20224F 4 HET (3510
By & SRR
AREAR - 24

€7 1 LRENE
EHAET7 8% LF MUY LREA
DAFEEES  FE-EMFOLSTECLYERATEL

D3R5 180.5g
D3IA5) zm1g

Claforan® for Injection

.23 (ROBHEICEHEELEVWI L)

2.1 RHIOS 5 LB EE OO & 5 B

2.2 ) KA A V0T =) FRIBHTREAN A Lo o BE
FHED D 5 BH EHOBBRELTY FI4 Y ED0T
=) FRJFHTRREA % v 5556

3. #HRK - MR

3.1 #m
W 7% 4 25745 ViigM05g | 29745 VERT g
B - Ei HRE ®7+7%v 2 HE £7+%Fv A
(134 7)) | F FU 7 205g OOfi) | F MU 7alg i)

3.2 HEIDMR
W% 4 | 25747 UEMI05g | 25747 M g
eIk - A Eif~ A I DR R (GRS
45~6.5
pH 1g o) /ESHRIK 4 mL
e 25~35 CEFEIHIHT 5 1)

1g (i) /#E43HIZK 4 mL

4. ShEeX IR

(BICETE)

7 X VLICBEEOL CHRER. MABRE. XBHE.
ranya—-g. JLI7IVIZE. I>7AONTE4—R.
tIF7E. JOTFIRE. ENVHXT - ®BNVHZ—, 7O
ETF>O7EB. ACITIVICHE XTI ML vavH
2B, NTOA4TRE

(EITIE)

BfE. BPEMORER. SME - BERUFHAIE0ZRER.
SMREXR. R, HRE. RE. BEFRERFEDOR
Rk, M. BREBX. BERRX. BEX. BEELX. NIV
DOBRK. FEARR FENESRX. FESHSEX. 1t
B BERE &

5. SHEER ISR ICERET 5 ER

(BHREZR)

[P EmE B o Tyl & Y 28K L, HEEHRS DL
B I L 72 Ty ARHI 0% GASEY) &S s B A
BhHTHZ L,

6. AiZRUHAE

FEEACIE, 747 FYAELTIHL~2g Ol #
2 [N 430 TR SO AP TES S %o

FHNEICIE, 747 F AL LT H50~100mg (i) /kg
% 3~ 4 AN/ CTHRIRPIICTESTS %0

B M O EAE R GGE I IERIZIE LTy 1T HEZ K
ATiddg Oif) TTHRL, 2~4BNcoEES 5. %
72/ TIix150mg (JIfili) /kgE THER L, 3~ 4 11125 E%
55 %, B, NEOLIRYERE % T12300meg (JI1li) /kg

H B it S A
876132

29747 ViERM05g | 29747 i1 g
KR 21800AMX10712 21800AMX10713
UG 19814124 19814121
D0037722

7\
Claforan
L 4

SANOFI 9

THETZ 5,
FRORPITESTICBR LT, SR, AREEI U 7 R bk
RSO L RIRICTESN T 20 200 T 2
HHET 2 2 &b T& bo MIANESIIEL T 05%Y F7
A PTESHBIEM LTS %0

8. EELEXWIE

8.1 AHOMINZH 7o Ty WHEHOIBEZP <7z, B
W& U CRZ M2 MR L. IR O i BB 72 S /N o> T 1
DG DL L,

8.2 AKX DY av 2y, TH7149F Y —DRAERMHEICT
MTEDHERZVOT, KOfiEz2 L5, [11.1.1,
11.1.2 ]

CHANCHEREBESECOWT T RMBET) 2L, BB, T
EMESECE BT LVE R TR T2 &,

BB LTIE, BT e v 2T A ALED L n
LiEfE L THL T L,

G PEP L GRTH T T BE T RHORBICHRE,
FHRBEEIT) Lo FRC, GBI ZIEERE B
BYDHI L,

8.3 ANBEEND LDOND I ENDHLDT, EMWIHE%E
192k, [11.1.3 BI]

8.4 JLIMERIRAiE. ¥ MV i, e SRR BRAE I/ IR AN
HoEbNALIEDNHLOT, BHMIHREZITH) 2L, [11.1.5
ZH]

LHENERZFIHBRAEICETIER
9.1 ABHE - BMERZEDH 2 EE
9.1.1 E7 T ARIENZD U D RFEYE (3 UBBIEDEE
EEOHZEE (2720, FHIHUBBIEDOBEERED & 3
BEICEBRSELENI L)
9.1.2 AAXREH. RBICKREXWE. HE. ERSEDT
LIV —EREBLPITVVEEEFETEE
9.1.3 BOBROAREBEXIIIFBRORBEORE. 2HIRE
DEVEE
BRE2 AT I 2L, E¥ I VERZIERE D Db &
2d 5o

