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Minjuvi® for intravenous infusion

1) EER—EMEOMSTZICLVMEHT LI L

_‘
IR

=3

FHE. BERECTOWNTEDERRRICHNT, &
BUBEEOERICH U TTRBH - BRZEH ODEMDD &
T. AHOEANEY EHENBERICOVNTOHRST
BT, Fe, BEMABICKILS. BENEZOREICHE
DEMERUEREZTDHBEL. ARZEFETHNS5KR5TD
Z&,

2. B (ROBEICIFRS LBV L)
ARIDR I LIBBIEOBER D H 2 8#F

3. HERY - MK

3.1 #8R%

B 74 3 VY2 VEHEREA200mg
¥=Ri15 % A VA Gy =

Y7757 (BEFHEBRZ) ®  200mg

TRANA] 7 S WRVFN ¢ 1LY 3l.6mg
7 L ERKFIY) 3.7mg
b Loa — 2K 378.3mg
R ILAR— 120 1.0mg
F) RANGBEEFEBEAERICEDF v A = —ANLAY —JIE
MfazHVWCHEEBEINS,
3.2 REIDOMEIR

B5ER |3 VY2 U EEEEH200mg
IR | AREAGR~ DT RICEAZHE ORI R TH
%o (BRASHCIRBLAI)
pH 5.7~6.3 (HEESRI/KS.0mLIIE#ER)
REE
(AFREIER |1 (HSESTHZKS. OmLIC TS #RE)
S R3]

4. FHRENIFFNR
BHENIFHEMORIRMED > ) B

5. FEEX(FRRICEHET BiF=
5.1 +0 %A BE T AREEICLD ., Gradel ~3ALZHsn
BRFHIRET A L, [17.1.1 BHE]

6. FENUHRE
VYEYTT GRETHEL) ROLFY R REOMMICS
VT, BE. RAIKIRY 772477 CRETHBL) &LT
12mg/kg (fFE) #101ESE#ET 5. 8- #1917 L
ELT, ROV A 2 VIZLEREEEC4E (1. 8. 15K 022
HE). 491 7 LU GERERc2E (IRCISHE) #5
T 5. BARIZFA VN ETHREEMET 5.

7. FBENRUHEICEET 232

7.1 KA HRT 2REEEERICOWT, (17 BREHE] 0E
OAE. RICHERVUCHEZ +75ICEBE L ETRET S &,
[17.1.1 =]

7.2 KA 51 & Binfusion reactionZ &9 % 729012, KA
5p30~607811C, ik 27 I VAl BEGERFINORIBEY
RALVEVERIOEBEZTH L 1A ZIVHOARAERSEICI
B SIINEE T 5, KAFRSIZ L Dinfusion reaction38%
SN/ BETIE. COROREBRERICIIRIRE2ERT S
Lo [11.1.1 B8]

7.3 RROEGEE X, AEHEESORIDI07FEIE70mL/FE & L,
FTO®REBEEEZ LT CHEL.OREE BRICERST %, 2[HE
DD S35~ 22 BRICRET A2 L, 1272L. &5
EEIXI25mML/FERBAZ N &,

7.4 RELEICXVBIERAPEE LGS, LToREELS
ZI2, RElOFGHH. Fik, EREOEEELITH L.
[11.1.1 Z=Hg]

RIEF fEE® g

Infusion|Grade 2 S5RGBT L,. BY k0B

reaction T5C

2115 T &,

+ Grade 1PURICEERZICIX.
TERAFIF L ZBD1/2LF
DEREFERETHREZEHRT
BHIENTE 5,

- B 1 ERE LN IZinfusion
reaction’#® 65z Wi
BiTiE. ABEMICE L T30
BT LIRS FEB L2 B
DHEHREE TR EEZ
FFBENTES,

S5 EHR L, Y R 0E
2{THT &,

+ Grade 1PURIC[E{EZICIX,
SERDFIR LB 1/480
DEREEETHREZHHRT
L ENTZ2,

- BB 1 ERE DL ICinfusion
reaction?ii® 65 N7z W5
Alid, BAEEICE L T30
G EATEER DS FI L 2R
D120 5HE £ THREH
Ex ETHZENTE S,

