ1YA7ILELT BREZREVIRT, B BEORECIVBEERET 5.

OBRNFHEEDEE
BE. AL RV LARF EEEEEUT120mg/m* (GRER) 21818109 X3 1 BN CREFET 2. #5228/EETV. 198BHKET 3. Cnz1y(
IIWELT REZFNRT , BH. BEDOREICLVEERET 5.

<BHRIFHABMEDOUFAMAMIRE B>/ E>

OUYFIIT(ELFHERR) HADSBE
BEBRAICE RS LARFVEBIEELT120mg/m? (FRER) 2181810931 BEN T TREEET 2. #5%28MEETV. 198-GKET 2. TNz 4
IIELT BROTATIVREERIIRT  BdH. BEDREICLBEEHET 2.

OVYHI T (BEFHERR) RORSYVIART NRF Y (ELFHEIER) HEDSE
BE AR AYS LZF VRBIEELTI0mg/m’ (AREHE) 2 1818109 X 1 BRI CREistd 2. #5% 28/ERTV. 1988RET 2. InZ1942
WELUT BRO YA TIURSZERIERT . 178, BEDREICKBEBERET 2.

<igitur/\HEEmR>

BEBRAICE RS LRFUIREEELT100mg/m’ (hREHE) 218181093 1 BN I TREEET 2. #5%28BEBTL). 26 B-KET . INZE1YA2

JLELT REZRRT, 88, BEDREICKEBERET D0

<ERfHENTHRETFREDILE>

BERRSRBORENORAEN S ERAAACEDEERAT 5.

9. BEDHRZER I DEHEICHTIERLVIRN

9.2 BigEREEERE

BHEANERLBSDNEBEND'H B,

9.3 fHikeElRERE

BEAN R HSNDNZBZNN'H D,

THREBIF LT REESEAR 100mg/AMLDOEFAES NI ED HCRH
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FYEDRE

(HBEAF—5)
O nEickBEE

AR GEAEOEBSEBMEMIERYF YUY/ SBEROTYNUEE Y SEERSRE U

SBYLE 3HEERPREER (SDX-105-03 588 Tl B BNEETHIRR & 8-z 78 AT DL TO5 R,

65 E75mA. 75mU EDY T T I —TICH I TARIDEYBE/NSIA—I ZLER U, ZD
&R, U7 T —TETAUCK U C ol CEIFFRDHSTRD DT (K)o

B FHRERIICKS5E1 YA 7ILIRES (FHI120mg/m* &2307 siEEsHEx 28/ L5175
NS LRAF IEEIED Crax RTAUCHEAD T —5 . SDX-105-03558)

FinE Crax(ng/mL) AUC(ng - hr/mL)
16-647% (pts=54) 5928.41£1473.61 13649.58+4909.64
65-747%(pts=15) 5904.77£1485.40 14130.89+4446.29

13815.16%+2255.13
(F5fE+ S.D.)

75m L (pts=9) 5751.78+543.22

Crax: BREREE. AUC B - BIRHBIR N ERE

HBEAT—9)
B #xEEcLIHE"
BEXGHESHEOEBEEBMRMIFRIF VUV /NERUOYVMNURBY Y /M EZNREUE
BN 3EIRARELER (SDX-105-0358%) Tld. BEYBEFHIX R L1E 27278 NCOVTHREREED

WA RHBRIDY T T IV —TFICHF THRBIDEYBRE/NOA—I 2R UIc. AREEDIENICHD
EREEEDENEHONIEID DI (K).

B FREBOWEDGIERICLBE YA T)L%S (FF120mg/m? %3053 riEEEEx 28/M)

[EBIFBINVI LRAF NGEIRD Crax ROPAUC(HEADT—9, SDX-105-03558)

Crax | REIEE. A

pts  EREL

UC R - B5REihER TER

RRETE Crax(ng/mL) AUC(ng-hr/mL)
=/I\ME~55 1 USIE
= ) 5167.38+1180.70 12617.63+4063.50
(1.33m*-1.795m?) pts=19
£ 1N E~hRE
. . 5615.53£1067.02 13258.44+3978.72
(1.795m*-2.00m?) pts=22
thiR{BE~5E 3D MifiE
6298.58+1679.39 14806.19+6013.08
(2.00m*-2.20m?) pts=23
3L fiIfE~&XiE
Tt 28 6705.90+£992.64 14386.71+2930.45
(2.20m*2.72m?) pts=14
(FF19fE+ S.D.)

N7FIVDREDERZE I DREICEHTDIRIFLUTDESY,

9. BEDHRZAIDEEICHTZER
9.8 St
FBEOREZ+DICHBRUBHSIRE T DT,

—MRICREE CIIEEEEENME TLTLR T EN S,
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(HEAF—9)
@ MRlIckBEE""
BHFHAEDEBEEB@MEMIERIF VUV SEROT VNI Y SEETSRE U
BV SHBERPRENER (SDX-105-0358R) Tl EMBNAEHETRE B/ 78 AICDVNTHRITAFID
EMENRE /N A—I &R UTe s AUCKR U C oy [CHEZEIFERDSNIED DT (K)o

B HRICKDE B A TIVRS (EF120mg/m’ 2307 su@msHEx 28/m) BT
NS LRAF NGB D Cra M TAUCHEA DT —% . SDX-105-035K5&)

45! Crmax(ng/mL) AUC(ng-hr/mL)
St (pts=50) 5962.56+1348.45 13495.97+3915.06
L% (pts=28) 5798.00+£1478.23 14234.94+5567.41

(F9fE+ S.D.)
Crax - BERE. AUC 1 B - BSREHIR TEE
pts : HEREH

ST FDVDERSNICHRER ISR, AERUARRUTOESY,
4. BREXISFHR

OERMEBHIMIERIF UV NERDY Y NURRaY >/ ViE
OBENRHEMEOUFAMEXBIREBIZY >/ V&
[O]-1: PN =it

O RN THIRETREDILE

6. FERUAE

<{[EBMUEBMIMIERYF U/ E>

OMCD20HEHRDBE
BE. BAICE RNUSTLRFVIRBIESLTI0Mg/m? (hXkER) 71818 109X 1 BRI TRt d 2. 857 28MERTV. 26 8RHART 2, CNE1Y AT
WELT, BEZEVIRT, B8, BEDREICLVEEHNET 5.

O BIR5 DB E (BRXIFHEHDIBAITRS)
BE. BAICIE NVS LRF EEESLT120mg/m? (FRER) 71818102 X(E 1 BEH T TREETT 2. B5%228MERTL. 198B%RET S, TNE1YA
)WELT BEZEVIRT, B8, BEOREICLVEEHNET 5.

<R UBILHREEV > ) E>

OFRBEDHZE
UYFIRT ELEFERR) EOFHBICBVT B AL RV LRF VIERIEELTIOMg/m? ((FXRER) #1818 1093 1 BN T CREET T 5. 85%2
BREERTTL)., 268-RKET 2, TNZ1YAT)LELT, BEZERVIRT, BE. BEOREICKETHET 2.

OBRENFHEHDZEE
BE RAICE RAVS ARF VEREELT120mg/m? (FRER) 218181093 1 - I CEisTs . #5%28MEETV. 198~R%RET 3. TnE1 Y+
TILELT, BEZEVIRT , B, BEOREICKVBEERET 2.

<BHEXFEAMOUFAMEAHIIRE BV >/ ViE>

OVYHyI T (BETFHIRR) HADSE
BEE AL RS LARFAGEIEEUT120mg/m” (RRERE) 71818 109X 1 BN CiEiEid . 257 28MERTL). 198BKET 2, InE1d(
IIWELT, BROTADIVESEEVIIRT , B8, BEEDREICLVEERET 5.

OVYHIT T (EEFHEER) RORSYAYT ARF Y (GEGFHEER) HEDES
BEE BAICIE RUST LARF UEEIEELTI0Mg/m’ (ARER) 71810 109X 1 BRI CREEETT 2. #5228MEETV. 198-KET 2, CNE1Y1(2
WELT RROYATIVIEEZEIRT , BH. BEDREICIVEERET 5.

