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2.1 BAIDRA 126 L HE 2 MBEIEOBEERE O H 5 B E

2.2 BELEHIE O L EE [EHIHHEE L, B
HEbZEhdbd,)
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100.0mg) 500.0mg) 800.0mg)
D-wr=bF—J 100mg 500mg 800mg
L-V A7 A4 Vi
. @Efﬁﬂ@ﬂ% 0.58mg 2.9mg 4.64mg
! LA =~ A
) 7 KKEIY) me 20mg 32mg
pH A HiF] S S i
3.2 TAIDMER
Wirk 4 NA DL F b REH| A N L F b R X N L F L R A
i 100mg [ NK ] | ##3:i%500mg [NK ] | #HE1#800mg [NK |
i - PRIK e~ R I B O

pH 7.0~7.8

2B #1 CEFEIRHICH 5 5 )

4. PRENIFINR
ORMMBRHRE
OUIRRTREREST - BFEDIF/ Rz
ORTLEzEZRR < FF/) RfafzEC ST S MEHEEA

CEIRRABEIREST - BROIE/INRIZFHE
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HBMBET oML TIZHEET 2 $ TAKOHG 22 52 &,
HEBEIIFE2OTA R4 VIhEH 2k,

i[5l > F 5 D 75%
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14.1.2 RAOGERICIZHRAEHEEROAZHEHT L &,
ANV T N EGT HEREORAEIZL D E) ULk
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14.2 ZRRSROFR
g TEE IR G- & Ly Ry RIS LR nwZ b,
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BIZHERBED ) . v 7 A/MEFHBRIZ BT BIEoR
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16. EYENRE
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16.1.1 MEBREE
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AR TEBEI RO E L. TOBRERLIIHLL., HE
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SATEFEIZ10.6~14 8L Th o 720 Hla— AR UHE2a— R
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16.5 HEitt
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O EFHCT21H Z & IZ105 M EEEE Lz A ML F
t NI R 248 M LIS . Z O KIS E IR
REALRE L CHEME S v, 5127205 F CTO BRIR P&
ZEALRHEM%1375.2% (64.5~82.7%) TdH - 7212,
16.6 HEDEREEIDESE
16.6.1 BHpEEESRE

AARNEE ENEANBEEOREHITICLD, A ML FE
FOIYBIREIC L 2 2 BFHAEDHEZ ML 720 HAAD
BEEL T EY (7L 7F= 02 7T v A4d5mL/min) 12
NRA ML F & F500mg/m?*a#5- L 72 A . BRERE I 2
BH (7L 7520279752 A90mL/min) 2L T,
RAMLFELFOMBESZ )T T2 AD32% L M
R A T RS (AUC) 2%8%H K 5 & Pl S =7,



16.7 EYHEE{ER

WL Yy 2 VBB HIE. XA DL FE FOEFRGEE,
HHCNITVATTF L EDOFREGREE LA ML XL
DIMHFEZ VT TV AN E G 20w EdUREaNnT, £
K\AXFV$%F&/X77%/iEW® S EhRE 2 5
BERIFERWI EPFASNE L5728 FEANT — &)

1) AR OABE S N1 EIX. 500mg/m? ((KFEEfE) T
H5bo

. BRPRAGAE

17.1 EEROZEMEICEAY D55

(CEMRRR R RE)

17.1.1 EASE 1/ D4E5ER
B s v R R A R G N TG L 72 BRI S T/
TAIRERES 2B VT, X b L F+t F500mg/m?f O A
7' F v 75mg/m*E P 5 S NIHER O R FI1X36.8% (19
BIHRPR7HI) Td -7z,
KRG & DR BBLREEETE 2 WILTH A e 555125
BIFIBIZRRD b7z, MRl R2561H 27D H iz
EaEEFEZIE, EL (96.0%), NEZOVE VD
(96.0%) . EHAIE (88.0%). ARILEKHHED (88.0%). Wfrf
ERigA (84.0%) . FMERIRA (80.0%). Mt (72.0%) .
) U NEREA (68.0%) . MARFEEIN (64.0%) . K
(60.0%) . RERHD (60.0%) TH o729, [8.1 &H]

17.1.2 {EZEERABESEZWRE UHEE MEHER
R R P R R (fLS i RGIR) &R SR EN A
207 E TN S N7 MARRERTY 128175, *A ML ¥ &
K500mg/m?*M Ny A 75 F » PERBE G- #E75me/m* M OF T A
77 F 75mg/mP M G- CGRKRR) Y O IE. kE
DEBY THo20W, B, RBIZEREEHFET 5 2
EETFEHME LTHEMBL 72,

