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(UIRRABEZLEEST - BHROIE/NEEME)

5. 3 V- E RIS ORI = & O R K OML SR E REIR IR 51 C OfE S % 30 L ARHK OF 2 &
O LM%+ B Lz BT, BEOBREZITHY 2 &, [17.1.5 ]
(RIFLEE%ER < IE/NMERRIMEIZH T 5 TR BEIEE)

5. 4 FEIREBR AL AN SN T-BE OFRMIEIZHOWT, 17, RS OHEONEZEM L,
ARFN DA G R Ot e A B L= B C, MERE ORREZITH 2 &, [17.1.6 B3]

3. AERUVAE

(1) FERUVRAZE0OHESR
6. RiERURA=E
(EMHfES REE)

AT SF L ORIV T, WE, RAICIERA FLFE FE LT, 1 H 1H 500mg/m?
(IRFHEFE) % 10 M0 TREEEL, D7e< &b 20 BREKRET S, Zhae 1 a—Rk
L. B&HZ2EVIRT, 728, BEOREICLVEERET .
(UIRABEZL ST - BROIE/NMERME)

WE, RACIESA RLFERELT, 1 B 11H 500mg/m2 (KFHEE) % 10 42 THE
MEEL, i<t 20 HREARE TS, e 1a—xE L, EEEVIRT, k. B
DOIRREIZ LV ERET D,

(R LREER < IR (5 MTETHBIEE)

=RN~T (Eafz) KOAESRIUEMIESA & ORIV T, @k, AT A
FLxERELT, 1 H1F 500mg/m? ((RREMHE) % 10 20T CTREFHEL, D &
20 HRMASEST %5, a1 a—RE L, 3 a—RETHEAKBVIRT, 2B, BEOIRAE

X VIEERET S,

() FERUAEOREEM - BRI
Rk L

4. RAERVAZICEET 5FE

1. RERVEEICEET 5FE

(FhRESE)

11 AFNC L ABEERBWEHORBREZER T 5720, UTOX I ICERKLNE X I B a5
THZ L,

TERRURKIPIRIE G D T AL LRI GERE LS LT 1 H 10 0.5mg 2 ROKET5, 7238,
AFNOPEE- 2 FIE T T T 2551213, AFIRKHRG A6 22 H B £ CTRIGEZRIR D ZERE

595,
B XV BuARIEER GOV EH T HENZ, B I Bizk LT1E 1mg AN




&5#6 D%, REBEGHMPROEGHIE%Z 22 HEETOEITE Ba—xTE)
Z1EEET 5, [1.2 58]

72mk@ﬁﬁii$ %, REOREILEOTH N H 5,

PR (2 BE T D HESE R I -k B 0O = — A BRAAFEO F EFRENL. miEIO# 5 22— A TO AR M EREL

TR ARIEMIE I LS ERIET D 2 &, FHEIC R M Z 0T D 7eDIc e G2 mH L

TH I, EERIZIZ, £ 1, 2, 3 OHA FTA VHEWEEREGZITHI 2 &, ZHIUDIEEARA

EHAINI AT T F o O TERT BT HEHT 5,

# 1) AH EASUIOFH) RO A TTF oo H S ik e

AR AT 5F Ok
_ (mg/m?)
TG Bk % < 500/ mms & 78 R,
ST 1 % = 50, 000/mm RUTEI O B 75%
R EREIC D 5 T e RN
uzﬂil fiL/INERCEL < 50, [}06*1‘1‘1111"? _ el O Jil kD 75%
FARChf R EREIC B 5 37 if % e o
H)f’nmﬂilllfl HEL < 50, UU(;!mm‘ il O J 1507
BFICZ7 L—F 3 YL EOIEMEFEED B LIcaI12i, &EmaToOMLL TIZEE T 5 F

TARANDOG2VEZA D Z &, 1575 ié‘%Z@ﬁ/l’ }‘74’/_%9\_

#2) AF (HAIUIPEH) KO A7 T F oo A EHRE-FEmigmrET Y 2
AT TF D
(mg/m?2)

Airlald A & D75% Aiflal O R D 75%

AF O (mg/m?)

1IlTH)\ ku,i‘] < 7L — F3
ITAD 7

ABt 299 5 R (7
,;,{tﬂ%g“}fﬁf’ﬁ<°;i,,g§ MEOHEDT% | AR REDT5%
I

L — R3ZNFADHENE S| niilalod H 5 D50% fif[El O FH 0> 100%
D) KREESESIAT @R (CTC)

TE2) Rk FEEERR<

MR ORBBRIFICHIBE SN AIAF VAT S F o OHEREG 23 3 1R, /L—RK3 X
T 4 DR EFEDNRD ONT-HEIIIR G2 HIET 52 L,

# 3) A (BHAISUIOEH) " 27T F o o H -ttt

CTCY L — K AROMIEE (mgm)| < #7277 < O

0~1 Wmauﬁmmwa:ﬁmmmwmmv

2 G S BED100% | il O 1 Bk D50%

2 [l ORI ﬁv—P3ab<m4@m%ﬂ@%5wi#mﬂa@# W BT B T
L— R34 L<iT 4 OMRHEMEDNBIE SN G IXELICAR OR G2 Pk 5 2 ko
CEMEMmIR R E)

1.3 VAT F U UANOHUEENERESS & OO T 28 20 R OV I TN L TR0, 72
B, VAT ITFUIIAFES 30 45141 Thmg/m? (RFEHFE) 25 L, 5L X, &
AT T F v DEA TN E TR O T2 O DILE S 21T 5 Z &

1.4 KF 2 HAITHER L7256 OB IME R OVEZRMEIEHESL LT,
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5. ERPRRLIR

(M

(2)

®)

BRERT— 2 /Ny r—o
BB R e L

R IR
B L

FAERGERRHAR

(BHmRHEE)

EMRE /11 1858

N g B rp R B R 2 b S E N T I U 7= OF R B 555 T ARERBRT 19 Ik T, XA b L
&t K 500mg/m?2 } N A7 F F 2 T5mg/m?2 % % 5 S VT2 ER DO F%h 31T 36.8% (19 filH
PR7 f5l) ThH o7z,

AIEHE L ORI RRGRZ S E T RV T HIN SR GIEF 25 Fidh 1 FICERD iz, Z4etk
SR 25 BIFRIZERD DT B A EFTRIL, EL (96.0%) . ~T 7 1 B LD (96.0%) .
BARIRE (88.0%). ZRMEKD (88.0%). 4FHEK) (84.0%). HMEKL (80.0%).
M (72.0%). U /)EKEA (68.0%) . MLARFHIM (64.0%), #EBEE (60.0%) ., AHERED
(60.0%) TdH 7=,

(UIRRABET 1T - BROIE/NARME)

