% 20244F4 23T (55200
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202043 HUET (56100 Diﬁfq"z;gg?‘iﬁ Rl
$£20mg #£30mg $£40mg
AR T 5 122600AMX00017000 | 22600AMX00018000| 22600 AM X 00019000
W 52 B ﬁu 20144E5H
MEMEER FOY X% F—EHEA
Bk - SR Ty F T4
%m&rﬂ‘ 35 IE- S IE -1/ S
» ®
7y L ﬁE30mg ||||| Ingelhelm

AR 78 40mg
GiotrifeTablets 20mg - 30mg - 40mg
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1. BE

1.1 AFNE. BEEBCTICHBTE2EE/BKZICEVT, #
ALEERICT A B - BBREFOEMOH E T, BEFFH
X&EZBLT. BUEHBHENBERNICOVTOARET S
&, i BREBRICELE. BEXIEZTORKICEKFHD
RO ERYE GFC. BEMRRBOMHER. RASFO
AEEE, RCICE-HERIPHDZ EHICHTAER &+
SICEHBAL. AEEBTHrOEBRETHIE,

2 AEOBREICLYEEMRERFHS5bh. BRTICE-
EGIPEHE SN TWBDOT, WMEAEIR (FIREEE, XK, Fh
Z)OEIRVEHN LHBEGRREOREE. HEE+59(C
TO22&. BEPROONABZEICE®EZPIEL, BEYA
WMBEITHIZE, £, BEVHIIARIEZhICETZE
HEOTFTT. MEMMERBRSEOEELEMERARBEICHT 28Z
EHQCITHT &L 8.1 9.1.1, 11.1.1388]

g

—_

2.1 @%’ @BZ (5 Llﬂﬂiﬁ(ﬁ@ﬂ%ﬁﬁ‘@%%%‘%‘

3. fHRR - MR

3.1 fHmk

W 58 % | VA4 M) 78820mg| VA4 MY 75E30mg | ¥4 MY 7 $E40mg
TITFZTRVAUNT I7FZTVAVNT T 7T=73A Y

OB 4 |BEYE29.56mg (7 7 7 |MEHid4.34mg (7 7 7 | BB HE59.12mg (7 7 7
F=7ELT0mg) |F=7ELT0mg) |F=7&L T40mg)
FUHERR, A& | AR, R o -2, BEE
Vo=, BEENK KT AR, 70ARENY ATTY
TARR, ZJOUAREC| VB 7 A YT A, 7O X0 — A,
Fry AF7 VB~ 70T =400, BALFS v, Fvs,

o AT AT A e FOE2ETIVIZ AL —=F RV
OAd—2Z, ¥v70[X— 0

— W00, EEALF

NS 2N |
) R— 80

3.2 WHE DMK

U 5 4| YA M) 7820mg| VA4 M) 78830mg | V4 M) 78E40mg
He~b3Fhlcim|igFano 7 4 VA |REBD 7 4 VL4

# L AEER AR NI TR a— Mg
a— M

2 ®

=X £ %98 1mm #19. 1mm #10. 1mm

= < |#3.6mm #54. lmm #4 .5mm

EQ X [#7185mg #277Tmg #1368mg

FkAla—F |4 T20 i T30 i T40

4. FHEEIIZHR

5.

5.

~

co oo

3 WAL IRRIES

3 ERICERA G LIoe

4 MOFUELEIESEH & OBFHIZ

EGFRERFERBGEOF M AR (I B I/ MR
MEER FHHRICEIET BEE

1 EGFRE(EVERMAEZ FEIT H T Lo EGFREEECZEEE:—T
MBI OPNEZ & T, AA 25T L83, BARIES

[WEZHETA P74 v FORFOERESEZEI2ITH) 2 2:

2 RENIOM R LA TN BT 5 FRE R OV VRIS L
fw&wo
DWW, [17. ERIR B DO THO N % 34
L. KEOGMVER Ot x T 28 E L7z E s ig
DFIREATH Z Lo

