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VBB ) BT H B A

%0 &4 Antineoplastics drugs
(B 109410 A1 8 %%)
BT AR FREAT AL
9. 83.Dacomitinib (&= Vizimpro) : i
(109/10/1)

1. FR 83854 B B F EGFR-TK Exon 19
Del #% Exon 21 L8OSR x84 » A &

A& 9% £ (non—CNS) = B) 3R 43 Jotk =%, 3%
BAPE B~ IC R BIVEDZ A
MR R E A o EARIR
SRR B BRIRIESHIAE &
S AHAR AR XS BTk R 301018 =,
30102B R T2 B FEE UBI S
BB S ana (1VD) REME A
A7 B8R (LDT) 4B 2. EGFR 2 B
B ERBE -
24 R EFH
(1) 7% /& & 4 17 7R T B A B AR R 2 95 38
Rée ot ERE 0 B EGFR-TK K H
RGBS -
(DDFREFUALBER » FRAE 735%5
TN Rk IG F R A0 B BE R
Ho B 4B ﬁmﬁ%Xﬁ&%
TR ERBKE > 582 123H
AT R BT E (epif X b
XEHBTE ) -
() A# 2 gefitinib > erlotinib »




REAHE

afatinib & osimertinib » {£453%
— R REASHERR  FHEL
W mEBRMGFRARE S > LA
AR — G4k AN B A EGFR-
TK Exon 19 Del % Iixon 21 L858R
BEEG 0 H SR (non-CNS) 2

Jy 3R AR AR 2 A% b (Bp 5 0B ~ 10
R AVE D) S ES S KRS

#ufd Bl osimertinib @ 4B 454
osimertinib % — &4 AW E A
EGFR Exon 19 Del AE R& H &
Bs#8# (non-CNS) z s M (5
IVHA ) AR Ak 2 TR o

(Dg Ak lf-

9.24.Gefitinib(4w Iressa):
(93/11/1 ~96/8/1 ~ 96/11/1 ~
100/6/1 ~101/5/1 ~ 101/10/1 ~
103/5/1 ~106/11/1 ~108/6/1 ~
108/11/1 ~109/4/1 ~109/6/1 ~
109/10/1)

1. () -

2. ERAEEFR (106/11/1

109/4/1 ~109/6/1 ~ 109/10/1)

(1)~(3)(u&) -

(4) A% %8 erlotinib & afatinib
RAFHER - (96/8/1 ~ 103/5/1 ~
109/4/1)

9. 24. Gefitinib(4w Iressa):
(93/11/1 ~96/8/1 ~ 96/11/1 ~
100/6/1 ~101/5/1 ~101/10/1 ~
103/5/1 ~ 106/11/1 ~ 108/6/1 ~
108/11/1 ~109/4/1 ~109/6/1)

I, (u&) -

2. AEEFR (106/11/1

109/4/1 ~ 109/6/1)

(1)~(3)(#&) -

(4) AR % m# erlotinib & afatinib
AEFHEA - (96/8/1 ~ 103/5/1 ~
109/4/1)




53T 1R 4R

ke

REFRE

(B)ARBELF —FERR - &2
osimertinib & dacomitinib 4%
FEEH o REGRMERRE  RF
i - (109/10/1)

1. 4% #4048 A osimertinib > s
48 %5 4 osimertinib F — &3 4¢ F
# B EGFR Exon 19 Del A M %
4 B &3 (non-CNS) = #84
P (VL) Al AR AR 2 TR -
(109/6/1)

.40 & P 3%4# F dacomitinib » &
48454 dacomitinib % — & 48
# B A EGFR-TK Exon 19 Del %
Exon 21 L858R B R 4 > H & h%
£ (non-CNS) Z B 342 301 2R 3%

# e B AR 2 TR - (109/10/1)

(OIABERPE SRR &
osimertinib 43 #HF —E M » R K
WS MER R RAER - o Bk
4 M osimertinib - 48 £ 4
osimertinib —&E RN BH
EGFR Exon 19 Del A F 722 4 A & 5%
#4% (non-CNS) =M (FIV
R ) BRBRRE - PR o (109/6/1)