<iEMUr/BMmRE>

BWE AL RS LARF VIEEIEELT100mg/m? (FRERE) Z18 181003 1 BENI CREETT 2. #5572 28/MERTV). 26BRHKET 2, CNE1YA7

JLELT, BE5ZR IR, B8 BEOREICKEERET .

<EESRN TSI EDLE >

BEERSFURORAANUCAEX I ERAECEIEERT D,

THREBIF L7 YV SRR TR 100mg/ 4mLDBFALS NISHM LBDHTFH

rReakisym' 1 34



SERYNEHE
b= RE

| 2.5% |

b mEZEBEERn vitro. ABADF—5)>

EhMIREBNDBEEEIE N vitro IR TH94-96% TH Y. o BRHER R (<6%) KB 7 IL T
(80-92%) ~DfEGENFN I,

Pl m&-RBIFIEEY (B : SYRRUAR)* Y

ESYMI[MCINY S LR F 7% 3mg/ kg BOEEIRAIR S UTc £ T D, A DETEERE X5 #I(C
ek (0.187ug salt equiv/g) ZRUIC. ZDEEDMATORFEEREIF8.575ug salt equiv/g
Tdolc,

Mgt — IR QAR S LRF 3.3mg/kg (3.7MBq & 100uC /B4) % 305 BT TEE
BRI RTIR S UICEED. 1851, 24, 48, 168 EEZDBADRKSREREFV T NEHESRFRLL
T(<0.02 ug equiv/g) ToHolz.

B ZothoE#B~N0BITHESE Sy

Lister HoodedR& 2wk (H&)IC["CINYST LAF V7% 3mg/kg BB OERAIR S Ul &=, 185459
([CRHDIER CHIRETREDRSEN RO SN, ZDIE T3, Bk U FHROKEEEN RE Tl
(M#%6.43ug salt equiv/g (THUT. BiE34.23ug salt equiv/g. ATl 18.62ug salt equiv/g).
BRI DL, ZD%k., AN SRRITHLUIc, A5V (FBREPRIKMER) (X2
BIRNREE(FFRHON T FPHERM (FBERNON) NDBEZEREAH DHIERHSNIEH of,
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| 3.RE |

B AHBLAROCRSHBRRGIEADT—9)2 30
AENE, EELTTIVIF A IAE, YRTAaE, FUTX)IVATY—)VETAE DREHREE#R T

LHSNDEHESN TN D,

V) KHICRIS T 2B (CYPE) DS FIE. FS5E(in vitro. SBNIEERREER) >
ENFSO0YV—LZBVTIin vitrom SR TR UIER. EBRHEHY THIMIRUMAFEELT
CYP1A2(CRUBERMNICEM T BT EN TR NIz, LD'L. in VitromEBRTDIUT S5V AD%L(E
IBERNBNK DRI R BBD TH 12 (K),

B XYY LATF Y DOHENEHRE

CHs
/  oH
CI\/\N/©:N/ H
H M3 COH cl N,@:N/
a COH
H M4
a
CYP1A2 /
CHs CHs CHs
/ / /
N N N
/ i / /
SN /©:N>_\_\ Pk sy S~y /©:N>_\_\ HO\/\N/©:N>_\_\
COH COH COH
H RYTLAFY H HP1 HP2
a OH OH
BERG
(EEHHEE) CHs
/
N
. R_S\/\N’©:N/>_\_\
M3 : 7 -hydroxybendamustine
M4 : N-des-methylbendamustine mak o
HP1 : monohydrolyzed bendamustine a
HP2 : dihydrolyzed bendamustine
RIDIVIFAY, YRTAY . AATY—)LEEREE

B RE0EE0EERUH RS 2?
NRBYPOEEDEE(in vitro. BHNIEFGRER)
NG IWAF VR R OHETEEYIM 3. MADE M~/ VEEREAK (SU-DHL-1. SU-DHL-9, Daudi)
RO SRHEMU> )/ ERICH T SHffEiB i EI ER Z L E 9 5 & M3(y-hydroxybendamustine)
(FRZLEEZFFRICEI1-1/2) T MAIFEKRELEDI1/5-1/15THole,

2) SO (BN 1 1HERREER)
BAANES (BRNGHEHEMEORRBMHEEBHIRMUIFN T+ UV /RO MUY/ E) (<
AFI9031F120mg/m?*/ B7 1 BN\ I T rUilssE LI LT DM S LRAF URBTEMEY
(M3, M4) D FHAUCIE. 90mg/m?*/B TM3IF K Z AL D4.3%. M4130.9% T > 1.

120mg/m?*/BTM3IFRZEILAED 6.3%. M4IF1.2% TdHolz,
S AR OAGES N | BFEIE 120mg/m (KXEH) T

rReakisym' 1 36



4. Bt |

(HEAF—9)
B HEtEpaR OREg>?

33)Dubbelman A.-C. et al. : Drug R D., 13, 17(2013)
FHBRET NHOERRMICKIRIELI,

RO ED(CHBHE NS,

B };F;ﬁ$33 34, 35)

34)Ogura M. et al. : Cancer Sci., 101, 2054(2010)
RIS VN A FHEKRA R OESREICKIRBU,

(ENE118ER RS ER)

FREALEL OICZDRBEIMI R OMAD 24 BRI R (F. A5]90mg/m?/BE Tld. ZNEFn
BRE58M3.7%. 0.3%K%10.1% THolz. 120mg/m?*/BEETlEd. ZNF1. 1.6%. 0.2%K%00.1%
Tdholce

(HEADT—5 5N 118ERREER - C18093/1039/PK/NL5HER)
6BDBREBERNABEERNRIC[CINY S LRF120mg/m*Z60 D8 ES RS U
EE /5T 168IEEBE TICHUENAEIFFRPICA5.5%HEME N, 25.2% 0 &R (CHBT S N,

(HABEADT—5 B 1 18RRI BR-BEO4 5 ER)

EEREEOAICS VT, &FI140mg/m*/ B, BEIERS% (B1YAI)V) DRSS LRF VIGHE
RO DR PEYENRE, FRPEBE R OB O Z5H M U iBR, NV T LR T VIRRRIED
FREPEEME R 13 4.88%. XY (HP1. HP2, M3K U'M4) DFRFHEEIEERIZ5.41% TH . 24 TIE
10.29% C&Hofce Ffe. NS LARAF VIRREIGT OITAEYIHP 1. HP2. M3 XU MA DA+ ot
K(F. SERBHEEERESZEITIREZRNUICHEEG. TNEN0.03%. 0.08%. 0.01%. 0.01%X
U'0.05% CHWRE TRt F O I h THof,

E L ABIDREGR S NUCHBER (SR IGMER M E Bfa I+ U/ ER O~ MUY >/ L (181> YA IR] Th 2.

Abstract

Bendamustine is a cytotoxic agent with a novel mechanism of action. This phase |, dose-escalation study evaluated the safety, tolerability, efficacy,
and pharmacokinetics of bendamustine in Japanese patients with relapsed/refractory indolent B-cell non-Hodgkin lymphoma (B-NHL) or mantle cell
lymphoma (MCL) without major organ dysfunction. Bendamustine 90 or 120 mg/m? (dose escalation) was administered intravenously over 60 min
on days 1 and 2 every 3 weeks for up to three cycles. Nine patients (eight indolent B-NHL and one MCL) received per-protocol treatment, three at
90 mg/m? and six at 120 mg/m?2. No dose-limiting toxicities were observed; thus, the maximum-tolerated dose was not reached. Grade 3/4
hematologic toxicities were neutropenia (33%) and leukopenia (33%). Non-hematologic toxicities were grade 1/2 and included gastrointestinal
events and fatigue. Peak plasma concentrations of bendamustine occurred near the end of infusion in both dose groups and were equivalent to
therapeutic concentrations observed in vitro. Bendamustine was rapidly eliminated, with a mean elimination half-life (f12) of 29 min. Plasma
concentrations of active metabolites M3 and M4 were approximately 4 and <1% of the plasma concentration of the parent molecule, with ti2 of 42
and 33 min, respectively. Two unconfirmed complete responses and six partial responses were observed for an overall response rate (ORR) of 89%.
The recommended dose for this schedule in phase Il trials is 120 mg/m2 The acceptable safety profile and high ORR warrant further investigation of
bendamustine in relapsed or refractory indolent B-NHL and MCL. (Clinical Trials.gov ID: NCT00389051). (Cancer Sci 2010; 101: 2054-2058)
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ESUESE:

| 1. AVTLRFVEBEOESEE SEREOBE |

NYST LAAFNEBIRE, TASOJ TN AT —RO7 ILFIVEERENY VA 2V — )LD TU RSN
TER7ZERFL C1960FERAIO(CIHRN A Y TRIRSNIc T A MOV I VR RAY —REEEE T HNVYA IS
V—ILEBHTHS(H).

