GN
sk 3k 20264E9 H CLRT (B54hR. R, HIEEAH)
* 202647 H L&
B K 2~8CHRAF I ASTEHE 7 i 0 R
* HEAR : 24 H 874291

MEMESSE ik FEGFRREUIE FMETE FZEHEM T/ 70O0—FI)Ivintk "E7)00O0 BABEBERESH

AEYHRESR
BIZE
BHEERER

TINCEATT(BEFEEEZ) - RLve7)O=4—+€ 7IV7 7 BizFEiRz) 815

YJOJ7X &ealETix

Y OIP X BRERETFiE22mL

RYBROFAZ" Combination Subcutaneous Injection
MEE -EMEOWMTEICIVFERT LI L

B G BT sk BUA B T id22mL
KA | 30700AMX00255000 | 30800AMX00326000
W2 ¢ B 46 2026431 -

=3

1.1 AFL. BEEICHOMETE 3EEMRICHEVT,
PALLZEEC TS  BREFEOEMDD &
T, AFOHSHEY) & HIE S ZEFICOVTDH
BETBE, . AERIRICEILS. BEXLZ
DREICEIMRVOERMEEZ+2EBEL. AEEET
PoRETHE,

1.2 AFOBREICLVEEMRERES, H S5 Hh, FETIC
ESFERIPRE SN TWBD T, YEAGER (FFIRE
., Mk, REHE)OEDIRCEHN L BIPEGRE
DERE, BIEEZTHIITOIE, BEPRDSN /-
BEEFFNDOHESERIEL, BIBRERILECEHDOHE
BE£0EEVEEITOCE, £, BISEEDHIT
AR ZhICESTIEEODT T, HEMMEARSE
DEELEMERARBICEATAHE2+8ICITH 2 &
[8.1. 9.1.1, 11.1.28Hg]

1.3 FERESEERTIC. WEBCTHRERVEZZEMBL.
BEEERMEREOAHIIRTENEEEEEL AL
T. BEDOABEERICHM TS &, [9.1.188]

1.4 ZENLNLFZJTEQOHRBAREICE Y., FERERIRMARE
RUMEREZSCBRRNEERENF H5Hh, FET
ICE S HEFIPHE SN TWBDT, F#IRIMEIERE
DEREROEEZ AL /LT, BEOTREEE
ICHIRT g2 &, T2, ABIRERIIBREOREZ+
MMIEEL., TROERE - ZE. ZRRAOFREE. 2
Ph., WEZOHRMERBEIEDO 3 BEPER
DHEBPIEFET B E,[7.2.8.3.9.1.2, 11.1.4888]

I}

I

2. BR(ROBFICIFEELEWVWIE)
AR DOBITZR L BBUE OBERE D & %

3. MR - MR

% %3.1 K

WFe s

) 7a 7y AR T

V77 ARSI
22mL

BRIy

(134 7 v 10mLHr)

T INY YT GEIET
FIE 2 )1,600mg
RAe7ha=4—%¥
TNV 7 7 (AT AR
2.)20, 000547

(134 7 v22mLH)

T INYE YT (GHEIET
FHIE 2 )3,520mg
RAre7riro=4g—+E
T 7 7 (GEAR T AL
2)44 , 000H A7

I

W EM 710mg. FE
fEF bV A OKFY
36.6mg. L-AFF =
> 10.0mg. KV v
~N— P80 6.0mg. K
e 1.9mg. T7 b
(SR N1 L]
0.20mg

A 1,562mg. B
B N L KRFI
80.6mg. L-AF F =
¥ 22.0mg, KV V)
~N— 180 13.2mg. K
WEfg 4.1mg. =7 b
FEJ N0 7 L KRFI
0.44mg

AHFNEF v A

Z=ZANL 2y IR E TS SN D,

3.2 HAEOHERK

o - IR

O~ OO

pH

5.4~6.0

RETLIL

#91 (BRI x5 5 k)

4. REEXIIFHR
OEGFREEFIV Y/ L 220BAXEBHOUIBRTRLE
17 - BROIE/INERARE
OEGFRERFERGMHOIIBRTEE LEIT - BEOIEN
Ao i 22

5. #BERIIFHRICEAET 3R

(EGFRERFI YV 208 AL RBH DR EE L EST -
BHOIE/ iRk

5.1 T4 fEbia A3 A WEE IMA R BT 5 M
&0 EGFREIETT 7V v 20iF AZ BRI HER S L7z
BHEIHKGT LI b MBEIZH- Tk, KBS N/MK
AVEE T RS i S R 2 VWD 2 &

5.2 FRIRABRICHAAN S N/ BE OB AT EROMES
2oV, 7. BREE I OHEOWNE LA L. KH O
RPER O x T R L7 LT SR B O IR
) 2k, [17.1.2. 17.1.63H]

5.3 RHIOATHT - AL L L Cofaahik 07tk
FHEZ L T2\,

(EGFlziéfi?QEK%ﬁ@ﬂlﬁ%Z‘ﬁ'é&ﬁﬁ - BREOIEHEE
i

5.4 1ol a A9 HRREIE IR 2 BT 5 Mk
WZ& 0 EGFRERTER (7Y V20 AER R OH
RSN BEEHKGT LI L, REICH2- TE, K
RSN TR W T ESE S L ARG 2 Wb 2 &

5.5 EGFRF 1 ¥ v ¥+ — BIHEFZ L 2 GHHFHZICHEL
BB LTHANVETIF U RORA ML F R FF b
Vo A EPEHT A8E1E. BRIREERICHA AN S L2 E
FHORHGFRBEEIZOWT, [17. BRI OB NE % 3
HL. RKHOF R O e % 528 L7z BT,
HISEEOBEIREITH) T &, [17.1.4, 17.1.8&H]

5.6 ARFIOATHT - Mitafh#RE L L CORRME R MRk
T L T v,

1) KGR & N ARSS S T R 36 i UL R R A 3 L2 B 9 2 1
OWCIE, LTOT = 7% A4 MO ATFIRTH S
https://www.pmda.go.jp/review-services/drug-
reviews/review-information/cd/0001 . html

*%6. AERUCHAE

EGFRERT T 7 v ¥ 209H A% 25V 0 Y R BE 7 o
T - FESOIE NI I XA, EGFREIE TR (=
7 208 ANE R A B O O UBRANEE 2= #E1T - FHED
FEANHIR I X AEEIBE A 4,

AE T HNVKRTSF U RPRAPLFLRF ) T4 E
OPFRIZBWT, JEEE1T 4 2 V& L, i, AL
X7 INV I~ T (BEFHARZ) RORve T va =5
—¥ TNT 7 GEETHEZ) & LU T oRERVOHE
TR THG T2, 2B, BEOREIZL ) EEBET 2.


https://www.pmda.go.jp/review-services/drug-reviews/review-information/cd/0001.html
https://www.pmda.go.jp/review-services/drug-reviews/review-information/cd/0001.html

