13 BV
(5786)

#%20204F 9 Hﬂkfﬁ (552200 A
*20194F 3 HUET 976139
HILIRR LRITEMERH —
PRliti Pan SN A S % b
AAEEA EHRAXONKL 7 T
T P S ) Om ® B F 5 |21900AMX01780(21900AMX01781 |21900AMX01782
TR *n A ) ﬁ-:ﬁm}t{ﬁ}bo 25 % i | 20086 | 2008464 | 200846 /1
) ®"“I J ® g R 5 W 199549 H 20014E 6 H
- . T B A 2015% 6 11
*n’\J}ﬁfﬁﬁFﬁ/\’fTJbo.sg BILL 20047 9 /1
Om ® Bt 8 20104 1 J
FON D =m%-+0.5g T e ot 71

Meropen
ik« RO
SRR © SRS IRl

) EE-RAEOMTRIC L VTS 2 L

ZEI(CROBHEICIEEBRSE LBV E)
OARFN DR 1%t U S HEE D WA D & 2 &
@ 7afir vV s do BT,

DIEZIH)
MR - IR
i 72 44| XXy s N A 7)1 0.25g] XXy A 7L 0.5g
Jaill i NA TV
BRI |15 TAH AR R LK 134 7O A a3 LK A1)
oy 0.25g (i) 0.5g (1)
W N Y| WERRIET B D L 52mg | A RIET )Y A 104mg
RN [~ TR B D G I D B R D V5 FH B4
R 7% % A0 M * v | 0.58
¥vb
k= =
1 Z
o A u sz AT
(HIRFI R - TR (VM)
B4 | 1%y b X a2 LKA
-G 0.5g (J1ifi})
N Y| AR RIS R Y Y A 104mg _
i : PRI 100mL
B W EE— (100mLH gt by
s 0.9g&74)
| BB~ EORG D 3 .
M R| o v ] S EE] D VESTHE
AR ER ISR O pH RO EBIEHIERD E B Y TH 5,
YL/ % i pH B
0.25g (JJfifli) /100mL
0.5 (Jfii)/100mL N o
Te (i) /100mL 6.7~8.7 1
2g (Jyfifii) /100mL

s RPN T 2

WBHEE - TR

1. — AR RERAE
GHILEE)
AORRLICEED T R VRER. LY YIRERE. ik
KRE. BRER. BEXE. T35 7€ (TFV/1\X3) -
Hh95—VR, KB&E. YhONIY—R. /LTI
7OEFYVTFB.AY7IIVYE, Ya—REFR
B. &IBE. N\—21KRILFTVT7 - 'R 7, RoF7OA
TAR. 7ZLRTIE

CGHEEE)

BUMAE. FREMERBRRE. UV IINE - UV INER, 5
15 - AERUFMAIFOZRRE, IIFIRAERS. &8
X BE R, Rk (ROERERSE Z =) | B . FilRES.
IR, 1S MEIFIRARRIE D RS, WMEERA. BE
BR. BIR%., HEX, BEX. FIRE. FTERARE. F

BENERL. FESEORA., (CIRMEEER. RAX (2
Eiﬁ%%‘é’t})\ REX., BIRER. BEERAIOEEL,
R

2. FEEMEFRIRRAME

[3hEE - HRICEHET ZERLDER]
. — AR ERERAE

k2 Ok PRI % &) . 8, RlEPER ~ Dl

Iz 7o o TE, TP REIEEH O F5 & VES

WL PUE SRS G O B2l L 72 BT, AFlo#S

DY) &R S NG RE T 5k,

2. FEENVESFARERIEAME

(DARKNZ, LT o254 %7 TR G535 2 &,

< 1A DR T38°CLL E o FgEh, 1% THERI DL R e
9% 37.5°CEL_EDFEL

- B TR ER A3 500/mm3 A5l D A, 13 1000/mm3 A
it T 500/mm3 K ISR T 2 2 E BTSN B EA

(2)FE BN IR ANE D SRHE A~ OARF D IE, EA
DHA R 74 v ERSIL, RBEBOERICTH7 7%
Wiz R oBERIO b & T, RHIOMHEHEY) & BT S
BIEHNCOWTDAE T 5 2 &,

(BRI E D IBE~NDM I H 72 o TIE, &
RGN MR S S OME 2 KT 2 2 &, ERE
DV L 7 BRI &, ASHIR: G-Akie o 3P 2 BT 3 %
&,

(AFEEELF R IRIAE D BE N HICH 72 > TiE, A
FIH% 5- D BB O FIE T & 2 P BRESER A 5T
HERR T E R EAITIE, AR D EEE iR kg &
LTHEET D Z &,

