O HEZ A= 20234 63 21
(Ar2713t 20261 6 19, 27|
TEO|A ekl Jts)of| H=3t of <t
Z5E HEL|l= Z[Me| S{7tAt
Ol HIFE LHEC =, O X NI =Fl |
=2 LIB2 L3 23 E Soff =l
o = USLCH

O|M MEEAN
http://www.donga-st.com/
QR/mainta_e-label old.pdf
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HiolEL® e
HH EAAEO0|LIEE2.545E

300mg, Pder
500mg

[HZH
HIQIEFZE300L 2| D2 (HH ERMA|S0|LIEE.543 ),
HIQIEFZ=500L 2| 22 (HH EMA|E0|LIE B2 543 2)

(HH EA| =2 A 300mg)
-§7|-I-||(_‘$‘_3C§X-I|) DR E e 300mg
Z|EH HTIH| ¢ SLARILEF, bt

HIQIEHE 500mg

REME  HHEHASO|LIES2.548Z(EP) --- 604.1mg
(HHEA=ZM 500mg)

§7fﬁ|(—?—§§x‘”) DL E e 500mg

J|EFHIH| D S MSHEE, it

[44]
Sl LK gt = ZEMO| FAE SEUX 2H0| EH
T ot

_‘g_ﬂl- 7<]].|_7E

= K=Y

-otel ¥ S 22 Ho| gls & E7tstt Y 8% B0/S &
KHof| Al A|AZ el HE8I0] A

Hl &M
- HEATNE THS 2= A2 Ao 24 Ny 52 A
E

O] HIAMZH Y 2tXI0|AH LXXZHZM AASEHE E
8310 AL
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-0 Stote | HA| 2, HEHATIME =25 2= Z22E Hel
o =4 M =2 HOo|Y HIAMZHY SHXjof|A HERE
OZ A2

-3 k2 S 7|=OR ot= 14t 3tEteHo|

FO| g, HENINE X5 2= 22 Holst 22

477 oz T
x

[=} HATS) oo

M = oM HIAMELQ BRI RXIQH

- EGFR & ALK 0|7} gl= Mo|d H|ME H[ANZHQ e
XollA el 1k X Z2M BEE|FE 3 W2 3teteH ol
294

[BH-2%]

o] of2 ahef 3tat Qo cht Xt

o
=
O E[010F RfLICE Of of2 AtEae| FolAretel 8. M4

ool 2t F=H[Sto{oF LTt

1.

AMAZEIEIN HEQHY

HIAMEZHY 3 oty 8% LS & 0| ofo AY &
500mg/m? (MEHH)OZ 2t 21Y F7| & M1
SO oL FUo =2 FHYLICL A|ASEHES HE 8
75mg/m(HEHM)O 2 2} 21 F7|F HM1of of 2t
2US 2A=E5t, oF 30 T 24120 EX UL FUCZ &
SLIC SXE2 AASEE £0 © 8l/E= 20| HES

TE X|Z2e}t £ E=(hydration)S grotof ghi|ct,

o

0% 2 - rlo M rlo

pEay
HIAMZHe @ 0] ofol AT BL 500 mg/m? (HEHE)
o2 2 219 F7IF M1l 102 S9t HUL) FYoz £

of gLt

LHoZe|EY g 93 spera et He ey

HgaHo= Soisty| AL Y S omll STt
HTELICE 0] oS WEB2|FY U W staUNet ¥
stof Soists 39 WEZ2IFeo0| PX SO01E|0{of BHLICt.

. B0 FoAte (premedication regimen)

1) D2 gtgo| it S-S F0|7| flol, o] oF £of MY,
B CHS Y DEE|ZAHZ0|EE EELICL Z2E|R
AHZ0|EE 1Y 28] ZFRE0 St EHAMHIEFE 4 mgat
SSoHoF Lt

Mg £0[7] 2ldl, 0] Y= XRE gt
HEX| T £0q gtoto} |t B8 gt £ FAH350-
1000 Oto|2203) S gHast & HIEtTIS
SILICE o] of x3| R0 M 7Y S0t &A%t
gdljof otH, XI= MA| 7|7tat o] 2k £[Z Eof = 21

)
rir
fot
A
rr
=
m
re
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ot 588 X|&sH{of gfL|Ct.

3) 0] & &3] £0f M 13 O|Lhof| 13], 1 =2 & of 3F7|0tct
13|41 H|EIAI B1,(1000 OF0| 22 12H) 28 FALS SHotof
SILICH 337|0fCt SH= HIEFRI By, A= 0] &F Eojet 2
29 FAE £ UELICH

5. EL|E-|E|

0| of2 EOfstE 2= E0f Hof| differential white cell
count (WCC)2t EA T X2 Betsto] HET 4 (complete
blood count)E ZL|E{2Is{o} StL|C}. 7+7+o| sstqHe
= AX|

H= T
O43t7| ol Pl ofst HALE TSI MIIs

7t m
7tstiof gfLICt. ofH stst @

=L 2UE UHE

FI|EX AESBH| Holl= 2Rt
SHioF BfLICt.

