7kt b)) R AR S0mg
P97

T
as
il

EEmU R ETEESE

HRAELTEKRSH




(Rl g#R= 2)

7 Ft ) RREFER S0mg 2R 5
EER) RV EEHEE (RMP) OBE

= 7 RE b Y AR TLoYRYYT RREFU
mEE Somg akelsg Gl 74 %)
RERTEE T 3 T3 AT B8 87429
RHEAR SRS 11 H 24 B
1.1 REMHREEE
[EELR/ESh-YRY] (EELBEHYRY] (EELTRIER]
AR THILE PR E 7L
JEYLSE AT
HEATIEZ BAME B SE  (PML) FIRRIZ I B U 2 SRR 78
e CYP3A4 [HEH & OFHEAEH
Infusion reaction
N I5% i S e
Stevens-Johnson JiE fFE#F
AVERESR
JF R RE R &
Jiti e
1.2 AEICEEY HIRETEE
AL |

| ERIZE S BEMER DD DIEE

L BRIz ESL Y R 7 B/MED 7= DOIEB)

LEERTEMERHEOSE

4. ) RV &/MEETEIOBE

Gl e X R A )

WHE DY R 7 e/ METEE)

BN = 3 i 22 PR R AR TS B

BIND Y 27 e/ METEE)

SRVEHED CD30 D HL B2 % —f H
AR TR

ERIEEH T EM @ ELEHDOZHD Q&A)
DAERL I Ot

P T EEBYED CD30 Btk PTCL 3 K Y
HL BF CNEOL) 12B1F 5 EE il s A

KVBEHED CD30 itk HL B2 ONR) 1ITkBiT %
TR E 5 FH R A AT

3. BMEICEET HIRE - HEROFTEIDOH
B

L

L EHB OWNEILZRMP DAL TR T X0,




(AR 1)
EER)RVEEMFES

A G TR

mBEO#E
AEEBAB | 204410170 OB 9 8| 87429
D20144E 1 A 17 H~2024 41 A
16 H
22022 4£ 5 H 26 H~2028 4F 5 H
26 H ( TRIGHE D CD30 Bk
/\““ VAN N \I% -
mEampy| 0T TUNR O 2 m om 2 | 20600AMX00031000

FAEROHE)

(32023 4£ 11 J] 24 H~2029 4£ 9
H 23 H (TE3OFEETED
CD30 GO FZE T Al U > /8
] DOBhEEITEhE)

201148 A 19 H

7 Kt b U A S EEA 50mg

TRy T RRFU B R)

BERUVEIR

I RATARIZT LY XRv~T RRFU B ffz) & LT SSmgra &R
%,

BURS R R ER (LESS A1)

SRS REOMR KA ZIE L, 131 705 S0mg 2 1EHT 5100 5 RARET 5 - DICBREAB ST
%,

RZERUVAE

(RIBIED CD30 DR U U v /RJif)
R¥VNEVUERIE, B0 7 T AF URBEROE DL NY L OPFHIZEWN T,
W, Ty dvvwT XKNFU (BETEBEZ) ELTUTOMESE 2#EMIC1
B, FK 12 BAHEET 5, 728, BEOREIDLNC CGEERET S,

- BRAIZIE. 11 1.2mg/kg (RER)

< /NEIZIEL 18] 48mg/m? (R F i fE)

(RIBFED CD30 Bt DARIENE T AL Y >/ NJi)

UBRAT 7 I RARY., REVAES UEBERNSL R=Y a2 LIk
W, B, AT, Ty v~wT RNRNFU (BaEfz) L LT3EM

(2 1[E] 1.8mg/kg (RHEH) Z AR SEIRFEEHET 2, 7o, BEOIRREIZIE U Tl
=15,

(FFF& SUTHEBYED CD30 BED R V% o U Sl K QSRR T MR Y > /< E)
W, Ty RewT XRNFr (BEHEEZ) & LT 3EMIC 1A 1.8mg/kg
(RTE) Z AT 2, 2k, BFOWREIDS U CHEERET 5,

(AR ST HEEMED CD30 [t oD B2 T Afiife U 27 i)

\WE, AR, Ty dv~T XKEFU (EEFEfEz) L LTC3HEMIC 1A
1.8mg/kg ((KHE) % aUMiEdT 5, 72k, BEOIRIEILS L Gl Eﬁg#
CD30 [5G o A

ORTFLY L JE
ORMEVE T AR Y > SfE




O3 T EHRPED B T Al U > 7~ JE
I S

R U 2 7 EEEE 2 RE D L, WENCEfmT S 2 &

1.20184F 9 A 21 BHIZAGRFE 2 F AR % iU,
Zhee

IR HOWNT TEIE UTEEETED CD30 BEMED FaliER - moF U oo
JE, RAEKHMR Y > o"fE] 5 TCD30 D TReEE - R UH U VN E, HJ3
SUTEERTEDO R LRI Y > R[] (TEH,

2.2019 4 12 A 20 HIZAGRHIA—H A AR &2 TS,
ZhEE

VIR HOWT TCD30 Bt D FEoiRAE - AU U "l R UTEEME
DRACKHIL Y > 3E) 25 [CD30GIED FRiEE - R F o U N &, REMET
AR Y oSl AR,

[P UTHEEEMED CD30 MED AR o U 8B R USRS THINR Y oSl o/
WRE K OV &N,

3.2022 45 5 A 26 BIZAGRFHE 2 H AR & B,

[RIEIED CD30 BED R T U o8l O/ E R O BB,
4.2023 4F 11 A 24 HIZAGREIE -2 A % iU,

(28 ST AT D CD30 B o B T A Y > 8] ORhEE

ESE SN




EEDORERE

AIERE A
S 549 H 26 H

EHNEDHE :

1. S HOME) o EEAEYM . HEEROCHE . RHEXISE] KO HiiE] BT [H
T ERIETED CD30 Rt D B8 T A Y > 3 E ] ORhERE IR BB B4 2 HHT,

2. NMAZAVEREIEE) o RMMREE) . DEYYE] . ETHSZEMERENE (PML) | |
ME#EdNH]] . lInfusion reaction] . [JEJEAREEEMERE] . [Stevens-Johnson JE{RAE] . 2R
20 . TFeEREREE ) . THiFEE ) RO WEBERE ) ISR UTEERIED CD30 BRIt & T My
U BB G L LT HIREABR (C25001 FABR % U SGN-35-0OU FRHR) O R DiBEL,

3. LEDIBEAEOHIER (RETE)

4, EENEEZ T EM GEEMEHOZDO Q&A) 12HWT, Hil-7e Q&A ZiBi K ORI BT 5

WA 2 L,

EEIER :

1.4, KGR TE S RIS L D THR UTEEATED CD30 Btk 28 T ffjn Y > /3| ORhEEUE%)
HBEIod,

2. KRR HIH A FAAGRIZ L D THE UTEEATED CD30 BEIED R 8 T i ) > N E | ORhEE T %0 R
BN, BEHESORIRNZ T L9,

3. FLHCEE D 7= 8,




1.