L RERAREBEE Z MR E LEERE 11 1858

FE/ BRI B (LR EBETA ) &6t RICEN THEME L 78 ILFERBRT 18 (28T, 2

A F L&t R 500mg/m? & 5 S VT IEFI D ZE5h53R1% 18.56% (108 5]+ PR20 fil) Td - 72,

~NA MLt R (500mg/m2 XIE 1,000mg/m2* 4 £ 5) & OREERE G E T 2B

M GIER] 226 HlH 1 HIZFED Bl 9,

A 4) AFIOAR S 1 EARIE, 500mg/m? ((KRHE) THD,

1 18) B OFER OHEEIAEET 5720, AEERRBRTIE, XA bLXE FEEDORTH A LHEED
FHECTOIAM., TF P AX Y % 1ld4mg, 1 B 2EROES Lz, £/, ENEKRBRCIX
FIBDFEBL U TEBNZERY | IREIDR R b L X RS OANEBRKRRBRO AL - ARE25817
XY A K VEORI R ARLE L HI OB A RS LT,

(4) HREEAIEAER
1) ANMERGEEER

CEMME S R RE)
LEEERBEBRELNRE L-AESE 111 HER
SEME N B R (L REEARTAIR) 2 RPSITKEZ)> 20 # [E THEHE S L7255 111 AH
%ﬁ” B ICBITH, XA RLFRER 5001rng/m2 KO AT 7 F P B S5 #E T5mg/m?2 LY
VAT T T T5mg/m?2 UM B HRE (RARR) TV OiEIL, IRED LBV TH o7, B,
AABRITEIEZ GRS D 2 E A EEAM E LCHENE L7z 1011,

# 1) SME HLARRBRIZ 31T % ML IR B (25T D 20 R

RARLFERED SATIF

> AT T F AR g 1 D
N7E2) 226 992
SR P g il 12.1 9.3
(1) plii=0. 02073

1) VAT TFUBEMBERE GRKGR) 21 B2 1a—X L LTELIHAK, YAT7TF > Tomg/m? %
5

1 2) A ZEG SNIER GERE, v ¥ I B OfFAZ LIER 25 T)

E3) nITrIRE (BT 2HE)

I 18) B OFBUL OCHE(L 28I T 5720, SMEERRBR TIE, XA MeXE RRGORTA OG0
BAEFCTOIAM,. THE VALY % 1A 4mg, 1 A 2B OHKS L-, £/, ENEERR CIX
B NFEHLUIIEGNCIRY | REIORA bt NGRS A EEKRRBRO ML - HEE25512
FRY AL L EOFIBRERNVE CHI OG- AAREE Lz,
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VBB LRI A A 226 Bt 8 (130 Bl PR L ERE O & S o Buo OET A
HENTORVER T - 7z 9411,

(UIBRTBELR AT - BROIF/ MR

O LHEEARBEE AR E LI-SVESE 111 1855
He/NRBRTER L (TP REERETAR) & RHGUCKENE D 28 » ECHEM S 7= 5 111 Bk
BB D, A P LFE R 500mg/m2 FEHEK O Rt ¥ L T5mg/m? G REE 12
DAL, WEMOHD LY Th-oTo 12, o, ABRIZIFESEZBEES 5 2 L 2 1%
HEgE LToEM LT,

3 4) SMEGS TLAERIC B 2 I il 8 (BRiElEiam) (IS4 220 %

NA ML Ft R R4 12 )L G e
NiEL) 283 288
ETE R YL (H) 8.3 7.9
(95% 15 1< i) (7.0-9. 4) (6. 3-9. 2)
NH— KLt 0.99 (0.82-1.20)
(95% (5 X [ii]) pliti=0. 2511149

H12) FEZXEAFHG5HE21 BE 1 2—2A L LTHE 1 HBIC, FEZXE/L 75mg/m? &5
¥ 18) T X TOMAEREIS S L7 fE R
I 14) U RBRE GELMEICET 2E)

100
80
% 60
20
0 - - - -
0 6 12 18 24
) Z 7 %H (at riskE) ETFHE(R)
AB 283 174 51 2 0
DEf 288 158 50 4 0
1) AMEZ T AHRBRIZ I 2 I8/ e e B8 ((BREBERE) 1ok 2 4F%0
HH

AREASRA R L MG
DBt R4 L bat

12



AGABRIZ

BT DRI O ER ST BT OFER 2 LT OR K OBNIIRT 19,

# 5) SMEZ I AHEERIC I 1 2 38/ a8 (BSERETR ) (k9 2 kAR )
DEHF
£ 1Ll () . P,
HL R B ?—(J,[E[ RAE (1) It — K FEIELS) LTELG)
T ())A}{“*Hlxl J) Py Ar——
AR - — (95% 5 #IX [e])
NARLFEREGEE | FeyFILERGE
Fa - R 6.2 ~ 7.4 Y 1. 56
(N=172) 4.98.0) | N | 5695 | N=9M (1. 08-2. 26)
isa 9.0 - 9.2 e 0. 92
(N=30) | (7.6-0.6) | N=198 | (757113 | N=143 0. 69-1. 22)
KANELHE 12.8 - 4.5 . 0. 27
(N=47) G.s-14.00 | N8 039y | N=29 (0. 11-0. 63)
Z DD 9.1 . 7.9 o 0.57
(N=51) 6.0-10.0 | N=29 | 4o | N=22 0. 27-1. 20)
1 15) NP — R 1 2 FRIZHAITAA b Lk RREREN N Z A& 5REZ i U AR
NEWD L ERT
£ 16) R L LT ECOG PS. Bi{bZRENS OBAM], M, W &2 AW LY — i
E17) ZOMIE, —RZEIDNRIE LR, TR R OISR O WU ST I D O L TR -
fcﬁ{iﬂ%%a@
100 100
o0  EATT o0 R
;“_E, 60 }_E? 60
‘ﬁ: \'\‘ — AR i — AET
*ﬁ—i 40 "\-.‘_‘ — Di¥ E 40 o - — DB
201 . 201 .
0 . . — 0 . . —_
0 6 12 18 24 0 6 12 18 24
) Z 2% (at risk®)  S£EERB) YR %M (at risk) SFEEAR)
AR 78 39 6 0 o AR 158 103 34 0 (s]
DH a4 49 17 1 (1] (ol i 143 88 29 3 o
1004 = 100
el 3 PN ot o] DM
§ 60 L‘: 39 60 I
[ —Y ll. —
i‘ﬂ 40+ ',___1 — Dt E 40 L — Dt
20+ ! 201 L
_II
o - - - T T 0 T T T T
[} ] 12 15 24 6 12 18 24
YA omE (at risk®)  &{HEM(A) Y AW (at risk®) ETRERE(R)
Al 18 12 7 1 o Al 20 20 4 1 0
DEF 29 10 3 V] 0 DiF 22 1 1 4]
X 2) #MEG T FHRERIZIS1T D FE/ N i s (ﬂ:?—%ﬁ&ﬂ}ﬁ/ﬂ?) ZxFd 2 R B
R OHER