Ml =5+ ¢
(Absolute Neutrophil
Count (ANC))

> 1500 cells/mm?

Ham

> 100,000 cells/mm?3

S2f|otE| el E2|ojHA

> 45 ml/min

x=d
sueizy

< Fd Yool 1.5

Alkaline phosphatase (AP),

aspartate transaminase < F4 aoto| 3uf
(AST =2 SGOT), alanine <74k Mool 5Hif*
transaminase (ALT &2 (* 2t50| A= EFR)
SGPT)
.8 xH
IS FIIENEE M, 8 ZH2 0|H 7|9 £/x LA}
K| E= Z|of Hjg s =40 7| xsiof BfLIC S22 25
AZtS 27| 2ol XIRE HEE 4= USLICH SR} 3| S| H

AZplEID EHE Q0| Mt

A= H 1,2, 3XHE MBS XZE CHA| AIZELICH
B 1 HOEAANES(HE oF 52 H8a)et A|ASEE
S o5t 8aF XME - ol =M

jtIJH ANC < 500 /mm3 &
A X HAm > 50,000/
mm3

O 829 75 %
(TIH EZA =2t A|
e os)

AZEE}

XM ANCeF &2t 810]

£ X @AL < 50,000 /mm?3

oF 89| 75 %
(MU E2A| S0} Al A2}
Bl ms)
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E| X ANCE} &2t glo] 0|™ 8&<°| 50 %
XX gAm < 50,000 /mm?3| (WHEZA S A|AZE}
3 =g ElE5)

20|2{¢t 7|1E2 CTC 255 Ol¥e| £ thet National
Cancer Institute Common Toxicity Criteria, CTC v2.0
2 UES= AYULICH

BX17E 35 ofdel HigHst =M(ME 54 HQl)S LiEtd

R oY 2xtel Xz ™ +X| £= 2 0|52 HO{H o5&

mH7HX| HHEAAE FHE 2RO LICH X|2= B 2 K|

Fofl 2t Z7H3HOoF ghL|C.

2 HHEANCS(CHS QH S2 HE Q)9 A|AZIE

S THE - HBAS} 54 0
HHEHAE 3| AASEIEl 83
(mg/m?) (mg/m?)

Sl =}

Hotd 2 H Q| o|F g2k

StRE3,453 | O/ &2 75% e

= 75 %

—-| o

(S3a} A2 glo))

olel2 Q3= o|™ K2k

2EE e = | o gae 159 | O BF

E MALEE 3,4 75 %

S22 Mt

=2 ™~Motod o|™ ato 0 o &l
3,43::! (== ||_ oo—|50 Yo 100 %

2 National Cancer Institute Common Toxicity Criteria
(cTC)

b SY A<

N7 540 2, HUEHN S AAB eI AY 8 X
M o] H30| Liot YALICE 3,4 53 417 S40| 2HE

2R #xt= X2 E STsHof LICh

3. HHEHANCS(CHs 2 =2 €8 @)t A|AEE}E
ol gy XY - MF =Y
crerog | HHEHAS 8Y | AABeE 8y
(mg/m?) (mg/m?)
0-1 0|™ 222l 100% o™ 22k9| 100%
2 O|™ 8&2°| 100% O|™ 82| 50%

* Common Toxicity Criteria (CTC)

28] 4% % 3,4 SZO| B T vHA SHS A
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7Lt 3, 4 52 AE 540

2E STHljoF gLICE

o Xt it &
U4 A0l A 65M| O AF 2tXE7F 65M| O 2k 2HXFo]| H|SH O] &
HtS 10| ZII5tK|= AJXSLIC TH| ehxtol CHo A E
Cl= 42 olee 8T UQSHK| &LICt.

o A0t M it £
0] oF2 18| 0|2t 2tXtof CHet QHM Mt 40| =HEl = of
UX| too 2 ol Stxtof| choll M= HEE X &LCt.