WREE% - BE

AFDOMEANCEE L T, BGHMBRIHZHLE LTS5
(CHERESE G A3 B HE L ek 33 X0 Y e il
ANCUID FA 2N EHEf 2179 2 &,

1. —RRRERAE

O LRI BRIE R LIA D — AR R E
W, A A e 2L ELT, THO0.5~1g (M) 2
2~3Nz a3 E L, 30 A B ) CREMEERE T %, &
&, F - ARG U CEERNE T 253, 1E - #E3A
PRIEGRE X, 1B 1g (i) % EBRE LT, 1H3g(
i) ECHET B LNTE 3,
WA NRICIE AT RRZLAELT, 1H30~60mg(/)
fili) /kg % 3[ENT53E L, 3045 DL s 13 C s st ¢
%, B AE - FERIS C CEERE T % A3, EE .
AV ERE 12 13, 1 H 120mg (i) /kg £ THIE ¢
LIEWTED, L, RAICBIT 21 HiRAHE
Be(Ii) #HEA LW L ET B,

OLRRIEREIE 2
WHL AT AR 2L E LT, 1H6g(Hfil) % 3
2o EIL ., 300 BA B CRiliEmE T %, &k, 4F
b« FERICIG U COEE IR T 2,
SHEL NITIE A R A E LT, 1 H 120mg (Jiffi)/
kg% 3N EI L, 3043 A L CRMERE T %, &
. EE - ERIGC GEEIRET %, 7277 L. KA
KBTS THHAE6g(IM) #BARWZ LT3,



2. NG IFARERIEAME
S RACIE A T _E L E LT, 1 H3g (i) % 318
W EIL ., 3045 LA B TR S B,
HHEL ANRICE X e %4 E LT, 1 H120mg (J11if) /kg
Z3mNcarEIL . 30 DL B CAETEERE T A, 77 L,
BAICE T 2 T HAE3gOl) 22 2w L9 5,

(A% - BEICEET 3R LOEE]

(NEEFEDH 2 BE TR, XELZ BLICAHDEG /LD
BREREZHEIT 2% 8, BEHEOREZBIZL 206 H
HIckGd 5 2 e, (MHEEKS ), EYBIE OHSH)

Cer®2350mL/minBL T OB FEEEE (RA) OG5, 5

[l H%
Cer (mL/min) Behide, ek
26 ~50 1HH 72 ) DL R HEY T
121 = & 1o 5
10~25 1Rl 7 b o LE% 1/212E L
121 = & 1o 5
<10 1Rl 7 b o LE% 1/212E L
241K 2 L I B 5

KIVLTFZVIIVT IR
MEEHT H IS ik, BT T #RICHRG T2 2 &, ORI
BOENTSAIIMK A X DRE SN D, )

CIFEFDERICH > TR, MERDRRFZR < 128,
RAE LTRRMEZER L. BROERLOELGR/NR
DHEDRSICEEHDB &,

BERLOER

L EERE(CROEBEICIKEEICRET B L)
(DAORRLKIOYICEAT ZER

DANNREILZ, =Y VR Iit 7 = L 2L
ISR USBHOE DA D & 2

2) AR ASETEL, SLos o &8 SR, T892, ERBESE D 7
LIVF—ERZR I LT WREZE T 5 B

HE DR FED b % g U, BkEEES o X
PRSI 2 b g v, THEE - RSB 2 6 L
DOER . Y OHSIH)

@%%@H@%@%a%ﬁﬁ@%ﬁ%%?%%%ﬂﬁ%
%,

5) mEilinE (TElE ~ 0L  DIESH)

6) FETHER DA K 722 E IR O RED L. 2R
%@%m%ﬁ&%ﬁykkéﬁ%ﬁ%%bhé:aﬁ
H5,

) TADADFIERESD 5 L Iidh ik E 2 6§ 2 &
UREAE, BRI 5 O AR AR 25 2 D 3\, )

@Eggﬁﬁmﬁ?%ﬁﬁﬁvh?ﬁiﬁﬁﬁﬁmmm
=
1) Dollife, TEER MR BEAEREE D & 2 i (EBR I e 2 1

2 &S DRI &R T, ERDSEALT B3 B 2Nl
H%5,)

2)EEEDH 5 BEFUK, HEALF b Y L 0EFES
IZha ) 3 IERDEL T 2 B 2 hsd B, )