. BERUAE
WE. RAICIE T 7 7 F =78 L C1LHLR40mg % 22 5 B 12 %%
%535, B, BEOIREIZ X ) EEHRT 255 1H1EH
50mg¥ TH®ETZX %,
. BERUA=ICEEYT 3R
A RBIERASSE L 723603, ER, BEEESIIS LT, DTFo
AR L. R, e3Pk aZ s,
BIfEf o 7 L — FED RIE T OV = AL
7L — F1X1E2 — P G- % fk e
FEIRASZ L — F1LLFICEE

7L — RF2UEIRATHERE AY T2 L

MEL <P ECHREES B0 IR IR

B O #4557 510mgi i L T
RIS B I 4

#1) 7 L — FIENCI-CTCAE 3.0/ & %,

112) 48 H] % 8 2 2 T RITH ) 2 8 2 % B [

BEBETERWY
7 L— N3k

##:3) 1 H 1A 20mgft 5 CHEMD R S Wi Ak, 5
LEERBTHI L,

) —Higi Lz tkid, BE2Tban b,

.2 1H140mg T3HEMLL L3 5- L. Fofl. RS, ONEKR

CZzofbo 7L — R2LL EoEIE- 2 YiGid1H1

A50mgl2 3= LTH X\,

oL

v Coac L NAUCHMK T 5% & DR
EDH D, HHOEEL RS D720 LHOLERFT2 & A5
MWE TCOMOMMIEE TS Z L, [16.2.15]

DWW, BRI R OV A T
LTV,

. EELEXRER
A FHE

TR EA S D bILd 2 LW DT, FHER (K
PRIBE, mXWi, ZE285) DR RE I N S 1Y 7 I 30 e {5 Ao 7 oD 92 it
L BEETOIT) k. T, LEIIN LT@JHJT&E&@;«?/H\
JE (Pa02) Eﬂmﬁﬂuﬁ?%ﬁ@%m&@p@)\ Jii e S B IR i P 3% 0
7 (A-aD02) . i#EEAET) (DLeo) SE DA EATH Z Lo [1.2‘
9.1.1, 11.1.1%M1]

2 FFRERERE A D Db D LA H L DT, AFNHEG FIER K

OARANF G- A2 I PR RE A 2 7 BB OREE 5>

BT 228, [9.3.1, 11.1.450H]



8.3 EELLEENHLDLND I LB 5O T, KEFSHIAHT
WIZBEFEO LR TR T 5 2 b E72, RAFG T ORER
DFEFLRIL - EHEEEF IS U CERE O (b 0 —55) &
1o, BEORE(LERNEOZR 2 &58) & T BE T 5
Z&o[9.1.2, 9.1.3, 11.1.5%H]

9. BENEEE2HII2REICHTIEE

A ABHE - MEEEOH 2 8%

9.1.1 HMEMMEBRDH2BEXITOBREEDH 2 8E
RV VER g AT L B IS E DR DD o [1.2, 8.1,
11.1.1=H]

9.1.2 DARLIERDH 2 BEXILZOREREDH 5 BE
SERDSEALT 2 BENDDH D [8.3. 11.1.58H]

9.1.3 EEREEHSETFTLTVIEE
JERDEALT 2 BZNDDH 5. [8.3. 11.1.58H]

9.2 BipEEETRE

9.2.1 BEEDBHREREDH 2EE
AHIOMAEEDS AT 28200 H 5. [16.6.15H]

9.3 IFipEREEZRE

9.3.1 EEDITHEERZ (Child-Pugh%%EC) D & % &2
INHOBFERNGE LHIRRBRIIIN L T v, [8.2,
11.1.4, 16.6.2%0R]

9.4 4JEREEH T 5%
TRURTTRE 22 ZoVE VRS L Cld, P9 S UM 5% T 3 — 2B i 1
W) 2 AL A AT XD IRET A2 L, [9.52]