o AEtolf EHXtof| it £0f (Standard Cockeroft and Gault
formula or Glomerular Filtration Rate measured
Tc*m-DPTA serum clearance method)
o] &2 F=E AHiMo]| 2ls CHARE[X] 242 xH HH-MELICE
UM A0 A Z2i[OtE| ' 22|0{ATL45 ml/min O] Atel
X M| 2Xtofl chel HEE = 243 0]l 8% =X
QK| AASLICE F2[OLE|L Z2[0~ AT 45ml/min
0|2kl SHXtO| A 2] AFEXIRE ZESHK| oD 2 AE0| A
| X| ELICH

o ZHEof EXtof| cist £
AST (SGOT), ALT (SGPT), 22| 2411} 0] 2F| k=St ALO|
Ol= ot AL Qs AR HQILUSLICEH T2t
2|24IX| 7t H A Aol 1.5H) O] & %/ = transaminase
K| 7F A Aol 3.0uH O AH(2H HO| §l8) £ HAF A%t
5.08 O|AH(Zt o] AS)2! ZHEroH Hxtof| CHei A= S|
A= Ho| gl&LC

2]

8 29 ZA HHEAIE A

At

[ArEael FolAte]
1. LhE ZR0= FOo5HX| ORYAIL.
1) of of == S HZ0il Chieh nt2lE Stxt
x

0
2) & (yellow fever) BAlo] SA| BS

s

2. Z1 g o3 2xtoll 3| s
1) 0] o2 SEAUAS HAIMAAZ HIYE SN LS
E|R0| 27|52 HME = YSLICL S5 AX= Lyt
Moz g2 HF=Hel SM(dose-limiting toxicity) LI
Ch X1&27|2t S2t 2Xtol[A| == Aol chato] ZLIE{~IsH
of st1, Bl =547t (absolute neutrophil count
(ANC))7} 1500 cells/mm30| A Q2 E0t7t11 E AT %]
7} 100,000 cells/mm30| Ao Z 3|2 & mj7tX| 0] A4S &
O{si{AM = tEILICE CHS F710|AM, ZE2 o[ FI|of Lt

rir

-
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L

EHch £|% ANCF HA T =%
S HEQ = gLct.

, 2|1 Z|Cf HjgYst =4

243t HIEIY B, E HEOR
HL5, UEY 2T
ULE,3/4 53 =5 YLBOR Qo a2 3/4
= A, H[gAlst S0 ZAMSLICH W2kM, X2
H Y2 F017] flet oY =KX= A Gitat HIEIZ By,
ZESI=F X[=8lof EL|Ct.
EE|ZAHZ0|EE HEOSIX| 52 2HXL0l| M m| 5 Ht

BENERELCH HAAHEIE (22 09 SSBHoR
o

3)

0 =21
Eog Z2 O|f Bhgo wlnt SFI YA = US
LiCt.

3[OtE| S2|o{Z AT} 45 ml/min O]3kQl Etxtof| CHst
S22 SRS E AR} E| K| SAXSLICE w2t F2f|ot

Ell 22|/ ATt 45 ml/min O]2kQl SXto| A= 0] 2k

AHE0| HEEX| &LICH

Z3B0M FSke MR stXH(IOE[L S2|o{HA

7t 45 - 79 ml/min)E ORI 2H 1} 22 H|AHIZ0|=

M stHZH|(non-steroidal anti-inflammatory drugs

(NSAIDs))2t otAL|ZI(0fY 1.3g O|4) £0E 0] 22| £

o 2% MEEH F0| = 2 St msj{of gLICE ZBNM F

Sk MRH Sxt=, 0] oS FO5HI| 24T 5 MR

B £0{ T A% 2Y S0t2 8tZ7|7} 21 NSAIDse| £0f

£ Zchsjof gfLct.

6) HHEMA|E thE @ = CHE 318 9F FNxet &l
ALAl 28 RS ZE6t, Z52| AT WMo 21
E|ASLICE o[2{3t ZAto| LMt 2tXH= CHEZ o|Ho| &

o

4

-

5

~

- oo

& L J|E0| ERfots THe EE T 5 Mo &
ol et 2/ 2012 2D YASLICL A4 RS A
wB IS HUHERAS B 9¥ £ 02 33 9y

Mt ALE Al AT = MEME 20| ASLICE ]2t
88 R 22 HHEHAE £of B = A= UASLICE
0| ok £0f gh= stxjof| CHall S4 M2t 2|AL AE 7|5
Mot U MM @850 S 9 (o : ILIEE €3)2
H7|1Mo= TLIEY siof Bt

ot MEO|LL EE 240 22 3K 22t AW (third space
fluid)o| o] ofofl O|x|= kol el 2tF 3| Bis{X| K| kRt
SLICt P El 3kt B2t MY XM F It A= 31H| Dyt
SIXE O R ot HH| E-A| 22| M| 24 A0 M 3%t S
Ztol MM XMF7t Qe Etxtet vl wmE mj o] ofe| Sa-H A

7

~
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S Y 5k = YA20 M Xt0|7} §l= U2 LIEE
LIC}, h2tAf o] oF £0f THofl 3k} 32t MY S HiHStH= A
2 12{sljof stx[Tt, M2 OHELCE.