B RVYLRAF VERIBED(EFEBEESEREDKEE

RNIVALZIV—)IR:
TU VLUK

FAhOYITIYVRI—NR: -Hal

7 LIV EfER

AILIRNVER :
KiEtEm E

ST FDVDERSNICHRER ISR, AERUARRUTOESY,
4. BREXISFHR

OERMEBHIMIERIF UV NERDY Y NURRaY >/ ViE
OBENRHEMEOUFAMEXBIREBIZY >/ V&
[O]-1: PN =it

O RN THIRETREDILE

6. FERUAE

<{[EBMUEBMIMIERYF U/ E>

OMCD20HEHRDBE
BE. BAICE RNUSTLRFVIRBIESLTI0Mg/m? (hXkER) 71818 109X 1 BRI TRt d 2. 857 28MERTV. 26 8RHART 2, CNE1Y AT
JLEUT, BERBUIRT, S BEOREICLVETHET .

O BIR5 DB E (BRXIFHEHDIBAITRS)
BE. BAICIE NVS LRF EEESLT120mg/m? (FRER) 71818102 X(E 1 BEH T TREETT 2. B5%228MERTL. 198B%RET S, TNE1YA
)WELT BEZEVIRT, B8, BEOREICLVEEHNET 5.

<R UBILHREEV > ) E>

OFRBEDHZE
UYFIRT ELEFERR) EOFHBICBVT B AL RV LRF VIERIEELTIOMg/m? ((FXRER) #1818 1093 1 BN T CREET T 5. 85%2
BREERTTL)., 268-RKET 2, TNZ1YAT)LELT, BEZERVIRT, BE. BEOREICKETHET 2.

OBRENFHEHDZEE
BE RAICE RAVS ARF VEREELT120mg/m? (FRER) 218181093 1 - I CEisTs . #5%28MEETV. 198~R%RET 3. TnE1 Y+
TILELT, BEZEVIRT , B, BEOREICKVBEERET 2.

<BHEXFEAMOUFAMEAHIIRE BV >/ ViE>

OVYHyI T (BETFHIRR) HADSE
BEE AL RS LARFAGEIEEUT120mg/m” (RRERE) 71818 109X 1 BN CiEiEid . 257 28MERTL). 198BKET 2, InE1d(
IIWELT, BROTADIVESEEVIIRT , B8, BEEDREICLVEERET 5.

OVYHIT T (EEFHEER) RORSYAYT ARF Y (GEGFHEER) HEDES
BEE BAICIE RUST LARF UEEIEELTI0Mg/m’ (ARER) 71810 109X 1 BRI CREEETT 2. #5228MEETV. 198-KET 2, CNE1Y1(2
WELT RROYATIVIEEZEIRT , BH. BEDREICIVEERET 5.

<iEMUr/BMmRE>

BWE AL RS LARF VIEEIEELT100mg/m? (FRERE) Z18 181003 1 BENI CREETT 2. #5572 28/MERTV). 26BRHKET 2, CNE1YA7

JLELT, BE5ZR IR, B8 BEOREICKEERET .

<EESRN TSI EDLE >

BEERSFURORAANUCAEX I ERAECEIEERT D,

THREBIF L7 YV SRR TR 100mg/ 4mLDBFALS NISHM LBDHTFH
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|2 fFFIRF

37)Leoni L. M. et al. : Clin. Cancer Res., 14, 309(2008)
AXBDEBSICET7OVHEERMTDHENEFEND.

RS L2AF AGBIEE. 7 ILF)UEERICKUDNAZEEL®™, po3ikiFis™ ' RUEHKEM ™ O D7 Hh—
YRFE, LOICEADHBDT TvIiRA YV NEEC K DD EFEY & VSl EHDEFEEN LT,
BABBRER AR . F/c. SEEFIMIEMRICH L T oEEsERERT .

BAK/BAX/="=""""""""
H2/—t 3E AL

LU/ )/ NOXARESE "

SMaAVRUPR PN

. EEBE(ROS)EL

ZILFIAE
J ERICES
DNAIE{E

SRR RN DELHA AR
%éﬁﬁﬁﬁi}md_‘?fﬁﬁi (Mitotic catastrophe)

(A X—IE)

B p53i&7E - FERFHR T RKN—2 ZDFHEE (in vitro)®® 3
RYS ©NAFVE#IEIF, £ FH IS BEERRENCI-HI29, RPMI-8226. OPM-2 &% U'U266#BRa#K(C
BT, ATM-Chk2-Cdc2 R U ATM-p53-p21 7 FILREEF I L. MF3E % G2/MERIC
BlETtE, PRV RZFE U, Fe. B2/ VBIMRA O~ /N UIEY >/ ViEEE R
[CHBWNT. pS3DER(ICEANS T, JEEEFRE (ROS) Z4R L. NoxaDFEIZEDEN. BAK. BAX
NOAZN—=E3D/EHEZENUT. PIRM—RZFE LI,

V] ERDHERF v I RA Y NDIMFEIZEN Ul D EEERRRIEDAE (in vitro)®”
RS NZAFEEISE. DR/ —EREER|ZVAD-Imk CRIIEUZREY)LEY Vil tE e MELERSE
MCF-7/ADRSERRFRICH N T DHEABRIE IR R AR REN O e ZAE U,
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Bl 7L ILEERICSH T B45E M : DNAKE (L& EE-E DB (in vitro)®*

37)Leoni L. M. et al. : Clin. Cancer Res., 14, 309(2008)
AN DEBEICEI7OVHEERMTDHENSFEND,

MRS LZAFNEBIENR O XV T7S Y, ORI T7IREERE Y. HIVARF >V (BEFID
EEXIC,MB) [C DV TDNAKI A b EGE UTc &5, RS AR TF AGEIE [ hF & L gt
TKREZICDNAZAREZTIRIL. Uh b REFERHRE U,

2) E SNHLEESRSU-DHL-THERERRICBF 2NV S AR F VIEBIERN O I ORZ 77 = NG HED D
ICso MBI T2 DNABEICEET ZBEZRID R EZIRT LT, NI LARF VIRBIBDICsfBIZ.
DNAEER? U _wvr,/ 7EUZI ZwI TYRII L7 —TEDREERIDmethoxyamine DIFFE
TT1/AICHA U, YOORAT7INEEEHY TIEFFEN HSNIEH ofc. —73. DNAEE
BROO*-7ILFILI T ZV-DNAT ILF LSV R T 15— DFEEEIO-benzylguanine DIFFE
TTEF ARG LRF NGB EZZ (TN SN, YIORIAT7REEREY TIF1/2(C
HAUIZ. CORERNONTS LA RF AGERIEIC KD DNATIRIO D 7 )L UL EIE BIGDIEEHAE
TEESTNTVDTENREI NI,

0] SEXEFImEEEMEEICK T SIEEIMHEIER (in vitro)*!