CHESRBRICHRELZES.
BE5x2HIET 5,

BE5xRIEL. B ZAE S

F52&,

50,000/mm?3LL EiCEET 2 F

TIRET 2,

PR EREAD (1,000/mmeRiE. 221,000/mm3bL EICEET % %

O, THREREMS | THRET S,

1,000/mm3&ig. »*1,000/mm3BL B, 2>, {KiR

DL, 7THRDL Bk 38 CRMICEIET 5 £ THRE

AXREAI8CLL LT 5,

I EFRUEE

500/mm3 i

%) GradeldNCI CTCAE v 5.01c&5<

8. EEREANER

8.1 MIKEAHH 5 DNDBZ END 2D THRAIRGHT KR OHREH
BEHNICMBEREZTO 4L, BFORBEZ+9BEIT ST
Lo [7.4, 11.1.2 1]

8.2 EEABPVE (HMERPWEZET) KRUBRFRY A LR
DHEEPHSDND I ENDHZDT, REFEITFKIIL-T
R A NAEDERRDE R 2R T 5 Z & RAISHNITHE
Pl B 21TV AFIR S ISESE O F B U B+
B952 &, [11.1.3 3]

8.3 [EBHBEEBRHNHSDONDIENHZDT, MIFHERE
REROCBRERES 2T 2L, EERBERNOBIRENE Y
FEREFFICBET S &, [11.1.4 BH]

Grade 3

Grade 4

MM 150,000/ mmBsK i




9. RENERZAIDZREICHIT IR

9.1 GHHE - BIEEEZDHZEE

9.1.1 FRVAIADBENSBIEZET 2EE
KA ORBHIE P R OIREHE TR Mk U CAFRRERE P AT
RIANVAR—=N—DEZY ) 7275k E, BRIFRY A
VADBERCOMBEREROFERICERT 22 &, BRIFR
TANVAF )T OBEIBEEREE (HBsHUREM, 2>
HBCcHLASUEHBSHLRRGE) 1BV T, BREIFRY A LADHE
EELICEOFRDP DS bNEZBZENTFH S, 8.2, 11.1.3 %
]

9.4 L£IEREZHI BE
HIRY A REMED H S EICIE. KA EH R UOEREREG%
3 AR BWTEIE T 2 BB R OEE) 2B EEIC D W T
952 &, [9.5 2]

9.5 #Ei%
IR SUIEGR LT W A AT D & 2 #EIc i3, inR EoF S
MalEitx FEs LR SN AHEICOAEET ST L. KAl
RO EEREFSERBEIERS ATV RV, [gGI3kREZ
BB LI ENMONTBEY .. REIOIERKESF» 5 R OBl
fariigz 5| S IWREEDH 2. (9.4 SH]

9.6 RIW
WEREOFRER ORI REORRE 2 ZEE L. KIALOHMREY
BHIEEBEFT S L. KFIOE PRHTHAOBITIIRETH
273, & MgGIREFAFIIBITT 2 EAMOEN TN S,

9.7 IR
NREENRE UZZBRRFHERIIER L T,

10. HEEA
10.2 HAER WHRICEETRIL)

Bk WRRAEIR - HEEG | B - BlRRT
BT FURBFEEBLEET VT V| RAIOBY ¥ IVEKE
kIO F DIFERICED FER|FEERIC KV FIRT
PRELLBEIZ2BENDPDH 5,
B L MEZIT.
1. 8HER

ROBWERNH&bNB I ENRDHAHDT, BEETDITTL,
BEDPRDSNBEIIZEEE2RILT 7% S@ET) R LE % 1T
3 &,

1.1 EXRBEIEA

11.1.1 Infusion reaction (8.4%)
FEh B BE. WIRREES % & Tinfusion reaction?’d 5
bNBENHD. ZLOBEIFX. VA7 ILVEICED SN
M2 A VVBEDBORSERICLEOONTWS, BEDE
O HNTHE L. KB O®/RS % dlf ik 1k U t) 2 AL % 17
HEEBIT, FERPEET A ETEEORELZ TDICEET S
2k, 7.2, 7.4 5HR]

11.1.2 MRS
FHREREAE (38.0%) . M/NREAEE (11.3%). &I
(6.2%). EMIRBADRE (5.8%) K O F& & IF o 3R E
(1.8%) BHobNbBIENHB, (7.4, 8.1 ZHR]

11.1.3 BERRE (21.9%)
AAFEREGHRICH % (6.2%). COVID-19 (COVID-19i% %= &
) (6.9%) FOEELEYEE (HNRBYIEZ &) 2»"H5
ONBENH D, £low BEFRTA NV ZAOBEEEA,TH S
bbb Db, (8.2 %]

11.1.4 BBERRIBAEIREE (0.4%)
BEPRDONIBEICIE. KB OBE 2RI, #Y) 0B
(AR, SRBIIEGERO®RS., BF%E) 275 &L
HIZ, ERPEET 2F TEREOREEZ +DICBET S &,
(8.3 2]

1.1.5 ETHZEMEEERIE (PML) (BEEREH)

KAIOHEG B R R G TRIZEE OREZ 0 ICBZE L.