9.5 1Ti®
TR SR IER L T A RO & 5 kit G LA RS
Mlamitd LEA LTSNS EICOREGTHZ L B
EERCHAREL, HRBN ORI WA I DR ZIRE
KoOM(Z v M), JREAEORA. BNE, WEOE#., K
YIRS T O S A FHE IR 35 0F 5 e I8 6 OF 2 S/ S 4
DZER (7Y F) DD SN T W5, [9.45H]

9.6 ®BIiF
BRI L W EHHETE L, BERTAT BT TL 2L
WROLENTWE(TY Mo

9.7 INRZE
INREE IR L L7 BRI ER L T,

9.8 S
BEOIREZBIE L 200 BEICKREGT 52 & — kIR
BEAMET L CWA Z &A%,

10. HE/EH
RENIP-HEEB (P-gp) OB TH Do F72. in vitroiBRIZHB
WC, AFNIFIEMEZEE (BCRP) 0B THH Z &, RUAK
H AR~ O TS A EP-45000 B G- 13 v &k AR X
N7z, [16.4, 16.5.25:H4]

10.2 BFRAEE (BEAICERT 2 2 &)

©

E LR FRAREIR - FEDE | BRI - e T

P-gpFHEH AFH) O M EE DS B A
)b, A ML, RITEROSSEERE
FaAF =, XIRUCEEEN T S B
T893 )L TN LT NG,

[16.7.1=M] P-gpBlEH] & BT %

Wik, RFEG L

B ST AR FH 2 G- 12 9%

452k,

KFNIP-gp D HE
TH Y. KA
A2 P-gpBHEH# %
53 5E, M
12 &) AF oI
WES ERT 52
LB b,

AF) D I H i BE YT
L. A OF D
T 5BLNHDH b,

AHNIP-gpDFLE
THh., FrAEIZ &
D) AFH) O I E
PRTT 52 Ld
Hbo

P-gpif Al
NVT7r ¥ T
VNP, &
=AM

(St. John's Wort)

=4

i
[16.7.2Z2H]

1. BEA
ROBWEHIHHDNLZ LN HLDOT, BBEZTITIAT, B
HRRO LN ARG R I T 575 EE A LERAT) 2 Lo
1.1 EXHEHER
11.1.1 FEEMERRR(1.3%)
[ NER TR N R 2R [ SN Tk e N 1) 8/ NS el o 21§ ERIER T
B, 7TV F MR EE) PSS bNL LB, LT
WCESTHEFI O s SN TV 2, REDRRD bNT2HEI2I3R

Hamilk L, A7 uA FEESEO#EYZRLEYTTH &, [1.2
7.1, 8.1, 9.1.1%MH]

11.1.2 EEDTHI(14.4%)

EEO THIIE > THARERE 272 L, AUBARLEICE -7
BlH MG SN 5, IREE(TRT I M) okb., Miili%Eo
B RAEZFTH) &, [7.18]

11.1.3 EEDOEBEE (16.6%)

FEEDOREE, SESDVPHOLDNLZ EDND b, LEIISLTE
R EZZT A L) BEICIRET L L, [7.13]]

11.1.4 RS GHEER) . FEEREE (2.2%)

ALT. AST. €V )IVE YO EFEZME) TFRERE D 5 b
NBHZEDRDHY, FAREIZEVIBEIZE - 2R b Hfr ST
Who [7.1. 8.2, 9.3.1%H]

11.1.5 DEE(0.4%)

LR T A D 5 b, OAEHEOEE L LEEND S
NBHZENH B [7.1, 8.3, 9.1.2, 9.1.32MH]

11.1.6 &M F K IEIEB I (Toxic Epidermal Necrolysis :
TEN) GEEAH) . KSR R & (Stevens-Johnson fEf&
) CHEERI) . SRHAIHE CEEARH)

R R R HAERRAE . R RS AR BB, SIBAI S O EE
BAENE - O EEEERD S b D Z WD 5. [7. 18]