8) A|AEEIEIN HE F0{2 Qleh AT A S40| LI} A
Zpsh BT B E|ASLICE mEtM XZ2 ® W/52 K8

T Nttt S1E K2t HHEe +2 352 HAlSHoF
L|C},

9) M2 ZMI} =Pt ZHS Lot H2eh HEEA SH0|

o

O o=
0] of LAY 7|2t St EEA BuE|do, F2 CHE2
5 st

39
fjo
£
i
m

i
i}
-
fin)
o
i)

10) & Stxh= WA AX| MEfTL £[7] &LIC mEtN g5
o M7 HA(ZEE Hel)g Sl AF8ste 22 AE
E|X| et&LICE

11) 0] 22 RHHN 242 UE > USLICL MNMOE M=
HM2 X2 7(Zt3t KB = 67H K| Of0|E PHEX]
TE AYELICL O =X 52 HA|7t AFELCL 0] o
o X2 HI7I9H 2s |YY = Ac0E HY2 K|
BE MESII| M "X X&of chst MES Pt s HE
ELICh 71 o2 o] of2 Fofsty| Hoj| A4l Tek A
ME Soll YA o{RE =telptiL|ct 7t of 42 o] o K|
B 7|73t K& B8 = 6708 MX|Q 712t S¢t HHNO
2 T|AsHOF BLCE.

12) HH EHAEXE M, X| 2 SO L= X B Z0f| AL X &2
£ g2 3ixtol| M A HIE (radiation pneumonitis)
o| 50| ENEI}ELICE ol2{Et SXIE0AH EES|
FO|E 7|20{0F 5t CHE WAMM QIZ MHES 0|8
o 2|8 7|20{0f BILICE 4= F £ A Hoj| MAtM
SEE 2 Ho| A= XM HAtM 2|E(radiation
recall)o] 20 E[A&LICE,

O §2 rot

-

3. 0l& Etg
<84 313>
Otz Ei= AAZEIEID O] %S FOSIE=E A HIHE
O|E A} 168F 1t A|ASEHE HE QES U E 29
HEl F0|T 2tXt 163E & 5% X0l E0E o]t HHE

HL 5‘_05'.501)1

Bt SZTE LIEIH HYULICH & 2 2F, 0|0 &t
He U2 Ho| gl 2AS0[UD Fitat HIEIR BL,E &

= -
5| SEotASLIC

——
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Pe(:li)tl;i)i(ﬁd/ Cisplatin
71 oAt (N=168) (N=163)
=% |®=| o, | 2E |Grade | 2ZE | Grade
=25 =° | 539 | 3-49 | 529 | 3-49
= | =4 | =4 | =4
(%) (%) (%) (%)
=yl
;3| 56.0 | 23.2 | 135 3.1
Ax
S40H Ol Hﬁ%;
c’;;;? oo | 2ta 53.0 | 149 | 166 | 0.6
eS| dmE
0|4t
| 2al 2| 262 | 42 104 | 0.0
A
Sant
2t 232 | 5.4 8.6 0.0
OI“'P z8t| Zoted | 54 | 00 | 06 | 00
@Al | 821 | 119 | 767 | 55
FE | 565 | 107 | 497 | 43
FUE/
oo | =g 232 | 3.0 6.1 0.0
T T O
-?—l’é!‘ k=X13 Al
AT ;;I 202 | 12 | 141 | 0.6
O| A =
MAF | 16.7 3.6 8.0 0.0
el | 119 | 0.6 7.4 0.6
NS
sgt sar 5.4 0.6 0.6 0.0
HA (ofe
ola | =3t o2 | 47.6 | 10.1 | 42.3 9.2
CHAF &
ook | =8| EHi 6.5 4.2 0.6 0.6
O| A
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#Zt
?ﬂ? MA 10.1 0.0 9.8 0.6
MAA (B xtof
oAt =
f=Xe12 Dlj_'l- *kk *k*
22 o 7.7 |0.0 6.1 |0.0
3|0}
El-l 4| 10.7 0.6 9.8 1.2
ME o | 3ot
T o|d |28 ElU
22| | 16.1 0.6 17.8 1.8
Az
_+_~k*
e o g | 161 0.6 4.9 0.0
mjst = Eﬂf
x| O|AF =g g3 | 113 [ 0.0***| 5.5 |0.0***

-1 T o
£ 0% (‘2zlotelLl 22|ojdA ZA 2l 0= <)
“* 0] 80z ‘ME/H| = 8A7| Z7IEFOIM LI2 80{Y.

