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FEDHBREICLWEELRT7FT7147%—, avy
JHRBTHAEEMI HEDT. BEEFIC+2ExT
BDTE3#E% UL THREERAL. B5KT
BTV EHEZITI L, /. EE Kinfusion
reaction PRI L -HEICIE, XFDHE5EFIEL.
BYGRBEITOC & [7, 81, 8.2, 11.115H]
12 EEAMRAL IS S MTFRIBEEDDH 5 BEICE
5 L =334 infusion reaction IC & - TEEIRD & 143
ENBDEREMEIHEDT. BEOREEZ 2
HEl, PECECTEYERBEEZITY &L [7.
9.1.2, 11.1.1&88]
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2- —J—lu\ (A@%%L—‘i?ﬂ%‘bﬁt\k— t)
REOWFIH LT FT74T7F =23y s oBE
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3. fERK - MR
* 3.1 fHRk
W5 % A X H — T ATiHEHEH 10mg
BR[| FTAT Ty GEEFM 125me™?
(A3 4 7o) | H#ez) B me
AL P A 2.0mg
fiEd=ki 187.5mg
V) UERKEF M) AAREI 5.34mg
TR V) YERIKEET MU AKEI 5.64mg
AnNA 7N | B+ FFL 2 (160) KV A 08125 m,
*y7uvly (30) F)a—uEn g
KERALF - ) 7 4 i
Vi bies
EDF v A =—ZANa A8 =g s Hw Tl sh

%o
A2)ARANE, FREOBEEFEFE L. 1IN 7058
FIAT TINT 7 (EETHIEZ) 10mg & 4T
e & LCHRT 27201088 STV,
WV LA E LT 7F v Fudy MV y 264,
3.2 REIDOMIR

Wi5e s A Ay — T EHEH 10mg
[ORE XN HEOSLUI AR (SR EA)
RO pH 6.2 ~ 6.8 (5mg/mL H & 7ESHK)
EEE I _ N
(A b o X4 2 1) 0.9 ~ 1.2 (5mg/mL H &S HK)

4. SHEEX ISR
LOSYERE TR

5. WEEXIINEICBRET 5FE
PR AR RAE IR O AT EFT OIHI AR E L E 2 5N b
BEITH L TRGE2RET5 2 L,

6. BERUVHE
WE, NEFTAT TIVT 7 GEEFHERZ) & LT,
1A HE 1kg 720 2.0mg Z# 1[0, SiEEET 5.

7. BERUHZICEET %R
HEESGTHKCHER L. HRARAEE CHRL 727108
5.9 % Z &, infusion reaction 2’5 T 5 B ZN2DH % 7=
O, MRS OB, 8mL/E¢% H% i‘x'ﬁ R T 5 2
Lo BEBEOEFUENTHIHERR SN E, R4 I13HD T
bl 2720, WIhogAED, &EH_ 13 33mL/
EHBZEWIZ e, [1.1, 1.2, 8.1, 8.2, 11.1.1, 14.1.1=H4]

8. EELELRNIE
8.1 $%| x5 o7 EHAITHY, TFHT749F—2avy
BT AHE li%}‘m ﬂz’C Ennico, BISET5IATV,

FEDRRO LN 103G 2 Ik L, #8) 2 WLiE 2 4T
5:aoit\:@i%&&ﬁ@%ﬂuﬁi\%%%ﬁ%
Wiz LT < 2L, [11, 2, 7, 9.1.1, 11L.1.1ZHH]

8.2 ARHI#5-12 X V) infusion reaction (¥EJH. TIE, et J%
G FEIED F e, BB 3895, KLBE. EMBEE) AYEEH
952 D% %, infusion reaction 3d H bt/ E, %
Gl B Ol 3P G- o —wk, #Y) 2 SEENEE (RIE
REARIVEVHL ik A% 2 UH, BB A LTS
). b L ITEBAWE (BEEkS. JEER. 7 L
TV YOG BT Tk B kARG DEE, K
FIZGRICH e A ¥ X VHIRRIE R - ARV E VRSO S
BEETHI L, [1.1. 20 7. 9.1.1, 11.1.1=0]