EREE. RAEE. FREER (FRUE. DR, S5HE
EEORERY B 5 bN7HEITIE. MRIC & 2 BEREZHT % O
BFHRBMEZTO LI, OS2I L, EYZLE
2752 &

11.2 Z0HDEIER

5%LLE | 3%LL 5% 3%
Mg K%Y U VSERIBARE, I EEIR
AL & EHRE
N IREE FRIEPE B N RE
BigEE  |EM. T FE. DA%, NEt:
F. BD

5%LLE | 3% L 5% AR 3%

—f& - 25|E 1 E HE, KEORE

R N O | (16.4%)

BER AL 4R | FEh

i

JiF REE R ALTH®# M. | y-ZL¥ILESTVR

£ ASTHEHN 7 x5 —EHEh

GREREE YA N HA R EE R
B Ky Za 7Y VIEE

R R O BHEGE. KA v A0

ERE KE

HEER& s RAETRE. AP, PUBR

UHE & H A%

=

T - AR TERE hREAE, o F

RfEE W, K= 2 —ase
.9’—._

AN ] % ik WEIR R EE, CENREER

E9 oy 13

EE

R I OBz | #95 Z O FERE

TR E

MEREE &I E

Z D1t me7ILHYARZT 7
& —vH#Em, mhr L7
F= U

14. BALOZER
14.1 ZEFREREOER

%14.1.1 BEAE

M) 12mglcBEDMEE (kg) #R/RUTCAFIORSEZEH L.
WENA T IV ERET %,

(2) BNA 7 HBESHKS.0OmLE /NS 7ILOREEIZIR> T
WL DENR B, BIREBEDY 77527 (CBIETFHEEEZ)
BEI1IH40mg/mLTH 5.

B) NATFLz=EPICRESELRDPSBMRT 5. MLLIIE-7D
EEES VD LN &, STLURNICEET 52D T, TRICHE
FAETHRERS VLT L,

(4) BRLU-RIIEBE~DTPICEEBEET S, KMPRDESE
BRI W EEZEBATHEREL, BoD, BELZD, HICR
ABRTEEATHAEEIE. HRHLEZWI &,

(5B) BRELLIEESPICHERT A & BEBICHEHLEVIGE,
B L72RIE2~ 25 C TREABME THRFET HIENTE %,
HE, IRBIEIT S &

14.1.2 FRAE

M) BDEEENA TP OREED ., KERKkgH L0 BEIE
250mL. fAE42kg KD BE I1L100~200mL DL RIETHE A
AT Ny Z12W o DMAFREET 5. BB HIRE
ORAIBRALBEIL2~8mg/mLET %, /oo NA TILHDOKE
WILFEET S L.

Q) HENY 720> D EFESITLTENPIEAL. Eo5AV
Zé&s

(3) BHRBILERHPICHEAT AL, BEHIHRALZVES, &
TEITEAL T T, 2~8CTHREIKHE. ZOBREEDSCTRE
U CIRET A ENTE 5, Hi, REIBITSZ &,

15. ZOM0FEE
15.1 BREREARICE D 1ER
FEPRARERICB W TARRNCH T AIAEDEESRESN TV S,

16. e

16.1 MOuEE

16.1.1 BE%RS
BHHRIEREoREY VMR mE/ /N 2 SERE Y o iE
B (1661) 1o, A#12mg/kgz 1. 4. 8, 15K U2AHICE
RS L7z & &5 o, FIRESZOMEFEEINTOLES
DNTh-o7z HEAT—%) Y,

HMERE)ST A — 5

e Crnax AUCo-inf CL t12
* | (ug/mL) |(pg-day/mL) |(mL/day/kg)| (days)
(ﬁgﬁg) 169.3+35.89| 1,791 £480.6|7.192£2.088| 14.1+4.69
EE L IERREE



16.1.2 RiE#H%S
AAAIEA YR ) v @EEEIC, 28HEEIT A7 LEL, |
Y47V 4 8. ISKRU22BE. 2RV A 7 LI, 1. 8,
15 U228 E. 491 7 VLRI ROISEEIC. A#I12mg/kg

ZEIRNIRG L7z & & OMERREIILTOEB D Th 727,

MEPE—7RERT N5 7RE

1A 7294 7V 1384 7|45 A7)V 8T 1 7L
R §=]= 1HH 22HH R=g= 1HE
Cmax Ctrough Ctrough Ctrough Ctrough
(pg/mL)|(pg/mL)|(pg/mL)|(pg/mL)|(ug/mL)
B 6 6 3 3 3
12mg/kg
(AR 205%24.2|281£73.4|393+26.9|370£18.0|210x11.5
S fE + R R