K1) HHEISE TAHRER L 51F 5 N B R B 1205 B 724

AR AN v;:;/xim‘/x B
B 3% 5B e 5D
NiE2) 6 =
17 i 12.1 53
(7 i o |
AAE I OfE () S Eyo

1) VAT T F B GEE (RKER)
HiZ. Y A79F »75mg/m2% %5

H2) SR EB G SNER (FERE. ¥4 I U Bt LER % &)

W) ur gy riE (BEMEICET 2H5E)
RAMLFEFEVATITFrOBHZEGHIZBNT, K
L ORERRE BE T X R \WILEH 234 555122651
F3FNZFED HAL, WIEN DR LY ¥ I ¥ B bt S
ENTWHRWIERITH -7z, [8.1 BHE]

CUIBRANBETRETT - BRDIE/ iRz

17.1.3 {tZEEELABEEEZWR E U ERSE O EEER
Je/ MRt B (LR BEE ) & G EIN T E N
L 728 WAHHERES 12 B W»WT, XX L F+ F500mg/m?%
PG ENTFEB DOZENEI1318.5% (108BIHPR20BY) T&H - 72,
~RAMLFEF (500mg/m2¥ixl,000meg/m* #45.) & o
REBIFR % B E T & 2 WAL B4 GIERI 22651 v 16112
FoosNn/, (8.1 ZH]

H4) AFNOAR SN -1HHEIE, 500mg/m? (KFMEE) <

Hbs

17.1.4 {2 EERABEEEEWRE bh%lzl%mﬁiit%ﬁ
Je/hMIfE s (LR ERGE) 235U HECHE
SN MARERTS 12B1F 5, f\x k l/je—lz 1\500mg/m
TV AT SF 75mg/m B GHE AL 2B
1250mg/m?}% (F 3 A 75 F » 75me/m* B F#-5- 5 0 B 1
WEDEBY) THo72B8W, B, KilbaIZIEL > MGk S
HI R EEHE LTEM L7z, [8.1 2]
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#2) SHESE TSRS B0 2 I/ lIalliE Ea (LssRdsRinif) 1o
REIER

NRAMLFERNROVA | FAL I ES RO AT
TITF 7F v
BRI G-BEED) BRI G- B

NiE?) 862 863
AR P (H) 10.3 10.3
(95% (= HEIX ) (9.8-11.2) (9.6-10.9)
N — Kb
(959 0.94 (0.84-1.05) it®)

#5) RAMLF L NROYATTF VP& GH 210 %1a— R &
LCHEIHHEIS, <X bLFL F500mg/m2 Ny AT 55~
75mg/m2% %5

TENYIEY ROV ATTF P GHRE  21H&Z1a— A& L
THEIHH, SHHIZ, A ¥ ¥ € r1250mg/m? K UE1H HIZ Y
A 75 F »75mg/m2 % & 5-

7E6)

TE7) §COMIELEIG S 7 fEB]
18) i & L CECOG PS. . . MEZAMZI T &2 Vil

%L?’_/\W— R

RARERIZ BT 2 HLEE ) O3 £ BB 0GR & LT 0%

L: -E‘(TH 15)
#3) FHEE MARERIC 3503 2 I/ NI A S (b ek iBs) (ks

2 A O R
AR R (H) .

L (959% 1= X i) o) 10

HTHRE (A PLEFX PRV | T AT I EY RV A —

2T F TR 755 e | 0 EED

LR o 9.4 ~ 10.8 ~ 1.23
N=473) | 8.410.2) | VM 9512, | V| (.00-1.50)
[FE 12.6 B 10.9 B 0.84
(N=847) | (10.7-13.6)| V36 | (10.2-11.9) | V| (0.71-0.99)
Ko 10.4 - 6.7 _ 0.67
=153 | 86140 | N0 559.0 | N7 | (0.480.96)
Z O LD 3.6 ~ 9.2 - 1.08
(N=252) | 6.810.2) | N1 | g 1-10.6) | V10| (0.81-1.45)

H9) NV = FIA1Z THLZEAEIERA ML F L FRPV AT TF
BERTF LYY ROV AT T F B L ARG RV
ZlaRRT

%= & L CECOG PS.
L= NIt

W1 oM, —KEWHRE LR, BE L ORI O w3t

W2 E N DDHL N Thh o ERE L &
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ez ((LRERRER) X RIRE 1223 %
JEC M S L7255 WA BRI 12 BT 5, AXFD%%F
500mg/m* %58 K O Kt 7 & )V 75mg/m % 5- 552 DR,
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(95% 15 HEIX ) plii=0.25114)

E12) FeyFwMEGHE 210 &1 - AL LTHEIH A, Fis
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F14) 7V FEE

GEHEIZ B HH0E)
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