NV L©AF NGB DEHM BN DREZ R+ )LE Y Ve MELEERMCF-7 AJ2000
HHREMR (PAE Y /N D& (P-gp) BRIFIR). = b+ OV EMCF-7 AdVp#Ea#k (mitoxantrone-
resistance protein/breast cancer-resistance protein[MXR/BCRP1:@F|FIR). TR Rl
MEMCF-7 VPHlfawk (LRI > /NI B IMRPIBRIFEIR) . ASUF T —NIEMCE-7 MTX#H
Rk (VEROERETER[DHFRIEZE). XMSUF T —MEEE b2 >/ VB MRER
CCRF-CEMfiR@#k (Bn B ER F+ U 7 —[RFCIRK). /NTJUSF )Vt SRS ERHE
TAPTXT0#BfEtKk (BF 21— TV VBELFICRER) RORFVILEY VYD AU/ VERER
D65 Res#lifawk (P-#8<5 /NI EBRIFIR) ZAWVTHEETU. MHTEMREMEN U2 DFR%DICso BN 548
S BT 4B (T MEABRRARIC BT BIC B FRKICHIFBICB) ZEH Ufc, XVT LARFVIGHIEN
URFVILEYVDMCF-7 Ad2000fRB34K I3 3 2B T MBI 7.6 U272 TH I NVT L
AFNGBER O =N U OYOMCF-7 AdVpHBEEHKICH I 2B IEEIE8.4 K U944 T
Bolco PAEY >V INTENIFMXR/BCRPERIFEIFKICH U CTHEBMRDK THERHONIZEDD,
NS L©AF VISR IE DB M B [ thF] & b RTINS hofz, F1o. MRP. DHFR, RFCR U B
Fa—TUVEOERIMIERIE TIE, NVT LARF GBI OENNMHEICREZE S X Bh >l
&K P-REY VINTBERUMXR/BCRPOREIRIC KIS LA RAF /GEEIE DIEBIETEINHIER A
599 20JREHIEH2BD D, OMBMESGHIEDIEM M4 2R DO g FEVNEEZE I SN,
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‘ 3. EIB{ER (in vitro)** +> 44

<BREXEFHLMOEZTEEBMAMIFRIF U NERD YV NUREY > /VE>

NS LAAFVBERF BRERZHZRT CENMETNTLZEEMIEMk (COLO205. Jurkat) [CBWVT
S50uUMBLEDIC BZRULZDICHL T, e MERIEEBifRMEIER T+ U >/ VBSR4 (DOHH-2).
UL >/ VEERSR#BAMK (Z-138, REC-1) Tl SuUM-15.7 uMDIEWICsfBZRULIcZENS, Eb
ERM4E B MEIEN Y F+ U R (DOHH-2) RO~ >N Ul >/ NiEH AR ARk (Z-138.
REC-1) [CH U T EEBRIVEIRE TIEIBIHI R EFKIE T 2T EN RSN,

N ESHREKICHT BNV LARF VIRELIE D BFENFI{ER (in vitro)

il S ICso (M)
DOHH-2 15.7
KARPAS-422 151.6
Z-138 5.0
REC-1 12.6
COLO205 64.6
Jurkat 50.5

£n=1

<BENHEMDOUFAMXHIREIBHRY >/ VE>
in vitrofifEBEERA LT, Toledo FDLBCLHBAZICH I SRS S M ZIRET UTco NV T ARF VST
OSSR, 1C50fBl320.1 UM TEH DTz,

<IBHEU Y/ B MR >
b ME M BRI B MBI HG-3 R ORI/ SR I B MDA BRI VM- 3 S U C B iR i 0 R S
AERU. 72BRHSEBDIC. B ZNZN22.5uMR D3 1.1 UM TH Tz,

141 mreakisym



4. FEBHR(TIR) >

<BRXFHLMOEZEEBMAMIERIF VUV NERVY MUY >/ ViE>
SEEEREAL (SCID) ¥R ICDOHH-2 #lifatk 7z M EiEk. ERAEN'85-160mm’(CELIZH (Day 1)
NUDay 2(2. RVF LAFVIGHEIE6.25, 12.5, 25X1350mg/kg7 1H1 DI (EH2@) 52iAIE 5 LR (A1
EAELIcET D XYY ©ARAT VIBBIGICASKENRESIBEOIHRIERN RO SN,

B DOHH-2EBRBIBETIVICSIF2HESMIR(YIR)

(mm?3) *
2500 .
1500 A *
fE
y% *k
&
|
500 A
o
’500 T T T T T 1
0.0 2.5 5.0 7.5 10.0 12.5 15.0
®5%BH%E)

- EFavhO-)L)
NG LAF >/ (6.25mg/kg)
NS L2AF > (12.5mg/kg)
—¥— RS LZF(25mg/kg)
—A— RS LAF(50mg/kg)

E8n=10

FIIELS.E.

* p<0.05 vs &%
DunnettD% B HEIRTE

<BEXEHEEOUTAMAHREBMIEY > /E>

in vivoET)LELTToledot FDLBCLIIRERBEBBY D RICBNT RYF LARXF6.25, 12.5. 25 RV
50mg/kg/BHD2BEE#IRNE S (& AEKRENICEBBBEMNGHERZRL. T/CEFZENZENET.2%.

87.3%. 16.0% MU 1.3%CT&Hofc,

N ToledoffifatkzEZ FRHELISCIDY D RICH I BHEENR(YIR)

(mm3)
2,800
2,600
2,400
2,200
2,000
1,800
1,600
1,400
1,200
1,000
800
600
400
200 -
0

ST F Sl R

T T T T T T T T 1
10 12 14 16 18 20 22 24 26 28

KSR EROBEH

—- IR

—/\— ARFE50mg/kg

—O— AEFE25mg/kg
A1 2.5mg/kg
AE6.25mg/kg

n=10
S BHAFAER =
* WERBECW L Tp<0.05
(Bonferronis)
% SRRBEH L Tp<0.001
(Bonferroni;x)
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<f{EEUr/\amR>

SCID Beige ¥ D RICHG-3 etz M EiBtk. fEBAREN102-109mm’*([SZELZH (Day 1) &UDay 2IC.
NG LAFVREIES, 10, 20X (F40mg/kgZ 1H 1@ (51 20@) 88irAE S LB AR EAIELIcE A, AE
AR BB IBIE DIIFEIERNERDH O NI,

B HG-3EEBEETIVICHIFINESMIR(YIR)

(mm?)
2400 A - A arho—)b)
2200 - NYS L©AF > (5mg/kg)
2000 -
1800 ' NS LZF > (10mg/kg)
1600 - —0— XUSFLAF(20mg/kg)
kkk
% 1400 - —A— NV LRF > (40mg/kg)
& 1200 7
& 1000 £8n=10
800 - FiE+S.E.
600 : s w%% p<0.001 vs {EHE
388 1 11l BonferroniD% B & &E
@
O T T T T T 1
12 3 6 9 13
®5%BEHB)
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ZEMERE

B MR

37 AR A
SHiER B5E R
(1B5528) T
5. £0. 100 25mg/kg DIt 1 ILISEEN KK OHREN ZN
iR AR R ) Swi(iv) (m‘ " ‘) ZNEHSN. REAE(100mg/kg) D2
Ek8 TN HSN T,
SEBEAI/NS X — S (fFIE. LB, B
T @Jfam 'S L(;&mm BIEEh, BAR
s 1.5.4.5.7.5 SIBEE. BB HE5RI [APDso. APDo
[n tro] (ug/mL) RUAPDeo]) [CEBBEE>H S5 NEN o1,
nvi
1. RESHAEERHSNED Tz,
NERG-1 DA 2. 20. 200 20/ 0'200uMThERGHU Y A EFiZ A8
F v 2 JLFIRHEK . e E”w_ BERE
DIER 2934@8alin vitro] K TSI
46. 47. 48, 49)
) 1.65. 3.3, 6.6 BEmAE(6.6mg/ke/B) 3. DERICEESE
[\
(mg/kg) RIFEBH T,
B5BE#ICFEH35mmHg(10% 0 15mg/kg T
, 5.10. 15. 20 10-30mmHg. 20mg/kg T20-60mmHg)
ARBR= 3 (iv) - e e
(mg/kg) DOIMEETHHFSN, FlcEREEF SR
[ChrniEENICmEE IR,
10,2 10R% 0'20mg/kg CIEIRE DI LT, RS
FIREER FRE=2 3 (iv) (m‘ o) FAE (20mg/kg) D 3, IFIRAE (S & W) IFIR
&8 ELECE>T,
1520, 95 BERE(25mg/kg) TEME/NS Y AAD
B/iREE Swi(iv) (m‘/k ‘) HENHSNDEEDIC, REIEFEBAD
g8 EREOFELROSN,
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==
r==1