EEmY R EEHEOHRE

1.1 ReMURHNEE

EEGRESNIYRY

REHRIES

HEREBEEEINTZY A7 & LIZBH

RIBEOETHNE AR XU VN E (LUF, HL) BEEZ RS E U EEEILFS 3 iR (B
T, C25003 #kBR) 7 Kt b U AL EH Somg (LU, AAD & Ry ey fEigE, v
VT T AF URREBE R O R (LA, A+AVD) OFHRRERE NSRBI D CD30 [
B T HERR Y > BB 2t ge & U7z RS LR ZE 3 FHEBR (BT, SGN35-014 58k) D AKA| &
I BRAT 7 I KK, R¥NLETUHEBRER T L R=> (LLF, A+CHP) {fH#%1E
BRSBTS 2 RN E A EH S [MedDRA BEHERZR (LLF, SMQ)  [RfM= =2 —nr /3
F—] OJRBICEHEENDIEG (LT, [ ] (WTUhOEGREET 5% E) OFBURDUILLT
DEBHYTHD,

C25003 #05k SGN35-014 7Bk
A+AVD ff I IERE A+CHP ) IR IERE
(n=662) (n=223)
4 Grade Grade 3 VL E 4 Grade Grade 3 VL _E
AR i B R 442 (67%) 70 (11%) 117 (52%) 9 (4%)
RV = 2 — 1 R F— 189 (29%) 33 (5%) 100 (45%) 8 (4%)
K= 2 —m RF— 174 (26%) 28 (4%) 0 0
BEIE 84 (13%) 0 10 (4%) 0
RAMEEE = 2 — 1 T — 42 (6%) 14 (2%) 8 (4%) 2 (0.9%)
iR 36 (5%) 2 (0.3%) 6 (3%) 0
JE B 33 (5%) 1 (02%) 3 (1%) 0

BN D FFFE T HEEMED CD30 Btk D HL BE K OV H R b RKia U o ~fE (LLF, sALCL)
HBE RS & Ui/ E 2 F83BR (LLF. SG035-0003 385k K Y SG035-0004 385k ; HiEE) K OE
W 12 fHRER (L, TB-BC010088 ik ; Hifff) (28T D RIgMREEREFEFS (O Th
MORER T 5% L) ORBURMIILLTO LY TH S,

SG035-0003 % 1 SG035-0004 TB-BC010088 X5k
R (n=160) (n=20)
4 Grade Grade 3 VL E 4= Grade Grade 3 VL
KA PRRE I PR HE S 89 (56%) 21 (13%) 13 (65%) 0
KM = 2 — R — 72 (45%) 16 (10%) 13 (65%) 0
FAYMEER = 2 —r ST — 15 (9%) 3 (2%) 1 (5%) 0
BRI 9 (6%) 0 0 0

FIE SUTHEEIETED CD30 BED IRV F o U VBB E RIS L LT-AVE 2 HREBR (LR,
SGN35-012 3BR) DOARMME THIARY > 3 E (LT, PTCL) BEIZIIT 2 RIS HEF
SO BHEE L, 49% (17/3541) [Grade3 LA E : 11% (43541) 1 TH 7=,

/NRORIEE D CD30 B DI T Bty HL BE &2 %5 & L7z A+AVD (FHEE O [E Bk [F 5
12 /8388 (LR, C25004 785k ; HEE) 2B 2 KAk EEREA EHSORBMEE T, 24%
(14/59#3) [Grade3LAE : 72 L] THH-T-,

ANV D FFE SUTEERYED CD30 B D HL 38 M OV sALCL B3 2 %t 5 & L7 iish e 1/2 FA5UR
(LAF, C25002 3Bk ; HEE) EROEWNSE 1 HEMIEHE (LN, BV-HLALCL 3% ; Bif) |
U 2 RIS A ERERORBUBEE L, 221 33% (11/3341)  [Grade 3 BLE : 3%
(173341 1 B 17% (1/6 1) [Grade3 LA E : 72 L] Thot,

B SUTEEIETED CD30 BRPED B8 T Y o o EERE 2 xR & Lo g 3B (UL T,
C25001 3RER) DOAAIRE L ONENE 2 tHER EEEER (DL T, SGN-35-0U &k ; HLEE) 1B 5K
TP B A E R R ORI L. NN 67% (44/66 1)  [Grade 3 LA E : 9% (6/66

B 1 RO 81% (13/16 )  [Grade 3 LA L : 19% (3/164) 1 THhoi-,

4




RHFNORERK ST CTH D monomethyl auristatin E (UL, MMAE) @ X 9 228U NEBLEACIE L < &

BRTVDY A7 THY, BKRBRIZEOD TARZ R G SNIBHE TREEICRO LN TND Z
b, BERKESNIZY A7 L LT,

[ 3K 5L 22 MBS IR O N} OVF O BINBRH -
[ME]

© JEE O BESE GLZE AR TR B
< BN E S 2 M AR T B
1. B3 T EERYED CD30 Bt PTCL 3 K ONHL B2 UNR D) 12810 2 e F s

ko
2. RGO CD30 Bt HL B3 ONR) 12817 2R E M A G HRAE
[3IRFEA]

AT EEAYED CD30 Btk PTCL [k AR L RMIa Y > ¥E (LAF. ALCL) LIgk] KO
/N HL O BAR N, W ONTRIBEHED CD30 Bt /N2 HL O B AR NBE 2B A A FEET
TORBIEE R OVEE LS 2 MRS D720

U A7 e/ MUEIRBI O N I OV OFRNERE -

[R%]

< BE DY AT FIMETEE
BRI O 11 BERZRIEH] OB THEERET S, KK - BE - FIEHEE [7.H1EK
OHEICEETEE] 12, RIEMREEOHLEBREE 191 AOHE - BARSOH 5 8BH |
WCRET D, -, BEMEERLTA FIC, ERERERATHR L CEERET 5,
BAND U A7 F/METEE)
EREFE T B GEEMHA DD Q&A) DVER K OHEAEZ1T 9

|GEZRBLNEED)

ERNEFH TR U TR R M OY T3 U #EEEPED CD30 Btk HL 3% X% ALCL B#F 12k

T D REEM A A (EFFEE) ) TORIRI L OEIES I o EmaREE L, Ik
B - PO L THEEERTLERHD LBEZ DD

e

BURKFESNTY A7 & LB ¢

C25003 3B D A+ AVD Df HREIERE K O SGN35-014 3BR D A+ CHP i FlEEREIC 81T B YL iE RS
HAEFS [MedDRA 2E IR BRYYER L OEFARIE] 24T 5FL (UUT. AR ]
(WFT DO GRET 5%LLE) OFBURIUILLTO LB THh D,

25003 #BR SGN35-014 ;& BR
A+AVD {f FRERE A+ CHP f FBIERE
(n=662) (n=223)
4 Grade Grade 3 UL E 4 Grade Grade 3 VL I
YYERE A EES 361 (55%) 116 (18%) 116 (52%) 42 (19%)
&GE Y 70 (11%) 5 (0.8%) 17 (8%) 0
BitiJs 31 (5%) 18 (3%) 16 (7%) 12 (5%)
PRI SR 27 (4%) 2 (0.3%) 11 (5%) 4 (2%)