*** National Cancer Institute CTC v2.00i| (2, 0]2t &
Of U ERE1EE 255220 H11E|0{0F BL|C
‘I§R 28’2 10 % 0|4 ‘28’2 19% 0|4, 10 % O|Fe =
Ho|E. o] HOIM= 0] of B A|AZEIEID 20| JUE AR

M2t = BE S8 28 J|ES 5%E StASLICH
FEe| HiFE[0] A AZEIEITL O] S FORH2 2HXI2| 1 %
0|4, 5% O|¢} (2%t o|&4tS) ol EEl AMHOZ 2t
U= CTC SHO 2= AST, ALT, GGT 9 &7}, g, &, gt
Y zEALAZT, MUEH, &, HOMEIO| JELICH
FEe| HiHE|0] A|AZEEID 0] 2fg FORI2 2HXIe] 1%
O|2H(=stx] ob2 o|&etS)olM ETE AMHOoZ RAHYE
CTC S¥e=2s R 25 MA o7t USLICH
<O|H 3t AMA| =, A WY =2 HO|Y H[AMIE

Ut

otz E= A9 BiFE|0] O] oF Th= HMK|eF 4t 5L HIEI
B EEHE F0| 22 2txt 265 S| BIFEE|Of T M|EF
2 s QEUOE X[zt BHxf 276F 2| 5% Z1toflA 2
Ole gtgo| HI=ot ST E LIEHH AYL|Ch R = 2Xts =
4 Y =2 Ho|d HAMEH e T[T 0| FHo
ofst RES W2 Ho| AFLH L
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Pemetrexed Docetaxel
S (N=265) (N=276)
= O/ | BE | Grade | 2E
2R U= wgr | =30 | 349 | sze |Crade
=T =M =M =x | 344
(%) (%) (%)
s22
29 ZH 19.2 4.2 22.1 4.3
A
. 0L | e
ol gl g% oa | 121 42 | 341 ) 272
A —
o|AH =53/
ol | 10.9 5.3 45.3 | 40.2
e
=a | E2H
2R S0 | 83 | 19 | 11 | 04
QM 30.9 2.6 16.7 1.8
k=
sz 21.9 1.9 23.9 2.5
o
i’ﬁ P 3e [ 162 | 15 | 120 | 11
= e | LOD:'
ol At iéoﬂ/ 147 | 11 | 174 | 11
AAt 12.8 0.4 24.3 2.5
s3t| HH| 5.7 0.0 4.0 0.0
o o
Al §H; mz | 340 | 53 | 359 | 54
OAOI‘ — O
| 23| wd 8.3 0.0 7.6 0.0
SGPT
Jpet (ﬁi) 7.9 1.9 1.4 0.0
oA B
ot SGOT
(AST) 6.8 1.1 0.7 0.0
AbA
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o| Hx/
Hﬁf 2 mmz| 140 | 00 | 62 | 00
K=&l i ul
o4t sy | 25| 68 | 04 | 18 | 00
92 | 64 | 04 | 377 | 227

** National Cancer Institute CTC v2.00|| [}2H EIRE= ]
L= 252020 HE|0{oF §hL|Ct,

‘1R 2’2 10 % 0|4 ‘E28’'2 1% 0|4, 10% O|2e =

HolE. O] HOM= O] 2t 2tHO| /IS AR ML= 2

E 34 = J|ES 5%E SIS LICE

Dxto| HiE 2l EXLO| 1% 0|4, 5% 0|s} (B

HINE Moz BEJUE= CTC SHeE
of, =&, J2OtE|L! B7F, &

SHistx| et 24, x| gt

H
—
LIck. of ool Ste| HEEl
|AEES)ol M BDE Yarmo
X

ko
2

x4
|_
0.

- L
o0
o
03

a
4

oY
Yl
S

0
HO

r
ﬂa 02t ofy O

Ra ) rir rot

ofy
-1
oy
B>
ol
fot

ot 4 >
N
o O
W mjo

reao
0o 2k
= o I

ot
A
62
rlo ¢

Pl

[ — Oo

X
| Ab(supraventricular) 24

- O
X
a
ra

>

Il

0O 12 Hu riet oo fot N 0z ©T
2
s ro

|> ;O rII
rr oo
(@)
Amen
|
0x
|0
Hu
rir

HMOZ BHQE 3,4 S39 MHMH 42,3719 o] &
HE E0{2 AlE(n = 164)0|M 22 ET 24 Al ARt 9
Ol MESE 0] of9] ThE F0d 34 Al ALO[Of A SAIHEL]
Ch B SZPZUAS (242 12.8 % CH 5.3 %) 1t Lt EHA
ofOJLtA| Ab&(242E 15.2 % T 1.9 %)2 ol &LICt. 0]2
St Xto|= etxt2 2| ktolof| 7|Qlgt 7HsA0] 3H, Of= 24k A|
ol stet @ES B2 Ho| gle etxtet 7|& 7t Hol 8l/E
=7t 715 ZA 21t HIHMO|A O O Fof| B2 K2 S et
o Qutol sixIt B F EEE|QA7| 2 QLT