ABEASRA MLt R 5RE
DR REZ LR

AR B UF FEMEERIZBW T, RIGH E ORRBRZ GE CTE RV HN ks
Nﬂ 265 B 3 BNZFRO BT, ZRVEFHmRS 265 B IZERD Bz ERRIWEAIT., 3
5 (34.0%). HELy (30.9%). BEHAIE (21.9%) TH-o7-,
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@ eFEERABEBEEERNRE LI-AESE 111 R
/IR B E (LRI RTEHR) & X BRICKIE % CHEhE S 7= 5 11T AR 19 128
5, XA FLFE R 500mg/m?2 LN AT T F 2 Thmg/m?2 K GEEE S Ay X e
1,250mg/m2 K O ZA 7' Z F » Thmg/m2 GO MARIL, RED LBV Tholz, 72
B, ARBRIIELHEEZRFET 2 2 L2 FEEM & L THEME L7z 1919,

3 2) SHEG T AERIC R 2 I N 8 (BREARTAR) (S92 2%

N o LT 5 C D
SATSF RBEEED | 2 AT 5T GRS
NFED 862 863
AF IR YE (H) 10. 3 10. 3
(952 {5 fH X [H]) (9.8-11.2) (9. 6-10. 9)
NH— R | 11 ey
(95% fﬁiﬁlzr'a']) O’ 9 1 (O. 8 l l. OJ) 7t8)

HB5) NAPLFREREORVATTF UMK GHE2l B2 12— LTHE1HAIK, <A MLFEF
500mg/m2 K N A7 T F  T5mg/m? & 1t 5

H6) TAVAEU KRV ATTF U HEGH21 HE2 1 a—AL LTHE 1 HA, 8 HAIL, A4
B 1,250mg/m?2 KO 1 HBICY AT T F 2 Thmg/m? % %5

HET) TARTOMEEREIT ST AEH]

H8) AL LTECOGPS, %, #ill, HEFNZIEE AV Lo Y — R

AFRBRIZ 35 2 MRRILS O RSy BT O R &2 LU T ORI 1915,
* 3) SMEGE I AHRRERIC IS 2 36/ MRt s ((LSEWREARTAR) (269 2 kAL

DNE
AETFERIRYLE (H)
LK) (952 15 #1IX[H]) INH — K iDL TEL0)
ISRl NABMLFE RO TFLIHE RO (95% {5 HH X [H])
S AT 5F PR RE| S 2 TS F o D R

CEANR 9.4 o 108 » .23
(N=473) | ®.4-10.2) | N=24 | (9 5-12.1)| N=229 (1. 00-1. 51)
S 12.6 o 10,9 D 0. 84
(N=847)  |(10.7-13.6)| N=16 |10, 9-11.9| N=411 0. 71-0. 99)
N A e 10. 4 e 6.7 o 0.67
(N=153) |@®6-14. 1| N0 | (5590 | N7 (0. 480, 96)
Z Ot 8.6 o 9.2 T 1. 08
(N=252) | (6.8-10.2) | N=106 | (g 1 1.6y N=146 0. 81-1. 45)

H9 NF—FREN1E2TFRZGEEIETSA N X RERVATTFUBRTF LV I E VROV AT T F
VERICH U CAEFHIRIAR WD 2T

1 10) AR L LT ECOGPS, %, Wi, WER PRI EE AW Lo — Rk

1) Toftud, —REWD R R, B & OO O WIS I N D O LN TR
TIERIE A B e

H18) FEBORBLOEEEZBNT 2720, AEBEKRRBR T, XA Mdt FEEORIA RS
DEAETO 3 AM, TEVPAXY % 1[0 4mg, 1 B 2 EFROEE LZ, £, ENEFRRER
T, BB REBLUTEGNCRY . REIOS A Lt REERN S EERABROHE - AR%
SEBILT XY AL VEORIBRERNVE VAIOBRS 2 AREE LTz,
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2)

(5)

(RFLREZRR < SB/NVMRRAHEEIC & 1T 5 MR BIRIE)

PR £ [ 56 AR A BR

FEDRIA I T B (A7 4dem DL E) . T SUEIMA O/ SR NE OB ET19 358 4 (H
ANEH 68 fleagte, =AN~7 (Blorifiz) & BAE&RIUEMESAZ ST L%
EOFR (N+C OFF) 20 BE 179 B, A4 RPTEMEIEE A % & T b2 0IEEE 179 B1) 2%
G, LTFRIE AR E LT, N+C JEFH O MK OVt & it Lz, REFHMEEE O
— O THHEEA R NALEHIE (POl [95%E#E XM ]) 1%, N+C SRR T 31.57 [30.16
~HEEARBE] & H . ALFRRIERET 20.80 [14.03~26.71] » A TH Y . N+C PFH&E 5131k
SRR LGRS BRIEE 2 R LT (0N — R 0.63 [97.38%(E#HX ] : 0.43
~0.91], p=0.0052 [J&%!log-rank fRE], 20214F 9 H 8 HT—¥H v b4 7),

1.0F=
004 —A— {LsemAN R
ko O PR
0.84 E&
& 07 st
1 %a.......
~ 081 B
I 0.5 'O'ﬂb-.hm
-
T‘l*-:o,at- e e e
% 03-
02
0.1
0‘0_| T T T T T T T T T T T T T
0 3 6 9 12 15 18 21 24 27 30 33 36 39 42
at risk® AN NETFHER (B)
”ﬁgg 179 151 136 124 118 107 102 87 74 41 34 13 6 3 0
{LAPHEERE 179 144 126 109 94 83 75 61 52 26 24 13 11 4 0
B 3) ERERH IR 51T 53 MO AR T 5 A o MR
B

=R~ (B Z). XA FLFE REORVATTF 520 RNEREESR-A

TN D2 MR x5 83 f5iH 61 1] (73.5%) IZEIERH 23388 b iz, F7emIfEAIX.

UL 30 1 (36.1%) . (A4 21 5] (25.3%) . FEARIBOR 15 1] (18.1%) . &2 10 41 (12.0%) .