SG035-0003 75 K () SG035-0004 7Bk, K O TB-BC010088 7BRIZ 3517 B Y B A E 4

(SG035-0003 745& K& T SG035-0004 75k T 5%LL_E 1% TB-BC010088 FA5R T 2 FilLL E) DIEHLR
WL Fo LB THD,

SG035-0003 K TX SG035-0004 TB-BC010088 75k
AR (n=160) (n=20)
4= Grade Grade 3 UL E 4= Grade Grade 3 UL |
BYEREAEERES 98 (61%) 14 (9%) 12 (60%) 3 (15%)
R E R 49 (31%) 0 4 (20%) 0
il ek 13 (8%) 0 0 0




RUE SR 12 (8%) 0 0 0
PR 8 i 9 (6%) 3 (2%) 0 0
RN 8 (5%) 0 0 0
ERREE S 7 (4%) 0 7 (35%) 0
Jiti & 5 (3%) 2 (1%) 3 (15%) 1 (5%)

B, BRYYEREAERELZO S B H R ROV T, SG035-0003 35k & T SG035-0004 345k
T 13% (20/160 f51])  [Grade 3 LA E : 2% (3/160%5)) ] QRERHEE) 13RO HNT-, TB-
BC010088 7B TlLE A~/ R 5% (1/2061) [Grade3 AL : 7Z2L] . AFE~LLRZ 5% (1/20
) [Grade3LIE :72L] RP=a—F L RAF A « f B _XF AR 5% (1204]) [Grade 3 LA
E:7Z2L] RO LN,

SGN35-012 5B D PTCL A& 21T 5 fEYYEBIEA EFLOBIBBHE L, 49% (17/3561]) [Grade
3LLE:20% (77354) ] ThHoT-,

C25004 BRI 1T A EGE R EA EFL OB, 58% (34/59%1) [Grade3 LAk : 8%
WWW)]T%OKO

C25002 35 & N BV-HLALCL iRBR (23 1) 2 [RYYEB A EF R ORIMEIL. =L 55%
(18/33 f31)) mm®3ui.%eanﬂw21&05waemm) [Grade3LLE : 72 L] Toho
776

C25001 FRBR DAAIEE K Y SGN-35-0U BRI BT 2 YWEREA EFLORIEE L. Thih
44% (29/66 i) mm®3ui.w%(mmﬂwjL&Uﬂm(wwWD [Grade 3 VL | : 6% (1/16

#) 1 Thote,

AANFRESS A & OVEFTE ML T Mg CD30 % 7%k 3%, CD30 BtEES TMla~DOARF ORE S
I, BN EIRT SESEGUREEZ B S retEnd 5, FEEREER (Z > ~, ) TiE, Bl
ORI, MoV /SRS YS . R ERED 23 A BT,
FRRBRICB W TAKIZ G SN BEE CRHAEICRO LN TEY . AL REIMET L
JRYGENER SNDAREERB XN Z D, BERFFEINTZY AT L LT,

* T AANYLFILRIE, [EIMT AV NV RIE, A VHRE, YA NATa A NVAREYG, YA AT T A LA

JE, B LA SRR A VARG WIS, MRREHE R O BRI, 7 L7 v T HEE, Al
TP HYE, HFn R D%ﬁy?ﬁf APEALRRA | =2 —F L AF A« A a_F A filige

5 2 R EEARIR B O NS K OV OFRPERH
[H%]
- B OEE L AV E)
e ]

HARNBEIZ iéﬁ)xymﬁﬁ%ﬁpowfi FhaE A0 THEFEIEEMED CD30 B
D HL B3 i3 ALCL 232 B 2 REEHARERE (&K | T—EDBERMPELN
TWABT2, I OERNLZ MR CEREIT ),

U A7 E/METEEI O MR R ONE ORI :

[N%]

< EBE OV AT AMETEE)
ELUXO 111 ERZRBIWER ] OETH R A & D 7= R 2 YWE 2B U CrE B M
T 5, BYYELZ AL CWDEEE 191 A0HE - BEEESEOH 5 8E | ITRET H, Fiz,
BEMEESLTA NIC, FRARERZ TR L CHEERET 2,

< BIMO Y A7 F/AMETEE)
ERNEEE AT EM (EEERAOZDD Q&A) DIER L OHRELE1T S

[ B ]

EFREEE IO L CRRARRBR L O TR UIERE M CD30 it HL B3 it ALCL #2352k
T A FEFEANEALE (SFRE) | CORBURNEONEEFEHAICETEHRE2ERME L, RY
27 OEHICE L CHRE LT HERSH D EEZ DD

THZEEAEMNE (PML)

BEREEINZY A7 & LI-FH -




UESNERPRRER (SGN35-010 385R) 12\ T, HL 224 1 B AKIIE 5B 4G 3 @ LANIC PML % 3%
BLL., AABEBRLE 90 HRIZIELE Uiz, YUFEERI T, BEEOLFRE, HEBREELR OB Fik
MRS L DVREEN & > 7223, EIR TIREZE Z 3 HIV RS Yo~ T, X7 nm
U b AZEDO IR ERELER O Bz o T2,

C25003 3Bk D A+ AVD Df FHEERE. SGN35-014 3Bk O A+ CHP O FEIERE. SG035-0003 345k &
X SG035-0004 3R, TB-BC010088 3k, SGN35-012 3AHk D PTCL ¥, C25004 3R, C25002 3K
BR. BV-HLALCL #BR, C25001 38k K OF SGN-35-0U 3Bk Cix. PML O#iEIT 2072,
HEAMERER TIE 261 (5B 161X PML OEEV) i STV A 28, PMLIZ X A HIER
HAIVTWR, REEIRTE % 2 2 TeARKI O£ 5- 3841 4,000 51 LL 2% L C PML 281611255 3 41
(O BIETIT1H) THD (201248 A 18 HEEA)

FIET D & REHDETHRE - BENERRE & D FRRRBOERB TH Y . AANZ L0 wEZhin
ETFTLPML AEESHAFRENREZ OND Z D, BERESNTZY A7 L LT,

* AT BB TR A B HER YRR R EBORNTEF 3 (BRAMER BBURMIJES2E) 77U A i R ORIEME Y A 1 A
Y (2 B9 5 SR AR SUEE HET T 2 A B NSE - (Progressive Multifocal Leukoencephalopathy : PML) &4 A K7 A

2023.
38 22 MRS S B O N K OV ORI -
(M%)
- T OER L VR ATEE)
(g4 B ]

KUY A7 THEHBEPRNZ &6 0E DR Z MR THREZ1T 9,

U 27 B/ METEBI DN e OV ORIBEH -

(M%)