8.3 RANF G2 L V) IgGHUAELES T E N5 720, EHAYIC
NEFTAT TUT7 7 (BETHEZ) ST 2508
PURRAEE 2179 S 2 Y2 F L\, [165.1.1 5]

9. BENERZEIIEBEICHT I EE

9.1 &HHE - BEEZEDH 2 E8HE

9.1.1 AEIDKAHT 2 BBIEDEEEFREDH 5 BE
[8.1. 82Z&MH]

9.1.2 EELFRAEL RIS MIERIBEENDH 5 8E
BEOREL T L, LIS L CHY) 2 LE 217
)Tk, T AMIRIREEOS L EHETIE, HGHE
EBHELZEEEET ST L, infusion reaction |2 X - THE
RoOZMEEE)SR = 205D 5, [1.221H]

9.5 ITiF

g S AR LT 2 1 Iéd)ab%t([&“ g ¥ Y
D faltk 2 Bl 2 &oHT S D By 0)&&5?6;
& o MHFEEFEMERERI i%fiﬁt“(uxaw

9.6 BILw

EREOBERE R OBILRFBOHF I EERE L. BALOK
BeEIE AT 5 2 o SUTRBITICMET 27— % 1374
VY,

9.7 INRZE
9 % HARmOBEZ SR E LBRERBRIZFER L TWev,



9.8 EimE
BHEOREZBE L 2P OEEICRT T2 L. —KkIZAE
R T LTWd 2 %0,

11. 8EA
ROBWERDHSHbND I EDNHDLDT, BBEL 54T
W, BEARO SN GE I3 HRG E kT B 7 L)
WMEZITH 2 &,

1.1 EXEEMER

11.1.1 EE Dinfusion reaction BHEARH) : 7+ 74 7% —
ERITIEND DL, 5D L ITEGHTRRIE. Bi%
ATV, BEDED SN EICEE D ICKS 2 h
b L. BESEFEH. ie 2% 3 UHL BB E ARV E UH
OG- O GERERSEOMY) 2 MEXITH) T L, F/o. H
EROHEEOT F 74 7% =25 B L - BE . A
FH2AE LIS, 7F 74 9% v =2 A etk
WHLHLOT, BISHME LR L, @Y REHEEZITH 2
ko [1.1. 1.2, 2. 7. 8.1, 8.2, 9.1.1Z=H4]

11.2 ZOOEIER

5% Lk 1% PL_E~ 5% A
i T e BE L, REITES T, St
BB L O T | ks KIBE, 385
AR
—f - EHREE | 5 (39.3%) . HEE | EY
B L OG5
froIREE
AP N LEMQTIERE

14. BRALEDEE

141 ZXRRBFOEE

1411 134 7T )vx HRESFHK24mLTHER L, 7S+ 7 2
7 TN T 7 GERETHEEZ) & LTComg/mLOEHE§
Il BEOKEDH) CRIELALERZHFNL., H
AR AR CANL T100mLET5 2 &, (T3]

14.1.2 BEIRIERIZER N 7OV F [AlE S8, SEICEmT 5 2
Lo Tl BMILCIRED) LT &,

141.3 HRAMARK CART 2 B, BT % B ICEA
L. EPICRMT AL, M, LEOEOLNE DD
TIFRBLTHWDLDDIIMHL 2 &,

1414 FRESL L, ARG EERHIHHET L L, 720 &
PR AR ER - 725034 7 IVINOFEEIE, fidko TIEIC
o CTHHET A Lo

1415 N4 T VIE—RIRY) DR ET 52 &,

14.2 FXBREROXE

1421 02umDA > 5G4 > 74 V¥ —%@BLTHEGTLI L,

14.2.2 fliFl & DRFEITD RN &,

15. ZDMDEE

15.1 EERR{ER ICE D < 155k

15110 RFNT 7 287 GHATH 0 . KHNHT 2 IgGPufks
FEA SN D WHEMA D 5o EIPIYLOERRERIZ B W T 6141
F3ABIZHI R EF T AT T T 7 HARDREE DD &
N, FOIE3PITE T VAT o) VSHRENDKK O
BT B HEREMEAS, 1961 T~ > ) — A-6-1) Y EEZE
RO RF) OFEENHT T 5 MEEEARD b7z, [83%
7]