5892 10 Bl (12.0%) . #FHEREE 9 61 (10.8%) . HEJE 9 ] (10.8%) Th o7z (2022

FEIOHG6HT—HX v bA7),

#19) EEEFEIE American Joint Committee on Cancer (AJCC) /Union for International Cancer
Control (UICC) Jm#In#E (55 7)) 13&5<, EGFR G2 R T ALK @A #5115
HETHD I EDHERI LTV D BE TR E ST,

F20) R EREICH L TE, =A< (@EaTHEZ) 18 860mg, 7 AT # B 1H 1,000 4 L
<% 1,250mg/m2, A7 ZF 2 1\ 7Tomg/m? % 3 BREIME CTHRA 3 ¥4 7 LV AFHE, Xii=
Ah~7 EBETHELZ) 118 360mg, /X7 U & X+ 1[0 175 % L < 1% 200mg/m2, ALK
Z7F 2 1FAUC5 A L<iX 6 (mg/mL - min) % 3 BB TRA 3 1 7 VAHEHELE, 7
LUBEEAIETA 701 HAKRO 8 HEIZAMFE L, FERFEEREICR LT, =FhL~
7 (EfnH#Z) 1\ 360mg, ~2A b L%t K 1[0 500mg/m2, A7 FF 1[0 T5mg/m? %
3 HRRE CRA 8 A 7 LSS, I=FRLr~7 (BETEHRZ) 1E 360mg, /X7 U # %
£ 118 175 5 L <X 200mg/m2, HARTT7F 2 1[E AUCS £ L <L 6 (mg/mL* min) % 3
BRI TR 3 %A Z VERFE L, 7B, VAT TF ST LEEMEN 0 Ll S
THEIIE, VAT TF U EINRT T T 1 E AUCS £ L <% 6 (mg/mL + min) (ZZ5 5 AI6E
LEa3nt, HHRBESEICBW TR, =R~ T GBI i z) 2ioicks L, L5 EIZ=
R~ GBI FHEEZ) OFEH& T/ 30 5OREEZ B\ RS ZHG LT,

REMHB
BB L

BE - FEARR
B L
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(6) AEMNER

1) FAMERE (—REARERE. BFEERARERE. FRAELEERAET). BERTERT—
AR—RFE, WERFTRERABOANR
P - L A

2) ZRBEME L TERFEOABTRERME LI-AE - AROBE
A% L7

M =0t
U L
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2

VI. E3hERIB(ZRH9 A1

. EEZHICEEH HEEYMXITILEHE
AN bRUFP—h, EE 5HRLVINLT FTE FeER (a1 aR)y)
EE  BED & DG ORRESUIRF L, B OB FIRCEZRT D52 L,

. EBEER
(1) YERARLL - ERKF

(2)

)

ANA BN U NE, EEROBERGHEER ZFIRCHET 5 Z &1L Y DNA GakARHLE LTt
JEEN R A RET 5, XA M LF¥ RITMENICID IAENTZRICEY 72 I Uik zsT
1610 F I VR X —8 (TS), Yk FulEfglL ¥ % —+¥ (DHFR), 7V > 73 KV
RX 7 VAF RBELINV T AT 2T —8 (GARFT) 72 P #PHES 2 19,

FENE T HREBRAE

1) In vitroiE&

~NA Rt NiIe MEEMEIC R L THUEEIEEZ R L 19, WISV AT TF LT
PUEG N RO N A LT 20, F-, KM FHERIE IR MEE IS Smia LR,
Mg, ROMAEATE . R ERREE) 12k LT b SRS E A 2 or LTz 20.22),

2) In vivo E&

ANA R UFEE RE, ZTICe EsRIE N (H2122 BYE) 286 L7122 — K~
7 A DRSS A2 AR Lc, £7, RRMREEZ ZZMICBM LR X — K7 v MZ
BWTIHEATEH A2 7R LTz 20.22),

E FRSTRRRR - FEHRERRS
BB L
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VI. EMENREICEAY HIER

1. A REDOHTRS

Q)

2)

)

(4)

AR EE 7 Mo R
R L

ERRAER CHER SN P EE

mighRE

KRR RS 31 B2~ A b L& K% 300~1,200mg/m? ™ O HEHFA T 21 H Z L1210
SRR ERE Uz, AR IR AR & TIEE SR E <, ZOBRECITIHI L, I
WX 2.74 FFR (HIPH:2.28~3.62 BEfl]) Tho7-, ZoO L EZomiEs V77 2% 53.0~
109mL/min, EFIRESMAEMIL 10.6~14.8L THo72, # 1 a—AKOEF 2 a— AT
HERREE (Z TR B o T2 29.29)

W) AFOARBE N 1 EAREE, 500mg/m? (KFHEAE) Thb,

thi bl
WL LR L

BE - ftAFEDOEE

WL B X 22 B OGFHIZ, XA ML X ROBAREGR, HA50NEATTF 0 L OfFH
WEIRFLE ER_A N LXE FOMIES VT T R THEBL B2 W LR ENTZ, £, A
Lt REVRAT T FUTHEVOFYBIIEIE L RITS RN L3 D2 e e o7z 29 (9t
EANT—4),

2. EYERERNSA—S

Q)

(2)

)

(4)

()

(6)

Rk
R L

R SR FEE E 30
R L7

HEEETER
BAN-

IIVT7IVR
(VI 1. (Q)ERIRFER CHERR SAL7c i hiREE ) DOHE M

/

NMERE
[VIL 1. QKRB CHEsR SN PiEE | DIES MR

/

o
MR L

3. B&EMH (REalL—Lav) @i

(M

B I
LR L
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(2) IS A—BEHER
BEEEEE A
AARNEBEG EAMENBEOREMITICE D, XX R L%t RORYEEICS 2 5 BHEREDR
AR L7, HAANOBHRIKTERYE (Z L T7F =270 7 52 45mL/min) 123X L
¥t K 500mg/m?2 &5 L7c8E, BEENEFREE (L7 F=27 0770 R
90mL/min) (ZHHE LT, XA ML¥tE ROMIEZ VT T AN 32%E < . S iR B R dh
FET R (AUC) 728 48%H K42 & Tl & 7= 29,

4. IR
M LN

5. 9%
(1) Mm%k — xR @@
BN - AP

(2) ik —RaiEREF @@
BMER e L

®) Rt~
M TR L

@) BEEA~OBTIE
K TR L

(6) ZnthDHBm~DBITHE
~ U A 1O R 20mg/kg A BRIFHE L2 & & MO IRfi 2l - AR IS0
L7, 85 1RR#%ICIE, SR, B O NREVE, 3E. BNAEY. BlE A ORI FLis i & v ioR
TEMEA R S0, <A b Lt FARGZRIEC/NITR T RO Icit Sh 5 2 LR S
j’[/f: 27)'29)0

(6) MIFEEFHEEE
NRAPMLFE RFOE MEABARIZIFN80% TH -7z, £/72, A ML FE RO NEAMKAER
ITERERERRE I K DB T LA EZIT 2 o730 (in vitro),

6.

(1) FBIEAL R ML RS
NARMLFE RETEE LTRPAAREAKRE LTHREEND Z 8005 29, (Rt 1F L A LT
RN EHERR S T,

(2) roBIZEAET HEBE CYP %) OHFRE. F5XR
B L

Q) ¥EEBHNEDEERUVZDEES
EA=RRANA

() REMOFEOERRUSEIRL, FELE
AR L
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10.