LEERERNWER
(DARAFNck22av 9. P74 7F—05E%TEHIC

FAITE 2 TENE VDT, ROWELZ LB L,

D) ERNC RS IO W THRRBREZZEITS 2 L. h B,

VIAEWEFICE 2 7 VLV —BIIHTHRT 22 L,

DFEIBE L TE, BT avIECHITIHELED
EhdEFEZLTELZE,

3) P GBI D LG TR E T, MER LRI
B, TanBlEEe ) 28, R, A RIRTER T EE
(ET52L,

(2% 5#%3~5HBE X TCREZCZFOEEFRDOEBRICIFEIC
EEL. SRS EZIE, Y Y Bz skl
WY R MEEFEC 2 2 L, B, MERTAICH o TH,
gl &R S EERERICER T A2 L,

QFEFFZESIMICRZIHEOEBNTILELI >LBE. K
BE5MKREIAZERE L THAICH T Z2RZHEEER
L. FAIRENBEIETHZ2DHET DT &, BEB. &H
ICRZENREHSNBWVET., BPHICHOERICEE
B,

WEFDOREL SHB LT, L2 B T HEEEAHO £ £
AN =M U 72854, BHBEDNICSGE DRI D &
N\ & ZF2E, MANCYI D &% 2 % 2 Y] 2 AVE & G

&

L22t, B, MHICHIz>ThH., J SH AR
DUEL S W L EBRERBOBEEZ{TbEWT &,
CEBEFEORESHSHE LT, THUEICDc> THHI%E
#E592B8ICIE. ZOBHZERAREICL. BEOH
RV EEEEDRERICERE L., BRE Ltk
EiETblwnwc e,
(B)AST(GOT) ., ALT(GPT) D FA-23H 5bN b I L3dH 5
%gJﬁfuiwﬁmE%bTMuMTH&%&EE%
52 &,
(7) BRI E DIBFEICB W T T O 2 L lciE
ERR
D AFNX, HFhBRIEAMETH D > OFEDTRD o 73
AICRELTHEMT 22 &, (TRI8E - ShRICBES 2
i1 E oy DIESIH)
2) i BREL, FEEDMIE RO S LA ITIE. AFID
bk ZERE TS L,
3) BRI - SEAIBNE D IRIERNEDFEENT H B T L D3RR
INTGEEITIE EPL AR O G2 RT3 L,

3. HHE1ER
HAZRBRALEWZ L)

# K 4 REARSREIR - S TR | BT - falRik
sOL7aEF B | RAE OO LD BEF X S N
7N 2L 7 a B oI | T,

TN FEDME T L, TADA

A4 DRAEDTHFET 5 2

NAXLZVE | E3H B,

4. BIEA
O — X RRRAE

7RI F T o il PR A BRI 35T 2 37 5 %5 2683 451 v 47 451
(1.8 %) (R R FHAS, F72. 39941 (14.9 % ) 12 I A5 A5 il
DEREEEHNARDONT, FEdbaid, ALT(GPT) EF
(7.9% : 2031511/257344) . AST(GOT) _E5-(6.9 % = 17843l/
2573) . IFIEERIE S (3.5 % : 821l/23454) T dh - 72,
TR O (o FH e 2 7 52421 567 51 (10.8 % ) 12 i R
HEO R AT %2 & ORIEAPRO Sz, ERRIMEMIZ
ALT(GPT) |57 (3.3% : 1741F) . AST(GOT) 157 (3.0% :
1554F) 55T o - 72, (FHEERAK TIH)

R i R A (1 H % 55 2gid) 38241 th 73 4
(19.1 %)\ & R A A o B4 A B % & L RITE- 2558 &
S 7o, T2 BRI TGS e (4.5 % < 17/4F), ALT
(GPT) 15+ (4.5%: 17#F) . AST(GOT) L5 (4.5 % 1744)
HThot, (FHBEK TR

ANV FTE « PR TR o [ AT B A S C ki PR B 2 ik
DEGE L % & O RIVER 235245 b 2341 (44.2 %) 12589 5
N, EEEHIZALT (GPT) F5-(26.9% : 1441), AST
(GOT) FH(17.3% : ) HTH > 7=,