9.29. Erlotinib (de Tarceva) :
(96/6/1 ~ 96/8/1 ~97/6/1 ~
101/5/1 ~101/10/1 ~ 102/4/1 ~
102/11/1 ~ 103/5/1 ~ 106/11/1 ~
108/6/1 ~ 108/11/1 ~ 109/4/1 ~
109/6/1 ~109/10/1)

1. () -

2. mAEEFR (106/11/1 -

109/4/1 ~109/6/1 ~ 109/10/1)

(1)~(4) (w) -
(DA% gefitinib & afatinib

9.29. Erlotinib (e Tarceva):
(96/6/1 ~ 96/8/1 ~ 87/6/1 ~
101/5/1 ~101/10/1 ~ 102/4/1 ~
102/11/1 ~ 103/5/1 ~ 106/11/1 ~
108/6/1 ~108/11/1 ~ 109/4/1 ~
109/6/1)

1. (ug) e

2.4 M FEFRE (106/11/1

109/4/1 ~ 109/6/1)

(1)~(4) () -

(5) A% S gefitinib & afatinib




ERTR SR T

RELHE

FAFHFA - (103/5/1 ~109/4/1) -

(B)ABmPF — 4 AW -
osimertinib & dacomitinib f#4%
B REGZERR T
H3s - (109/10/1)

1.4 % #4524 A osimertinib > 4448
%4 osimertinib 3 — 448 A% B
# EGFR Exon 19 Del &R R4 A
s (non-CNS) = s
CHIVHR) ABR IR 2 R
(109/6/1)

1. ko F £ 34 A dacomitinib > 548
# 4 dacomitinib & — &4 AR A
A EGFR-TK Exon 19 Del =% Exon
21 LO858R B R4 - H M Akse 48
(non-CNS) %y 3f42 40 1 K 4845 14
Jift Ao 2 FR ] - (109/10/1)

RAFHER - (103/5/1 ~ 109/4/1) -
() A B ot 58 — AL B > 2
osimertinib f#AFF—EH » R H
Al ER R RAF A - o Bk
1 A osimertinib » 528 % &
osimertinib % —&E AN EA
EGFR Exon 19 Del FX & % % H & A4
%% (non-CNS) s (FIV
HA ) At RR R 2 PR o (109/6/1)

9. 45. Afatinib (40 Giotrif):
(103/5/1 ~ 106/11/1 ~ 108/6/1 ~
108/11/1 ~109/4/1 ~ 109/6/1 ~_
109/10/1)

L (wg) e

2.4 A EFE (106/11/1 ~

109/4/1 ~109/6/1 ~ 109/10/1)

(1)~(3)(=) -

(DR AREDL > RESHERR
3 A AR AT ah e fa o) B 28 ad > H 4

9.45. Afatinib (4w Giotrif):
(108/5/1 ~ 106/11/1 ~ 108/6/1 ~
108/11/1 ~ 109/4/1 ~ 109/6/1)

1. (%) -

2R ETFR (106/11/1

109/4/1 ~ 109/6/1)

(D~(3)(#&)

(AOERABEDE  RERTERR
B R R AT SR A 3T A d > H 4




r T 18 AL

REARRE

A& B B 3R ALl &) (tyrosine
kinase inhibitor, TKI)-

(B)AB ¥ gefitinib & erlotinib
RAFHEA - (109/4/1)

(6 AL R — S A B - 2
osimertinib & dacomitinib 4%
B4R hE&THERR  R1§
ke - (109/10/1)

I. 4% #4046 B osimertinib » 544R
# 4 osimertinib 3 — &4 A A A
# EGFR Exon 19 Del XA EH £ 4 B

s (non-CNS) 4
(%N%)%%%zmﬁo
(109/6/1)

L. 4o % & 34 B dacomitinib > $44E
4 dacomitinib % — & 4# Ay A
# EGFR-TK Exon 19 Del # Exon
21 L8SBR ¥R 4 » H @AM K
(non-CNS) % 5 3R 38 M R 5