BEIERRBEFICAF 2 RET 25805 E

(7 e | IEVET
ﬁ&i “H— 'f 7V ?’i“j‘ E < 7 (Jﬁfijr o -; (\g:_{g
2 )) At
FHRz))
1HH 1600 20,0004
194 7 VB = i
80kg SHH. 5HH | 2.400mg | 30,000fr
Kifh
2% A4 v .
e Bl 1mm 2.40mg | 30,000
1A H 2.240 28 0007
144 7 VH - -
80kg 8HH. 15HH | 3.360mg | 42,000%fr
BLE
2% %é’” Bl 1gm 3.30mg | 42,0008k

Bk 9ENF =T X INVERIE L OFHIZB VT, 4HH
1A 7 VE L, #E. RAZIET INY Y YT (GEIR
FHEZ ROV T Oy —F 7L T 7 GRETHE
Paz) e LCUTORELTHEIEY, 114 7 )VEIE
%, 294 7V B DS 2B 2 10 S d 40812 1R o $ 5
RCRTHRGT 5.8 BHEDOREICL ) BEBRET 5.
238 |21 [ % 5-

(7 3y | ECRVET
| o0 | w5E | pvraET | YPTE
az)) TN 7 (B
’ FHIEZ))
1HE. 8HA. "
| 70| g | Lome | om0
il
WIZFA VR 1 nE. 1500 | 1.60mg | 20,0008k
DI
1HE. 8HA. "
| 70| g | 22me | o0
B
PPATVE I ny, 5 | 2.240mg | 28,0008
DI
AEVZ 1A
g (7 3y | HEEET
| 100 | wsR | sereer | XITCE
wz)) | 777 R
’ FHIER))
1HE. 8HH. i
w17 g | Lome | 20000t
il L .
2% %ﬁé’ Bl 1mm 3.5%0mg | 44,000k
1HH. 8HH. "
kg 14 7 )IVH 5HE. 20 H 2,240mg 28, 000HL{ir.
Pk L "
2% %&} Bl 1gm 4.640mg | 58,000k

7. RERVAEICEET 2FE

7

7.

kK7,

A ARHNFE G2 X Dinfusion reaction Bk S &5 72, A

HIB SR, 1A 7 VHOELIH B, BIBRERLVE
VHIL e A Y I CHILORBGEER 2 5 L. LEIC
5 U CHeZ BRI R HE# 2% 545 2 8o 1942
VHOESH BLUMIE., Hie 2% 2 ¥R IR EGER A &
PG L. LIS U CREIBREARIVE VAl Hese R
PR HILF 245545 2 ko [11.1.1288]

2 FENF =T L OPERBGC X A EIRIEZERIE D5
JEZ P 2 720, LGRS HRAn ARIZ. 7E
FHNV1A2. 5mgx L H2MEOHS 352 8, TEX
INYDOBEBFRL ST, B A2 12 H5EET 5
ko 2L BARE (LT F= )75 A(Cler)
15mL/min#ii) O BEFH TR, TEFH ANV 3HKE5TE
BB EDS, TINYIT T GEIETHIZ) E TV
F =T L OBABG U OEEERNEAEET L L,
[1.4. 8.3, 9.1.2, 9.2.1, 11.1.4&M1]

3 AAMEGICL Y RIERASIM L 254121, DT ok
B IARKN Z R P, Rk A 2k,

MEREIS | g | opmrdm | SEdE
X B
1,600mg 1,050mg 700mg
2,240mg 1,600mg 1,050mg
2,400mg 1,600mg 1,050mg n
3,360mg 2,240mg 1,600mg i
3,520mg 2,400mg 1,600mg
4,640mg 3,360mg 2,240mg
BIERA FIRBFORF ONE
Infusion reaction
Grade 1002 | EREREN Dae msempss.
S 25 R sl A
Grade 3 AEIRAGE L7 e . 52T 5,
LA, B EHRIET 5,
Grade 4 G aHIkET 5,
R e i A
Z ML
B WS %,
T e Bh eIk %

EIRIMARZERIE (5 ¥V T =7 & Dbt )

LINVA i
Wi R B VI ANEESE 7
FEAFBLL 70 | 5B L - F R EIRMICZET 5 £ TR
T N E =
CBERERE )

PUBEEAZ L 56
FEH TR AR 28
MIEAHIE L2
as

(=]

#GEHIkT %,

B i I S T 5

WL

Grade 1

23B [RI P2 L2 EEg HTRR0 B IR WA
AT Ao

I

Grade 2

CTENTF =T L O, E T R
R

- BB BRI S N VA,
AT B0

8,

Grade 3

- Grade 2DAFIZEIET 2 F CTHRIEL .
LTS R T 5.

TNV F =T EOPEHEEAREL . AL
M OEREEEAT ) o 208 LIAIZGrade 2
LIRS U 7234 e 2 et L 72
LcHGE2HER L. 228M LA ICGrade
2LFICIE L 2 WA i 52 ks
%O

Grade 4

FEORIEIEINE
FBE 1 D B R I

BGedkd %,




Z Do EIVEH

A RE™ WL

S REEE R S LEAR XY BRICEL
A, BEL RS EFEMT L
EETT %,

TN TF =T E ORI, RIET
Wi T 5o 28H AN EE L 72
WAL U HE R LTRSS 2
352 & a2 L. 28H L) %I122
=wL AR EE L TR EEBT A
L ERRET A,

Grade 2

- Grade 1PLFXIEAN—2F 4 »IZAE
35 % TIRET 5,

- LA LI ETE L 723554
w525,

- AR LY BZICEE L 2 5A
52T 5.

- LA DI RITE L 722 Wi,
L2 #ET %,

[{ CH=ET
Grade 3 LT

wh5-omh

Grade 4 A E LTS ks 4,

¥GradelENCI-CTCAE v5.01C# 0 %,

7.4 EGFRF O Y v FF—YIHEHIZ L L HEBEED W
EGFRBIZTFZER (L r v V20iF AL EZ K ) ptEoy)
ANBE 22 4T - TEFE DO IR/ 123§ 2 A O
PR O RIS L TR v,

7.5 KK, SEVF =T, IVKETSF UV ROERA ML F
t R+ M) T AOHBES I bW &,

8. EELELANER

8.1 MR ENSH HbONDE I ENHLOT, IR
(I PRI Wik, B 2055 ) D e 5 B O 0 1Y 7 e 505 o 14
MEDOERS, BIE2+5127) 2 ko BEIGL T,
BhRIMEE 3 55 (PaO2) . BYIR IR 3 B3R (SpO2) .« FiifiE
LSENIRIMME 0 87 (A-aD02) . fifigik#kse /1 (DLco) 4
OBEEITH) T Lo Tl BB LT, MHIERDY D
SbhNHEIIE, ERPICEREEE 2L T5 L9
YLk, [1.2,0 9.1.1, 11.1.22M8]