ZINVR D R A R A 3T 1210 510rh 173451 (14.3 9% ) V< g
T B AT % & RIER 2R 5t TamfEmX
I HRESLH (6.0 % © 7244) . AST(GOT) L5-(2.7 % : 331F).
ALT(GPT) E5(2.6% : 3111) & ThH > 7z, (FIRAKK TR
(U PEBER 2 o F Y « PSSR IRE oD [ PTG R ke ()
TR RS o ¥4 25 Bl % & S R FH 23541 ch 5 4912
b & N T, TaEIERIZIFEEGERE (4)) Tdh - 72,

O F BN IR ERIR AME

TRFRIN % C o FE N RER (A OV T R
il o B2 % & LRI VEH 23107 81 ch 50451 (46.7 % ) 12 52
& 6Nt BRI IFRERERREE (9.3 % « 104), ALT
(GPT) E5(8.4% : 95) . TH#i(6.5% : 7f). AST(GOT)
R 4.7% 56 EETH o7,

R o O P A Al R A (BN B OV /N TR 1191 451 vf 187 1)
(15.7%) \ZES R MR EL i o> B 288 % & L RITEF 257890 5
Nz, B EIWERIZALT (GPT) 5 (5.3% : 63#F). AST
(GOT) |5 (4.5% : 541F), ALP - 57 (3.0% : 364})) % T
B otz (FHFEEHK TE)

(NEXLGEIER
N2avy0.1%K0) . PF7145F2—(0.1%Ai)
BER % s T\ o, WEIRIRIE, AP, LN SR T
W HEER, fEED, DO RV, SR, I VERE, =
BB DRERDI S & b =B e 3B G2 hil L, j#
UInEETH) 2k,
DBAUEBEEEOEELRTEE (0.1 % A7)
EHI BB 2179 e S B2 00T o, Bas
BOLNTG A G2 IR L ., EHY R ER T2,
3) BIRERF 28 (BHEEAH*D) . FFBEBEREE (0.1 ~5 % A1)
Z=IE (0.1 %E )
BHERF R0 EE R IF 2%, FFgiERE, SE8b0b
N3 EDNH DT, BB EZITS 2 EBlZ%



T, BESRO s ha iz s ez kL,
YR E 21T 2 &,
HBREEREREOMEZESERELKREX0.1%K

i)

B2 oricAre, B, SEo TR H 5 bl
AICFES IR G2 Ik T 5 7% S R NEZ T 2

&

5) B AT, PIEREMREE (0.1 % Ai)
BEE 2 T orIcAT Vv, R WK, WTIRPRIEE, il Xt
W AFRMIN S 53 & bl ez ks 2k L
il Bf B A V£ v D GAF DY) R AE 2 T ) 2

E,
6)ER, HEEEEORIEHRER (0.1 % A5m)
BEZ2 DI, 20 X ) BRIERDH 6 b GG
TG % kT 2 7 EEYI R B AT 2 & RIS
HEEL P MREED H ZIBFITEI DR T VD
T HETIHAICIERET S L,
1) hEMREIFEFLREFE (Toxic Epidermal Necro-

lysis : TEN) (0.1 % A i)«

BZ 18 %4 % AR AiF % B¥

(Stevens-Johnson fE{&EE) (B RBH*D)
B % oIV, 20X ) RIERDH 5 b Be
G2 bl L, Y R LEETS 2k,

8) IR MERIEL A, MEFERIERAE. SAMMEE M (B AIFRD),
BIERRA . MIMRE (0.1 % A)
EWIC BRI 2179 7% EBIZE 2 T Tve, B
DR o N GEI I B G 2k L, WY e 0E % 1T

I,

9) MASMFRAR A (SHILAHD)
B2 T icfrve, BREPRD S NG RSE 2
Hik U, Y] 2 0iEz 1) 2 &,

(22D fttDEIER

RD &) HEIWERIDSE® & N Hacid, BEITIB U,

e, LIRS OMEY) 2 B 21T 2 &,

0.1~5 %A% 0.1 % A | SHEERIPHD
JEIE. JER
M2 | Rk A, 4 | I IEBRIE %
FE BRI %, IfN | Vo SERIGS . 4T
WEA I %, | Bk %, HLER
IRIMERIRA  ~E | % ~< b7y
sae v oy b DA, A
Y v osBRIEEL
FF A& AST(GOT),ALT | #fii, 2Uvx2
(GPT). LDH, |77—®&T
ALP, LAP, 7-
GTP, EULEY,
JRoymey))—%w
DEF
i BUN. ZL7F = | JRh Bo—< A 701
AR ra7yro b
S RE B
EeER | T M, Wk, A2 | AR
Jifi
ERAEE HNR AP
E
EYZY vy iy KRZhE
RZHE REE7v vy
EIE, i
M%) . E¥IvB
R ZAE IR (O
2L ONE, B8
AR, 1R A
ZOMt | MEAY YL LR | U, BRI, | S A 7e—
AR, IS+ | XA, ¥ A
V7 AMETR, | E
WA MET,
CK(CPK) k5.
NUEZUERI/EN
B, M A e
SR I DR T
AT BN,
S8 A SIS (2%
i G5