Ak BB AAs A T ) (tyrosine
kinase inhibitor, TKI) -
(5) A% 2 gefitinib & erlotinib
RAFHEA - (109/4/1)
(B)RBERIF — 5 Moy > i
osimertinib (EFH—#H > B H
A PER R 0 RAF Ak - Juf R ik
1 F osimertinib » 44845 &
osimertinib % — & AN A AE
EGFR Exon 19 Del ¥} H £ 4 B &%
##% (non-CNS) 28 (FIV
) AFRRAR 2 R o (109/6/1)

1. SRR 4 A

(1) B4 EGFR Exon 19 Del LB &4t
B & RS9 (non-CNS) Z 48454
CHRIVER) MR m B2 8 — &b

BRI 2 PR - (109/10/1)
9. 80. Osimertinib (4o Tagrisso) : 9. 80. Osimertinib (3w Tagrisso) :
(109/4/1 ~ 109/6/1 ~ 109/10/1) (109/4/1 ~109/6/1)

L. PR R

(1) &4 EGFR Exon 19 Del 3L B 4
B &S (non-CNS) = @44
(HIVER) AR R B 5 — 4%




BT BHRE

BRI

(2) SeAT B8 A 3% EGFR AR ¥e %2 4h
gefitinib ~ erlotinib ~ afatinib
% dacomitinib /4% kR » HAAH
EGFR  TT790M X B X 4 2 B34z e
PE RIS M2 I BB 2 =
s - (109/10/1)

2. AEEEE - (109/10/1)

(1) /BB FEAE EREBIER > FF0F

Eog il
[. (#&) -
—SRER A B FAMRM Y
@B gefitinib ~ erlotinib ~
afatinib 2 dacomitinib /&% =
S AR B AT XA e Bz
BAAZERH (WXL F
B BT & 2R H A 7T 4 B ST 89 %
%) > SLRARIEIA AT A #
(measurable) &Y% & 4E %
4o R 7] LR E AR kE 0 RIVT R
15 (evaluable) &9 XEIRT
- (109/10/1)

[T1. (&) -
IV. (u&) -
() AH BRE — IR R

gefitinib ~ erlotinib ~ afatinib
% dacomitinib {2438 — 1 H > &
Rate AR R 2 RIFEH# -

(2) So AT B.4% F 13 EGFR AR ¥e 26 49
gefitinib ~ erlotinib =
afatinib #&& &8 » BB A EGIR
TTIOM & B K 4 > B 32 bk 2 2t
M2 JF /| b B 25 — 8104

2.4 AIEEFIE

(1) A& Fnrd SAABBMEA » F3F0
TR

[.(w&) e

ZHEHA L FEARMY
& He % gefitinib ~ erlotinib =
afatinib 4% 2 380 » LR B Al
XA R BALZ #4532 i 3 0A
(ko B3R X & ~ EREHTR & H 40
TAE B3P0 RA% ) sbBARE
Av A& (measurable) #4Jmkt
AR do A 7T AR E AR
st o B35 (evaluable) #9%
KR T 4R o

[II. (&) -
IV, (ug) -
(2) B G — 4B ARG > 32

gefitinib ~ erlotinib &
afatinibZFE—#ER > BE& R
MERR  RIFEIE - 4o F04E A




BT R AR

REFRHRZ

(109/10/1)

1. wERBERRES > BEFEAR
oh % — g4 A A A EGFR Exon
19 Del AR X% 8 &A#H# (non-
CNS) z sk (FIVER) MaRE
Z ] » (109/6/1)

II. 4o % ¥ 345 A dacomitinib @ 5448
%4 dacomitinib % — 448 AN A
A EGFR-TK Exon 19 Del z Exon
21 L858R ZER & » H A8 4%
(non-CNS) = & ZR4Z 301k a5 1
Hfi AR R 2 IR > (109/10/1)

(3)(wg) -

RBES BARFEREL S -G
A7 BA EGFR Exon 19 Del £ R
R4 B EAEEs (non-CNS) =&
B (RIVED) MARE 2 MR -
(109/6/1)

(3)() -

3k L BRI AMIEITRE