I

1. BERSEMHER(S YN, A3

s DS 4R . — RAFEIEE
g 145 ’S57E - R BIEE DEBEE A EATHE

i3 B -iv 50mg/kg 25mg/kg

Syb
i ===V 25mg/kg <25mg/kg
HIEE - iv
"
AR lr:2/:3 (3-5ERES) 9.9 mg/kg

1 =

It B S BID Hsd:SDFESwNC 25, 50, 100mg/kgD RS LR F > ialsta s B ERsIRPIE 5 Uz,
100mg/kgi& SBECHEA/SB, WES/551. S0me/kgBE CHtE1 /561, WS /561. 25meg/kgBECHEO/ 5.
1 /5 BIDTET Uz, BERSNUHERIFIIE. IR - BEEICHMYICRR T SMEMEDTE. ER.,
TR, BT, TRL BB, RS Thofe, L&Y, BISOBIER 31 TlE50mg/kg. M Tl
25mg/kg THY. BAIEBIEEIFH Tl 25mg/kg T ht. I Tld 25mg/kg s MLz,

2 g

=1 BlDE—T)LRIC3.30513.2mg/kg/dayDR T LR F > 1EEEE 7 3HE:EHE (1 @304 )
#®5UIc. 6.6mg/kg/dayn's13.2mg/kg/day D% 5 TIENt, FRE(E. {TENINHIREDERHIERES
Nic. Ffcb6.6mg/kg/day cOSEEER (1 @30 E) %5 TH. 5% 48BLIE CRROEIHER
HHRIFUIc, CTNSDIERIFBBEEECNICHSI—BKEBOBILICLD DD EHESNA. 7~10
HOARETOHELIz, CNOSDORHERERAMEE9.9mg/kg/day &KLz,

2. RERSSHABR(S Y, 1X)

B 5vh5ERMEER AR IR SR

N L©WAF ViEHEZ3HEES (1 E309™) R5UcHhE 18BEIDOAREREIOGE 21 HZ 1Y 1
JILEL BUATIChIEIRE U, ZNZENORS YA JILDKRSEFS. 1040 15mg/kg/H
Ul TERFEE. FAREENICHRI NS, BmER. U/ SR, @RARMER DRI
SRRE R OEAKOEE, ZSHER CoH-of, BEMEE5me/kg/BABELMU, 128,
REHRESHIBROZHER CHY . AFENROSNB -1 10mg/kg/BH RERS5TO
BATHES U LT

Pl « 315 BR A AR RN 5 HER

E—=TIVRICRY S LAF V18817 AHE (1E3008) 85 Uch 3T HEBDAREBBE OGS
3BbEZEITATILEL. 3TAT)VICOIERSUIZ. ZNZENDERSTATILDIRSEF1.65. 3.3
NU6.6mg/kg/HEUC, 6.6mg/kg/B7Z1%5UIZBIICIFRTT I BEAHENHONTcDTIDEEHI7Z
LZEIEE BT, 1.65M0°3.3mg/kg/HDIR S TIFEEEDR TR, KEFEDBIFNICHREIN.
U NERE D REMRENRED . CNICHESKHBIMERE ORI DERRINc. RAMBFTLTEEEE
IRHEBBEEN HSNIEN>/z3.3mg/kg/BEHIRTUE,
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3. EIERESMHAR(SYH)

B S rSRhEERUBRE COVEREREICRET 5558

SDSwh (18 : M= 256)) (XY LAZAFVIERIE0. 2.5, 7.58012.5mg/kg/B%Z 28/ (1D
30935 UIcdh E SEEIDAERBIDGST7BR7%Z 194 27)LbEU T, HEICIF BRI 5B S AR
ZRR CEIRA-5 BT T, MICIFZZECHI BN SR 11 HEF Ttk 5 Uiz, 7.58012.5mg/
kg/BTIFER LAENUBR LEREEDEEDFBINEEIN. 12.5mg/kg/HTCERRIMTERE
DEfE. 7.5%012.5mg/kg/HTEREMIBRAEDSBELUICAFRIENRUBEE RIS F947TF
BEHMOBDNENZTNERRS N, 458 MBHICH T HESME (NOAEL) (F2.5mg/kg/BE
LTz,

A SyNBERIRUHERORESVICEHADKEEICR T 555>

FHIRSD v (18 256)) TRV ARF E#IE0. 2.5, 5. 7.5R 0 2.5mg/kg/ BEIRT. 8.
T1ARU15H. 2i#&7. 8. 14K U1 SHDE8OIREEIRANIZ S Uic. BEMINDEELLT, 2.5mg/
kg/BHU ETHMEHR OV /NERHEOET. TLOCREREBEZOPMEICEET 2 BRANEED
110, 7.5mg/kg/ BRI E TIREEE DA O (CAEEININE]. 12.5mg/kg/ B TIFIEEIRM DK T
ERPIRIRMERB N OF PERB DB ERR SN, —7. BEMYWOFIOIIREE. FHEBEKRENRD
BREBRH. NUDH%OERE WITNOREUNIVTEEEZZITIEN oz, F1HERTIE.
12.5mg/kg CHAHDRER FHEREI N, F2HERTREREEFHFONBN Sl UK.
BEHYDLBEFEICETBNOAELRINYS LR F2.5mg/kg/ Bk, F1HERTIE7.5mg/
kg/H. F2HERTIE12.5mg/kg/BEHIRLI,
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I

| 4. ZOOETEY (in vitro. YU, Sk, YE)

n Efﬁ%’ﬁ%ﬁﬁﬁ% 55.56)

HEZHEVCEREAZ R, EREMY /N ERERAVCRABREERR. SVNEHENRE
UTzin vivo\# ik Zz Rt LTz, EIREARERAR CTHRIESHESNIC. Ffo. 2BHEEBHROD
SOMIXTEFE N (REEIE(L). SOMiIXIEFTE FEEEML) DS CRABRERERAREZE TN
RESNIz, SOITIERBROBROEMETH o,

FHEIER X - BE HIE
BIRRAREAR & 21k
FEAREIER BRI >/ VER 2 1<3
J\IZEHBR Swhk 1k

2 BEEE i

SR (1, N=3/8%) [T, FRPEICR DSV LR F VIRBIE TR 5me/kg BRES.6mg/mLe
LT 109 B CBIRAE S Uizl 5, MERMIEERO SN RNz, BE5.6mg/mLOZ
#10.25mL (1.4mg(CH82) DIMERER S(C &Y. BRNARBIMIEET S SRR OREAS SN
FRENRDSITz, FIREFIHROE, BRTEARERORE . FEEESIRE CO2E
UGS —4 ok, B BERE. OICRE DA, U5 A/ BEESEE Uz, CNSOZLI
PESREDBIERDBIEN S, DEMNTRIES Nz, ERFPEICE IV T LAF U EBIE RS
SEEHIERE (0.6mg/mL) TlE. MEEERSICHSRIBILEH SR ST,

B h'AEMERER

RANF T ILFIVEERZD B, [[L<BWNZRUEGNRIBLUVEEG. HDVISESEL®RDOES(C
N URBBM L2 B RS - B E U CRABAD TR IDZ A SN2 TIERACIFZE LWL T
ENSGLPEEBIIERLTULZRL. LD L. BREOHNAREHBREIERRDHBRT AV TEH DN
AB/JenaXkY D RAICNVY LAFVIERIE12.5X (& 25mg/kg/ Bz 48R EEFANRS. 62.5mg/
kg/BZ48-REROKRSUEMNIET J 5F CHREUCIER. NI S TIIRHER B IEIE RN
Di=th. THRADESIFEHELI. 4ERSEA62.5mg/kg/ BERERS UIe <A TIAMHRREE. {54
PR, ILBOENAHSN. 4TG5S BRI CTH Y., BREARDEINN HS5N I,

Z DfttDFTRS >

Eb2MERL. FAECEI<ARDBMMRHBRESR U 25/ERE(0.7~5.6mg/mL) ZIX
THI30HMIEELZ2MA 5BV IND_BEICEBMEHSNEh oz, Fiz. BIHRIEEmS
HEHES Nz, Ueh> T ARFTAR M2 MICHL CEMMERS T, £ NIRES HNZRHS
Na&HELI
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B3 ICR 9 IR LRI R