11.1.7 EEEEE (0.4%) . SHLE B e ART)
BRSO S NGAIIE. RS, JERXE. CTSH0LE %
MRS 2L, [7.150]

11.1.8 SPERE R CHERH)

M. ME7 39— PO EFEORE DR SN EEICE
RS ak i+, [7.121]
1.2 ZOMOBEHER

0B | | Lkl |
& 555 - -
. R B 5,
BEIR BB ME R
O KT BE R 5 ii,ﬂﬁf
(55.5%). TR B ﬁ;%é BIAL O
He 8 ] OV | 45(56.8%) &ggﬁwww@#ggﬁ“%
T L B R AR20.396) (0 o g [T IS
D SHQ0.5%)s 2| sy AR ) B
5 FRAE9.2%), [ o e |
SR 13 Plalbalivia
o S
(13.19%). I &| 2,
HRLHE
#iE(10.0%)
AL wacm, w7
N ks A YH i ST &5 A N
zgumw gﬁ\%m;qiﬁﬁ\gﬁ
5 B IS
T NEL T 5
R E B, | 2 — 1S
S F—. i
B B e
BE E AL A
PN AT
BRI S A
[ %o MR [FEON S A |G
L. IRMR. | K P
FINEE % IEE
k%,
Bt
ggo&% -
WREE RIRAE | %
IR N
iRl 1P Na] —
T sae0.8m). I D g, |l I
EM%%@&EK‘@%WG%Ewﬁ:ﬁ
MBS B OA7.9%). | DR O
ERUEOVEON ot S N A
LV S(12.29) | |56 CVBR g
wrpug |
HEREA RO F R
ALEREE Kl %
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10984 L g@i% %Kil | SR
1
e T RN A
EE O (0.5%) W Bk S
. LS TER
IR S
R g ey PRI
P— W0 % i |5 B
e 13 1o | T JHE |, L P
s 0 e e, L |t
; s 5
I T
O P O T
i R
TR S
W, S
%, 5, ). )
R J O L B,
Ptk dUE B, Bl ST
S (2
). Ak
B, EI], . oo
RO s g, ) 2 W g
2R i h kit | i B e
i
K. B
e w0 g e, kI W
o T T R 5]
GERRE K| 7o S0 PN S g
7 (13.5%)  |W o i
7 VEJE RN
s
mez vr
F = 2 .
739 —FRPHEMm
S, CK |3 5 .
W B e Stk | R 2
Fow (AST. ML 7 v 7| v e o |8 b, i
Bt |ALT R 5 &) [V k27 7 . b o K| sl e
(14.0%) . fKE| 5 —EEIM = > TH .|k # B
i (10.5%) SR [ I,
M 7 )7 |ICK-MB
N
O 7 BT
i
BE. T
HOMLE G Bl LB
B

EDLEIIS CCREF %25 L) BFICEET 52 L,
TE2) B IR RAEE 24T 9 7% Sl 2 IEZ AT ) 2 &

14, BAELOZEE

14.1 FHIZMEFOER

14.1.1 PTPEUEOFEHNIPTPY — b 5HY L TIRA T 5 &
DHREY 5 2L, PTPY — FORBFIZ L D BWSAEHAE
REBEATIA L, I3 Il 2 2 L CHERi 9255 0B 2 & if
HEAIFET LI LD DD,

14.1.2 RAEMICPTPY — M ALY N L9 5 2 &,
[20. 2]

15. ZOMDEE

15.2 FEEREREHBRICE D 158
FIHE & F W72 IR ZERA BRI B W T, BERRo S Tw
LA b MY sERE o g R R B, Mutav v A &
HW 7B a T 2RE AL N T v b & 7B O
aXy N7 v TEREETH- 2,

16. EMENE

16.1 MHiRE
H AN 38 7 126012 451020, 40, 50mg % 22 JE I (R HT2ME
fif] e ORI A ) BRI G- L <1 H 1128 H Fif BUAR A%
1455 L7z & & I RZEALROIEY BYRE/ S T X — & R O ML R
AL BEHERS 2 LU 2R o AUCo- Je UCaxld s ASHI120~50mg D
A CTHELZ DT L TS 2. &%5-MGEESH BIIZER
REEIZHEL T EE 25N, KH O RFARBIIAUCH-TI132.8,
CoaxClE2.1TH o 720