FEBUIE 13 KGRIN & T ORI Ol DA DR

[NE-SORXER

1) ML D H FE S % T OGO 7 DFEEAT,
%2) 20 X 9 IR IZ BE D S N Bk, E%
Mk L. Y miE e TS 2k,
5. BEENDRES
I, ROSICER L, ARG OISR E =
T2 EEEORERZBIE L 2o MEICHRE T2 L,
(DEEE TIZEBEEREDME T LT\ 2 2 & 03% L BITEH A3
FKELPT 0,
ElETIREY S VKRZIC Lk 3 IS 5 b b
e B,
6. IR, ER. BAREANDERS
(DI SR U T 2 WD & 2l NI IZIER Lo H
WD EEZ Exbh 3 B SN2 5EICD AL
T 5 2 L UTIRFP DG 1CBIT 2 ZaMIREL L Tuk
W)
Gz AE R T2 2 L, (b R ABITT B
ZEBREINT VR DY)
1. NREADKRE
AR R Y, Hi VT 2 LIS L T,
=l N o /N BRI PR A B C 1. BEEE D AST (GOT) . ALT(GPT)
EAEBECME SN TS, (THIEH DEHSE)
8. IR ERRICRIFTIHE
(DF AT =7 RIGZERL X274 7 b, 72—V v
PRI X B IR A I BB E R T2 2 LB 5 DT
HET2ZE,
2EHE7 — L 2R 2 R T2 EBH LD THEETSZ
E.
@Buory )= UBRETIEBEILEEZETEZExH 2D
THEHEETS L,
9. A LEDEE
(DB LR
AFNE HTEHIRN G Ic o AT 5 2 &,
(2)FA%LIR;
1) ABRBIERIE T 2 2 8, 5B, RU2ETHRER
HEEET BB CH ., HIREBERRICIAIR L 7254, 2
R IRAECIEOIRFEILANC, 5°CERAFECIE 24 RF A DANIZ i
THIE,
0.5g /34 7VELF % | 25 + 2°CT R AW IR L 72 &
. KHN DT HliH 90 % B % R L 72l 5w T
1, Tk iR oESIE,
2) RHNASRIRG, VAT M & E S %2 53 2 23,
EORIRIIAKDOBINIFHEL oo,
10. ZDMDER
(DILIEMEBEI R D EE TR, HEOHABRBICE 250D
E0, HEYHBPHICBIT LT R 2 s, K%
DO FRHEAEIR L E LT W BN T3,
QEW DEFIEABICE VLT, F v b D14 HEEIRNEES:
SBT3, 500mg/kg 2 TN 1000mg/kg & & 12 B itk %
BT A RO SN hrot, A=A FILDTHM
RN 55T 1, 180mg/kg M O 500mg/kg TH#5-4]
Bz a0k o PR IG A (ALP, ¥-GTP, NAG) O
MASERD 54, F 72 500mg/kg TlEIRAE FEE G0
57z,
(3)7 v b D 35 HERIRN I 2k s B Ic BT AST(GOT)
WEED FRDMED 120mg/kg Ll Lo LG TR 5N tz, ¥
72 64 18 TIZAST (GOT) e ’ALT (GPT) I+
FLH3MED 240mg/kg LA E DG TR 5 iz,

WEYENRE
1. MAERE
fEEE R A 304 S EE L 78 & 0 S BB S5 A — 4 1%
REDEB Y TH Y, MEEHIRE GBI L THEBL
oo HERR AT 33\ TR Y 5 > (R P BB 1 A AT 1 506 & 13
LA TH D BRIEIIRD & Nk o 72,5
FERER A 1) 2 SETIRE S 5 A — 5

5= Cmax T AUC CLt*D | CLr*2
(%0 (ug/mL) (hr)  |(ug-hr/mL)| (L/hr) | (L/hr)
0.25g(6%1)% | 15.8 0.98 16.3 16.27 9.60
0.5g (6%1)%3)| 26.9 1.03 33.9 14.88 9.44
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