< L7 F YU EiEREFER25mg,100mg>

[ & | ()HRERE)
NYG LZAFVERBIE(JAN)
(2)F% (E8E)
Bendamustine hydrochloride (JAN)
bendamustine (INN)
3)RT A
Nz

{EZ2%(a%iE) | 4-{5-[Bis(2-chloroethyl)aminol-1-methyl-1H-benzimidazol-2-yl}butanoic acid
FrelFAE monohydrochloride (JAN)

BEL

CHs3

UM J

al v
\?\1/©:N>_\—\ - HCl

CO2H

cl

[ ﬁ?ﬁ J C16H21Cl2N302' HC[

[ HF8 | 39472

[ K] ANUFLRTFUVERER. E~KEEDBREDHFR TH B,

[ BB ] NUSYLRFUEBIEOSIESEIC T 2B (200)
NG NAFARHIBIF AT/ —)VITBIFP I ITY /=)L (99.5) [CPPBEFP T L,
2-70/N /= )LXIE 7 ERZMIIVISBIFICLL 7N /X(EZO00RIVAICHEO TEIF
([CLLKROBRB T FIVICIFEAEBITIRL,
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B3 ICR 9 IR LRI R

< U7 F YV SiEEER100mg/4mL>

[ e ] ()IARERE)
NS L©AF VBEEIRKFY (JAN)
(2)7F8 (%)
Bendamustine hydrochloride Hydrate(JAN)
(3 AT L
ANBF

b8 (@miE) | 4-{5-[Bis(2-chloroethyl)amino]-1-methyl-1H-benzimidazol-2-yl}butanoic acid
FICIIARE Monohydrochloride monohydrate(JAN)

sl

CHs3
2t v
cl /
\/P\' N>_\—\ - HCL + H20

CO2H

Cl

[ ﬁ?fﬁ ] C16H21C[2N302' HC[' HQO

&P
.
il

] 412.72

[ MR ) NS LRTFUEBIEKIIYEEEDRBEMEDMER TH B,

[ B@ | NS LRTF USRS OSSR T 2B (3770)
NS LATF NGBIGKAYE. TY/—)URUKICPPBIFICLL IIFILVI—FIVIC
[FEEAEBITIRN,

R

P
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RRIFHEIR

| 1. HAOSERETICSI AREN

B "HEDOLZEM
< U7 FY VO EERSEA25mg>

FER RFSRMF st (ERESIAE {R17RAR e S
mm | 1.3.6.9.
BBHSR
BUHRE | 55 /60% RH. I I S S N T o
ek (19) 24, 30KV
361A8
S BEASZ | 1.3.6.9.
o 30°C/60% RH. g | NP | 120 18RY | IRTHENTH I,
o (#t2) 2418
BEASZ 1,380
MEHER® | 40°C/75% RH. g | NATI : TRTHEN THB I,
n 618
(&%)
Suntester (N A%t \EHSR NFNDESDRDEEES T
| 2| —zF " = = N
o il 12,240 | @ASRATLETE, KORE
P e 120F 0 hr en | | immpoz | 48RO EZEU ., FRICRRETHY,
o S| 7085m ERYEOENRUZEDETH
RNMEF TRILF—IF INAT IV S5Nn%
200W-hr/m*L k) (Bi2) -

]

a AIEIEES MR pHOBR EEYE. KD TURNY Y, THEE. #E. BHREE. S
b AIEIEE K. pH. BIR. 8RB, S8
B

< U7 FI U RiEEHER100mg>

HERGE RERME b4 RIFFRE {R1ZHARE &R
. 1.3.6.9
BEASRA T
BHR?E . . s 12,18, ot e
crEae 25C/60% R.H. =Tt g;ﬁ:;@;)w 24, 30 FTRTBERTH Iz,
= 3618
conats sensz | e
M 30°C/60% R.H. g | N T Yo o | IRTERBATH I
HER (18) 24, 30KV
3618
BEASX 13RO
BEE 40°C/75% R.H. BRT NAT7 I ) ITRTHERNTHDI,
. 618
(%12)
Suntester (L%t \|mEHS o OO AL 9D
89) & 250W/m2I R NA7I ”‘?nwi”?ﬂﬁtwwg‘%&”‘ il
(4023 RS (- (3 485 (518 12. 24, BHSZANA 7LD TR, HDEHE
#*° 2120 ¢ hr. 85 X | mensz | ABRU ZEUCRID FRICARETSH .
5?5’+55Z§?JI?~IIJ=;£”—UIK s 7205 EIFYBEOENINRUSEDERTH
200W-hr/m2LLE) (42) ROz

a AIEIER MR pH. IR EBIRYE. KD VRNV Y FHEE. RE. BENE. S8
b RIEIRE K. pH. B, BRYE. S8
HAER

~U7FD VOBV EDFREUTOES Y,
20. BiRVL EDER
BEMRHELONA T ERBCANTREIT DI L.
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RFIFHEIR

< U7 F VU EESER100mg/4mL>

SHER {RTESRG i REERE {R17HARS &R
. —
Sl aal o sC g | 272 308 SRS DIER
SER 7
AESAER® | 25C/60% RH. B jfff“ | enm BEMEDEIIN RS SN,
s D65 gizl\’r 200W-h/ | FEEMEDENNERDHSN,
gﬁ’; 2~8C ety T m? 1205
e = lux-hri
N D EER
- —20CT2ER . o L 15qa
ﬁ%‘?‘%“gfg 25C/60% RH.C28 | B&FF JEEZ’ Y| agomE S DEER
: RSRUEEE 1 51 )L 354

a AIEIRE MK, SRR, MEEEIER. KD TURR Y Y BT, BE. €8
b RIEIRE  HIX. MEEER. BT, 8
AL EMRRIERI HEELDSRET BICHICTEFHLE/NA IV EFHICANT, 2~8CTRET DT,

HAER

N7V OERV EDERIELITDES Y,
20. BRVL EDER
BERHELD/N\NA T IVEFEICANTRET D&
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2. BFRORENM

< U7 F VO RERSER100mg>

WINDERSRICBVTHIRBERDONY S LARF VBB DEFERFISH TH Y, NV T LAF /GHIED
SEMETUIED, WINBRBIBATHofz. MLEDTEND. AFFFERE SFELAICIRSZL T I L,

B BRERDEEM(25£57)

. . {RT7EAR (B5RE)
B5R AIEIEE —
SHERBHIBET 1 2 3 3.5
SLE7 HEEZHEDR — — Z{EixL Z{EiRL
pH 3.76 — — 3.67 3.67
RBEEL 0.9 — —
B5®%(1) NN T HEES — — BHEES BHEES
80mg/250mL gL
IR 2.2 3.6 5.0 6.3 —
(%)
TEBE
100 98 %6 95 —
(BREFE %)
V&R \|mEZHDR — — ZeirU Z{EirU
pH 3.69 — — 3.61 3.60
p=tviinnind 0.9 — — — —
B5RKR(2) RNBMEMMTF BHEES — — HEES HEES
100mg/250mL BRI
1.9 3.3 4.8 6.1 —
(%)
TEE
100 99 97 95 —
(ZEE %)
17 HEBIADR — — ZEirU ZEirU
pH 3.41 — — 3.30 3.29
RBEEL 0.6 — — — —
B5R(3) RNB MMM T BHEES — — HEES BHEES
300mg/250mL RBIGYE
2.2 3.8 5.4 6.9 —
(%)
=[]
100 98 97 95 —
(ZE=EE %)

AERTTE

100mg &A1 /NA 7 IV FSRKAOMLTBRLUI R, COR32mMLERSR(1) XU ST LARF VIEF#IESLT80mg). 40mL
(#BERQ2) RVILAFEBIEELTT100mg) XIF120mLERSR(3) NYT LARF VIGEIEELT300mg) ZZNE.
FOBBRBOELRAEDRZIREMSICERBBIEROMY ITF UV &ER/ 7 ([8EAZEMILEEZ250mLE L, 25+5C

T3.5RBREL.

