20224F 4 HET (851 10
By & SRR
AXEAR : 24

€7 1 LRENE
EHAET7 8% LF MUY LR
DAFEEES  FE-EMSFOLSTECLYERATEL

D3R5 80.5g
D3IA5) m1g

Claforan® for Injection

.82 (RDBEICEIH/ELEVWI L)

2.1 RHI OB LB BoE o BAEE D & 5 ¥

2.2 ) NAA Y%EO7 =) FRIETREFN S LB BoE o BE
HREDH 5 EFH WIEHOBRREE LTY a4 %07

=) FRRTREA 2 H 5 58)

3. #HRK - MR

3.1 #8m%
W % %4 25745 EHM05g | 2974 v EHM g
gy - HE t7+%F%va | HRE t7+2Fv 4
(184 7)) | F 27 205g D) | F MU alg (i)

3.2 HEIDMIR
W T %4 25745 VENMNOSg | 7974 ViERHLg
YEIK - 1t~ PR T 0 5 BB ()
45~6.5
PH Lg OMfi) AESHAK 4 mL
ot 2535 CERECHHIAT 5 1)

1g (Jufilh) /785K 4 mL

4. SHRER (TN R

(EICEE)

732XV LICREOL CYIREE. BAKE. KBHE.
SrONYE—E. VLTI IZRE. ToFON7 52—,
S FTRE. 7AFIRE. EVHRT - ENLHZ—, 7O
EF>OF7B. AC7IVICHYE XXM havh
ZB. N7FO4(4TFRE

(EISEE)

BumAE. BEMORER. SME - BIERUFHRIFEO ZRELE.

AMREXR. WE. WRE. R, BERRSFSREOR
B, BE. BERER. BEX. BEX. BEX. /NILb
DOBRER. FERRE FENESL. FESHSHEX. 1t
Rt B 5¢

5. $HRER I RICEHET 5 E

(BEREXR)

[PUtE SR O F51 & )V 2SR L, HREKS 00
SR L7 1T AR O 5258 Y) &l S b e
HETHI L,

6. FiERUHAE

WHERACE, €7+ F 2L LTIHL~2g (Iff)) %
2 N 43 THRIRIN S A TS5 5o

FHNEIIE, 745 F AL LT H50~100mg (Jll) /kg
% 3~ 4 I THIIRINICTEST S 5.

B, HEEM OO EERYYEIIERIS U T, 1 HEZ K
ATidd4g OUfi) TTHEL., 2~4 058RS T 5, %
72N TIX150mg (Jfili) /kgF THIE L, 3~ 4 124 E4%
592, B NEOLIRYERER % T12300mg (FI1il) /kg F