11.

- i

BRI R 31 HlIC~<A b L E K% 300~1,200mg/m2 ™ o HEFPHT 21 HZ L2 10
SEATRERE LTz, XA N Lt RITAREER 24 REFLINIZ, & OKRE DD EITIRPA~RE
bR & LTt &4, #&54% 72 KR £ CORFER P ARZLIEPERIT 75.2% (64.5~82.7%)
T o7 23,29

W) AFOAFR SNz 1 EIFEIE, 500mg/m?2 ((KEHE) THD,

S URIR—E2—IZEAT B1E#R
PN A

. BREICEHREE

LR L

BENEREETHEE
MUEE L

Z0Hh
TR L
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VI. ££1t (ERLOIEF) ICETHEE

1. BEERNREEZNER

==3

N FEEETHALEREICERL T, RAKICTORETESIERERICEWVLT, A4t
FREICTDLEHNE - BRZFOEMDYL £ T, AFOREAEY & HIET S DHEHIDLY
TOHRETEH L, BRBEODRRICH-->TIE., EHAEFNOBEFARAXESHEL TS
FEIAHIE, T, BERKICEKILS. BEERXIEZORKICHEMNMERVEIRIEZE 155
L. AEZHTHhLIRET DL,

1.2 RHNZ K2 EELGEMERORBZERT 5O LT EBRRUVES2 I VBDREDDL &I
AEIZ®RET B &, [1.158]

1.3 EENEBERERESTEET. FHCERLEEBZAONSIRELIBESATLLIDOT, EE
DEHEFRTBEICEIARFNEZRE LAV EAEELL, [9.235H]

1.4 ZEDMKXIIEANEO 5NDHEETIE, ARROPFHZRFT S &, MOFEREAH
ERAIT. KRB KFOHREEDITENRO onDBHITKRE LI5S, BIFADER
AmESN TS, [9.1.35E]

1.5 XEIDIREIZLY, MEMMANHoHONEZENHHDT, FFOREICEL T, I
BXBREFZTOGLEERE IV MEMRMEAREODNBEICIE &5 ZEZPIEL.
BYGMEZITI C &, [8.3 5]

2. ERRBELEDERH

ER (ROBEIZIEBELLEWI &)

1 AFNORRGTZx UEES 2 BOE O BAER O & % BH

2 SETEMIEIOH 5 BE VEBEMEIAEEL, Smie 25280855, ]
3 WM XIFIEAR L TV D AIREMED & % 2ot [9. 5 Z ]

3. MREXIIHRICEET HEE LT DER
(V. 2. ZEEIIARICHEE T 1R 22MI D52 L,

4. RAERUVRAEICEEYS HER L ENEH
V. 4. HEAOHEICEESLER] 22T 5L,

5. EELEARMIE L ZDEH

8. EEREARNIE

8.1 BENEMEITI Z 5D T, BEORIAKLOEEZEINT 5720, I RERLE FID
FH&SE2EE+T 52 L, [17.1.1-17.1.5 ]

8.2 HREMAI SO EELRBEERNE Z 52 E03B D DT, FHITHE U CIRERRIER 2+ 128152
L. BEENCER R (MR FRMmA, TR, BHEmAYs) 21752 &, £/o. KAlo
BHAZHTe > Tix, G-CSF #AIO@EUI 2 HEHICEAL TH&EET 52 &, [9.1.1, 11.1.1 /]

8.3 MIEMIMASEDEERMFENELE D ZENH DT, KFNOEGITH 7> Tld, BEEIER
(REUIRHE, B K OFEEVE DG IE) 2+ Bl U, BRI X i 2179 2 &, £,
MBS Uiy CT #fs, ShikmpesE/y/E (PaOsg) . il ENARMERSE /Y L7 (A-aDOs) .
ftiyE#EE /] (DLco) ZHDOMRAEZEITV, BEOWREL I8l 52 &, [1.5, 9.1.2, 11.1.3
2]

8.4 HJE OBEREMEERE T, AFNEK LI EZEZ LN ENRHE I TNDEDT, AHIH
HRNCEFOBHELHRT L2 L, [9.21 5]
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6. HENHEREZAI VEBICHT HIE
() EHHE - BEEFOHLHEE

9.1 BHHE - BEEZFDHLHESE
9.1.1 BHHDH L EE

[8.2 &1H]
9.1.2 IEMMA. MBREE. NIITIhODEEOBREROHZIEE
[8.3 & ]

9.1.3 MIKXRIFEKANEDSNDEE

% B ORI TR B 5 BE T, AFERGINEREROPEE 2 a2 2 &, sk, 8K
EARVER DARFIE G- ~DFEBII R TH 200, MOERRHHETAI TRITEH DR HME S
TW5, [1.4 5]

(2) BHREESESE

9.2 BEHEEIEERE

AFENTEEL LTE LRI D, BRERERE T OIS U TARAIO M H R E OB ERD 5
NTWb, ZLT7F=2 7 )T T AN 45mL/min AR O BE TR RER TR S Tun
%, [1.3 ]
9.2 1 EENEHEEETESE

(8.4 &[]

Q) MHRElEERE

9.3 MHrelEERE
BRRER TR Sh T %,

4) £EREEHT %

9.4 £WEREEHT 5E

AETEFREZR MR D BE IR BT A2 MENH H5E 1L, RIS T 2L EBETHZ L, B
W) EBR CHEMEATREHC N T D (v~ U AT IRRREDIR T 5 D VIS EME, 1 X R
B LROEMNES D VIFEEE) PARE STV,

(5) 1E4w

9.5 11w
PR SUTIIR L T D ATREME D & S VEICIZ R G- L 2 & B3R (v v R) TR
HAnsE S Tnd, [2.3 2]

(6) =ELim

9.6 23R
BAL LAV T EARE LV, L ~OBTC OV TERNTH S,

(1) MR

9.7 IMNR
AN kb & LT B RERBR 155G L TuhZeuy,

(8) =&

9.8 SHksE
HBEOREZBISR LN OEEICRGTDHZ L, —RICAEHBEENE T LTS Z ENEL,
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7. HEEHR
(1) tREZESLEZTOER
BRIE I TR

(2) HREFELZDER

10.2 SHREE (BIRICEET S L)

A 7707z

WX, RN R R 21T 9 70 BRE DR
EE+oIcBlEds2 L,

AN 5 BERAREAR - HEIE T 1A BEFF - fEBRIA T
AT mA P AFHN O i R RE SN U | Bl 238858 97| fth D BERRAEHE DUA CTRITE
PURAEA] DRENDD DO T, JHHRIEZIT 5 e | OB SN TR Y . Al