8.2 BEOKEEENHLDLNLI LN HLDT, LHE
WIBLCREMZZ2 T 5 L) BEIIREST L2 L,
[11.1.3&M]

3 TN F =T OB XY SR AR ZEAR E O S8 B
FEASBANNT A M A3 ST WA O T, FIHER (T
DVEG - FIE. RO R, B, S OfERE
T OVERIY 2 B E B AT O S, B % 512179 2
Eo Fo BEICHL T WHHERDYD 5 bR 2GEC
I GERICEERE A ST L L) IBET L2 L (1.4,
7.2, 9.1.2, 11.1.4=8]

8.4 AHOMHIZH 2o Tld, 7 Iy ¥~ 7 GERIE TR
Z) M EHERA E O EZIERT L L,

. BFEDEREEIH2EEICETIER

1 ABHE - IEEZEDH 2 8E

A1 HEMRRBEOD 2BEVIZOREEOCH 2 8%
MM EPEAIHRTL2BENDH 5. [1.2.
1.3, 8.1, 11.1.2&1]

1.2 BIRMBEREDH 2BEIZTOREENH D E

©

m

FIR M ZERIEDTAL LI TR T 5B T d 5, [1.4.
7.2, 8.3, 11.1.4&H]
9.2 BiEEEERE
@wﬁﬁﬁ?ziﬁﬁwmﬁxﬁkﬁﬁ-ﬁ%®#¢ﬁm
(i3
9.2.1 A2 (CLer 15mL/minki) DHEE
TEXIHNIHEGETELRNWS ENS, SELFZT L
OPEFFEGALET | BOEFEIRE 2 T 528, [7.2
2]
9.4 £JEREEH T DE
TRIRS ARV D & B 12 1E. RRN PG i K Oty
51437 A BB\ TR 2 BN T O 8 70 A 12
DOWCEHT 5 2 &, [9.55]
9.5 1¥®
TR SUTHEIR L TV B AR B 2 iz id, EE Lo
Akt z Eal s L HEr SN DY EIC0AEE T
5k, REE RO EmISEEERBRIIER I L TWw

2\ FIOEGFRIUIMETRREH % 55 L 728 stbx
TIE. B - JRIRFEOEE ., IR K O O IR
FAED SNz, Y [9.45 7]

.6 ®3LF

ERLOBERER OCHAFEOEREEZZE L. BALD
W EP 2 ET a2 Lo AR ML ADR
FICHET 27— 7130, b MG L IcRITT 5
ZERMBEN T A,

9.7 pE
ANBEER G E L2 BRRRERIE I L T
9.8 EEE

FENF =7 EDFHESGICOWTIE, 5O LG %2 E
WICHIWTT 22k, 7 INY ¥~ 7 GRIZT-HIRZ) HiG
HEBA e TV F =72 0 L 2B RSB IC BV T,
65 AT O B & L L o5l E 0 B TRTEICE -
TEERR, BELCAEFEZROEGPILICE2HE
HLOBHEEDEHNEADFEDO 5N TV D,

11. BI{ER
WOEWER DS 5 bbb 2 W LDOT, BEEY T4
T, BEPROONTGEICERGE LIS 5% L
Y iEx2475 2 &y
1.1 EXEEIER
% %11.1.1 Infusion reaction(12.5%)
IR PRI EE, ML, B A PLUEEE Oinfusion
reaction’® LML Z ENH D, % DAL, Wk
SO S N7z8, 20 H ORGSR 5T
W5, [7.150]
*k11.1.2 BEEMHRR
Hilihig 45 (2.4%) « MRS (0.8%) 3 bbb Z &
WH5bo BHEDRD LN EIEIARF OG- 2 ik L,
EIEREEANVE VHOBRSEOBY L NELITH T L,
[1.2, 8.1, 9.1.1=M]
*%11.1.3 EEOREEE®
B (T7.7%) . SRR 25(6.9%) . B (0.2%) %
DEEDORIEEEN D SbNDL I DD, [8.25]
* %11.1.4 EiRMEERE
EEERIRIMARSE (3.1%. 3.4%) " BiZete e (BEE AT,
2.5%) P EDEIRMAEIERIEN D S DNDEZ WD b,
(1.4, 7.2, 8.3, 9.1.2%:H#]
* % 11.1.5 BiRINEERE
KH & FENF =7 & DBATEGICB VT, RPN
H(0.2%) " E DO BIIR MASZERIED S S bND 2 LD H
%O
* % 11.1.6 FREITFE
&7 V7 3 U IMAE (38.5%) . ARYUEFIE (24.0%) . &5
I (3.2%) FOMREIFEBH b b 2 e b, B
RARE QYA WP R S O B AR H A2
AAN OG- HRIET A7 EEY RLEZIT) 2 &
7£1)NCI-CTCAE®DGrade 3L\ EI1E I 4HREE
TE2) ARH % AL & BRI S L 72 R s Bk (NSC200234 85 2
A= F2RUBb) 2B B FHEHE, KFlz7EVF =7
E R G- L 7z iR R (NSC3004 58k, NSC2002:48k 2
F— 1, SRU6) BT L FEBHHEDNEIZFEIR L 720
) AH % T ¥ F =7 LG L 2B R (NSC30043#
Bi. NSC2002:Ek 2R — M1, 5 U6) 1281 5 5B
* %11.2 ZOMOENMER

2091 %%jﬁ SOkl | SR
BAER O | A% (1.2 s
SAEmE | %)
MR O giﬁﬁi
/SR B
AR, |~ 77>
P T O %ﬁgya 7 & ME
ik SN
e
R G




209p | 2RI sk | ey
FIA74, | RORE
e
B, S
e, ML,
M, #
Wi i
ek I =3 f i
AR
Je. IR
INE VAL
T Fa
J. W
g | % | BT WL R
R MR, B
e | B9 (56.2| 20 g, | MAEKE, W
BRI (%) . = | e |, B
AR b 2 Bi. WHAE
RO Wit
K6 R
A L iyl o, W) | . R
E OB i US| ML KRR
LRI BRI |
raes |ALTHIND | ASTHSHN | fith ALPH
R AR A n

TEL) AHK] EALFFRE O B 512 81T 2 BIVE I (R#) & AL 5%
&S L 72 NSC2002808k 2 A8 — F 2] U3bl2 BT 5 5581
HE)

14. BRHEDEE

14.1 EFAMFOTE

1411 AFoO#HE5121E, Ky 7oLy R 71— K4
— b D) YTV ERAT VL AR OEE EHWS 2k,
BIRETCTHRGTALAEE, RV FL Yy, RYywLy
RIEEVIEAAC =V (PVC)DF 2 —7, a7 ¥ —%5%
HAwsz &,

14.1.2 RAENL, ERBETICBWT, AT L2 &,

14.1.3 KH % GHE,SH) ML, 155 L EE L, 15~
30CITR T MOHFETHD RN &,

14.1.4 R ERE L BT &,

14.1.5 3HAY V) Y IV EBIHH L 2wiEaiE, 2~8
C T E24M ] £ T, 2D 1%15~30C K UZEWNILT T
F24WFH F CTHRAFCE %, 2~8C C24REM % 8 2 CTHRE
L728a. Xix15~30C T24M:R 288 2 TIHE L7256
IXBEET LT &,