H B ity S
876132

29747 ViERM05g | 29747 i1 g
KR 21800AMX10712 21800AMX10713
WioE B dG 19814124 19814121
CFIeL01

7~
Claforan
) -4

sanofi

THETZ 5,

FRIRNTESS B L Cid, TSR, BRI 7 B B
TESRIC I Ly SRARICES T 20 MR T K
ETHZE D TE 2. HAWNTESFIZEL TIE, 05%Y) F7
A TR LTSN %0

8. EELEXER

8.1 AKHIDMHIZH 72> TiLy HHEROFBEFEZF 720, i
HI & U TR MR RERR Ly B0 O L0 B 7 e /N o 1T
OFHIZEEDDL T &,

8.2 KHNCXBvavy, TF74FF Y —DREZRMERIIY
MTEDLHENRZVOT, ROFEEZ LS L, [11.1.1,
11.1.2 ]

CHENCHEER SOV T TS EiTo 2 L. BB
EEHEICE DT UV L THAT A I L,
CHEEICBELTIE, BTV e v ST AREMED LR
LR LTHL &,

GBS SRS THRE T BEELHORBICR S,
TR AT 2 b, BT, PSR ATE B TR B
ByHIL,

8.3 BMBHEENRHSDLNL I ENHHDT, EMWIHEE
192k, [11.1.3 BH]

8.4 JLMERIRAE, WIPEE ML, MR ERE . /N E 25
HobNDEIENHLOT, EWWITHAELIT) 2 &, [11.1.5
Z ]

LHENEREZFIHBEICHTIER

9.1 &HHE - MEEREZEDH 2 8E

9.1.1 E7 T ARRIENZD U L RAEYE (C3 UBBIEDEE
FEEOHZEE (2L, FHICHUEBBEDOBREEDH 3
BEICE/ELEV L)

9.1.2 AAXREH. RBICKREXIWE. HE. ERSEDT
LIV —EREBULPTWVEEEET 8L

9.1.3 BROEROFRREBEIIEROXRBEORE, 2HIRE
NDENEE
BIR2T5IATHI L, €2 I VKRZERBHSODNDLZ &
2% 5o

9.2 BREEREEEE

9.2.1 SENEEEDNSH 58E
BRI G WEZ D0 THRE$ 5 2 Lo MR b
%o [16.6.1 =]

9.5 WEiw
TR SUIIEIR L T B W REED & 5 2, % Lo f it
PEAERRIEZ LN 5 LB SN DB EIC0RKGTH T L,

9.6 BIlw
B LRI R OCBARBEOHIEEL ZE L, A OME
k2 ME 5 2 Lo



9.8 EE
KOFIER L, ARG HRICEE T 22 EBED
WELZBSE L 220 MEICRTTHI L
EFREREDMRT LT 5 2 &A% CRITEAEBLL 257\,
- EY I VKRZICE B IMMERAYD bbb I Db,

10. fHE{EA
10.2 BERER (BFRICERTS L)
A5 FRPRAEIR - H5 18 )7 1 B - ek
F R HOMLEY (ot 7 = | B R TR VA IR
Tut I N | ARIUAEWE) CTEEE | IS X 2NN DK
ERGRE ARG S | TIUE T o720, JRAIEH
TWb DT, EHREIC | lah OB IR EEDS L3
EETAHIE, HEDOHDD D

1. BIEA
ROBWVEMDH S5 bNDBZ EDdHHDT, BEE 5T,
BADRD S NIZHE PG 2k 2 % LEY) 2 LE %
192 &,

1.1 EXLEEA

.11 a3y s CGEHER)

(8.2 &)

1.1.2 7+ 714 7%2— (HERHE)
TFT745FY— GER. PREEE RES) 2dHobhb
CEDHb, [8.2 BE]

11.1.3 SMBEE (HEARH)

(8.3 &)

11.1.4 BEMXEBR CGHEARH)

BRI S oMM % ) EEL KRG RIS bbb &
Wb b, B, HEOTHSD S bNIZGEITIIE LIRS
LY A% WY R AERITH S L,

1.1.5 RMERKAE. BMEEm. EEERIRAE. /R AE
(WFNR b FEA])

(8.4 ZIH]

11.1.6 FFEBEREE (HEARW) . F|E (0.04%)

AST. ALTO EH%% k) iFfkfeiE, #Erdo5bh s
LH b,

11.1.7 BEMM%. PIEERE (W3 HERYE)

FEE WUk, RURDRE, FOERXARER . IFERER L S A 1R B
BEMi g6, PIRSEMERES DS 5bNB I ENHHDT, TD&
J HIERD D b b N E IS 2k L, B R
E VRO GEOBY R MEZITH 2k,

11.1.8 hFHEMRK BRI (Toxic Epidermal Necrolysis :
TEN). BEEIRIEEEE (Stevens-JohnsonfEfZEE) . &4
ARERSHRBE (V3 HEARD)

1.2 ZOfDEIEA

0.1~ 5 %A 0.19%A:ii HHEEA B
WO | BB, SR RRE
i3 Ji HHH AST k&, ALT B

it fiid I, RIS
Mok #F | TR W, MR, I8
kil
vy 3v Y¥ I VKRZER
KZ [C1:9748= 0 N = I S 1
i HHIE %) ¥
7 3 VBEERZHEIR
(Hg ON%E &
AR, MhifEdss)
W 28 AL E CN%R. 5> V5
z o b TROLUHUR, | FEGHFAE (I,

BUOREE, W | BESE) . » T,
IR, B T, EaBRk

12. BFRRERRICRIETHE

121 7AT =7 RIEE R NAT 4 7 baldE, 72— v 73R
LB RBERAE TR BHEE RS S5ZLNHEOTHERET
5Tk,

122 Yy 7= UBICE 52 LT F 2V RETE, 2LTF=v
MDSHHV LR RS 2 LB DO TERT 5T Lo

12.3 H#7 — A AR E 2T 5 2 LD 5o

14. BAEDEE

14.1 FHXRAREFOIE

(g5 EE)

14.1.1 ERBIESC I T 5 2 &,

(EERAIRS)

14.1.2 JUEEHEOBICE, ERHAKZMEHL 2w & s
IR E R 2 720 EEBH L DONDL I LD 5,

14.1.3 LT e B R EzRET 22 L,

EAHRA | S SR IR
ZA#0.5g (FI4li) p— S A, 5% FeopE| 2mLULE
P Lentn | TR e i A BT | 4 Lt
(HARERS)
14.1.4 DToL B Z T 5 &,
ESHEA | B L WS
HA05¢ i) 2mL
AN | 05%Y N4 A4 VK
0 1 g o) L e

14.2 FHIESEDEE
(B&IRAES)

14. 2.1 FWEASMAEIMIIBN S & RS EBALICIBIE - BifEs 4k
T IENDHLDOT, FEWAMBEITN 22 X HITHEIC
Behdrz .