HABER

N7 DEREDFEFUTOESY, (—BB kL)
<NU7FYU" imEsER25mg,100mg>

14. BRLOER

14.2 ZRIRSEOER

14.2.2 BEglF. 3RRLINICIRSERT T2,
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RFIFHEIR

< U7 FY VU REREER100mg/4mL>
N7 F2 Y REEEER 100mg/AmL 2B BIER 250mL CTA4IEEDBEICHRRUICBES DHRRR DL E S

7z BRI CORERE. 2~8CTC24RBREFDORA CFHIUIIER. SEE I 10%KiETH ol

Fe U7 F VU RUEREER100mg/ ALz 4 BRI R 50mML C 2D REICHRIRUIC
EM 7z, ZRFME TORBRT. 2~8CC4BBRTFORG CIHILIHER. SEE ML 10%KRiETH o,
PIER U727 s8R 100mg/4mLZREE ICRF T 2REN H DB E(CIF. EEARF COREL

W, 2~8CRIFDIGG(F 24BELUANITIR S ZE T I 2MNENHDEEZI SN D,

B AREOREM

RN =R, ENRAT

o DIINRDE

o S {RT7HAR (B5R3)
TV BIEIEE ERBIAR - 5
S1R HERHADR Z{EixL Z{E1RL
IR (1) FEXREIE (%) 0.93 4.21 7.28
0.4mg/mL BRI T BHEE&ES BHEES BEES
(100mg/250mL) TE(E 1000 019 031
(G&FE 1 %) ' ' '
S1#R HBERHADR Z{Ei2L Z{E1RL
IR (2) FEAREIE (%) 0.93 3.68 6.32
20%-8m;%2/gz)L ) BT HEES BHEE&ES BHEE&ES
poomesomt | e 1000 9.4 943
SHER HBERHADR Z{EixL Z{E1RL
IR (3) FEAREIE (%) 0.97 3.56 5.92
(302)-2m/82/5”8L 0 BT HE&EE HE&EE BHE&EE
e " (ﬁﬁl;i?ilﬁ%) 100.0 97.4 94.8
517 BERHADRK Z{EirL Z{E1RU
IR (4) FEAEEIE (%) 1.09 3.55 5.69
1.44mg/mL BT HE&EE HE&EE BHEEE
(360mg/250mL) =B(E 1000 o7 1 038
(G&=FE 1 %) ' ' '
517 - - -
I (5) HLRITYIE (%) 0.2 2.8 5.2
1.85mg/mL BT - - -
(92.5mg/50mL) =B(E 100, 0.1 019
(&=FE %) ' ' '
517 - - -
I (6) FEFREIE (%) 0.2 1.2 1.9
5.6mg/mL BT - - -
(260me/=omb) ERE 100.0 97.9 97.6

(&FE %)
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{RFSRM: 2~8°C. 85T

. S {R77HAR (BFRS)
R AERS SERBAIART 12 24
&R BEBADK iU Z{biRU
IR (1) HRaEYE (%) 0.95 1.99 2.74
10%-4m/82/gnOL ] BT HE&ES HE&ES BE&EE
1oome ) (%ii%%) 100.0 97.6 96.4
] BEBHADK Z{biU Z{bRU
FEIR®(2) HRaEE (%) 0.98 1.97 2.52
20%-8m/82/gnoL ] BT HE&EE HE&ES BE&Es
(200me ) (§§§izﬁ%) 100.0 100.2 98.5
S1ER BEEHADK Z{biL Z{biL
IR (3) HRaEE (%) 1.56 2.03 2.63
1.2mg/mL BT HE&ES HE&EE BHE&EE
(300mg/250mL) BB 1000 081 991
(GEEE 1 %) ' ' '
SR EEEADR Z{biL Z{bizL
IR (4) HREEE (%) 1.28 1.98 2.53
(3;(-)44%; rgL ) TBMEHRIT BHEES HEES BHEES
e " (ﬁ%??i:ﬁ%) 100.0 98.7 99.3
SR - - -
ZIRVR(5) FEXEIRME (%) 0.3 1.2 1.6
©25mgsom) et - - -
e (%’f?iﬁ%) 100.0 98.7 97.5
&R - - _
ZEIRK(6) HIEEYE (%) 0.3 0.6 0.7
somgsom) | - - :
e (%’??i:ﬁ%) 100.0 99.8 97.9

HERTTA
N7V REERAER100mg/AmMLZ4 B BIRR 250mML TAIBEDREICHERUICBE . RUEERIBRS0MLT21EED
REICHERUCHEGOERRODLZE M Z. ERFMH CORBRT. 2~8°CC24BEREFOFATIHEL .

HAER

~7F2 2 OBEALEOFRUTDESY, (—E k)

14. @A LOER
14.2 BFAIRSRHOIR
14.2.2 BRESGRONEAT 2L B8, REFIDDEND HIBEICIE. BREF CIFOFRHLIA. 2~8CREDBEF 24FRLINICIRSEE TI DT L,
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BIRWL EDEE. 2. BEEEHR

HH?&L\J:(D}EIE

xR . EEREZRDNATIVEREICANTREFIT D &
2. FREFICE, F %#Fﬁ@'é;tb\mibb\
REIX D B LHEERRD
E OB EEONSECIIERTHIE
B % <NUPFEYYO SRR 25mg.100mg>
B ERARE
<K UTFVVORERS TR 100mg/4mL>
B, 2~8CRTE
BuEAE . 308&EA8
EBRDBEILREES - 8% NN ISHEEES - QRICET31ER
7 UV TBRIEDTs. SHRIVEHF T A DPOBICHZEBICHEA T,

&

25mg < 1ERBIEVINATIL
100mg : 1E%Ea = 1N 7 )b
100mg/4mL: 18& & 1/NA77)b

BEOME
< UTFVVOREBSER25mg, 100mg>
5 ¥—)b Ty TATF oS
BEASZANAT IV ZIL=ZO L mu>roery

‘HH?Jb Sy |
i
mc - | ‘j%%

hb?#??

< UTFVVOR R TR 100mg/4mL>
a8 Y—)b mUN
HSZINAT )L FPIVEZOL, FSRFwIE | J007F)LTA

AP

Fb?*JJ
100mg/4m1®
TR
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BhERER

A OB OEqE S
XA R &£ B

PR E FH:
EMEHENEFR

A 55 B9 48 F A

MEEE N F A

RERUREEEEN :

&

W
B
M S
=

WEE N (Fa R

BEECRENFRE -
B & & KB R:

Z O S

—_

25mg&El 22800AMX00700000  100mg&Al 22200AMX00964000

RUEERE®R100mg/4mL 30200AMX00927000

25mg&AEl 20164F 9H28H  100mg&Al 2010F108278

SUBEEEER100mg/4mL 20204 9818H

20104 7B7H(EU commission decision)

25mg&E 20164118188 / 100mg&# 20106128108 /

RUEERER100mg/4mL 20205118258

25mg&E 20174 18 ./ 100mg&El 2010128108 /

SUBERER100mg/4mL 20214 18128

20165 8H26H (i84U>/\MBMmR)

20165128198 (EEMEBMIMIERIF U/ NERUN VN U~/ Vi)

20194 38268 (EERHENTHR&ETEADRILE)

20218 38230 (UFAMKMEIREBIEERY >/ VEE)

20168 8H268 (EEHEH 14D/ VERMR)

20168128198 (B IA KEUEBMEMIFR I F U/ NERUY VN UHE
Ry /)

2018%F 78 20 (@I EEMEBMRMIERIF U/ VE)

20194 38268 (@I  ERFENTHRE TEEDFLE)

20204 98188 (sEss w18/ Y MEIIR. KRB EBMARMIFRIF U
VINERON VNV /NE. BRSEN TR B ADR]
WE)

20214 38238 (RUEEEEA  OFAM KM BMEEY >/ ViE)

20214 48288 (RUEEEER : OFAMKMIBEIBMEIEY >/ ViE)

2022%F 28258 (REEHTE . 1091%5)

20204 98188 (7 siEss &k 100mg/4mL)

OBFFRXFHEMDREMEBMRMIERIF UV /VENRUY NV VE

(FIEREEZERD)

108 (2010F108278~2020F10826H)
QFEBEDEEUHEBMIRMIFRI T U /NEROY N UREY >/ Vi@

O DFERHE (20165128 19H~2020F10826H)
QEERFENT M TEADIILE

ODEFREAB (2019 3826H~2020610826H)