< EE DY R FIMETEE)
BRSO 111 BERRRWER) OETEEWE S S, £z, BEmMEERLT A NI, 4
FREIR 2 Fodk L CrEE T 5,

< BN R 7 FeAMETES)
EIROEEH T EM GEEMEHDOZDD Q&A) DIERL OHRHEETT 5,

GEE7AEENEED

ERAEFHE I L CERRRBRIZ I 1T 2 B BURIL L CNEIERE T IC B 215 Ma it L. RY 22

OEHIZEAL TR T LEN DD EER DD,

B0l

EHEAAEINTZY A7 L LE-HE
C25003 #XBR D A+ AVD Pf I ERE K OV SGN35-014 34BR D A+ CHP f FIEIEREC 31 2 B BEnH
BdAESRSR [SMQ IEMmESEC L 2 mMERBAE] OIREICE TN HsHER (LLF, FEE) 1 @9
b, ERAEFZRORERNIILUTOLEBY TH D,

25003 A HR SGN35-014 5k
A+AVD JFRRIERE A+ CHP ff R IERE
(n=662) (n=223)
4= Grade Grade 3 VA E 4= Grade Grade 3 VL |
B BRI 454 (69%) 430 (65%) 85 (38%) 77 (35%)
FEEMME LT P R E 128 (19%) 128 (19%) 41 (18%) 41 (18%)
A1 140 (21%) 54 (8%) 46 (21%) 30 (13%)
/N 30 (5%) 12 (2%) 19 (9%) 14 (6%)
U v oSERED 17 (3%) 8 (1%) 2 (0.9%) 2 (0.9%)

SG035-0003 B8 & 1Y SG035-0004 BRI (N TB-BC010088 3 ERIZ 3517 A B #ENHI B EA EHE L D
I, FRAERLOBIRMIZILLTOLEEB Y THDH, 25 ORER TREAVEL PEREE LR
O Lo T,

SG035-0003 K U8 SG035-0004 TB-BC010088 #f#
AR (n=160) (n=20)

7




4 Grade Grade 3 UL E 4 Grade Grade 3 UL |

B BRI 34 (21%) 32 (20%) 13 (65%) 3 (15%)
A1 15 (9%) 10 (6%) 7 (35%) 1 (5%)
TN 735 % 16 (10%) 16 (10%) 3 (15%) 1 (5%)
U L SERRD 0 0 16 (80%) 10 (50%)

SGN35-012 i D PTCL 5 CIXE#EMHIE#EA ERH S L LT, HHEkED 14% (5/35%1) | ifn
IR B OIS 11% (435 61) . U 27 SERIBD K OB TP ERIBUIE S 3% (1735 f31)) 7378
O BT,

C25004 FRER CIIEBEINHIBEEA EF L L LT, e 88% (52/59 f5l) . Al 24% (14/59
B | FEEEA P ERBE 17% (10/59 61) . U > 8Bk 15% (9/59 #11) Kz ONfL/ NG 3%
(mwm)# LUy AWl

C25002 FRBR CITEBEMHIBIEA EHF L L LT, ek 21% (7/3341) . &1 6% (2/33

Bl U oREREA 6% (233 B1) | /NI 3% (1733 1)) B ONFE B I R BRIV E 3% (1/33
) R Tz, BV-HLALCL #REBR Tlid, HFHERD 50% B/6 6 . &l 17% (1/6 1) K
U L RERID 33% (2/6 1)) MFRD BTz, FEEMAELT TR ERBAMEITR O R o T,

C25001 FABRDOAAKIRE CIXEHAHIELEAEF S L L FPERED 9% (6/66 ) . =i 5%
(3/66 51]) Fe OM/IME 2% (1/66 1) ZE23380 BTz, U o7 SERED M O3 B 4 th BRI E
IFE8 D b Zeh o7z, SGN-35-OU #kER Tl AF FERIEA M QM IMRIBID 5 6% (1/16 1) 55733
o, B, U 2 oRERED B OB P ERBUE IZER D B o T,

IR OFMERER (7> b, ) TEBMHEERSRO 5 TEY . AFIORERK S TH D
MMAE @ X 5 723 NELEFNZBWTA Y ZA 7 13m b5 Tn5

%%ﬁ%vk“TKﬂ%&géﬂt%%Tﬁﬁr»m@%ﬂfkb HUNVELEAITL <Hmbh
TWOLHERTHL I D, HERFESNIZY A7 & LT,

= 3R 2 AR B O NR K OV ORI
[W@l
1 O [ FE AL 2 M B AL )
- BN E I SN ERARTE B
1. RIBE D CD30 B> HL B IS8 B — i A AR A (i PRI . R B 4T H Bkt )
Ii)
2. T SUTEEAPED CD30 B PTCL & K OVHL BB (VN OA) 1281 2 R E o
AT
3. RIGFED CD30 B HL B3 (W) 1231 2 Rl H i A
|GEZRBLNEED)
C25003 Bk D A+AVD PFRRIERECIE, I PERIBD K O B4 HP ERIBUE DO R BUSEE 73, 7T
&SR TED CD30 Bt oD HL g % sSALCL FRE & 5t 5 & U 7= A B 4% 51 o0 F B A
LB L TEN -T2 s, FHEERTFTTCOHIARNBREIZBTLOIARIAZOT a7 7 A )L
(RANOEGARPL L GF BRI D = > b e — VIRPILEE) 2R - BT 2729, 2, BRXE
FEVRMED CD30 Bt PTCL (A ALCL LIS K OVINE HL @ B AR N BE, W ONTRIBHE O
CD30 B0/ N HL © AR NBFIZEB T D AEE T CORIMEE K O EEESE 2l T 572
0,

V27 e/ MEIEEN O NE K OV ORI

[NZ]

< EE DY AT METEE)
WO 111 BERRRIVER ] OETHEEMRET 5, EHIN 2 kA o e & Ok A O
FAEHED CD30 [5Gt D HL B ICRBIT AARAIE Ry VLBV U EERRIE, B0 79 XAF U hik
WRONE T oxy s b Ot G N RIEH O CD30 51D PTCL BRE 2B T 2 ARH & v
JaRAT7 7 R, R VA ETUVEBER T L R=Y v L O S ClixTih
Beh (—RTEh) 28Rk o 0 =—FREEIK 1 (LLF. G-CSF) SFIDfE %2 % E
52 &a IREBE/AREANER ] OBEIZFEEHT D, HHERBEICET DREHREL [7.
FEKR OV EICE#ET AR OEICKRET D, /2. BERERL T A RIC, BB RE
WAEALEH L BT 5,




< SBINO Y A 7 EAMETEE)
EFAEFE T EM EEEH OO Q&A) DIVERR KL ORMLEZTT S,
[ERREEH ]

PEEPEFF IR U CREARFER KON T8 XA EES D CD30 Btk HL 3% X% ALCL BF 12k
2 REEM I AEAE (BFIFRA) | CORIURIL L O EMEICB T 2 Em e et 57
W, Filo, EMRR MR O IR, RFE R OKRIRFE O CD30 514 HL 235 & O PTCL B2
BT % G-CSF ®A|DO TR HAB L CEMA LT MVENH D EE X D=0,