WCBWTH 7 VT 7 ADK
THRED LTS,

BEMEE AT A
VR B R )
TRy R,

A D M HPE FE 2SI U, BIVE R 23 B 584
HEENNHDHDT, JHHFEEEZIT I HE
Wi, EEICRSTHZ L,

it D FEFL S LA TR
ZAIINCELET S 2 L
LT, AKFlOZ VT Z

R= Y Lk VABBIESEDHBENNH
%)o
UM A B REIN G ORIER RS 5 % | & bITEREtEREMHIER 24
e 50T, PERREZIT O BEIIE [T 5,
BEOREBEHDICBET L L,
8. EI{EMA
11. 8l

WORWERANRH 5D Z ENRHDHDT, BEE 51TV, BRENRD ONGEICIIRE
LT 5 Bl AT Z &,

(1) EXLEMER &

EIK

1.1 EXGEIERA
1111 EREHH

Z M
11.1.2 REdE

11.1.3 MEMMmE Q.

11.1.5 EEDOTH (1.
11.1.6 BisK (1.3%)

1.1.7 %
rvrF=1 k5 (7.

i EEME DIEIE & 5 WIT BN B o 755 1T,
A FIBIREOEY 2LEZITH Z &, [8.3 2]
N1.4399,. 7F745%—

PR N, WA, MR, FB. BRI FEREORE
L. BYIZRAEZITH 2 &,

WU, W& S50 TR A RAER B B NS = & 83 5,

6%)

3%)

FUEDRO ONIGEITIE, B, W, MR, EAE G EY) AL E 21T 5

1%) . B,

DR

FILERI D (71.6%) ( - ERIEAD (64.4%) . ~F 7 1 & U (54.2%) . U » 3Bk (51.1%) .
/D (46.2%) . &L, FEEPEGF R ERBVD . LIERBVNER H B b s Z X3 H 5, [8.2

HHICARNZ LD ERIEL, AT

LNaY a0t et 5 S e R

ZE
— o

JVTF= I VT AMRTERH LN END D,
11.1.8 hEMERKIZEFFAEAME (Toxic Epidermal Necrolysis:TEN) . 5 E %h 2 R fE & &
(Stevens-Johnson SE{EEE)
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10.

(2) ZnthoEI1ER

11.2 ZDHfDEIERA
20%LL + 5~20% At 5% ATl AL ]
BEARIEA MBS -5 SRBEGE
- HEYE. D EV, R %ﬁﬁﬁ@ﬁﬁﬁﬁ
T TR e AHRAE, BHR, B
s
- IRAG. Ve, R
Blrigh, FEER
T M E5 DFERRET
W, B, IR
A8 FTY AL
Lxo< 0, 0K,
B2 MRMESEAL S . S,
R RIEE, ok, A
i S
{5 FHORR, b, WE\BERE, TR, DR - | RIRZR, BRI, | K%k
i WHEEKERE S . WAL ARE MM, B2, RER
AST k5. ALT Rl U A E Y EH . yRFPTa ) SBE
JF ik 5.+ LDH E&H- |-GTP L&
A4 Al-P E&
. 32 Z 9 FEIE BRILE, BESE,
ZICHLBE, SRS
TT IR, B[R M
R BHE . R MM,
a EAR, REARD.
BUN |5
e, FEEN, CRPIE Y7, (RERD . B, |BIEVR . B RIEIR, | MM IRE U =
fisech MM EREE % AF HPER S| B A P, ARG VRIS, | — VRO, VAT
Z o %, M/MRHEE S, R0 (SR S, gk, | MR
BB R, 7
LV — i
JiE
. BEERBREHERICRIITEE
BRE I TR
BERE
13.1 fER
TR, EBERISH (P ERED . R B . RERR R ORB TH D, Fo, K
YR NTFHRIN D b Z Endb b,
13.2 g
JERITIS Ul RRIEZ T O, R F— by T ML BB ERHTHZ L,
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11. BERELDZE

4. BEEDFE

14.1 FEXFFFHFOEE

14.1.1 AKFNTHEE A2 BT 570, RHEEICIIFREREEH T 2 ENEE LV, LG ICIKRK
DA LIS ITEDICAE T A TE B L, BRI E LS SITE BIZEZEDTAK TEL <
T d 2 &,

14.1.2 AR OFHRITIZH REBRBEOAZHERT L2 L, WAV T AEERTHRIRE DR
AL VED TILERNHERINTWDOT, Y VRN > 7 Vil & ORLE % ikt
FTAHZ L, £z, AL DIREEZITDRWT Ly

14.1.3 HE5REIJSC THEEAZHEIY , ARAEASERICEML T 100mL & LTHWS,

14.2 EXFIHRSHFOEE

VTR EARNE G- & L, R, IRNICEES LenZ &,

12. ZDHDEE
(1) ERERERIZED < I1FHR

BRE STV

(2) FEERPREAERICE D 1B

15.2 JERRERERIZE D { HHR
BARFEMERBRO 5 B ~ 7 2RIV T, BEORIR M Sh T o,

25



X. JEFRREAERICRE S 21

1. REHER

Q)

(2)

)

BEh BRI A ER
[VI. GBI DA ] OESHR

R MEIBRER
BAN- AP

F DD ZEIBRER
BN - A

2. =HHER

(M

2)

)

(4)

®)

(6)

)

HEREEMHHAER
MU ER e L

RSB
AR L

BinEtRER
VI 12. (QFEERIRRBRICES < IFR) OESMH

A A RIEER
YRR L

ERERAEEMEAR
VII. 6. (WEFEREZHTHE] DIESM]K

R R 1 A ER
R L

ZDMDEKEMN
P L e
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X. EEMEREICET HEE

. BHERES
A A N L RAEERER 100mg/500mg [ h—1 |
B, A5 R
) FEE-EMEOLGFECLVERTLZ L
HERSY « XA R LXE R R TLA~NI 2Kl B

. AhHEAR
3

. BENRETORE
SIRRAF (A2 BT 5 2 &)

. RO EDTE

20. Ik EODEE
20 1 i HERTE C, o —adEAE Lanwo b, £7-, BERBITECNIHENT L 2 &,
20.2 B u—AlERNOEEERIE (Vo 7 aO8EHR]) NEGA L TWARRIMEHRA L2anwZ &,

. BEMITEM

BEMERLTA R H

<FvoLBY : f/

Z OO BETTEM

« XA R Ut FHAFREEZZ T ONDBEIAL ZFKEO I~ Mg (NSCLC)

s RARVUFE R+U AT TFUBRAREEZZ T ONDBE S AL TFERO T~ NI
(NSCLC)

« XA RNLFE R+DVRT T FUNEEEZZ T N BE I E TEEO T~ FE/NlIaE
(NSCLC)

« XA U RHERRIEZZ T O N BRE S AL TFRO T~ iz (NSCLC)

s XA BNLFE R+ AT TF URRBRIEEZ T OGN BE S AL TFIED JT~ B R
(MPM)