BEMBEERMEITIC L DIEESNZ. BEAAERYF U >

JSIEEEIC, 28AMZ1Y A 7L & L, AHI12mg/kg# AR

R CEHIRNBRES L EEDIT AT NVICBTRY T 7 92T

DAUCo 2days DFHIE (EBEIFEE%) 1£5,310 (21.1) pg-

day/mLCdh 729,

) KROERRSNIZHERCHBIZUTOEBY TH 5,
UYFIv7 GREFERZ) ROLVFY R NEOHHE
ICBWT, BE. RAICRY 779 < 7 CBIZFHER
%) &Ll7Tl2mg/kg ((FE) z1HIERHEHET 5. 28H
BZIYA7ILELT. BAD3IY A 7L AR T4E
(1. 8. ISKRU22HHE). 494 7 )L LI E 21 &b < 20E
(IRUCI5HE) %59 5. K128 1 7 )L & TG %k
T 5,

16.6 FEDEHRZHI 2EE
16.6.1 BitEEE=EE

REMEMBEMTOZER, BE~FEEOBHRERSE

(Cockcroft-Gault®RIC K VEELZ 7 LT F =2 - JUT T

> AM30~89ImL/5r) [ FEMEEICEHRNICEROH 5 E L

RIEShoT. BEBRE (JLT7F=2 - JUTTUVAN

30mL/433Kd) Ay T 7y T OEMERRIC RIS EE IS

LTV,

16.6.2 FFigsEE=EEE

RENEYBREATOER, BEOHKERSE (RLULEY

AULNLLUREOASTAULNB X IEHRE Y L E U AULND L ~

1.5 2 DASTOEIZMDZWV) &, ¥ 7 7 ¥ <7 OHEYH

RICHEKRMICEROD 2HEL TSP oTc. PEE~EHE

DOIFHEREREE (B Y LE U HULNDL . 5EBA»DASTDIEIZ

Blbw) Y7 79T OEYBREIC KT T EEIIHE L

T3,

17. BRPRALIE

17.1 BEHERUCREMICEET 28R

17.1.1 EEHEFE MEEER (INCMOR 0208-301515%)
HHEIEG R Y O SEED R OER I EA TG
U v STEREOSME (EAAME Y > SIES4A8KI D 5 B H A A 444
g > SEEL06BID > B HAN2G]) 23t & Uiz iER(t
THERT I RMBE IR EM L. AFE +) Y F s
TTE 4L RN BOESE ISR+ Y F U
THLFY RI REEHE L, ARH+HYYFI<T+LF YR
INBETIR. IR R+IYF T T+HLFY R FEEEHE
L. FEMHEE Th AMEMEY »/SEEF TORBRET
(18) EHERHIEIC & A EEEAZHR (PFS) THREFENICE
BEREENRO LN, [5.1 ]

BIERAEDOER (202482823HT —4 1y b A7)

AEl+ 7SR+
DRZE S A AVE SV A=AV
LY RIFR LFURIFR
(273f1) (27541)
A X2 NFEBEFIE (%) 75 (27.5) 131 (47.6)
PFSHRE (5 H) 22.37 13.93
[95% 15 #E X [H] [19.22, NE] [11.53, 16.39]
N — R e
[95% (S 48K ] 0.434 [0.324, 0.580]
plE (Wf) ° <0.0001

NE : Not Estimated (#ENHE)
a: BAICOXHFINT — REFIICE D EH
b : ERllog-rank#E (GE/KE @ ®ff0.05)

A IR OKaplan-Meier ffif

10 bttt
hy e OERHUVELTIALF YRR FE
L - Q@I TR+ VIRLTI+LTUFI MR
N -, +UUELTIFLFUER
08 4 e ” '\*m..
%
07 ‘*h 51
@ %
& 06
: L e
3 05 s
g Lo b
R A i b
] B+
03 i
02 -
01
+ amsmy
00 |

—— T ———T—T— T
0 2 4 6 8 10 12 14 16 18 220 2 24 2% B I
AVTIB PFS (A)