Infusion reaction

BEREEINZY A7 & LI-FH -

AFENEF A TE ) 7 an—F APz E0RAITHY . KV A7 13T 7 a—F AFiRRANC BT
LR ELTH D,

AN 1 AEFER  (SG035-0001 3k, SG035-0002 3%k, SGN35-007 75k & T SGN35-008A #tlik) T
X757 4 TR —D 2197 FUTFRD 5N TN 5,

C25003 FBR D A+AVD PF R ERE K O SGN35-014 385D A+ CHP §FRIEREIC 51T 5 Infusion
reaction DFELRILIE, LTO LB TH D,

C25003 5 SGN35-014 75
A+AVD OF FRRIERE A-+CHP OF MR IERE
(n=662) (n=223)
4 Grade Grade 3 VL |- 4 Grade Grade 3 UL |-
Infusion reaction 57 (9%) 3 (0.5%) 10 (4%) 2 (0.9%)

SG035-0003 FRER K O SG035-0004 2B N TB-BC010088 38 5R 1235 1F % Infusion reaction @ J&HLYR
WiZ. U T LB TH D,

SG035-0003 } T SG035-0004 TB-BC010088 7k
B (n=160) (n=20)
4 Grade Grade 3 UL | 4 Grade Grade 3 LA I
Infusion reaction 17 (11%) 0 0 0

SGN35-012 iR D PTCL & (235 1) 5 Infusion reaction DIEHMEE L, 3% (1/35%1) TH-o7=,
C25004 #XBRIZI31F 5 Infusion reaction ODFEEISERE 1. 8% (5/591F) Th o7,

C25002 3B Tl Infusion reaction DFEEAE L. 6% (2/33 ) ToH o7, BV-HLALCL iR T
IZ. Infusion reaction (JBBRE{LERTIZ Infusion reaction (23449 5% LI SN - HEHRES) DEH
=P QAY AN

25001 55k D AFHIHE Tl Infusion reaction DIEBIBEL T, 14% (9/66 fi]) T -7z, SGN-35-OU
FABR TlE. Infusion reaction (JEBRE{LERNIZ Infusion reaction |Z5%25 4 5 LI S -HAEEHR)
DEFHIZL TV,

E 7 a—F VHURRANC B O TR 2 F5 Th D . BRIRRBRICKS W TR 2 G S - B
TROLNTNWDH I END, HEERFESINTZY A7 & LT,

4R i e VERE BUTR B O N S OV DR B

[NZ]
- BE OERLZEMEEATRE)
[FERIRE A ]

HARNBEIZ iéﬁ)xymﬁﬁ%ﬁpowfi FhaE A0 THEFEIEEMED CD30 B
P HL 35 33 ALCL BBE 2B 2 Rl HkiEdiE (2pfE) | T EDHEHmIE L
TWATD, BFEOERENELEERIEE CEREZITH,




U A7 F/METRB O NGE I OV OIRBEH

(M%)

< WEO U A f/IMEIEE)
WSO 111 \ERAREIEH] KO [BEHEEREAER] OB THEEWMET D, £,
BEMERELTA FIC, FRATEREZTH L TEERET 5,

< BN U R 7 FMEIEE)
FERMEFEL T EM GEEMEHADODD Q&A) DOVER L OHEREE1T 5

GEE7ASLNEED

EFOEFE TR L CRRRRBR L O THER U3 EEE M CD30 (510 HL 3 X id ALCL #2382k
2R EMHGERE (2FERE) | CORIURI LR O EMFHICBE T 2 ERE2RIE L, AV
27 OEBICEE L CHR A LT HERSH D EEZ DD

fg

95 FRERAE IR B¥

EHEARESINTZY A7 L LI-HE

C25003 #XBR D A+ AVD Pf FEERE K O SGN35-014 38R D A+ CHP {f FERIEREIC 3817 5 IEE H e
JEEREDRRBSEE X, ZN202% (1/662 1) }KTr0.9% (2/223 %) Th-o 7=,

SG035-0003 7Bk % O SG035-0004 7ER Tid, JEIZAREBEGERED 0.6% (1/160 1)  Q&ABROFE) 12
RO DT, MEIERITIE, AFPIEER G RICERRAEE R CRE (BUN, 7 L7 F =" JREE
KON O ER RN T MET) 3580 S, TGRSR & 2 S iz, X8R H
OARFI DN EEEEFTH D &V FHE S . AH & OBIE PR S 7z,
SGN35-012 B D PTCL BF 23T D B AR BEEREO R BUFE X, 6% (2356]) Tho7T,
TB-BC010088 #&AHk, C25004 #Br, C25002 3Bk, BV-HLALCL 35k, C25001 3Bk & U8 SGN-35-0U
RERCIL, EERBEEREORE X2 o 7,

AHNE OBENGE CERWEBEFNRE SN TEBY ., fREEEERTH D &V ) AKFIOFE
WNLHBEETEL D, BEERBESNZY A7 L LT,

G Z R STER O NE K OV ORREEH -

[N%]
< EE OESE TR MG E)
[3EIRFEA]

KUY A7 BFBBEMENZ 2D, 8 OERE LM IEE TR Z1T O

U 2 2 B METE IO AL O DR

[h%]

B DY A FMETER
TFRLO N1 ERRRENER) RO (8 EEAKAMIER) OB CHEEWET 5, £70,
BERERR T A N2, £ HBER A2 L CHEERET 5,

- SEBMD Y R 7 B/ METES)
EFRGEFE T EM EESHOZ0 0 Q&A) DIERK UHREEA1T 5,

(GES7NEEiNEED

EREAEFH I L CHRRIRRBRIC I T 2 B BVRDL L O IEfE ISR o a2k L. AU 2~
DOEMHIZE L THMZ T LEN DD EEX DT,

Stevens-Johnson fE{XEE

HERBEEEINTZY A7 & LIZEH
C25003 AR TlE, A+AVD JFHPRIEREIC AT 4 — T U R« Vg Y IEBERED 0.2% (1/662 1)
WO BT, Uik FRITFEEE LIS, KA L OBFEITHRE SR 5T,
SG035-0003 #kER & O° SG035-0004 7Bk Tlk, AT 1 — 7/2-/3///7@ﬁﬂaﬁéﬂﬂ@
Bl QEREBROEE) IERD BT, MEEFI T, AA 2 B B 50 13 B O FEN K OWRHERER
EELREMDORIBNRI L, AT 4 —T A« Va Y U JERERE LD méntoxﬂﬁoxﬂ

BERTL » AU OEEENTCWET T adt o L OBENREZ b,

10




SGN35-014 3Bk D A+ CHP §f FHSEIERE. TB-BC010088 345k, SGN35-012 3B PTCL B4 .
C25004 5Bk, C25002 #kk, BV-HLALCL &5k, C25001 3B )% ' SGN-35-OU RER TlL, AT 1 —
TR Vg Y JEEREOSREIT IR o T2,

AAKE OREHENGE TERWEBIEF NS IN TR, BEENRRIFICED AiEERSH 5 = &
MWH, BERFEINTZY AT L LT,

I G Z M STER O NE K OV ORREEH -

[NZ]
< EE OE S MR E)
[3IRFEA]