(IXI. 2. ZOMOBEEEE OEEZM)

. R—5 - RsE
[Al—psy © 7 U A2 S 100mg/500mg
[RIZhE « FEMERIEE R R 3% 70 L
FENHENAE - REZXEAL, THT—L s XTI« FFINUEEH. KLU A
=%
B R 2 B < FE/ANHIRRAG 2 380 F D IR ai A B s - M e L

. BERRSEEFAR
2004 fE2 7 4 H

- BERFTARFEABRVARES., EMBELERFEFAB. RETHKFAR

- BUEIRTEAGE S A S YRR W 7E B e
e d = B A HBE = B A E 5 R

~A B L EE FATER

FEWE 100mg [ h—D | 202142 J 15 H | 30300AMX00094 | 2021 426 118 H |2021 47 J] 12 H

~NA B b EE AT

PEE 500mg [ h—1 | 2021 42 H 15 H | 30300AMX00095 | 2021 426 118 H |2021 47 J] 12 H
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9. PEEXIIHREM., AERVAEEEENEOEABRUVZOAR
RESIRN R, HELOHEBMEA R 1 202441 H 31 H
W« LLUF O RSy 2800 L7z,

E #
" (W) (W)
Y| GruTaaEsmeL) O T J i 2 B < S5/ R 351 2 A7 A e
E: B9 I
2
B
() (%)
R B % W < /NI R 1 35 1) 2 B i
@ B
7 =AU~ GRRTAINA) RO SR I
o | GRETORER L) AL ORI T, lE . RACIEANA b L%t
i FELT, 1A 1A 500mg/m? ((REER) % 10
o ST CTREEEL, 272 &b 20 HFREES
o INE1a—RALL,. 3a—AFTHRGEED
B, ek, BEOKHE K EERRT 5,

10. BEEHRR. BEBERLAREABRVEZDORE

BN A

11. BEEHME
Y LR

12. REHARGIRICEET 51EHR
AANL, B (BHDHVTEE) $IRICRET 2HIRITED 5TV,

13. KfEI—F
JEAE T (ERUEE S HOT (9 K7) Lt 7 NER
fR7E4 SE A B L a— R =5 RLFR S 25 I\
EgLa—F | (YJ=2—F) ~ a— R
RARLFER
SRR 100mg | 4229401A1040 | 4229401A1040 128530701 622853001
[h—1 ]
RARLFER
SN 500mg | 4229401A2046 | 4229401A2046 128531401 622853101
[h—1T]

14. RIREHLDERE

AAENIZ N L OBRRBEEKLTH D,
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1.

X 1. Xk

5| A >THEk
D) B L7 A4V AEL RS ENEER - IEEER (100mg)
2) & L7 A AU S NG R ESIRTFRER (100mg)
3) & L7 AN AE MRS (NG e ERER (100mg)
4) & L7 A AE LS AENEE  EERER (500mg)
5) & L7 A VA E b FRA S AENEE - RHIRTFRBR (500mg)
6) & L7 AV AE RS AR - e EERER (500mg)
7) Nakagawa, K, et al. : Jpn. J. Clin. Oncol. 2008; 38: 339-346
8) HEIRFRER IZ BT 2 Z A OFHEFE R 2N T (7 U AXVEF - 2007 451 A 4 &R, H#FE
W E)
9) EWNE ITAEEER (7 U A VESH : 2009 4E 5 H 20 H AR, HAEREE)
10) Vogelzang N. J, et al.: J. Clin. Oncol. 2003; 21: 2636-2644
11) H3E-MC-JMCH &8t (7 U A 45 : 2007 4 1 A 4 HA&AZR, CTD 2.7.6.1)
12) Hanna N, et al.: J. Clin. Oncol. 2004; 22: 1589-1597
13) Scagliotti G. V, et al.: The Oncologist. 2009; 14: 253-263
14) Scagliotti G. V, et al.: J. Clin. Oncol. 2008; 26: 3543-3551
15) S 28 T AHERER (77U A2 74HH © 2009 4F 5 A 20 H/&GR, HaEHSEE)
16) Habeck L. L, et al.: Mol. Pharmacol. 1995; 48: 326-333
17) Zhao R, et al.: Clin. Cancer Res. 2000; 6: 3687-3695
18) Shih C, et al.: Cancer Res. 1997; 57: 1116-1123
19) Britten C. D, et al.: Cancer Chemother. Pharmacol. 1999; 44: 105-110
20) VAT ZF O (7 U AXESA 200741 A 4 AAGE, CTD 2.6.2.5.1.1)
21) Chan D. C, et al.: Proc. Amer. Assoc. Cancer Res. 2006; 47: 1278
22) 1% B T L3R (7 U AZERH 0 200945 A 20 HAR., FEHREE)
23) Nakagawa K, et al.: Br. J. Cancer. 2006; 95: 677-682
24) HARNBFIZH T 23 pEie (7 U A X ERH : 20074 1 H 4 A&, CTD 2.7.2.3.2.1.1)
25) SWEhREFHF AR (77U A2 EHH 12007 4 1 H 4 A4&GR, CTD 2.7.2.3.5.2.2, 2.7.2.3.3.1)
26) 7 VT T UALBEIEE OB (7 U AXEFH 200741 A 4 KGR, CTD 2.7.2.3.4.1.4)
27) Chay S. H, et al.: Proc. Amer. Assoc. Cancer Res. 1998; 39: 524-525
28) #FE AT (7 U LA IES - 2007 4F 1 H 4 A&GE. CTD 2.6.4.4.1)
29) IEMENRERRER « SoA (7 U A XS 0 2007 41 A 4 HA&AGR, CTD 2.6.5.5)
30) b FAEIZHIIT D in vitro B FFEA R (T U A X ERH 200741 H 4 HA&AR.CTD 2.7.2.3.1.2)
3D & L7 AN AE RS AN R - ELA A ERER
32) & L7 A NV AE bR S AN EE - pH B#) 2 r— v
33) MR TR, RS SR - AL S A b o0 Kol p32(1976), B 1AL

. ZOnBEXHE
HOUEEE L

XIO. 28
. EHSNETOHERTINR
MR L

BB I AR IEER
MU ER L

29



XII. &

A - BREXIEICIE L CEIRHIT 1T 5 1< BT > TOSER
AR L
. ZOMOBEEEH

L R — b

RN P Y ST SN i
https://med.towayakuhin.co.jp/medical/product/index.php

30



https://med.towayakuhin.co.jp/medical/product/index.php

RA R Lt FREERTRK 100mg/500mg T F—7 1 BEEELHEREE

1. BEEEZEILEER 3V

mEH

ANA BN FAEEFER 100mg [ h—"7 ) RO b LX& RAHEEER 500mg [ h—7 ] @
KA & DBELARFICI T D REMEMHERT D720, Bla 2 bl i L7,

2B, AMITIE 100mg BHI K OV 500mg ®AINH D08, KVHEOORAITHY | P IZEL [F
—DHLDTHDHZ END, BAZIHBRIZC OV TIE 500mg #AIZ W CRHMli 217 - 7=,

| ks
(1) &K
~NA ML FE KA EER 500mg [ h—17 )