® z3 W/ W 2 AW W 8 B 7 5 @ » 12 3 2 0
@ w5 W ®™ W B 1B @ o '} o0 Fl 6 0 2 2 0

KE+VYF O THLFY NI REE (GERMEY S ONEER)
DRLMEFBERNIC BTy 274509120261 (73.7%) ICAHID
BlVEH (BEABEEEEZz&T) 2 PO 6Nz, ERENE
. P ERBADRELOAR] (38.0%) HESIRE4ASH] (16.4%). I
AR EE3LE] (11.3%) . F9524061 (8.7%). FRIKRUEAIS
PES RIBE236] (8.4%) . FEE2061 (7.3%) ERL19MH]
(6.9%). EMm1761 (6.2%). HIMEREAGE K O 44 164
(5.8%). COVID-19 15(1 (5.5%). 1461 (5.1%) TH -7
L) FERREAICEREE Y >V (Grade 1~3A) THAHZ &,
W ICEEMEOCDIOR U CD20M A R S . 1TESE
PIEDHCD20E /) 7 0 —FILHEEIH % & T2 BiEiEIc
LBBBEROD HEEDPNRES NIz, 20 UYFY
TTRCLFY) R ROMABREICK2HABREZET
HEZIEBRI SN,
¥2) AEIORE - ARIZ28HMZ1IY 1 7 L& L, 12mg/kgs
1~39 4 7))Ll 8. I5RU22HE. 491 7 LD

IRTCISHBICRHEEET 5. BHRI2Y A 7 VETHEE
i d %o

H3) UVF I TOAE - HEIE28HMZIY A 7L E L,
1[E375mg/m?>% ., 1% A 7))L Tidl, 8. 15K U22HEIC,
2~5U A 7L TIRET A Z7ILOIHBIZEREEET .

H4) LFYU RIROHE - AEE28HE 2191 7 L& L,
1H1E20mg %21 HEREO#59 %, ®mAL129 1 7LD
pirar s

1E5) RAEZICHIZICHE S A VITEBLL-BEEERD S
5. BEBEE (9H) EBEICK VAR & ORERGRD O
CHMFEs N b OEEIEREER L,

18. EXNEE

18.1 {EFHER
7727, CDIICRT 2 MegEZa 7Y v (Ig)
GE/ Z7u—FLHETH 0. BEEEESOME EICFRE
T 5CDINCHEA L. MAKREEMREE (ADCC) KUK
KFEMRER (ADCP) WEHELECICT RN = 2 &2 FET 5
ZElcky, EEEENHERERT EEZ SN TWVSY 0,

18.2 BHERZRIAMER
T T 7T T, W= ZAFIICBWT, KM, B8, K
V) 2 SE R ORI OBk = B s ¢ /- (in vivo) 7,

19. B2 (CERET 3 IE(LENHR

—RRHRIR ¥ T vy~ T GEETHEEZ)

Tafasitamab (Genetical Recombination)
(JAN)

r B ¥77vyvT7d, BETHBZHFCDIOE Zu—
FUFUETH O ZOHEMBERERBIE~ 7 ZITHEK L,
Zoffid e MgGlRUIgGAHRT 5. HED122~
240F B3k FgGlOCHIKUCH2 K X A > O—FB,
241 ~451FH 3k FgG2OCH2 K X A > DR OERGY
ROCH3ICHHE L., 307 I VBEENER
(S243D. G331A. I336E) SN TWb, ¥7 79
71&. CHOMfIc X VA ESNE, ¥ 7797 T
. ASMEOT IV BEE, SR AHE (v 1RV Y2
$H) 2ARROMEDT I BEE, S AL (k)
DRTHERSNAEY VN8 (FE : £150,000)
TH5,

20. EURWV EDER

SFEBREMR T L TR T 5 C &o

2. AR

EFERY 27 EHEEEFED B BYNCERET D &,

22, G

INAT IV



23. FEN
1) #LAER : XmADSS574-013 5%

)
2) #ER : INCMOR 0208-102545%
3) HNER  FEFIEYEREAETCTD 2.7.2.3.2
4) #HHNERE : INCMOR 0208-301:E5CTD 2.7.2.3.4
5) Horton et al Cancer Res. 2008 Oct 1; 68 (19) : 8049~

8057.
6) Awan FT et al Blood. 2010 Feb 11 ; 115 (6) : 1204-1213
7) HNER  EERBOBECTD 2.6.2.3.3

24, XEREKRERUBEWEHEE
AVHARN - NAFH ATV R - Vv N ERIEH
RATFTAINA VT A=V artry—
T 100-0006 38 F &R T H XA 20T 1-1-2
HHIY Ry HERIE
a5 - 0120-094-139

2. WERFEES
2.1 BHERRFT

AV N INAF VATV - IvINVERE
| CYE€ ) =100-0006 ERBFRAARERN—TB1E2S
/ BRIVRIOVARS