14.2.2 E5EE

(1) MMEEICH72- Tid FHTE LT100~300mL ol 12 7%
L. BLZ IR CHRMEEHET %2, 720 500mLOHfi
WICHERL, BLZ2HEM2T CHEEET A2 LD TE S,

(2) BIRNKERGICED, TRICHREZRZTZ DD 5
DT, EHFHE OB, AL BT EZE IO OWT T4
BL, HFEEEIZITEAZTELTALI L,

(HARNRS)

14.2. 3 RSB IIETG. WifE2 AL 2 LN HLHDT, YKL
EET A, [l — 8~ O BRSO 5 2 &

14. 2. 4 JRGTEREIR 2 REAMIT 5 7200120 R A VRS mR L
7o & E1E BRNESNCIZEH L 2w L,

14.2.5 FLEhB, ANBICIFHANEN %2 Lawz &,

14.2.6 HANTESHCH 72> TiE. MRSEITEM 28 % X 9 7E
HLCHEHTEZ L,

16. M EhHEE

16. 1 IMAREE

TR A AHI0Sg, 1gh 2 g%k it 1gh 2 g% ik
R (2F0H) Lo a0 RIZK 1 LUK 2128
TEBYTHBY,



(p2g/mL) (pg/mL)

0.5g 2g
100.0 |- 100.0 Bioassay
50.0 50.0 B
i e---¢ HPLC
.FE 10.0 10.0
E S50 5.0
1.0 1.0
0.5 0.5
6 (h) 6 (h)
T fH] TRE [ I fi]
1 &7+ 45% LlRE (BERRARSE)
(,ug/mL) il (,ezg/mL) i
100.0 . 100.0 . 2
50.0 - ¢ 50.0 | __e <
o—o Bioassay
e---o HPLC
JEIg 10.0 10.0 -
A 5.0 5.0 -
E
1.0 1.0 -
0.5 0.5 -
| | | | | | | |
0 2 4 6 8 (h) 0 2 4 6 8 (h)
) W
2 w7 2F Y LAMPRE (SiEREER)
16.3 9

16. 3. 1 BEZE 1T

% 2 e R 4% 1 IS AR AI05g. 1 gl U 2 g% 60541 F
TR L 72356 O WEHep A AT 3R i BE 000.7~1.3% (IfiL
th L OB IR O RO ) OFPAIZH ). R
MR 2 N2 N054ug/mLy 042ug/mL. 0.6ug/mLTdH - 727,
16. 3.2 BE/Th#E1T

KH 1 g #iE (n=8) K605 HF TRt (n=7) L
T O E IR B 13 2 M2 2.2~20.0ug/mL % 2.0~
234ug/mLTH 572",
16.3. 3 BERATEIT

AL MR 1k B I 2% > /N RIS AR AIS0mg kg % #fE L 72854, 255~
13.2ug/mLOBEH P L 2 7R L7227
16.3.4 FEHEBANDOIT

T E BRI CTUEARAN 1 g% FFE£0.330E I 12 % 7 93.0ug/mL
wn L7zo UREE, UNAE. IR, WhlE. SR, S, IREE
FALAEN DO ARF) DO FEAT 1L 1 gifh 11 #£0.30~0.48K [H] T, 2.68~
439ug/gTh 727,

16. 4 X3
AFNIEATIMDOT £ N F T AFNVERR T £ F LS,
desacetyl-CTX & %2 %, T O D KIGW. BliggttE, =~
THNZ Y=g, T FTIREITK L CTTa HhRE S 2 R
L7 (invitro)

16.5 HEitt
TR N ICAFI0Sg, 1g. 2gxiHELYA. 4R E C
DFRF LRI T1971.1%. 69.0%. 49.1%Tdh - 727,

16.6 HEDEREZHT HBE

16.6.1 BiEERERE

FRRBE DM IHE Y, 2 S O P AT ELE L. i Hp )k Y]
DIERATRD &R D OPEIAE T § 57, [9.2. 1 BH]

(/zg/mL)
100
50
m
i
g 10
5
0
S35
3 w7 +EFYLMFRE (BF)
IR EE A ()
Cer (mL/min/1.48m”) .
ETH
77 44 25 4
Bioassay 0.9 19 2.26 4.3 %3
HPLC 0.8 1.34 143 24 915
17. BRPREC 8

171 FHIHROCREMICEET 555
17.1. 1 EIPtEETEREER

PRI SR e MR PRI 2, 8 P A A DR B IR i % b
R & L7z B BB B W TARI O A R0 S0,
17.1. 2 EN—ARERAREER

OB % [ i I

o | L ERIR KT
i 1l i VAR Y- £

g Mo OB K| LRSS
SPERERL. |V UTERRIR, ik
Jili 98 IR M | BRI, KM A, i gE
NS AR Y N D) e =
TR O RKIEGe | AR

K, 7v7yx
g, EERE | TE, =y 7uny
% y—Ig, I FTIE.
7T A
K, 7v7vx
IHERYE | HFE g%, MR | S|, = Funs | 839%( 78 93)
y— @4