.2 BRERSERE

9.2.1 GENERENSH 58F

IR X G WHE Z 8 0 TG T 5 2 & M REED RS
%, [16.6.1 &H]

9.5 11w
ISR L T B W ieth o & 2 i3, G Lot
P fakttz L2 LR S HEICoREGTH T L,

9.6 BRI
EHREOA R R O RFREOAFIEZ ZE L, L oMk
ik 2 a4 56 2 &

©



9.8 EE
KOFIGEF L ARG HRICEET 22 EBHEO
WELZBE L 2P0 MEICRTTHI L
EFREREOMR T LT 5 2 &AL CRITEAEBLL 257\,
- EY I VKRZIZE ZIMMER DD bbb 2 Db,

10. fHE{EA
10.2 BERER (BFRICERTS 2 L)
ES P FRPRAEIR - H5 18 )7 1 B - ekl
F R HOMLEY (ot 7 = | B3R TR VA, FIR
Tut I N | ARIUAEWE) CTEEE | IS X 2NN DK
ERGRE 2SR S | TIUK T o720, JRAIEH
TWb DT, EHREIC | lah OB IR IEDS L3
EETAHIE, HLEDHDD D

1. BIEA

ROBWEMDH S5 bNDZ EDHDHDOT, BEE 5T,
BADRD HNIZHE GG 2k 2 % L) 7 ILE %
792 &,
1.1 EXLEEA
.11 a3y s GEHER)

(8.2 &)
1M.1.2 7+ 714 7%2— (HERHE)

TFT74TF Y — Gk RN RS 2dobhd
CEDHb, [8.2 BE]
11.1.3 SMBEE (HEARH)

(8.3 ZH]
11.1.4 BEMXEBR CGHEAH)

BRI S oM % ) BEL KRG RIS b b 2 &
Wd b B, HEOTHHSD S bNIZGEIZIIEBICERS
LY A% LW R AE R T S L,
11.1.5 RMIRKAE. Bl Em. EEERIRAE. M/ R AE
(WFN b FEA])

(8.4 ZH]
11.1.6 FF&BEREE (HEARW) . F|E (0.04%)

AST. ALTO E5H%% k) iFfkfeiE, #Erdbo5bh b
LH b,
11.1.7 BEMM%. PIEERERE (W3 HERYE)

FEE WU, VRUR DR E, FOERXRRER . IFERERI L S A 1k [
BEMI %%, PIRSEMERES DS 5bNB I ENHHDT, TDX
I HIERD D b b NI E IS 2k Ly B E R
EVHIORGEOBY R IEZITH 2k,
11.1.8 hFHEMRK BB (Toxic Epidermal Necrolysis :
TEN). BEEIRIEEEE (Stevens-JohnsonfEfZEE) . &4
ARERSHRBE (V3 HEARD)

1.2 ZOfDEIERA

0.1~ 5 %A 0.19%A:ii HHEEA T
WO | B, BB RRE
JiF Ji HHH AST b&. ALT B
i it AL, IR S
Mo %R T Wl MR, I8
i
¥y 3 v Y% 3 YKRZIER
KoOZE (€178 =0 Np = D20 S 1
i RIS ¥
¥ 3 UBRER ZIER
(G, HOM%E &
AR, FfE255)
W 2 AR i CN%E, o> Y 75
z o b TFRO LU, | R OS (FERE,

BUOREE, W | BAEAE) . » T,
IR, B TP, aaBRk

12. BFRRERRICRIETHE

121 7AT =7 RIEE R NAT 4 7 baldE, 72— v 73R
BB RBERAE TR BBLEE RS SHZLNHEOTHERT
5Tk,

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

12.3 H# 7 — A AR Z 2T 5 2 LD 5o

14. BAEDEE

14.1 FHXRARFOIE

(R ERHEE)