15.1.2 2 I ZHHE T ANI X @A ERmR R TH 525, Wik
HRBEOREN D 5. BRI LEEZEOSIME % .
LPEZ BT B ARFN OLEVEFET. L TWiv,

16. Y FEE

16.1 IMAPiERE
FEIPES T/ IIAHGRER IS BT, 6L B 4 o S4E TR
Eez, AHI2.0mg/keg A 1A, B4 1 EIRA L EE S
FiTol b EOFYERE ST X —F FELITRT Y

F1 6D A T SHEE T RS 2B 5 ARH W a5
B OS3E (4 Hi%k ) oEYBHRE NS A —%

S 3tk
) 1=
PR (418 F £ 595)
N T H N ST
wE| a5 i 2 | a5 i 2
11338.3 13083.3
Cmax(ng/mL) 6 + 68389 6 +0906.6
tmax (h) 6 3.275+0.250 6 3.200 = 0.226
37473.8 39186.9
AU Co-t(ng-h/mL) 6 +13580.8 6 +19294.9
ti2(h) 3 | 4.099+0513 | 2 | 4.482+1.085
vd(L) 5 9.272+5.510 5 9.416+8.937
CL(L/h) 5 1.984+0.355 | 5 | 2.107+0.722

16.3 470
FEINEE T/ MAHRERIZ BT, 2 3 SHE T RUEH 286112,
AHI2.0mg/kg % A 1A, 52 M., RHEIRMNE S %17 -
Too BPEG-ORT R 20 & 4R LU N F B (CSF)
PRI LS 2 W LR R, %525 %1160
(1.44ng/mL). 523 % T2 2% (1.47 % ¥3.10ng/mL)
BWIREF 7T 7L 7 B Ens, Y

17. BRERRIE

171 EIMRUCRLHICET 255k

17.1.1 ERE I/ DR
AaLHEETIEE (286, 1~ 26/%) &% & L729FE
TR IR B SR & FE 0 L 7o A 2.0mg/kg & 110, 5238
M BN 148G FC) SEEIRNTR G- 217 - 7R3
CSFHA~/T Uil (HS) wER TV~ % il (DS)
e BE Z N Z N O ERAT N BT 2 W5 E O B FE =
X, F20EBYTHo72.?

F2 MBI HS IR IE N OV DS IR L O BT

(ng/mL)

bL:| Bl P E + R
HS Baseline 28 5948 + 2611

25 27 2358 +1024

52 22 2139+968.1
DS Baseline 28 1174 +417.6

25 27 685.4 =241.6

52 22 593.4+277.7

T AT 2NVANT 7= (EETHEILZ) 12X 56K
BEOFMER O, 1M HSIEE K DSIEEZEOZNZENLO
FRAE B 2 WEEOBEHNFHET=mITRIOLBY T
Holz,

3 MUE T HSHEEE X U DS#EE D Byt et i

(ng/mL)
AT2NVANVT 7 —E| A T2V ANVT 77—
- WX DWHEED D 2K BHBIELR L
A | L | |
HS | Baseline | 25 | 847.0+631.1 | 3 4997 £ 1766
26 24 539.0 +241.9 3 1102 +527.3
52 24 507.2+276.8 3 965.0 +473.4
DS | Baseline | 25 | 937.1%4527 | 3 48432141
26 24 | 1061+473.7 3 1669 + 892.6
52 24 | 959.4%443.7 | 3 1427+733.8
*Baseline : AHIFH-BAAGHT 28, 158, B A4 I > E D
1y