<A WM =2 oM H|AMED >

of2fe| o M= A|AZEIEIT} 0] 22 ROt 2 REHQHH
Sl H|AMZH QL 2HAF 839 Gl A|AZZIEIDt HAEHHIE £
O{St= 2 FXtQUf A El H| AN ZH e 2tX} 830 & 5% X1t
ol 2, Aok} 20 AS THSAH0| U= UOZE AL
REE o|AHtEo HIE gl ZBETE Ho{F 1 YSLICL BE
SIXER 24 FIA £= Mol H|AMEHQtof CHst X7
KZ22M AE X ZE @Yo, & K| 2 RTt DZ9o| SHRIER
Ak S H|ELDI By, HES SEY| HtELIC
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Pemetrexed/ | Gemcitabine/
Cisplatin Cisplatin
7|2 oAt (N=839) (N=830)
ZH 2| 0. | BE | Grade £ | Grade
25 T | 539 349 | S3¢9 | 349
S4 | =4 | 54 | sS4
(%) (%) (%) (%)
ECEIMNETE
BEA | o4 |22 Z| 33.01 | 5.6% | 45.7F | 9.9*
oy |77 &
HHE . .
s | 178 | 48" | 206 | 76
goyg| o Eam| | . .
21 Et o | 1017 | 41 | 266" | 127
oY |T" lszq
oI | 29.0% | 15.1% | 38.4* | 26.7*
e
QA | 561 | 7.2* | 53.4 | 3.9*
TE | 397 | 61 | 355 | 6.1
g ,
ox | 266 | 247 | 242 | 07
04| wH| | 21.0 | 0.8 | 195 | 04
o = Ay
24 olzol | 135 | 08 | 124 | 01
o 5=
tele| 124 | 13 12.8 1.6
A
Aste
ssH|a/am| 52 | 01 59 | 0.0
FFI:!
Halgl
£0f |02
ng glg L | 427 | 6.7 | 449 | 49
o4t
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e
Al A * * * *
aay || MB | 85| 00 | 124° | 06
=gt | ZEoj
oy |2
Dlj_"‘ * % %k * %k %
oy | 81 |00 89 |00
=20}
vz fope | 2HH) ,
Lo ey HE B[ 100 | 08 | 69t | 05
sat| 5
oe al|o o
1321 oo | 110% [ 0.0%** | 21.4* | 0.5+
ost | 2%
x5 |__[ew/E
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SGPT = serum glutamic pyruvic transaminase.
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OtEL|Ct. Of of2| "t 2| =0 chet £ di=H= 8l
SLICE O] ofe] Yt 2| RE0| ENEl HR= ol gleH,
HAXof| 28l &l 2ot A2 WILE|X| QAELICEH E2t Q|
RE2 CHE HIZE A OREILX| 2 2t 7| 2te] BE 2o
2t X 2| = ofof ghLCt.

9. 22t 8l FFde FoMY

1) 7JHEotst Hio|t & 0] o2 EESt ME =H

o

Q= ot
x| k&Lt

2) 8|43t 9] 8 : X AIAITHZ ZH|SH 22, 0] o] 54

_THOo™
x2S S0|4E BENE SR YLt of ol
84 9l goHo| AFBAl, BfBrE Y Ba|N ok H2 WE
2E0|M 24 NZICZ ASEASLICE D=t 2o
M E2H, 0] 22 JA| AL E|0{0F RfLICE JA[ ALESHA| &

S A2, AL 3 M AIZT ALS M T2 AFgXel A

0|, 2 - 8°COll A 24 AlZtS EX| et LCt.

10. 7|E}

(1) oreys 54

k= X|E : Folic acid analogues, ATC code: LO1BA04
Pemetrexede CHEX et antifolate MMEAM AMXE
SHo HaXel AFEA A OfE A S Mg
2N 2UE LB Ct A 2 A™oIM pemetrexed
= B0t F2l 7322 2E0|=2| de novo MEdsS
?st =8 folate 2/& FAQl thymidylate synthase
(TS), dihydrofolate reductase (DHFR), glycinamide
ribonucleotide formyltransferase (GARFT)E X
sfstoz CIEA antifolate 2AMQ| s shict,
Pemetrexede ZAEl folate carrier % MZE} folate
e Chi A & HAS Sl MEZ SSELICH LT A
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I IO 2 E0{7tH pemetrexedE folylpolyglutamate
synthetase =40 Q3 AMHZSD  ZFEXNOE
polyglutamate HEHE ™SHEILICE polyglutamate &
Ei= MZE Lol HRE20 < Z25HA| TS2H GARFTE A
SiEfLICE Polyglutamation2 AlZt O|EH, 5% &X
HHOZM ZY ME oM Hdstn, ol Hre HA
ZEO|ME LMBiLICt Polyglutamated metabolites
= MZLH 8tZ7|7} o1t 2 B2 M LHollM of= &t
80| HEEL|CH