14.1.1 ERBITESC I T2 2 L,

(EEIRARS)

14.1.2 JUEEEOBICE, ERHAKZMEHL 2w 2 & s
IR E R B 720 EERH L DONDL I LD 5,

14.1.3 LT e B R ERET 2 L,

I 5 PG 3 TR

257+ 7 ¥ 05 i) TSR 5%7| 2 mLEL =
FRIRPY | 1 7 Bl R &

25749 VIS 1 gl A BT 4mLULE
(BARERS)
14.1.4 DTOE B HHEERET L2 L,
A ) EracE v3id bea3iial VB
797 % 7 VIEH0.5g (i) - 05%Y K44 Vi 2mL
29745 VR 1 g Ui itk 4mL

14.2 FHIRSEDER
(BEIRMES)

14. 2.1 SEEA MBI S & [EGEBAL IR - BEREA: 2 it
CTIENHLHOT, FEPSMEIN TN v & ) ICHEEC
B3 pZ L,

14.2.2 EEEE

(1) MWEEICH 72> TiE FHITE LT100~300mL oAl 12 %
L. BLZ1IRE2T TREHTET 5. F72. 500mLOHf
WICHERE L, BLZ2IEM2T CHEEET A2 LB TE 5,

(2) IR KEEGICLD, TNICHREEZERCTZED DS
DT, EFHE OB, THERAL, EHT SISOV T aE
L. EHEEIZTE LTRSS AT L,

(HARNRS)
14.2. 3 JEGTEBALICIG ., MRz AL 2 ENHLDOT, HYEL
ST B, R — A~ O SUEIESHIRE T 25 2 &
14.2. 4 EETERRIG 2 AT 5720120 A A Y iEgHIIcwm L
7o & BT BIRNTEFCIER L 2 w2 &,

14.2.5 FLLB, ANRICIHANERNZ Lewnz &,

14.2.6 FHANESHI S 72 o T, FIEGEATEL 280 5 X 9 1F
BLTENTZZE,

16. EMEHHEE

16. 1 MiRE

TERERE NS ARAN05g, 1 gh 2 g% fiiE. 1 gl 2 g% ik
HE (2HEH) L7-Bro i g BE o HERIE K 1 RO 2 12K
FTEBYTHBY,



(yg/mL) (pg/mL)

0.5¢ 2g
100.0 - 100.0 Bioassay
50.0 50.0
i} e---eo HPLC
i 10.0 10.0
g 5.0 5.0
1.0 1.0
0.5 0.5
6 (h) 6 (h)
5} R R
1 ®7+42%> LM0FIRE (BEEIRANIRSE)
(yg/mL) i ( pg/mL) il
100.0 | 100.0 . 2
50.0 |- ¢ 50.0 |- __e<
o—o Bioassay
e---e HPLC
g 10.0 10.0
- 50 5.0
)4
1.0 1.0 -
0.5 05
| | | | | | | |
0 2 4 6 8 (h) 0 2 4 6 8 (h)
I Ry
2 w7+ 2% LMFIRE (SiEFRIRE)
16.3

16. 3. 1 BEZKhFEIT

% 2 e R 4% 1 IS AR AI05g. 1 gL U 2 g% 6054 F
TR L 72356 O WEHep A AT SR i BE 000.7~1.3% (IfiL
th R ORI O i O ) OFPAIZH ). T
MR 2 N2 N054ug/mLy 042ug/mL. 0.6ug/mLTdH - 727,
16. 3.2 BE/Th#E1T

KRH) 1 g §HiE (n=8) K605 TRt (n=7) L
T O E IR TR 13 2 M2 2.2~20.0ug/mL % 2.0~
234ug/mLTH - 72",
16. 3. 3 BEARATEIT

AL MR 1k B I 2% > /N RIS AR AI50mg kg % #fE L 72354, 255~
13.2ug/mLOBEH L 2 7R L 72"
16.3.4 FEHEBANDOIT

T Er BRI CTUEARAN 1 g% FE£0.330E I 12 % 5 H93.0ug/mL
s L7zo UREE, UG, PO, ke, SR, S, IREE
FALAEAN DO ARF DO FEAT L 1 gifh 11 #0.30~0.48K [H] T, 2.68~
439ug/gTh 727,