R ORHROKGHOT 7 7F =T OFEYTRE ST A =5

H [l 5 B G
BATFIHM | 20mg | 40mg | 50mg | BATFI5ME | 20mg | 40mg | 50mg
(% gCV)¥ | N=3 | N=3 | N=6 | (% gCV)¥| N=3 | N=3 | N=5
AUCo | 147 | 2999 | 539 | AUC. <" | 409 | 1240 | 1010
[ng-h/mL]| (84.5) | (6.01) | (59.0) |[ng-h/mL]| (16.5) | (9.73) | (71.5)
Coa 124 | 18.9 | 444 | Cows | 26.9 | 83.3 | 66.8
[ng/mL] | (101) | (45.8) | (60.6) | [ng/mL] | (24.9) | (30.1) | (71.6)
‘ 3.87 | 4.05 | 3.00 3.97 | 2.97 | 3.00
toa? [h] | (3.00- | (2.00- | (2.02- | twa <P [h] | (2.92- | (1.98- | (0.983-
4.98) | 8.95) | 4.95) 4.95) | 4.02) | 5.09)
213 | 37.99 | 14.8 38.5 | 40.4 | 33.5
velhd 1 ) | a9 | @) | v | g | ale) | @

a) gCVITMZ B R 25 % 29

b) Hr il (/M — de KAl

c)N=2

d) T X245, ssldsE
#5108

WD /ST A= % F§
#5280H

—O— 20mg (N=3) —O— 20mg (N=3)

™ —A— 40mg (N=3) —A— 40mg (N=3)

—0— 50mg (N=5)

ES —0— 50mg (N=6)

SRR [h]
AREFEOR G- HoMEEh T 7 7 F = 7R (54715 = SD)

16.2 TR

16.2.1 REOHE
BN B AR 40me & m B AR I C B MR T 5 Lo & & 22
NS 512 T AUCo-o J UCrmaxld Z 12139 K UB0%AE T L 722 (4
EANT—%). [7.32H]

16.3 2
© MZBI Bin vitroM¥EE FIAG & 51395% T - 729, RANL & b
HTIVT I RO a l-TEMEREE T (AAG) LA L. AAGE OFEAI13&
FUERE IR LTz $720 & bin vitrol2 BT A1CIE#T 7 7
F = T OIMEFIT (C/Co) 12, 1.02~2.21TH - 727,

16.4 X35
777 F =T \dn vivoll BWTEEE 2 /T ABALIRENIIZ L A LT §
IO EERAHTETE L OIEFBEIIMETH 727, [10.5]]

16.5 HEit

16.5.1 “CERkT 7 7 F = 715mgV il & R A ISR O#HS Lz & &,
PG BE D85 . A% ATHEAF 2, 4.3%AN R HEE S 2 IS
72U E D H988% (FEE P © 85.6%. JRH : 2.5%) ASKRZALKTH - 727,
FENT— %)