14.2 EFIRE5EFEOEE

14.2.1 REFEGRNCR TR L B0 ES B TR T 5 =
o RNERRTREE TR DD S N E 1 H
LawnwzZ e,

14.2.2 ¥5-0B3121E, 21~237 — ¥ O L E T 5
Y FNofMHER SN S,

14.2.3 BH5E1I15mLE 2 CTldR b7, 15mLE Rz
HARZRSTAYAE G, HEOT Y v DICHEIC5E
T 5

*%14.2.4 JHEEE TS, BF 21V ) DI 5501 TR
5425, 0y ) vV THRETAHE T, ~NFOFY
SemZ4h L7257 2 IEE U s L TG94 2 ko
DAL~ DFE AL T — 7 BE STV AR,

14.2.5 FZRE 05, H45. . TR SUIREE D D 2 EAL
WIZEH L 2w &

14.2.6 BEDVEA T KU 28A1, 15 2 R0l 3 E
a5 B AT E LT H AN L v
e, B EEAESHOETICHRS T2 08 TE 5,

14.2.7 LESL, AREHBIC TR TRy b2 75
v aThHhIl,

14.2.8 AFNZIEENEIY) T B, RAEHERIZOWTIZ
WECBERET 5 &

15. ZOMOEE

* %151 BERFERICE D 15
FREERICBWTC, T INY ¥ <7 (BT 2) 1%t
T HHURDREAEDTFRD S N7z BE DEIE1320.4% (729451
N THoto T2 K7 ru=y—+¥ 777 (Gi
R Z )R B PR D REE DR S iz BEOEE
139% (74161 71166f1) TdH > 72,

16. EWENEE
16.1 MAiRE
* %16.1.1 REERSE
P 3 1 475 T AH 3B [NSC3004 58 5% (PALOMA-35E%) 1 ¢, #
TANT =T RO ERIUEEIEL I X 2 EHRRICHEEL -
EGFRBARTE RGO UIBEAGE 7 #E4T - F38 O I/l fifi# 2
& (W BYREFRAT X 520661 (A FEB0kg Al : 18461, ATE80kg L
o 2260) . BARN26BIET) ICARFF A T EILF =T LT
BTG L7z & EoliE iR R OSEWBIRE /Y7 X — & 13D
Ty ThHholzs ?
F 7o, BREFIEEY B REMEAT 12350 { REIFRGEOERIREIC B
% tmax D P YLAEIZ3 . O H A& RAH I 0 AT T2l (ZZ B 47 %50%)
1318.8H (34.3%) LHEE S izs ¥
FEDABRMZLIY A 7V e L, RENICT INV w7 lfETHIR2) & LT
DT ORER O AR TR TS Lz,
RESOkg R OY & - 194 2 VEDIHHE, 8HH., 15HH. 22HHIC
1,600mg. 244 Z )VHPIEEIEIH B, 150 Hi21,600mg
fRESOkg Lo E 194 7 VEDIHHE, 8HH., 15HH. 22HHIC
2,240mg. 244 7 )V HLFEIH B, 150 H122,240mg

“E
800 o 80kgk7%
5 o 80kgklE
£
g 600
i
b
™
Y a0
:)
w
B 200
g
0
0 1 2 3 4 7 14
B (A)
L2 7 IVDE1BBREBROMBERT IN 27 TREHDE
(FHERVIEZEERZ)
x BEYEERNIA—4
- ; " PG AT AUC
A
RE 52 g (ug/mL) (ug - h/mL)
366+ 123 142,684+ 43,842
_ . [n=142] [n=125]
S0k il 225+90.2 102,041 +30,236™
BayA 7N [n=86] =133
354+89.2 138,501 +43,672
w2y A7 [n=18] [n=15]
B0kegbl E 215+68.0 08,881 +27 690"
+68. 881276907
By A 7w [n=12] [n=17]

P+ AR, AUC © §51H B45-%2 58150 B 5 H $ TOAUC.
L) ¢ BRI B AT - & B el
[E 3L [ 45 A 3B [NSC2002540 5% (PALOMA-2) ] I v — + 2
T LB EE O B WEGFREIZT T 7V ¥ 205 AR50 Y)
PRASHE 72 AEAT - PSSO IR NIRRT A (3 Wy Bl RE AT 0k 52 6051
(IR ESOkgA - 5261, AESOkgll E : 861) . HARANTHIET) 12,
KA N NKTFTF o RORAPLFLRF M) AL
TRTHG L EOBRGAEERUTOEBY) TH o7z, ¥
W)WM ALY A 2 V& L, RERICT 3NV 8~ 7 GRETHEL) & LT
DUF o 3R O s O T4 - L 72
HESOkg KM OB 1 19 A4 2 VEOLH BIZ1,600mg. 144 7 )V EHDS
HH. 150 H122,400mg. 2% 4 7 )VHLFEIZ1IH H122,400mg
RESOkgPL L OB 4 - 194 7 VHOLH HIZ2,240mg. 194 27 )V H®DS
HH. 15H H123,360mg. 241 7 )VHLEIZ1H H123,360mg

x BEMRE

KT Wk 5 R (ug/mL)
424+87.7
‘ H2 A 7V [n=10]
S0k A 196+73.7
H5Y A 7 [n=12]
. 436+ 143
H2 A 7 [n=4]
80kgll L
W5 A 190, 200
[n=2]

I = B (R 2 (20 O3 A AR BIAE)



PR ) 55 AR BUER [NSC200278 8% (PALOMA-2)]» 2k — 15
T AL O 70 WEGFRE AL T2 S5 1E ™ OYIRANRE 72 61T -
THEE O I/ It 2 (G B REMRAT 6 S 7761 (R T80k g A il
7260, fRE8OkglL F 1 561) . HARANIOBIEGE) 12, RAE T €
WF =TGR L CRTHG L EOEGREIUTO L
BY)THotze ¥
E3) 45 [ 31 38k 0 FRSE M AT B B U 38 1) B MR ML A A SV i A A A
WA LD . EGFREET DT 2 ) V1I9RKER I 7 v 21
L858RZFAEFE S N/ BE S HAANS N7z,
FA AR ZIF A 2V E L, KEINCT IANY Y7 GEETHRA) & LT
VT oRER R TR TS L.
RESOkg R OB 4G - 14 7 VHDIHHE, 8HH. 15HH. 22HHIZ
1,600mg. 2% 4 7V HEAKIZ1H H123,520mg
RESOkghh LA 194 7 VADIHA, 8HH. 15HH. 22HHIZ
2,240mg, 24 A 7 VHLEIF1H H124,640mg
7£5) 240mg % 1 H LERE %5 L 72,

£ RoMRE

fhE I E EF e Hirig ) (ng/mL)
. 365+ 112
- F2 A 7 [n=54]
80k ki 152+86.4
H5H 4 L .
WA o 292, 505
[n=2]
80kgl I
54 L 185
[n=1]