ARY AT IIRBBEEMENZ D, W OEKSZ VSRR E) TR AT O

U 2 2 B METEBI O P e OV OIBR B -

[H%]

CJBEO Y A FMETEE)
ERSTO (111 BEAARIWER | OECESWRES %, £/, BREFERLY A RIo. Fp
H R A o L CHEE MR 5,

- SEBMD Y 2 7 e/ METES)
EFRGEFHE T EHM EESHOZ0 0 Q&A) DIERK UHREEA1T 5,

(53 4R P ]

ERAEFE I U CHRRRBRIZ IS 1T 2 BV DL QN IERE T IC B D A Rk L. AY =~
DEBC L TEM AT LER DD LB X DD

AMEREx

HHERFEINTZY A7 L L-HH

C25003 3B T, A+AVD FEHAEEREZ Grade 2 DRMEFER DY 0.2% (1/662 ) 1238 BT,
WELIEBTERE &l S, AA L OBEITEE SR T,

SGN35-014 #XBR D A+ CHP GFHEIERE. SG035-0003 345 & T8 SG035-0004 345k, TB-BC010088 7
Bk, SGN35-012 3D PTCL &, C25004 3k, C25002 36k, BV-HLALCL kR, C25001 35k
SO SGN-35-0OU &R Ti, RMEFER DA TR o T,

Z O O UFHER IR SR & OV RIE IR 582 12 B W CAaMEIER Y 12 BIICERD Bz, 12FlD 956 6
BINAHF E OBENTESNT, ZOHH 5HITIE 1 L 2B HOBEE%ZIZ, 70 O 16HTIiE3

FH GE1ERES) ORSEHIGRD LN, Fi2, 2RE O EHICREA L 1 HITIHERDO—>
ELTAaMERN ST b (201346 A 27 HEER) o

EINRLEIR TR IZBW T, AHK & OBENGE CX 2 VWEERSMEERPHREI N TND
AFE DREENGE TERWEEBEMNRE SN TRBY ., BEFRIRIFICESAREENH D 2 &
Nh, BEERBEINTZI AT L LT,

38 i 22 MERE R B O NS K OV O IR

[RE]
o T OO IR 2 VAR B
[IRFEA]

KUY A7 THEHBEPRNZ &6 W0E DR Z MR THREZ1T 9,

U A7 F/IMETRB O NGE I OV OIRBEH

(M%)

< EE DOV AT FMEIEE)
WO N1 BERZEEH] KO I8 EEREANEER] OB THEEWMET 5, Fiz,
BEMERLTA N2, ERBARERZ T L CHEERET 2,

< BN U R 7 FMEIEE)
FERMEFEL T EM GEEMERDODD Q&A) DVER L OEREE1T 5

GEE7ASLNEED
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ERAEFE I U CHERRBRIZ IS 1T 2 BUR DL QN IERE T IC B o A Rk L. AY =2
DEBCE L THM AT LE R H D LB X DD,

APt REREE

HHEPFEINTZY A7 L L-HH

C25003 3XBR D A+ AVD ff FHEERE K O SGN35-014 3B D A+ CHP (F FIEERIC T D ATIEE R
EEOAEFSR [MedDRA 2B BIRKDHE THILERRESE ] [c&FEn2F% (LIF, B 1 &5
RS RE DGR R A R E O EFSL (MedDRA BN V— 7538 [IFIHLERBE] ICEENILF
4 (TN OEERET 5%LLE) OBBURPUILLTO LB TH D,

25003 A5 SGN35-014 7R
A+AVD f IR A+ CHP f FBIERE
(n=662) (n=223)
4 Grade Grade 3 UL & 4 Grade Grade 3 VL I

JHNEE R B 25 (4%) 9 (1%) 5 (2%) 1 (0.4%)
R

ALT #n 68 (10%) 22 (3%) 9 (4%) 0

AST #41 47 (1%) 5 (0.8%) 6 (3%) 0

v -GTP H# 34 (5%) 13 (2%) 1 (0.4%)

SG035-0003 B8 K 1Y SG035-0004 BRI ONZ TB-BC010088 35k D FHE R E O A EHE K OF
MEEDRBEMEBE T OAEFESE (WTHORRT 5% E) OFBBLRIILLTO L EBY TH

%o
SG035-0003 J T* SG035-0004 TB-BC010088 5k
AR (n=160) (n=20)
4 Grade Grade 3 VL E 4 Grade Grade 3 VL _E
e R B 2 (1%) 1 (0.6%) 0 0
AR A
ALT #4/1 3 (2%) 2 (1%) 5 (25%) 0
AST #41 1 (0.6%) 0 5 (25%) 0
v -GTP #31 0 0 1 (5%) 0
SGN35-012 #BR D PTCL F£FH CTlL, JFIHERFEE OF FFR K ONFHERE O BRI AR O F E
FRITRO DN oT,

C25004 FRERICB T ANTIEEREEOFEERHRIT 3% /59 #]) THY . 2HILL FICH S ITHEGE
DR BEMEEE OFEFRIT ALT MM 5.1% 3/5941) . AST ML Oy -GTP B4 3%
(2/59 %) THoT=,

C25002 FRBRIC IS 1T D ATIHE RFEEDOFAERELIL 12% A336) THY . 26100 EICH STk
REDEG R A B 5 DA EHGT v -GTP HIN 6% (2/33 %) Toh -7z, F7=. BV-HLALCL iRBR
TIFFIEROFEFROWRE L2 2HILL EICA DN FERE DR MREERE T OF EFR
T ALT #0 K O AST N34 33% (2/6 f5]) Toh -7z,

C25001 FRERICB T DITHLEREEOREERTRIT 3% /666 THO . 2HILL EITAH b ATHERE
DR A MRS O EFLIT ALT BN 5% (3/66 ffil) T -7-, SGN-35-0OU HKBRIC I T DT
HHGE RBEEOF ERGIL19% G166 THY . 2 BILL EIZH 5 7= FFHERE O Bl AR AR A 5 5 O
HEFESRIT y -GTP D 13% (2/1645) Th o7,

Z DAL O HES AR R ER K O/ LE IR FE% (2B W) TR REREE S 81 BliE Shviz, IFAREH
JEFFRZEDOEEZRFEE LS i, SUEINARRE ORB#EAEEINT. D55 4 FlIXExIF A58
C&7eofz Q01348 H 18 HEFER) , 7Zeds, HUM (HlTHA 71284 7 0) ITRBLLT

BINZ D o7z,
ENEGERERICIBN TS, AH L ORENGE TE 2 WEERATILEREE O ERRLME

AHNE OBENTE TERVEBEFANRESINTEY ., BN RERIFICED /RS D Z &
Nh, HEERBEINEI AT L L,
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4R i e VERE BUTR B O N S OV DR B

[NZ]
< EE OESE TR M E)
[3EIRFEA]

KUY A7 BRBFBEMENZ &b, 8 ORI L MGG CREHEZ1T O,

U 27 e/ METEBY D A K OV O IR B

(%]