2638  REE G424, 258, 26 ADMHEDIFEY
5231  ARFNPEG-% 5008, 5158, 52:HDHED -

BIE S B 13 53.6% (15/28%1) Td - 720 EREIEM
QFILLEIZ3EB) 13, 35#439.3% (11/28%9)). EKEIZ 10.7%
(3/28f1) . HEFET7.1% (2/2861) THh -7,



18. EhEIF

18.1 {EFF
REN, KM - EClk, FIoh 4 v IRk~ >
) —A-6-1) VEESHRE YT v AT ) v2%k1 (TIR)
AL CHIEPICEL) SAE N2, T4V U —Aa~gEIZN,
B L-GAGR 3BT 5, £72. TIRZAM L2 b T v 24
A b= 2V X o THLEMNEIF (BBB) %l L. B9
BOMBLIZOWT b FAHEE & FBkC 7 F 4 » IRAEE
Ny )= A-6-1) VIEZHEAEETIREZ N LT AT N
%, TWL7-GAGR RS 5,

18.2 EERVHER VU HRHZERERICKH T 2/EA
K% NIRRT R ETIN < A0\ RAESHRNES- L
7okE R, CSF. M. My, (O, FP0E K O o GAG @
RADFED SNT2e F 72, PRV IR 05
) ARIKREE R E O EIRRE O UED TR STz,

19. B AICEAY 2EB{LZHAE
fes S F T AT TT 7 GEEFHIERA)
Pabinafusp Alfa (Genetical Recombination)

K EH:SCFTRAT TuTriE, e Mtk b T v
ATz VEREE 7 a—F VHUER O b A
A0 UE-2-A)NVT 77 —EN5 k%L En TR
ARG o8 E (GrF a0 §9300,0000 TdH
bo WEFTAT TNT7E, F¥4=—AN
LAY —PIEMBIC X D EE SN S, N FT A
7 TIVT 7, 21910 T I BEIENS R DA
B2 AR L, 975D T I RN S 2 A BHI2A
Wohb, TOAHIE, ik PFTF AT ¥
ZHEEEOLE (c8) ok, £/220B
FHD 1 ~ 448, 449 ~ 450, M 1451 ~ 9757 H i,
FNENHE P FT AT ) Y EEAIEOH
BO(p180). VA= RO b A0 VfE-2-A
VT 78 —Enbhb,

20. BURWWEDEE
SMEBEBILES L CIRET A 2k,

21. EEEH

211 ESEA ) A 7 G 2 g By MEICHEET S &,

21.2 FN CTOBBIEF IS BO THRONTWAL Z L b, ik
B 4, PRI o o el 5iE 1) % of 5 02 B B 5 B i
PREABE ST R 2 FEhE 32 2 212X . KA OfE
FAREOYRIBRLIIBST L L L L1, KHOREMER
HRIVECET 57— 2 BIICINEST L2 &

21.3 RFDOENE R L E&MEOMRE By & U 72 R U058 I
OME BRI DT B I SR I O AT s S
g AL i R

21.4 REOFRER NI 2 BN FEhE S 7z 5F
D&, AFOBIEERICLERBELZHLELZ L,

22, ‘@%E
A AH— I EHEEE 10mg [1/81 7)V]

23. EEXk
1) FPEE  JR-141 O ERIRZE PR (2021473 H 23 HK
8. CTD2.7.2.3)
2) &R JR-141 DL I SHEETNBEL 2R E L
FI0/MAHEER (202143 H 23 H7kFE, CTD2.7.6.3)
3) Jones AR, et al. : Pharm Res. 2007 ; 24 (9) : 1759-1771
4) Sonoda H, et al. : Mol Ther. 2018 : 26 (5) : 1366-1374

24, XWFEKRERVBEVEDES
J CR 77—~ &t
T 659-0021 JLHEIRFERTIARH 3% 195
TEL : 0800-100-8100

26. SEERTREE
26.1 BGEIRFETT

JCR77—=Y %A=t

T659-0021 EEREEmAEHA3-19
%262 7OE—2 a3 iRE
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