PR = AR (200 DL T 3£ 1348 31 E)

16.2 TRIR

THEFSE B RERAT IO &L RHFIONA T T XA TEY T4 D
AT FIGMEIX66.6% & HEE S iz,

16.3 97

THEFISE B RE AT 12250 & . RH OR300 A 1%
5.69L & HfEE Sz,

17. ERPRRIR

17.1 BHHRURLMICET 2558

17.1.1 EREFELE 4855 [NSC300455 (PALOMA-3:KER) ]

TV ANF =T R A SR PUE RS & 2 R I L

72V EGFREAL T Bl V™ O YIBRASFE 2 AT - H 3O IR/

Ja i B A18BI (N AR NG6HI &) X127 INY 5~ 7 (GE

{E -0 2) BUEEHERLAE & F L F = 7 o it iS5 (Ami-

IV/Laz®) 128§ 2 KHKHD L 5815 = 75 o bt % 5 (Ami-

SC/Laz#) OB EFERS 5 T » ¥ 2ALIEE MR Lt Er 2

Fh L 7o FEFHEIEE TH L5294 2 VEID HEGHO 7 2

NV E =T (GEARTAHIR R ) O OS2 4 7 Vo1 H Bk

BOLEISHEKSENE TOT INY ¥~ 7 GRET-HIEZ) D

AUCOHBMFIHMO L, Z 2. 145(90%EHEX [ © 1.040,

1.261) B 0°1.032(90%fEHEIX [T © 0.976, 1.090) TH V. EHHIX

MO TFRDPIELE~Y—T > THH0.8% LAY, Ami-SC/Laz#ED

Ami-IV/LazB 128§ 5 L MEAR SNz BIKEHEHE TH %

[ R E 12 & B IZAmi-SC/Laz#30.1%. Ami-1V/Laz#f

32.5%. Xt A 270.92(95%FHXH  0.70, 1.23) Td - 72 (2024

WEIH3HA Y M A7), O 7

WD YIBRARRE 2 HEAT - R OIMIIMEICH LT A AV F =T GEL
CIF K E T IS TR SN TWAEGFRF O ¥ ¥ % — FIHEHR) KO
(LB % 20T . GRS BR R BT A0 & W B
Gl Site FIRTMIARR T #:67 B DUAIC BB 25720 & o)
BIIE, YRR EEEEDOLIDEALT I L L ST,

TE2) % [ 313 M35 00 FRSE MR AR B 12 38 U) s LA P S 13 L ek )
WA LD . EGFRMET DT 2 ) V19RKERL I 7 v 21
L858RZ A HERE & L7 G AL A AL S N 7ze

ES)AEM AL A 2 Lk L, FENCT Iy &~ 7 GEETHIRZ) X LT
DU o0 J1T 3 I OV 05 C A A L 72
REIOkg R DH 4 + 194 2 VHD1H HI12350mg. 2H HI12700mg. 8
HH. 150 H, 220 Bi21,050mg. 2% 1 7 VBURZIEH, 150 HIC
1,050mg
RESOkg EOYA 194 7 VHO1IH H12350mg. 2H H121,050mg.
SHH. 15H H. 22H HI21,400mg. 244 2V HUKIEIHH. 15H B2
1,400mg

11:4) 240mg# 1 B 1EHE 5 L 72,

WB)AEM ALY A 2 Ve L, EKERNCT INY 577 GRETFHEIRZ) & LT
LUF o 3 O TR F 45 L 720
REOkgRM OG- 14 7 VHD1IAH, 8HH. 15HH, 220 HIZ
1,600mg. 24 1 2 )VHEEE1H H. 150 HI21,600mg
HESOkgl EDHE 1 194 2 VHOLHH, 8HH. 15HH, 22HHIZ
2,240mg. 294 7 )VHUPFEZIHH, 1560 H122,240mg

Ami-SC/Laz#£20661 ( H 4 A2661 & ts) 194651 (94 . 2%) |2 &I/
D LNz FERBEEHIX. 589510761 (51.9%) « JNPHZ£102
B1(49.5%) .« &7 V7 3 »IFETIBI (38.3%) . SIEKEEL F§ 46211
(30.1%) 11194558051 (28.2%) « KRG PEZIEATH] (22.8%) % Td> >
725

17.1.2 EBEEES 185858 [NSC20025%5% (PALOMA-2) /7R — b 2]
LS BIE D 7 WEGFREAR T 7 ¥ 204F AZE BF : Y oo 4] B
AR AMEAT - FSEOIB/INHINANTHE T B & eh R, RAD . v
BT GFVERPRA ML F L RS MYy LSRG O4
W, AV OSSR B R & i 5 JEE Ml R & 2 h L
720 ARHVEERAT O REEM 2450 (H AR A2BI & T) 12 BT, EEEH

T HTH 5 ERIHEIC L 5 ER051362.5% (95%E X H © 40.6%.

81.2%) T - 72 (20244E3H6H 71 v M4 7)o ¥

1) 4 B U s 0 GESE AT B 12 35 1) 2 MBS AR A L S L it e & v
AN L) . EGFRMAET-T 7 » 2046 KERBETH 5 2 L HER
SENTZBEDPRRE SNz

H2) IR LB 2 A § 5 2 & ASHLIRAE I S M A 1 (S HERE S M7 B S
MAANS NIz,

W) MM ALY A 7V & L, REHNCT INV s~ 7 (#@faTHiRz) & LT
T O MR R & TR RS- L7z
HEkgKHOHE - 194 7 VHOLIHHIZ1,600mg. 174 7 )V H D8
HH. 15H H122,400mg. 2% 1 7 )V HLAREIZ1H H122,400mg
HEkgEL Y4 - 194 7 VHOLIH HI22,240mg. 194 7 )V H D8
HH. 15H H123,360mg. 2% 1 7 )V HLAREIZ1H H123,360mg

##4) AUC 5mg * min/mLAH Y & % 338 [ i bR C4nl s L7z

145) 500mg/m* % 33 i i i C ST HE L 720

G VR G4 16561 (H AR NTHI & T) 6261 (95.4%) 1 FIE
AR Sz, EREIERIE. 5953661 (55.4%) . JNFH 42711
(41.5%) . IR %2601 (40.0%) . SHahkRz g 92501 (38.5%) . &7
VT3 VIELTHN(26.2%) % CTdh > 720 [5.281]
17.1.3 EEEFESE I 458 [NSC2002585% (PALOMA-2558) /&4t
a7k — MM REU6]
ACFIEIE O 70 WEGFREAR T2 S B ™) OB EAHE 7 47 - 7
FEOIEITBMIREEE Z RIS RHF L T LI F = TE O
G- OFRNE. AR OFEWENRE % MiE 3 2 I E I e
B G2t L7z A AR SR RILI3HIC BT EEEFHNE
HCHh 5 EMFIEIC L 5HERNH1366.4% (95%(E X © 56.9%.
75.0%) Tdh > 72 (20244 1H6H A v A 7)o ¥
TE1) % E i e o0 22 5E AR B S 5 0 B I S LA M IR S I iRk &
WHAIZ L) . EGFRBIZF DIy v Y19REERLIZL 7 v 2]
L85SRZEE DR S N2 BEDHAAN SNz,
W2)GAM AT A 7 Ve Ly RERNCT IV &~ 7 GEETHIRZ) &£ LT
UTFOREROCHE TR TS Lz,
TRESOkg R OB - 194 7 VHOIHH, 8HH. 15HH. 22HH 2
1,600mg. 2% 4 7 )VHLPFEEIH H, 15H Hi21,600mg
fRESOkgh EOBA - 1% 4 7 VHOIHH, 8HH. 15HH. 22HHIC
2,240mg. 244 7 )VELREIZ1IA B, 150 HI22,240mg
#:3)240mg % 1 H 1R 3% 5 L 72,