< WE O U A7 R/ METES)
BARXO T HRZREIWER ] RO 18 HERIARRER ] OETIEEWMET D, £z,
BEMEIRLT A N2, B2 AR 2R L COEERE S 5,

< BIND Y R 7 e METEE)
ERRIEFEE T EM QEEMEHOZDD Q&A) DIERR L O 21T 9,

(g4 B ]

EREAEFH I L CHRRIRRBRIC I 1 2 B BVRDL L QN IEfE ISR o a2k L. AU 27

DEMHIZE L THMZ T VEN DD EEX DT,

TH

fipE

EERBEEIN-Y A7 L L-HA
WA 1 FRERERFRER Cld. BliFEE L 4% (7/197 ) ICHE S 4L, 2 BIDSARA] & OBEENETE S
T OERIROEE WA SN o Te, F o, BAMNRLENGER S T, EE R E Y 33 4
WE I, 10FNTEITRSEC ERE SN Q01348 A 18 HIREA)
C25003 iRER D A+AVD PFAEIERECIX, MifEEREAEFS L LT, MiliEk 0.9% (6/662 #1) .
B 0.9% (6/662 1) . FEEAR4: 0.6% (4/662 1) . {KEEZRIE 0.6% (4/662 ) . AVEM/KIE
0.2% (1/662 %) K OB VEMEE 0.2% (1/662 61) 238D Bz, F7-. SGN35-014 A ERD A+
CHP (FHBRIERE Tl MfEERNEAER L & Uil 2% (5223 #) 258D bz,
SG035-0003 76k & Y SG035-0004 7k5R CTik, Ml EREAFERG L LT, MilEk 2% (3/160
Bl . EE 1% (2/160 f1) | KERFIE 0.6% (1/160 1)) . JHHRHEIE 0.6% (1/160 B1) . Jfiizk &
0.6% (1/160 1) . FriHiptEitilgse 0.6% (1/160 6) K OWER A4 0.6% (1/160 1) H358D B,
fililig s 1 BHEAR & OBENGE SR o Tz, FERE 1 TR LT & G Sz QB
5 .
SGN35-012 iR D PTCL 85 i, MiFEEREA EFSN 3% (1/3541) IZBO LT,
C25004 FRER Cld, MFEEREAE RS L LT, 2RV g5 R MEERE X MK RIEN A 2% (1/59
) (2O bz,
SGN-35-OU R TliE, MifSEREAESL L LT, MEtd 6% (/16 6)) 128 iz,
TB-BC010088 75k, €25002 746k, BV-HLALCL 35 J U8 C25001 3B Tl ik B Ay & 4
DOHEIL 2o T2,
AHNE OBENETE CERVEBEFNRESINTEY ., BSERERIFICED /REERH 5 Z &
M, BERFFESINZY AT &L,

= 38 G 2 MR ALE B O N K OV OBRPEH -
[N#]
* @ﬁ@@ﬁéu

T2 VLTS E)
- BN E IR AN ERARTE B

1. FRE U EERTED CD30 [ PTCL B K ONHL B3 UNR O R) 1281 2 R i i ki

TR

2. RiIGF D CD30 Btk HL B3 UNR) 12361 2 R i A
(BB ]

PRSI EERYED CD30 Bt PTCL (KA ALCL LI4h) ROVIE HL @ HARNEE, WMk
TRIED CD30 [k /N HL @ B A N BFEIZBIT 2 9208 T C O R B K& OVE 8 55 & fead
TAH=D,
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U A7 F/METRB O NGE I OV OIRBEH

[N%]

< WEO U A f/IMEIEE)
WARLO N1 ERZAEH] OBETEEMET S, /-, BEMERLTA N, £
HRE IR 2 foifl L CHEEME 3 5,

< SBINO Y R 7 FIMETEE)
RO E T EM GEIEMEROZDO Q&A) DIER M OHRMEETT 5,

[EIREEH]

EREPEFH Tk U CHERFER K OV [ XU HEEE M D CD30 B HL 3% 3 ALCL B#FI2H
2 REEM A GERE (2FERE) | CORIURI LR ONE EMHICBE T 2 ERE2RIE L, AV
27 OB L CHR AL T HER S D EEZ DD,

EEQBAMIRY

HILEES

HEREER Y A7 L LT-HLH

E A DGR R K ORI ZEE Tl B EREICEY T HFRE LT, BHAZE - A LD X5
0.47% (27/5,748 1)) . KIGZ « 2R - 4R ERIBUOPERIGAR S 0.35% (20/5,748 f31) . {HLE NS
Ao BB - FALEE 0.68% (39/5,748 1)) RO LI, ERIFVELE Lo TER L H 7= (2015 4
A 30 HEFS) o

C25003 FRBR Tld, A+AVD OFRRIEREICA Lo ABREA ERS*N 2% (11/662 61) | WHABEhEsA
EH LGN 2% (11/662 1)) . YHALE 2R 4L - HHIMmBEE A EF G+ 3 4% (23/662 f51]) 278D H AL
77o F72. SGN35-014 iERD A+CHP FREIERECTIE, 1 LU ABEEAESFESD 04% (1/223

B . BBRESEAERSN 1% (3/2234]) | HLEZEL - BIESEAERESN 6% (14/223 1)) 12
Wb BT,

SGN35-012 #Br D PTCL #3& CTl. WM& ZE4L « M BEAEFESN 6% (2/35 %) ([Z@EH B
T2o A LU ABHAERER KL OBABEESESROBE TR - 7,

C25004 FRER TlE, 4 LU AR#EGEFRS, BREEAERFG LK O LEZ L - HiflEEEEFSR
MK 2% (1/59 1) 23RO LT,

C25002 FABR Clx, A L v ABEAEFELN 3% (1/3361) 238D b 7=, BV-HLALCL B Tl
HILEEEICEET 2 HEFLORE LR T,

C25001 ;R Tld, LB ZSL - HifnBEA FE R 3% (2/66 1) . BEREEAEFEFRLN 2%

(1/66 f5l) ICFRD BN, A L U AREHFEEELORLEIT /) >, SGN-35-0U 3B Ci. H1{k
EhEEICEET 2 HEERORE T Lo,

EWNELERTEZIZBWTIEA Lo A2 QB | EEEZL GHD) . B QB MiRD L, dikF
ML L RoT-HlbIEIN TS 20154E 12 H 4 HEFE) &

FEBEEMEL . AFNE ORI ZRET 5 FMEAMERIIE LN TWRWNE DD, AN A TELE
THDHHAIIIAANIR G THLE 4L, MBSO U 2 7 BN 5 /RN H VD . AFD~
FT A4y b e URINRNG RCEBERIT LELZ LG, BELREFENY A7 L LT,

*: SMQ MHLEDOPAZE] ) ICEFENDLFS

** . MedDRA @ifiE TSGR (ERRMEEERLS) | RO WHBERIEMRESE NEC) ICHENDFR

wxk . SMQ LB QMM (%) . SMQ NE(LEDZEAL  (Ph) XiE SMQ NHLEoIE) (k) caEhs®

%

I S 1 72 A PR B D N 78 S OV O SRARBR Y
[M%]
- ST O e AR EY
[334R |
AU A7 ARIEE MR T & D B DER S Z SRS TR AT 5.