Q) EBEAHE

A HEQ  APRAER 100mL A Fun b, AFAEEE (36mL) k&Y . K| 36mL (2
A BRLFERFELTIOME) ENMZ D,

BlAHIEQ - B Ny 75, ik (36mL) &8k HY . &K 36mL (XA hLFERKELT
900mg) %Mz 5,

BlATIE® « AFAHE 100mL &R hun s, AFRAHEE (36mL+ALAHEE) 2RIy, A
#l36mL («“A hL¥t K& LT900mg) EEEHEEZMZ 5,

FlATE@ « ABLEHIIR 250mL /N 706 AFEHEE (36mL+ELARE) k& HEY . K
#l36mL (A hLF& K& LT900mg) EEAKEMNZ D,

BlAIE® « AFAHIE 500mL Ny 706 AFAEE (36mL+EARE) 2k, K
#l36mL («“XA hL¥t K& LT900mg) EEEHEZMNZ 5,

Q) REEH
SR (R AT IR . Bot (8 10001x OEELT )

(4) ABRIE B R UHER[EIZL
PEIR. pH K OVER (GRF) ¢ 1A (n=1)

(5) RE&R A&
1) Mk
B CHEl (BFR, 1B, (RO FE) 22T 5,
2) pH
pH HIEE

3) E& (FRFER)
Whkrw~ 777 4—

(6) RIERF =
FoA @ « Bla g, 3 R, 6 IFffh. 24 Wefil#%, 48 IFfifh. 72 Wefil#£ ) OY 96 Refilt4
LA TIEQOW® : IAAE R, 3 Kk, 6 Kpfik LUt 24 K]



WiER

ABR A 2021 4F 6 H

e BAHA | BA | . 7=
TR (—p—s) | e | FEER 7 7 7 7
1 BlA B | SERM®E | 6 Wpfifk | 24 FRffR | 48 Wefilf: | 72 Befff% | 96 BRI
I o ] _ _ 4 4 4 4
i {fg; JBR A B E E2TN Dl [F) A2 [ 22 [F 2 [Fl 2 [Fl 2 [FlAE
E RELH= | O H 7.577 7.572 7.538 7.457 7.396 7.317 7.315
& KIFHIIR) P . : : . . . .
i FRAFER (%) 99.5 98.7 99.6 100.1 99.4 98.9
R WAEZOEEL 100% L LT, FRAOEEREZFH L,
HErH : 2021 4 6~7 A
; B & SEA [y [Ty - T R
Pagtl 5 ; ARERIE H
7 (A =H—4) K| Tk . Rl A E 3% | 6MERI% | 24 WRRI
e T U A FER (E27N MEtA A DR [Fl A2 [Fl 2 [Fl 2
R 1000mg /X 7 B
iR 100mL ® pH 6.912 6.917 6.902 6.898
2
i (FE) BAFE (%) 100.3 99.6 100.4
A AT A1 S b ks Gk Gl
% ?; el Mg WEi KRN 9 (0 Y5 IH D i Al 22 Al 22 Il
J 1mEq/mL 20mL | ® pH 7.306 7.318 7.297 7.134
& 5 T A= R R
# | R LH=RERID BEE (%) 100.5 100.3 100.3
s | 7Ot K 20me PEIR SR Ok e i il
i [h—") 2mL ©) pH 7.591 7.644 7.618 7.512
%’é e SHC H
- GRS A) AR (%) 100.9 100.7 100.5
‘ - RN BEBYIOMH JFl il il e
A 9759‘5& Wmg | 5L | ® PH 7.032 7.045 7.058 6.974
BEAFER (%) 100.1 99.6 99.4
TR M0 PR O [Fl/E [Al A2 [Fl/E
b
Zé;g (Z‘I/E%Jf B omL | @ 8 7.147 7.078 7.113 7.078
. FRATH (%) 99.7 99.7 98.5
it i FERR mewvion | We | @R | Wk
& 7 Tj?ﬂ;:;’gﬁg ')75mg smL | ® 8 6.292 6.288 6.291 6.283
;’E BEE (%) 99.6 99.5 99.2
S5 =% kn .‘/?{?E{{ﬁ( ‘Iﬁ% ?ﬂf\ﬁﬁﬁﬂ 0)(1&( [Fl 2 [F /2 [F /2
Img [ F—1] mL | ® pH 7.430 7.360 7.381 7.294
GRAnh) BATE (%) 100.2 99.7 99.2
TEA AL KA | 150mg/ =S REENDR 7 7 7
A 150mg 5mL (4| ©® pH 7.918 7.934 7.938 7.636
UhEF) i) BAFR (%) 99.9 99.7 99.5
— N PR i (0 B B DR [ /e [ /2 /2
w® Vb e A Ru—E | 250mg/
N fH 125mg 4amL (& © pH 7.546 7.519 7.491 7.358
VR (Z7A4H¥—) iR FR)
fﬁ L AT (%) 100.1 100.0 99.3
£
Al o HEk G B DI Gl Rk Rk
E: Al v B =
g EHHE 3.3mg_6.6mg | 3mL ® pH 7.594 7.591 7.615 7.614
J (7 AY)
A (%) 100.0 100.4 100.1

FEIER  IAEBOEREL 100% L LT, SIS ORMEREZEH L,




s Bl A Al [y [Ty . T B
o S AR I 7 o 7 s
I (A —h—4) ER | gk | TOAH ARG W% | 6% | 24 A
o POREETIOR | . - -
VT AnT IS &I (B Rz Az Az
#1,000pg Th=") | ImL | @ pH 7.555 7.567 7.485 7.425
(DR S :

BEE (%) 99.1 98.6 99.1
= 7 VA S K PEIR %ﬁ%@%®ﬁ [l )= [EY=
S (AT e | ML | @ pH 7.460 7.441 7.364 7.167
Al Btk i) BEE (%) 100.2 100.2 99.7

_ WRERAOE | — —
XRT  H R ARtk | v v
500ug [ h—1) ImL | © <l 7.275 7.271 7.244 7.160
CRFnEE )
BATE (%) 99.4 99.4 100.1
- PEIR WEBEHOR | Ak ke ke
10mEq 4mL | @ pH 7.244 7.228 7.228 7.210
(=7'= ES) B (%) 99.9 99.5 100.0
% RN LD TEIR DR 4 Al 22 Al 22
REWER 5% 500mL B
ﬁ Gt 1 i e B B ® pH 7.284 7.063 6.921 6.891
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