GG PR AT 42 112561 Hh 12561 (100%) 1 BITEH 2S5R0 Sz, &

ZEIERIE. 58958661 (68.8%) . JNBA474%51(59.2%) . HIN%

5761(45.6%) K7 V7 3 »IMESAB] (43.2%) . ST TR F§ %45

B1(36.0%) . ALTHEAN4060(32.0%) . HRYMEZIE3661 (28.8%)

ASTHIIN35H0 (28.0%) « Z 9 FEAE34BI (27.2%) « B I ¥ 152541

(20.0%) 5 CTdH o7z WEANT—%)

17.1.4 EREH£FS I HEER [NSC20025K5% (PALOMA-25%B&) / 7k

— k3b]

T AN F = T HMIEGC X D GHEER IS L 2TV EGFRE AT

LG OYIBRANEE 72 AT - TR OIE/NRIERiES BE 2 R

12y AFIEY ANEKRTSF I RFURA DL FE RS 1Yo LE

OO G- OFRE, R O BIEE % M55 2 FEE I

B I L 72,

D CIBRAHE 2 HEAT - PSS O I/ NAIIIIRE L2 03 B — RGO EGFR
FHYrFF—EHEAN L2~ RGFEBEO KEFRE LT AVTF
S TSHEAEE G S, B EN U3 e 58T BRI B TSRO H
7B R L SNz INRLATRE (3 2 AT AR Frge
Wi BRI O RS G 2 5120 H DRSS L. YIBRA e R 4T -
TFFEEOIENMRANGRE (205 2 — K OLUEZRIGHR L LTAH Y ANV F =798
BB G- S, G A DU G4 T ISR BIEAT SR b v B
RS E Ry N

1E2) % E 3 e o0 22 5E AR RS 45 0 B B S AL A MR Ik 3L I M fk &
WHAIZ L) . EGFRBIZF DIy v V19REERLIZL 7V 2]
L85SRZEEN TR S N/ BE DA AN SNz,

H3) I LR A AT A O & ARSI SO S IAE A | R S s B s
MAANSNT,

FA) MM AL A 7 Ve L, REJNICT INV w7 lfETHIRZ) & LT
MUTFOREROCHE TR TS Lz,
fRESOkg A OB+ 194 2 VHDLIHHI21,600mg. 1491 7 L H®DY
HH. 150 H122,400mg. 244 7 v HLUFEE1H H122,400mg
(RTEROkgPl ¥4 - 194 7 )V HD1H HI22,240mg. 1491 7 LV H®DY
HH. 150 H123,360mg. 24 4 7 )V HLEIE1H H123,360mg

#5) AUC 5mg * min/mLAH 4% % 338 i i b C4ml 2T s L7z

11:6) 500mg/m?* & 33 [ [ i -C R L7z

A PR RRAT 6 G A FI31H (H A A3 40) 2061 (64.5%) (ZEIE
AR SNz, FoaalfERIE. TINE6H (19.4%) . F895561
(16.1%) . E.L361(9.7%) . Infusion reaction 361(9.7%)%CTH
572 (20244F3H6H 71 v M4 7). ¥ [5.56%H]

% %17.1.5 EBEEFES 1 4H5 [NSC2002:K88 (PALOMA-25KER) /O &k

— 5]

ALFIRTIE D 70 WEGFREAE T2 B O EARE 72 47 - F

SO I/ NI BB T7TE (A AR N10BI & ) 2 xf RI2, ARHIT &

FENF =T OG- OAME At OSSR BhRE & i

5 IEEMIER BRAER & L 720 A RVERAT N REEMTTHNIC B

WO, FEFHMIFE EH Cd 5 EMHEIC X 5285031479 2% (95%15

HHIX T 1 68.5%. 87.6%) T - 72 (20244E10H24H A v v+ 7)o ¥

1) % [ A3 H Ik o 3R SE MR BE L2 33 1) A R 5 ML R DL M i A %
WA L Y . EGFREET D2 v VI9RKER N F 7 v »21
L858RZE AR S N7 BFEAHAAN SN0

W2) 4B Z 1A 7 v & L, REFNCT Iy~ 7 (e FHifRz) & LT
UTOREROCHE TR TG L.



HESOkgRIGOHE 14 2 VADIHA, 8HH. 15HH, 22HHIZ
1,600mg. 2% 1 7 )V HLIFEIZ1H Hi23,520mg
REOkglh LO¥E 1A 2 VHOIHHE, 8HH. 15HH. 22HHIZ
2,240mg. 2% 4 7 )VHDPFEZIH Hi24,640mg

1£3)240mg % 1 H 185 L7z,

L VEFRAT SR FI77H0 (H AR K106 & E) A 77461 (100%) (2 BIFEH ARE
O BNz EFEIERIE. NPHS560 (71.4%) « 3854961 (63.6%) «
K7 V7 3 v MAE44B) (57.1%) . EIP1953561 (45.5%) . SIERRR
J 223141 (40.3%) 2T d - 726

17.1.6 (£3%) ERHFE D855 (NSC30015:58) © Simss Al
LB ERE O 2 WEGFREART T 7V » 204f AZE VG0 B
AHEZAMEAT - FEEE O IR/ NI HE 2 FR 5 30861 (H AR A 34614 Er)
ERRIZ. T INY Z T GERET-HIELZ) SEEERAE . L
RTFGF VRN LEE FF Y7 LB Of S (ACP)
L HNVERTTF VIR RAMLF L RS P A0
5-(CP) & % i § 2 A A LIEE Mt % S0t L 72

FEFFMIE H Td 5 E M M7 IR 12 X D N A T R
(b e fili (95%ETEIX ) 11d. ACPEET11.37% H (9.79~13.70%
H) & OCPHET6.707 H (5.59~7.335 H) T » 72 (N H— Fit -
0.395. 95%IEMEX [ 1 0.296~0.528, p<0.0001(JERia < > >
HE) . 20234E5H3H 1Y b4 7)o 10

100

=
8
T

EEBEEE (%)