16.5.2 In witrolZ B \» T A # 13P-#E & 11 (P-gp) & OV 5L it 74 & A
(BCRP) DIHETH B Z LATRIBEN TV 2772, [10. 5]

16.6 HENEREETH8E

16.6.1 BEEESE
rp B IR OV R R R AR R R (£:801) IS AR H140me & HE Rl G- L
o8t EREREIE RS (K o B 1ok L T e nesl) 2kt
AT U R R AERE E (eGFR : 30~59mL/min/1.73m?) # F§ AT
1ZAUCoas1322.2%(90% CI: 95.7, 156.0). Cmacld1.2%(90% CI :
72.9. 140.3) ® EH 3 RED AL, HEEERAER E (eGFR © 15~29mL/
min/1.73m? % & § % B T &, AUCowstl350.0%(90% CI : 105.3.
213.7). Cumaxld21.7%(90% CI : 90.8, 163.2) ® L A-H3588 57z ()
EAT7—%). [9.2.15]
F 7o, REIHEMPEL G % 2 7 Bg27 (g 7 7 7 F = 7k
44605 57) % b G REE S B EE AT 2% 206 L . A B SE R R O R
VBN ASARA] O SEW B REL T AT § 552 % 3Rl L 72101, 30276
b, BEOBERERERE (L T7F=> 27 7 > A50mL/minkk
1-80mL/minkA ) (£52861 (205115 57 , 45 JiE > B H BB 5 F8 3 (30mL/
minB\_E50mL/minsf i) (2161461 (5548 &) . T 5 o> '8 i 52 5.3 (30mL/
minZk i) 1106 QU ) THh o720 Z LT F =2 20T 52 AN
79mL/min (Fr Y fiE) o B & I L T, 60mL/min % O0°30mL/min® &
HTIFAUC: . «lFZFN2N13%J% 10842%D 15, 90mL/min/% 1°120mL/
min® BH TIEENZ16% M O20% DI T AR E 7z,



16.6.2 FHEERREE
£ (Child-Pugh/3 A U E# 1 (Child-Pugh /3 #B) O IF AR & 12
AFS0mgZ HRFEL 55 L7z b &, MFERESE & B L CRERICH S
LA A SN p 225 72101 FE (Child-Pugh%3$HC) DIFHRER E D &
2 BEI B HIEYBIEIME ST, GHEAT—4)[9.3.12:01]
16.7 EWHEE(ER
16.7.1 U RFEWL
AAN20mg D 5 1T 2 P-H & H (P-gp) OIEAITH L) b EV
¥ L7z & EDOARH O AUCow L U Cumax|348% J2 1739% 15 L 729, —
Jiv AHl4omge ) M FE N EREEMALzE & AUCo-o K UCrax® 1
AT ENZNLI%K U4%., AHIITORERTRIZY D ez iH#S L
7ok BIIEZENENIU I UB%TH - 72, [10.250]
16.7.2 U7 7>EY >
AHN0mgRAFIZP-gpDFFEFTH 2 ) 77 V¥ Y &G LI L &,
AHN D AUCo-w B U Craxld s ZILZ134% S U229 F L 7255 [10.2Z: 1]
TE)RRR S N - ad, TlE, AZiE7 77 F=7& LTLH
11a140mg & ZEJERF IS RE G35 %0 2l BFOIRREIZ L0 @Y
WY 2%, 1H1A50mgE T TE 2. ] Th b,

17. BRERARIR

17.1 BHHRULRLMICEEY 28R

17.1.1 ERREE S M AHERRRERR#EE (LUX-Lung 3)
AL 2 9 1 R iR R OEGFRE (5 T %5 2 (Exonl99 K 2% % % (Dell9)
Exon21 OL858RZ: F45) itk o0 JE/INAI Al (s /B & Kb 52, AH)
40mg#% 1 H 1[0 22 1 (A2 oo 1IE R Db i D01 A 3 i DU R ) 4 5 L 72
BROFMER &IV T, XA ML FE R+ A7 5F ¥ (PEM
+CDDP) O s & i & L Cafili L 720 AR PEREx R 611334561
(A5 823060, PEM +CDDPELLSH]) TH V. = D 9 583 (AH#:54
B, PEM +CDDP#:2961) ASH AR AT - 7219,
FEEFMIEH CTd 2 MO H e T B AHEIC X 2 IREA R (PFS)

19. BRI 2 E(LZRAME
— AR

777 F =7~ LA VY (Afatinib Maleate) (JAN)

fer4

(2E)-N-[4-(3-Chloro-4-fluoroanilino) -7- {[ (35) —oxolan-3-y1] oxy}
quinazolin-6-y1]-4- (dimethylamino) but-2-enamide dimaleate