UM R4 I EMPHACIS, 318 S 22 0| gi=
M 89 FO|E SXE HACE HHEAA SR} A|A
2tEl Cf A|AZ2IEIS Hlwdh= Chy| 2, A9 i, T
2 W, 3 AI”OM THEAA =St A|ASEIE S5t
F0] $xt= AASEE thE Fof 2tXo)| H|sH ME 7|2t
FY40] 2.8 M ZAUCH Ol LHHOZE [olot K|
Lct.

O] Al®olM=E 588 £0/7] 23l 2txt K=o MEE 2
GAtaH HIEHY By, EEHE TYUSHRELICHL AlRSE &
Ofst= k|20 222 HiEE ZE SXE AR 1%}

me 12 o

(]

EME HASIASLICE MA| A" 7[2t ¢t Fitat HIE}
Bl B HEHME U2 SXE HYC=E 59l 2ME A
SIASLICL o2t R4 24 237t otz Hoj| 25|
UA&LICE
[ 59t ZT|B0f| A HHEZA SR A|AZREI T A|
AZEIES fE Y]
22| i o otM HE 9
£of S} £ NS
Pemet Pemet
{24 rexed/ |Cisplatin| rexed/ |Cisplatin
ni2tolEf | cisplatin | (N=222) | cisplatin | (N=163)
(N=226) (N=168)
HA|
ME7|zt 12.1 9.3 133 10.0
BRI (10.0- (7.8- (11.4- (8.4-
(FHg) 14.4) 10.7) 14.9) 11.9)
(95% Cl)
Log Rank 0.020 0.051
p-value
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O A op
nr 2

5.7 3.9 6.1 3.9
(4.9- (2.8 (5.3- (2.8
6.5) 4.4) 7.0) 4.5)

=9

02 1\ | ogt 02
N

ol
g

~
==
1o

(95% Cl)
Log
Rank 0.001 0.008
p-value*
K=
Aol
o2&
Azt
(FHg)
(95% Cl)
Log
Rank 0.001 0.001
p-value*
HA| 41.3% 16.7% 45.5% 19.6%
S (34.8- (12.0- (37.8- (13.8-
(95% Cl) 48.1) 22.2) 53.4) 26.6)
Fisher’s
exact <0.001 <0.001
p-value*

Cl=2z| 22t

* p-valuez & = AlO|Q| H|WE LIEHL|CH

“* HHEMASF/AASEEIZOAM 2| HI™E O] K|
2E W(N = 225), B2 2EHME T3 =XHN
= 167)

Lung Cancer Symptom Scale2 Ar23%t 23t HH E

ANEF/NAZREIZ(212F)0IM A|AERIE EHE £0Z

(218%F)0fl HlsH 2N gat ZT| St HHAE ALE QI FAK(

£33t g 22)o| SANMOZ ROI8HA| HME[AUSLICH

0 7|5 A”ME SAXCZ RO/ Xto| 7} HEEUS

LICt HHEAAEF/AAZEEIZOM T 7| 50| SAE

0 CEFOIM AlZHO| X|'Eofl w2t | 7| S0 2f%tE|o] £

o AHO|Of| XtO| 7} LIEHGHELICE

oty g4 F0|F =Xl A HHEMAEFE th=s F0{3t

—

4.5 2.7 4.7 2.7
(3.9- (2.1- (4.3- (2.2-
4.9) 2.9) 5.6) 3.1)
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ClO|Ef = MBHAQLICE oM o FO|E SX2M o8t
S 82 Ho| gls 2t 64H0||AH HHEHA| =3 500
mg/m?E F0{SH= A”O| MAIEJAELICH M= QI HHS
£2 14.1%A&LICt

0| ot @ £ A TIWM 52 F0|4 NSCLCR! &t
E 4O = HHEYMAES f ZMEMS H|wdt CH| 8,
FER HIE, 371 34 AlY 23t WU EHA =S £ 2K}
(Intent To Treat Population n = 283)2| M= 7|7t 52
A2 8.3 MO, ZMIEH F0f SXH(ITT n = 288)<)
B0 7.9 JHHO|AZLICE

[NSCLC - ITT StXAtZof|l A HHEMA =S Of TAEHLQ

fa4]
TH EzlA
1|EH|E_£ [ R

M| ME7|ZHIHE) (n=283) (n=288)