0 3 6 9 12 15 18 21 24

Subjocts atrisk M (B)
cP 155 131 74 ] 14 4 2 1 0
ACP 153 135 105 74 50 33 15 3 0

---A-- CP —o— ACP

S A 77 BAR D Kaplan-Meierih#& (NSC3001352E8)

1) % FE U M 0 FRE R A B V) B A CEGFRM (R 7 ) » 201
ANERBGETH D 2 EDPMHERINZBEFNRE SNz, MANEZIC
Fhifs S N7z P IR DR EAE SN BB BV TR S 2 Z8 58I,
EGFR#EnT .7V » 200 C-helix X 1xLoopfollowing C-helix i (D761
~CTTO)IZIDMUEDT I VB A L2 ERTH - 72,

12) kP LB 2 A S A O &AM R UM i SRR S s B s
HAAN STz,

) SMEE A1 A 7 )V & Ly ARG LU 3 K O & C S iisE L 72
R ESOkg KM DY 4+ 191 7 VHDLH HIZ350mg. 2H H121,050mg.
8HH. I5HH. 244 7 )VH®1H HI21,400mg. 3% 1 7 )V HLRIZ1IH
H121,750mg
RESOkgL EDE 1 194 7 VH®1IH H12350mg. 2H H121,400mg.
8HH. 15HHE. 2% 4 7 )VH®D1HHIZ1,750mg. 3% 4 7 )V HLKEIZ1IH
H122,100mg

{£4) AUC 5mg * min/mLAH Y & % 338 [ 1 & C4lnl e L7z.

1#5) 500mg/m? % 338 fif] [ bR C R EE L 72,

ACPHEEIS516 (H A AN1961E &) 15061 (99. 3%) I RITEF 25729 &
N7zo FRBEIEMIE. 58959860 (64.9%) . B 284851 (55.6%)
Infusion reaction 6201 (41.1%). SJEHERZE 255261 (34.4%).
P %5151 (33.8%) . &7 V7 3 > IfdiE5051 (33.1%) . ALTHE/N38
B1(25.2%) . AARYLEIFIE36H] (23.8%) . ASTHNN36H (23.8%) &
THotz [6.25M]

17.1.7 (3%) EREEFSE N HE (NSC30035858) « SiEshTaH
AEFIRDIE D 70 WEGFR AR T2 R OV EARE 72 47 -
SO IR AGRE BT, 07461 (A AR N8B & ds) R RIZ, 7 I
V=7 GEHR 2 ) BRI L 5B F =7 L ofiE
$eS-(Ami/Laz) & 4 ¥ A VF =7 (Osi) ™45 % g4 %
Ve LR & FEhtE L 720

FEFFMIEH Td 5 EH T M7 IR 12 X B N A A R
[y fi (95%E X ) 112, Ami/LazBET23.7274 H (19.12~
27.66% 1) K OOsitET16.597 A (14.78~18.46% ) TH - 72 (/»
F— R 0.70. 95%EHEIX R : 0.58~0.85, p=0.0002 (f& B
75 v o isE). 20234E8H1IIH 1y b F 7)o W

100
80
2
~ 60
B ©
o
204
04 T T T T T T T T T u T T
0 3 6 9 12 15 18 21 24 27 30 33
Sublcts at sk M (R)
Amifaz 429 L 357 332 291 244 194 106 60 33 8 0
osi 429 404 358 325 266 205 160 %0 48 2 10 0
—e AmifLaz ---s---Osi

|

SR A 77 BAR D Kaplan-Meier & (NSC3003:E8)

D EGFR TG UIARTH D T 7 v V19D K5 (Ex19del) BRI ik = 7
v ¥ 210072 5% (L858R) IS LM A THERE S 7= BEDHIAAN S L
720

W2) 4 2 1A 7w & Ly ARERNC LUF O 3 R O 3 C RisEigE L7z,
RESOkg R DM 4 14 7 VH®1H HI2350mg. 2H H12700mg. 8
HH. 15HH. 22HH. 2% 4 7 VEPESIHH, 15H Hi21,050mg
HEOkgM EOE 194 7 VH®1H HI12350mg. 2H H121,050mg.
SHH. I5HH. 22HH. 2% 4 7 VHUFOIHH. 15H HI21,400mg

13)240mgx 1 H 15 L7z

1:4)80mg# 1 H 1l 1855 L 72,

Ami/LazBE42160 (H A A 2961 & €) 1141361 (98.1%) 12 EI1E I A7E
O o/ ERIERIZ. %9£30261(71.7%) . Infusion reaction
26511 (62.9%) . JFH 426201 (62.2%) . 1A 416641 (39.4%) . 1%
77 X CEL6261 (38.5%) TdH > 726

17.1.8 (%) EREEFSE M AHER (NSC3002;5458) © SiEssEaH
T AT = T HMPEGAC X B ERRICHE L 2V EGFRE T
R BLG IR DY) BRANRE 7 AT - TR O IR/ NIRRT =) #6575
(HARASOBIE ) % 5t 212, 7 I Ny 777 GRS TR %) M
EHERHIT HIVRTSF VD JFURA P LEL FF F Yo
DS (ACPEE) L W VKT FF VI JFUNRA ML F L FF b
VU ZE OG- (CPRE) % Ll § 2 e 2 LI E etk & 920
L7z
FEFHMIEH CTd 2 B Tz JeH 5812 X 2 A AR (rp
JLA (95%EHEIX ) 11, ACPEET6.28% H (5.55~8.417 ) )
UCPEETA.17H 1 (4.04~4.44 7 1) T o 72 (N — FIE 1 0.48,
95%EHEIX T 1 0.36~0.64, 20234E7THIOHA » b4 7),

100

FHBEFE (%)

T T T T T T
0 3 6 9 12 15

Subects atisk e (B)
P 263 135 a9 W s o
ACP 131 % “ e ; .
rrrrrr P —eo— ACP

I E A 77 B D Kaplan-Meierii#% (NSC30025E8)

D YIBRANRE 72 AT - FREE O I AINIIGHE (2 k3 2 — RIGH UL OEGFR
FOYrFF—EHERC L L —KIEFEEDO ZKBEE LT AVT
ZTHHMEEG S, G OO B 5T BRI BT ARRO H

CBADPKRE STz INIRBITRE 253 B TG & 2 T e
W2 BRI O RS G 2 5120 H DRSS L. YIBRARE 2 H#E4T -
FEE O IR/ NFLNGHE (203 2 — K OUE KGR L LTH Y ANVF = TH
B G- S, 32 5 i U 54 T R IR BEIT A0 b L B
DRRE Sz CIBRANREZ AT - BRI O I/ AT (2 L T it
EEEEANC X BIEEEOH 5 BE TR L Sz,

FE2) EGFRIAE TG AL R T b .7 v » 19K % (Ex19del) ZR LIz L. 2 v
> 2107 5% (LBS8R) 7SI A AL AR S ML AR CRERE S L7z - 5L
AANHNTZ,