GEES

CasHasCIFNsOs - 2C4H104

SR

718.08

PR

H~EEEDOM R TH Do AMIIKAIILY AT IV ANKFY FIZHE
FRT LAY = VZRRETIZ L T 2 = (95) 12T I v,

bt

LA

log P=4.7(pHO9LLE) . log D=3.8(pH7.4)

20. BV EDEE

RANIBE LA E R 720, REAOHERT VI o —adED
FEMRAL, AEGRIRR LR MG TRET 2 2 &0 [14.1.22]

OWRfEIE, AFIFETLL. 14 A, PEM+CDDPET6.97 HCTh ), & *22. Ak

HI#EOPFSIZPEM + CDDPH#E & W L THEICIER L7 (N — Flb
0.58, 95%fZHEIX ] © 0.43—0.78, pfii=0.0004, WiflGH TS > 2
WE)o F72. EGFREETZ RO (Dell9. L858R. & D) Hliz &
LR EHIENT OFERIZ, TROLBY THo72

1.0
25%fE hRME  75%fE
S Iz 532 1114 1912
/o8 "
-]
=
E
&
= 0.6
04
02|
00+
0 3 6 9 12 15 18 21 2 27
atrisk & EEBEEHE (R)
FHE 230 180 15t 120 77 50 31 10 3 0
PEM+CDDP#: 115 72 4 21 1 7 3 2 0 0

S48 7 A A7 3 ] O K aplan—Meier B 75
% EGFRE&TZEROFEHEMIC X 2 PFS (Fr i) o F

Wi | AR | | v i | 9%t
peng | P 260N 0.28 | 0.18-0.44
s I I 0.73 | 0.46-1.17
zoft 2(53:;5 o 1.89 | 0.84-4.28

BUREHITIE H €& % 24 H (0S) (20134:11514H 7 — % /1 v b
7) O IE, AFRET28.27 1. PEM+CDDP#£C28.2% I Th -
7o (= FH0.88, 95%EHEX I  0.66-1.17)0

AR 522960 (H A A5481 % & ) t228651(99.6%) (2 BIE A3
o b, ERRIFRIE. TH21860(95.2%) . 56514161 (61.6%) . K
1 9£130%1 (56.8%) 55 T - 720

18. ERhEIg

18.1 fEF#RE
AFNL, BAERK O #ATERE2E T HEGFR(ErbBL) 7217 Tld 2 <.
HER2(ErbB2) % "HER4(ErbB4) & F 11 3 & 3 F — B {ifi M % R0 iy 12
[H% L, ErbB% %1k ~7 7 31 — (EGFR. HER2. HER3(ErbB3) if: 0° (2
HERADIE T 2 RERINT O T A v —DiEHEHET L2 L1248, %
BRI S DRA Y 7 FIAZE R MWL, TSIO8I % 9§ 2102,

18.2 HEEMR
KRFNZ in vieroRWBRIZ B\ T I NI FH K OEGFR# (77 B A 1
% B3 HHI666M ARk, EGFR# (5 DL858RZ 5 % A ¥ 5 NCI-H3255
AR B OSL858RZE B & T790M%E 2 % 45 4 4 NCI-H197540 i bk 0> H4 Jiki
I L 72202,

_4_

<TF MU T720mg>

148 [78% (PTP) X 2(#JFHIA Y ) ]

<TF MY 7830mg>

145 [785¢ (PTP) x 2(#IEHIA D )]

<TF MY 7E40mg>
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B)HNER ) 77 v ¥ v L oMEESER (20144E1 A 17HAFR. CTD
2.7.2.3)
16) #po it - EREEE [ 48 AR ER (LUX-Lung 3) (20144E1 H 17 H 7KF2.
CTD 2.7.3.2, 2.7.3.3)
17)FEAER - SRR OMET (A A & F25%) (2014451 A 17 H KRR
CTD 2.6.2.2)
18)HEkl « I OMET (EGFR. HER2F F — B 2504 A 17EH)
(201441 H17H4&FE. CTD 2.6.2.2)
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iR, CTD 2.6.2.2)
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