- =9 zkH(m) 8.3 7.9

- 340l et 95% ClI (7.0-9.4) (6.3-9.2)

-HR 0.99

- HROj| Ci$t 95% Cl (.82-1.20)

- H|-€54 p value(HR) 0.226

TeHo| gl WE 7|2

EE) (n=283) (n=288)

- Zorgt 2.9 2.9

- HR(95% Cl) 0.97(.82-1.16)
X2 MIjAl7ER| ] 7|2t (n=283) (n=288)
(TTTF-7H) 2.3 2.1
- BYU

1IR(95% CI) 0.84(.71-.997)
g2 (n: greof XMgtst o

Xt %) (n=264) (n=274)
- B2 8(%)(95% Cl) 9.1(5.9-13.2) 8.8(5.7-12.8)
- OMH X E1H (%) 45.8 46.4

Cl : Confidence interval, HR @ Hazard ratio, ITT :
Intent to treat, n : total population size

(2) ASE EM
Ciekot 11y 2 JHEl @ &tXf 426FHS CHACE HHd 2
#H = pemetrexed 0.2 - 838 mg/m?Z 108 ¢t st
0| pemetrexed &&etg "WIISIRSLICE. Pemetrexed
o Mo MEf 2 X2 9 L/m?0|AUSLICH MH| 2 AlE

o T
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-v-

OllM pemetrexed= &% CHHE O] oF 81 % Zelote A
OF LIEMELICE Heh2 Chast HEo| MZE Zofof o
off S0t Haks BhX| UR/XSLICE PemetrexedE H|THA
Ol Zt CHAtE AHZEILICE Pemetrexede F2 AHOZ HY
M| £0 29| 70 % - 90 %7t £04 24 A|ZH o[ LHof| Cf
AHE|X| o2 MEHE AHOA Z|E L|Ct Pemetrexed?|
& MM 22| A= 91.8 ml/min0|H EE0f|A A HE
Z7|E A 7|s0| ™MAatol stxt(3a||ote|Ll E2|o{=A 90
ml/min)e| AL 3.5 A|ZtIL|Ct. &R} AlO|2] E2|0{RA
Hol= MH 0%”1 19.3 %RIL|Ct. Pemetrexed2| & HAl
CE(AUC)ZH A X 5= 270 Hlzste] S7tetL
Ct. Pemetrexed?| 458 E42 o8] XI& F7|0f &
MM LHBILICE Pemetrexed2] A4SsHM EM2 Bl £

=T |

Of3h= A[AZ2tElO] ofe Bk EA| hELICH 3+ Oé.'ﬂ#

2 FAR EO{5H= HIEID By, H &M= pemetrexed?)
=t EEFS 0|XIX| gk5LICh
Ol A

(3) MU OHM Kt 2

[Z%t

r-Tu
lo

ZHO
Zn0r

!

pemetrexedE A5t OFR A E0{3t Z ot E{oF MEE
O] ZAstD, Eljor M|F0o| ZAMOH, AR A 21X 5
st 2etMEn, NG (cleft palate)O| LIEFgHELICE.
PemetrexedE 43 O2A0 05t Al Z4 AE0f A
MAIZ0| ZAstD Dot 9|=0| LIEHRELIC o]2{gt At
= pemetrexed”t H4o| WAlHZ XNoie o~ UASS LIEL
HLICE o M MAZof cHe A= AL El HE QlELICH
Pemetrexed= XIO|L| = HAE LA MEE 0|0 MA|
Q HAA| O|AF A EEE= Ames testO| A SHEHO|RIMS
LIEFLHX| QQtELICE. Pemetrexed= OFRAS 0|2¢H M
M LH A A0 A SMA| O] 4 RUMS LIENNASLICE
Pemetrexed?| HM S HWIlst= A2 AAIEX] AU
SLict

27], Ae(1~30°C) 22t

Ehel] 1HFO| R

Hal]
OhEE| © 080-920-1001
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[Rxt2(0|AHE) 21 5! I3 LA| AA]
TS| H| AFEH: 14- 3330
o|okZ HRL Al TI-I|S M| AR} 1644-6223

S

% 0 ofZ AFBSHAIZ| To| HEEME FolHA A, |
EME M 22SHAI 7| HEELICH

¥ 2 EHES It FES B -RXI5H7| 2l tHE €710 &
X OHYAI2.

X AB(]7)7180] XGALE HE M- H-24E oAES
TSRS Woll= of= ARt B of%F ol R0l etste]
TUME E8l| metstd =2IL|C},

X = HS2 STHUAES DA LH|XHEEEHAT|E0 2l AH
weh s Hyus 4 AGL O
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