@1EH Y/ MEBIR (HAMEREERER)

108 (2016F8H26H~202658H25H)
EEMEBMRMIERYF U /NERONY N UEY )/ E, eSS RN TR
SEBEEADRINE
2022% 3R 9H
EER. EEEKSESORE. BWUNUOREHEDBEREICEET 2AEFE14XFE2IEE
35 (ERIEESBH) A DS/N\EFTONTNCBHEZHEULEW,
EERUAIEESTBEZRTED L. BYICERET D&
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FEE Xk

SYBES
1) Rasschaert M. et al. : Anticancer Drugs, 18, 587(2007) SYB00081
2) HARER EERIFHMOER) | BN 2488k AR 5% (2011002558) SYB02193
3) GXERBFEHEE ) Ogura M. et al. : Int. J. Hematol., 105, 470(2017) SYB01784
4) tTNER GEGRISEHIER) | ENE 28R ARE 58 (2014001 &) SYB02193
5) ENE R (RFRIFHMERD) | /B9 5 38R R (NHL 1-2003558) SYB02187
6) Marcus R. et al. : N. Engl. J. Med., 377, 1331(2017) SYB01896
7) Hiddemann W. et al. : J. Clin. Oncol.(2018) doi: 10.1200/JC0O.2017.76.8960 SYB02000
8) HMER GAERIFEHIER) - EEE 1488RPREE2 (2006001 5(8&) SYB02183
9) HAER GAERIFEHIER) - ENEE 24888RE 52 (2007002 5(8%) SYB02191
10) #AER GEEREGEHIER) B 2808 Rat 88 (SDX-105-01545%) SYB02225
11) #TRER GEEREGEHIE R B 30 R ER (SDX-105-03545%) SYB02192
12) Kahl B. S. et al. : Cancer, 116, 106(2010) SYBO00O01
13) Sehn L. H. et al. : Lancet Oncol., 17, 1081(2016) SYBO1696
14) #TRNER GFERISEHIER) | EEEEZE 28R AR5 (2010001 ) SYB02315
15) #tNER GEERISEHIE R : ENE 3B ARRER (20170025 5) SYB02311
16) ERER GRERIFEHEER)  JBHES 1b/248ER R ER (GO293655158) SYB02312
17) #tNER GFERISEHIER) : ENE 248K R (JO4076255) SYB02313
18) #tNER (FERIFEHIER) : ENE 280 REER (20120035 58) SYB02195
19) #NER FERIFEHIER) - BN 5 3B RaER (02CLLITEER) SYB02188
20) Cheson B. D. et al. : Blood., 87, 4990(1996) SYB02229
21) HER GRS HIEE R - B/ THBEE AR5 (2018001 56%) SYB02326
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ALP Alkaline Phosphatase PIWAURRT 79 —€

ALT Alanine aminotransferase PSZUPZ/NSVRTIS—E

APD Action potential duration BB

AST Aspartate aminotransferase FPANSFUVBPZ/NSVRTIS—E

AUC Area under the curve = - AR TER

AUC, ., Are.a.u.nder the curve from time of dosing extrapolated OH%ED\B%BE?&H?E-‘H'@%EW:;);%E-H%Fe‘ﬁmﬁ
to infinity TEE(AUC,. LFE)

AUC, Area under the curve from the time of dosing to t ?:iﬁiz\f;gg)g?@%g. R R T EH

BCRP Breast cancer resistance protein FLEmEER

B-NHL B-cell non-Hodgkin lymphoma Bi#ERRMEIER T+ U ) VhE

Bq becquerel NIV (REEEE DEFRET)

BUN Blood urea nitrogen MhFRERER

CD4 Cluster of Differentiation 4 BIREFEMETR | DFEES4

CD5 Cluster of Differentiation 5 BIMRKREMEHR : DERESS

CD8 Cluster of Differentiation 8 BIMIRKREMEHIR : DIEESS

CD19 Cluster of Differentiation 19 BIMREREMEHR : 28RES19

CD20 Cluster of Differentiation 20 BIMRERE M EHER : 78RES 20

CD23 Cluster of Differentiation 23 BIMREREMEAER : 75RES 23

CHOP cyclophosphamide, doxorubicine, vincristine(Oncovin®), | ¥Z0OKR 77 EI~ REVILED Y, I:‘:‘/OUZ
prednisolone FV, FURZYOVOARIHAEREE

Cl Confidence Interval {EFEXAE

Ci Curie FaU— (REREEDERE)

CL Clearance JUFP SV

CLL chronic lymphocytic leukemia MUY/ NEBIR

Tl Total body clearance E£2B5IU7P SR

Crnax Maximum concentration RERE

CR Complete Response/Complete Remission TEEER

CRu Complete Response/unconfirmed NEETLER

CRi CR with incomplete marrow recovery TrREEHOEZHITEER

CcT Computed tomography JVE1—-9IHiER

CTCAE Common Toxicity Criteria for Adverse Events BESRLBRAERE

Ccv Coefficient of variation ZENRE

CVP cyclophosphamide, vincristine(Oncovin®), prednisolone ;Z;iggjégﬁ:;’;;guz}y TLR=Y

CYP450 Cytochrome P450 FhoO—LP450

DLBCL diffuse large B-cell lymphoma UFA MK BEEY >/ ViE

DLT Dose-limiting toxicity FAEHIPRE M

DNA Deoxyribonucleic acid FAFIUNRKER

DOR Duration of response ZHHEAR

ECOG East Clinical Oncology Group KEREEERESHRT IL—F

EFS Event free survival BANRYNEEHIR

FAS Full Analysis Set SERETHRES

GLP Good Laboratory Practice EEROREH(CET 2IRRARDRROELE

GOT Glutamic oxaloacetic transaminase 29 VA F OB BRE R
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GPT Glutamic pyruvic transaminase T ZVBEILE VBB ER
hERG human Ether-a-go-go Related Gene ENBREERMEAY D LA F Y F o RIVELF
HPLC High-performance liquid chromatography BERIAIOINT S T4 —
1Cso 50% inhibitory concentration S50%fEERE
ICH International Conference on Harmonisation BEISRENRE
IgA Immunoglobulin A REIOTUVA
IgG Immunoglobulin G REIOTUVG
IgM Immunoglobulin M SEIJO0TUVM
iv Intravenous FRTOE St
IWCLL :_ng::]oi;al Workshop on Chronic Lymphocytic B S IRERET — T Y3y
wrc | Rportol e nleratne Worhop o Strdedie | e mommo—oarmERs
JCOG Japan Clinical Oncology Group BARERRERHRIIL—
JSCO Japan Society of Clinical Oncology BAEeRER
LC-MS/MS SH;ger;-t?jr:gg:ance liquid chromatograph-tandem mass BEIOTRNT ST —BRE
LDH Lactate dehydrogenase FLERROKZREE R
Lg-B-NHL low-grade B-cell non Hodgkin lymphoma EEEE BRI R F U INEE
MCL Mantle cell lymphoma R UNVHRRaU > /\NEE
MedDRA Medical Dictionary Regulatory Activities ICHEREZRFE
MTD Maximum tolerated dose BRAME
NCI National Cancer Institute KEBEIIH ATRZTFR
NHL non-Hodgkin lymphoma IERIFUVINE
ORR Overall Response Rate ESVES
OS Overall Survival L™
p53 protein 53 A& T
PD Progressive Disease BE
PET Positron emission tomography FEEF RS RERSE
PFS Progression Free Survival EIREAFHAR
PR Partial Response i
PT Preferred Term BAE
RD Relapsed Disease Bx
Revised RC Revised Response Criteria for Malignant Lymphoma ig;@yuyl\“ﬂgmB%U—an\yﬂéljiiﬁiﬁ
ROS reactive oxygen species EEERTE
SCID Severe combined immunodeficiency BEEERENE
SD Stable Disease RE
SOC System Organ Class BERIXDE
T Elimination half-life TR
Tnax Time to peak plasma concentration == kb S|
V, Volume of distribution based on the terminal phase RiHEENSBEH LD MBI’
WHO World Health Organization HSRREERERS
WHO % %8 WHO Classification of Tumours (WHO) i) > INREB DD EEE
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