AV 2RSS NN 11 NI P e
VARG | FENEYE, F| 7B, T PA ML
& Y E | EfMESEL. T hay s A/, AN
AWK | TuA T AR
LU ERIE, g
b M M BB | BRIN. ORI, A v ] 921%( 35 38)
VAR E

66.7%( 28/ 42)

80.0%( 4 5)

I R A 73.0% (465.637)

PR I e 68.7%(673,7°979)

93.2%(164,7176)

18. ERhEIE

18.1 fERF

18. 1. 1 AFNIHITE OMIBaBE G HEIC X D FURTEH 27" 7

18.1.2 #MELE B PR BAF T, B-lactamaselZ P2 H T 5,
T, RV UHEAEA (PBPs) @ I1a, Ib, MIZHRWE
FMEZR L. BEMIIER S 5519,

18.2 MEER

AHOPLHE ARY FIVIZ7 5 20N - B OEFEICH
D, 27T ABREAERTH A RBRH. Y hanNy vy —)E,
VTV IGE, Tyrunyy—JE tIF7E. TaT
T A AT TVIHFRITK L THCRK I ZHT 5, GM
TPk 7 ABEPERRIC S FURIERPRO 6D, BTIZ, X
FTrANLVT NayhAF N7 FOAL T ABEOBRMER
WBWTLHMHE N ED SN TWw5D, 72, ABPCIittE+£ 5+
7\ GMIERIEH I B VT b @S2 2R3 (in vitro)



19. BRI B 2 IE{LZRIZNR
—RERFR L7+ ¥ ¥4 F bY T A (Cefotaxime Sodium)

£ % 4 : Monosodium (6R,7R)-3-acetoxymethyl-7-[ (Z)-2-
(2-aminothiazol-4-yl) -2- (methoxyimino)
acetylamino]-8-oxo-5-thia-1-azabicyclo[4.2.0]
oct-2-ene-2-carboxylate
4 F R CHN;NaO,S,
9 F E 47745
13 RARBIAOB—REAGOFKREORKTH S,
AEIKIZHETR T AT = VIR RET
12L&, 28 7 =) (95) 12D THIFIZ S v
LEBER
CO,Na
N tﬁf
HaN /:Tjﬁ(
'
& 5 CTX

20. MV EDEE
AEEIT L o THBIATR 2 1A BT 20T, HEHRORAE
ICREERT LI L,

22. ‘A%
(V57 %5 E5R0.58)
05g (JIfili) x 10754 7V
(V95745 35A1g
Lg (i) x 10754 7 v

23. EEH

1)

2)
3)
4)
5)
6)
7)
8)
9)
10)
11)
12)
13)
14)
15)
16)
17)
18)
19)
20)

I A 5578 48 R TR A A R R A - DU 3 E AR
Fil &
H W] Al : Chemotherapy. 1980;28(S-1):194-217
WA E i : Chemotherapy. 1980;28(S-1):436-46
44) 5L Al : Chemotherapy. 1980;28(S-1):641-54
/MR # At : Chemotherapy. 1980;28(S-1):548-55
EHRE AR Al EER AR 1980:32(11):1345-64
Fill—#k At : Chemotherapy. 1980;28(S-1):606-22
JUTLEREE i : Chemotherapy. 1980;28(S-1):391-405
M A B Chemotherapy. 1980;28(S-1):293-303
SORSCHE Al R GHRESARERE. 1980;54(11):627-93
AR W Al ERGE RS, 1980;54(9):471-517
KPRIE Al : Chemotherapy. 1981;29(2):107-31
KNEY: Al : Chemotherapy. 1981;29(1):9-29
RER— At V8 HARWIRZFEE. 1980:42(6):1293-310
WEEWR Al : Chemotherapy. 1980;28(S-1):1-11
PEEFEE M : Chemotherapy. 1991;39(S-1):46-58
TLEPEE Y Ml © Chemotherapy. 1980;28(S-1):23-32
AHINESE B Chemotherapy. 1980;:28(S-1):33-41
PEEF A M : Chemotherapy. 1980;28(S-1):42-64
BRUEWE Ml : Jap ] Antibiotics. 1981;34(3):425-39

24, XEREERERUBEWVEHEE
7 4 RSt
=t ry— FTHMHHE
T163-1488  HLLHRH1E X FE# 16 =1 H20%F 2
7Y — %4 %) 0120-109-905

26. RERTHRESF

1

26.1

.|j.

SUEERTETT

/71%A =4t

T163-1488 RREHEXAEHBE=T H20&25