Ny

U 27 fse/METEB DO A K OV DR
(2
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L
[GESTNEEIEED

KHFN & ORE 2 R T 5 2R ERIIE O TE O, B S CIITR T & EERENSTILR
Wb, TR WM E DT A I XE Y 2R i A ET T D,

HEEM

EHEREAER Y 27 L LT-HH

IEREIRD T > FEmMERBRORE R, FEREM L O - JRIBE T b, ASEFEMEO FTREME A R
SN, 2B, v bORIEAK, EIEE ORISR 2 AR ORI A TH L, b Z L
O, EERFENY X7 L LT,

(238 L 2 VS BUEB O WA K OV ORI -

(%]
- T O PRI A R AR TR )
[EREH]

BEA SR LTV 2 ATREPE D & 5 B W ONT /S — b — MRS 5 TR E D & 2 BB ~D
IV RNEBEZ DND T, J@H OERN LM RIEE TR Z1T 5,

U 27 f/METEB) D N K OV DR PR
(k9
< WE DY R FIMEIEE)
BIIRXD 1944 REZ AT 2] KO 195 OIZ/N— T —2NMERT 5 ARtk &

B B ORI BT 5 TEE R O e~ O ER R 2 BT 5, 70, MAEE RS,
A RIE & 0 R 5,

< BN Y R e METES)

EIRIEEH T EM (EEMEHOZDD Q&A) DIERM DHREEZAT D,
[EREH]
ERAEFE I LT, MWL E V2D NS RSO RE RIS 2720,

MBRICE T 5 ) v/ S

BRI Y 27 & LT-H#H -

FEERIR OFMERER T, MRIZI T2 Y o SHREE 2 F80 bavle, MRS/ NERNZIs T 2 T Mo
FRADETH Y, BEMTRRKERY, TORAHIZERT 5, /DNEHOARFIBEGRE, T AL
BEIR TS SBIER TR Y 27 L7 D alietknid 5,

25004 5Bk, C€25002 5Bk )% O BV-HLALCL B Tl MRICBIT 2 U v Sfkke i c B 27
EHG (MedDRA FEAGE O M IR E IR A RICHYS T 5 FE) oG hoTz,
bz bt EEREENY X7 &L,

(238 L 2 VS BUEB O WA K OV ORPEH -

(%]
D ERSE AL
EET

INRADERNID 72N EEZ BN L7280, W OERGZ VR SER CERZIT 5, /RIS
T OHREDPHE SNIZHEIIEREIET 5,

U 27 f/METEB O A K OV O iR P
((F
c BE DY R R/ METEE
BRSO T15.2 FERRRFRBRIC IS <HFH OHEICIREREMERBROFIRIC OV TRET 2,
[EREH]
PERROE S IR U Cl BB 2 a2t S 2 M ERH 5 LB D120,

CYP3A4HERIE DHEEEA
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HEREAER Y 27 L LT-HH

AFNIPUREDE AR T, PRI TIIRE DD EAERORETH Y . MIENIZERY IAENHIC
WNEBRLERITH D5 MMAE 2ilERE S D, AHl%E CYP3A4 DI ERICTHDH 7 hatf Y —u
EOFH L7 L 25 (SGN35-008A #klR) . AFIDEEBE R (Crax KT AUC) IZZKITA DR DN S T2
B MMAE DIREE R (AUC) [ZAAIRAR 5T Ho~CHO 4% L7o, 7035, BOBRHRABC
15 5 NI AHN O AL G-I MMAE OBREE MK T3 2 /5 R 5 2 BB L7, MMAE O &
(mm)#ﬁﬂa@&@ﬁ ZHARTHY T3%E N5 = & 3 EE Sz,

T8 7172 CYP3A4 HERIOOFHIZ L D MMAE OIEFE &NV, MMAE Ol (R ERBVME
) DRETIHAREENEZLND,
DbEDZ Lt RAIOEERBEEENY A7 & Lz,

3R 2 MR EN O N K O OZINEEH
[NAE]
- JEE O EIE S YR LT )
GEZTASEEED

BUAHBERICE 26D LB DN AEFROFBUIEO TE O, BH O EEMN LAV
B TR Z1T O,

U A7 e/ MEIRBI O N T NV OFRINERE -
[NF]
< BE OV AT e/ METEE)
B O 1102 0FHER] OECTEEME T2,
- GBIMO Y A7 e/ METEE)
FERMEFEFANTEM GEEEHDOZDD Q&A) DIERR KL OEHLZ1T 5
[REEH ]
ERVEEE TR L CHEIEERICET 2B Rt T 2 0E R H D B2 D20,

ERLGTRER

e L

1.2 AMEICET HREAFEE

M L
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2.

EXAREMERTEOBRE

BEOERGTEMEREH

W ORI S RIS B O

HFEME, SCHK - 220 WS O ERFERE B O - F7il - T2 =ML, Th b OfERIZHES<
LARROBRESZAT O

BNOEEMTEMERED

RBHED CD30 BE1ED HL BHFICEH T 5 — MR ERAKERE

(ZetEeTFH]
BRI (BRI FEEWELS BRI E)
[H]

HH 29 Off I SEHE FIZ BV CRIGHE D CD30 Btk D HL BEICxET 25 A+AVD {f H RF D 4 ER

D Ko OB AT R BRI/ RE DR BRI 2 B a4 5,

[ Sk 511 ]

FHAHAM - 2018 4F 11 A ~20224 12 A 31 H

BE B - 20184F 11 H~2021 412 A 31 H

FREIEBIEL : 100 1 (2Tt EM & L O)

Fehiti 7 - P Rs G U CHEIET 5, BEMIRIIAA OB EBME S 12 [BlEE QB 1 [E#&
) #&T 2% E COWRM, B, AFloFREE 12 B CHIE LS EE, G
ik 2 % E COHBE LT 5,

[ 5% 3 18 AR L)

< Bl O EMRHL >

RIGEOETH W M) HL SBF 2 x5 & L2 ERRILES 3 M5ER  (C25003 #RBR) © A+AVD i

FEREIZ I 2 RFNE& G- OV A 7 VB0 ERBUME,  GF P EREOR D & OV BV I H Bk )

SiE D JEBUE FIE N OWIRIFEBIEFEIX. 4 Grade. Grade 3 LA oW HnizBW\WTy, 427101 T

BEbE< . A ZABHELIZ O TIERED LT\, L, ERELTHA 26 (11 HEE

N 12 EEGH& T 2% E T) IS8V T, PIRFEBUEFIEIIF P ERBED 2 41, FEE: L

BRIB/DIEDS 513V | Grade 3 LA D FEBUEFIEI T4 FERBUIEDS 64 1], F&EWELE TP ERIDE DS 8

B, HFRERBOE D 18 B TH - 7=,

FREY., KFEEOLEERFEE L U CRE L BEIE (ki FBWELF th BRI E)

DOFEBURDIT, 1L - HEICBIT AR AKERGHTH S 12 BG4 T 0 2 BRE% £ THRETHILE
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