W) IR LY AT 5 2 & ARSI OGS0 hERE S L7z BE S
HAAN STz,

FE)SBEM A1 A 7 )V & Ly ARERNC LT o 3 & O & C s Lz
RESOkg A DB & 1 194 2 )V ED1H Hi2350mg. 2H Bi21,050mg.
SHHE. I5HH. 2% 4 Z )VH®1HHI21,400mg. 341 7 )V HLREIZ1H
H121,750mg
RHESOkgL L6 - 194 2 )VH®1H H12350mg. 2H H121,400mg.
8HH. 15HH, 294 7 VH®IAHI21,750mg. 3% 4 7V HLIFEE1H
H122,100mg

#5) AUC 5mg * min/mLAH Y 5 % 338 [ i b C4nl s L7z

13:6) 500mg/m? % 338 ] 1] b C A A L 720

ACPHE13061 (H AR NOBIE T) 1112861 (98.5%) 12 BIVEFAATEED 5
N7zo E2BEIEMIZ. Infusion reaction 7661 (58.5%). 3&/569%1
(53.1%) . JNBAZ4761(36.2%) . TI43961(30.0%) . STEkER E
42280511 (21.5%) « HE02661 (20.0%) « F A M FHE2661 (20.0%) TH
> 720 [5.5ZMH]

18. EEHEIE

18.1 fEF#F
FHENE, TINVIITROBRVET VA=Y —F TVT 7 %ké
Ay EEMTHDL, 7TINYTTT7IE, ¥ PEGFREUMETIC
XA PR AT e AT A Mg a7 v (Ig) GIESF
BEE ) 70 —FVPETH Y . EGFREUCMETO FiD ¥ 7
IEERE % BIET 5 2 L 122 LIl 54 (ADCC)
WS E A L CESOMEMH T2 L E 2 5N Twd, ¥R
L7 VO Y =8 T 7 7, EEHERICB U e T va VR
IKGREST AR TH L. WAL, Rre7rao=F—¥ 7
Tk e T YOI R S AL, BT AR BT BiRE
SIS % 2 & T LRI E N7 I Ny < THNER OB
AT A EEZ LN T WD,



19. BB AICET 2EEEMME 26. BOEIRTTEES

19.1 ZIN YT (BIzFlBRL) 26.1 SLE&ERRSETT (BA)
— AR D T IN Y ¥ T GRS TR ) Yty 77 —<kREH
[ Amivantamab (Genetical Recombination) ] T101-0065  HLHUHRT- FH X 76 i FH 3-5-2

S #9148,000

KB T7TINYIITIE, ¥ PEGFREOMETIZR % & (5T
Iz e MGl EAFRMEE ) 20— F VIR TH Y. BT
EGFR-H#D413% H. KU, FMIMET-H#O411FEHO 7 3
JWEFERIEIE, FNFNLeul CArgll B &N Tnhb, 73
Ny T, 7 a v VLB E RO PR Z EET 5 F
YA Z=ANLAY —IIEMILC LY EEAE SN S, 7 INY
¥ <7, 455D T X ERERIE DS 7 A PIEGFR-HEH (7 1
IR, 449107 3 BRI D S 7 HHIMET-HEH (9 159)
1R, 2148 DT 3 7 FEFRIED S 7 A HIEGFR-LEH (1 $H) 14
T U214 DT 3 BRFEHED S 7 HHIMET-LEH (k §) 1R T
WS NAHES v /87 8 (5T #9148,000) TH %,

19.2 RIVe7NO=Z4F—+¥ 77 7 EIGFHEEZ)

— R RR  Kve T ra=y—8 7T 7 GRIGT-HEZ)

[Vorhyaluronidase Alfa(Genetical Recombination) ]

Sy 1 60,000~65,000

K E:Ryverrya=gy—¥ 777k, EnrHize ey
u= ¥ —FPH-20EZATHY, e heT7lO=y—+¥
PH-200 7 3 / BRECH D36~482% HIZHIML T 5. KL 7
VaZF—¥ FLT77d, Fv (42— ALY —FIHE
Mgl L Y EESNLE, Rrve7 =g —¥ 7177
X, MTHOT I BERIEN S S V5o B (TR
60,000~65,000) Td % o

20. BV EDEE

20.1 SMHEBIBTRIGEL L TRIFT 2 2 &0
20.2 s SE RV L,

21. HEB&M
PR ) A 7 G % K ED b, @YINIFERT LI &,
% %22, A3
(V707 7 XEEETX)

10mL[1/8 4 7V ]
(U707 7 RE& KR TFiE22mL)
22mL[1/N A 7 V]

23. FEXW
1) #WNEE 7 INY I TONR - SRR AEHE(F 1 7
1) N> b I EESS0mg ¢ 20244E9H 24 H KR, CTD2.6.6.6.2)
2) PR 61186372NSC3004 35k 0 3R B HE (2 B 2 S ER AL,
% (20254E12 220778, CTD2.7.2.2.3.2)
3) HNER 0 T I Ny I TR T ERLA O R 4 [ S B R AT
(20254E12H22H #&Z8, CTD2.7.2.3.1.3)
% k4) HPEE : 61186372NSC200258 5k =k — F 2003 EhaE (2 B
¥ % ABRAGE (20254E12H 22 H &R, CTD2.7.2.2.2.2)
% %5) YR 1 61186372NSC2002: 8k a5k — N5 IR EREIC 4
T A BRI
6) HWER : TINYE T TN TF =T HEHEEO IR
HeL i S L9 % G PR B (61186372NSC300430Ek) (202545
12H22H 772, CTD2.7.6.1)
7) Natasha B. Leighl, et al. : Journal of Clinical Oncology.
2024 ; 42(30) : 3593-3605
Q) HNER 1 7 I NV ¥ = T OIENKLNGRE BE T B
I R 1A (61186372NSC2002505%) (2025412 22 H A&FE.,
CTD2.7.6.6)
% % 9) PG © T 2N &~ T OIS B R
A (61186372NSC20025k54%)

10) HER - 7 I Ny < T OIENHBERTERFE ISR T 5
[k R A (61186372NSC300138%) (2025412 )0 22 H A& FE.,
CTD2.7.6.4)

1) HPEHR 7 INYF < T T ENTF = T RO IR
WAl FR L2 9 2 B PR i (73841937NSC30037:485%) (202545
12H22H G2, CTD2.7.6.2)

12) #PEHR T I Ny T oI E B E ST B
[ R B (61186372NSC3002:8 %) (20254E12 A 22 H KGR
CTD2.7.6.3)

13) *LPIEH T IN ST OB R BT B RBRICE T 53R
FEPRFRBREGE (T 4 77 ) /N b i E1350me © 20244E9 H 24 H
73R, CTD2.6.2.2)

14) Frost GI. : Expert Opin Drug Deliv 2007 ; 4(4) : 427-440

24, XEFEKRERVEVEDEL
Yoy 77 —vHRASH ATAAINA T r A=Y arkry—
T101-0065 HACHRT- X H X P #fi H3-5-2
7 =% 4 Y ) 0120-183-275
https://www .janssenpro.jp