16. 4 X3
AFNIEKANTIMDOT £ N F T AFNVEDRB T £ F VLS,
desacetyl-CTX & 72 5. T OMHW D KIGW. BliggitE, =~
THNZ Y=g, tTFTIEEITK L CTTa HBuRE S 2 R
L7 (invitro) o

16.5 HEitt
fEHER N AHKN0S5g, 1g. 2g&FHEL 726, 2405 £ T
DFRF LRI T1971.1%, 69.0%. 49.1%Tdh - 727,

16.6 JHENEREZF I 2BE

16.6. 1 BikEEEERE

EREREDF I I 2 5 O PRI ASELE L, i w28
DIEFATFRD 5 JRH 5 OPEMAML T 57, [9.2.1 ZH]

(/zg/mL)
100 -
50
1m
i
g 10
5
0
S35
3 w7 +42% T LMFPIRE BT
I EE A (h)
Cer (mL/min/148m?)
FERTH
77 44 25 4
Bioassay 0.9 19 2.26 4.3 %3
HPLC 0.8 1.34 143 24 15
17. BRPRE 8

171 FIHROCREMICEET 555
17. 1.1 EIREETEREER

PRV PR AR R MR PRI g, 2 P A A DR B IR i % b
R & L 72O BB B W TR O A AR S,
17.1. 2 EN—ARERAREER

OB % [ i I

o | L ERIR KT
LS 1l i VAR Y- £

g Mo B K| LU ERENIRS
SMEREERL. |V T ERRR. ik
it 9% s D | BRA. KB, il
Mo, RPENE A | R 4 Ty
TR D RIEG | YA

Kiwi, 21v73v
g, EERE | TE, v Funy
% y—Ig, £ FTIE.
Tar vy AR%
K#, 7L 7vx
HE R YE | HFE s, % | T8, = Funs | 839%( 78 93)
y— @4

AV 2RSS NN 11 NI e
VARG | FENEYE, | 7B, T PA ML
& g E | EAEEE. F|Tray AR AN
mEEARRAE | 7T uA FARS
Lok IR, i
b M M BB | BRIE. ORI, A v ] 921%( 35 38)
VAR E

66.7%( 28/ 42)

80.0%( 4 5)

I R S 73.0% (465./637)

R I i 68.7%(673,7°979)

93.2%(164,7176)

18. ERhEIE

18.1 fER#F

18. 1. 1 AFNIHIE OMIBSBE G HEC X D BURTEH 27”7

18.1.2 AMELE B P BAF T, B-lactamaselZIPiE %2 AT 5,
T, RV UREAEA (PBPs) @ Ta, Ib, MIZHRWE
FMEZR L, BEMIIERS 5519,

18.2 MEER

AHOPLR ARY FIVIZZ 5 LM - BBYERO)JEFPEICH 2
D, 27T ABEEAERTH A RBRH. Y hanNy vy —)E,
VTV IGE, Lyrunsy—JE kI F7E. TaT
T AR, A7V RIS L THCRH I ZHT 5, GM
TPk 7 ABEPERRIC S FURIERPRO b b, BT, X
TIAMVT Ma v A AR N7 T UL T AREOBKER
WBWTLHMHE N ED SN Tw5b, 72, ABPCIittE+£ 5+
7\ GMIERRIEH I B VT b 2 2R3 (in vitro)

o



19. BB T 2 IE{LFRIEN R
—EEF 7+ ¥ 4F M7 A (Cefotaxime Sodium)
1t % £ : Monosodium (6R,7R)-3-acetoxymethyl-7-[ (Z)-2-
(2-aminothiazol-4-yl) -2- (methoxyimino)
acetylamino]-8-oxo0-5-thia-1-azabicyclo[4.2.0]
oct-2-ene-2-carboxylate

4 F R CeHN:NaO,S,

S F E 47745

ic ®ARMIEO~EE RO REOBRETH B,
AAIIKICE TR T L, X7 = VIR RET
12, 2% 7= (95) ITHD THEIFITL v

{EEEER
HN{jJW/AA

& 1 CTX

20. IRV EDEE
AEEIT L o THBIA TR 2 A BT 20T HEHRORAE
TREET AL,

22. ‘A%
(757 +FE5R0.58)
05g (JIfili) x 10754 7 v
(V5745 35A1e
1g (i) x 10254 7 v

23. EE Xk

1) J5 A 57 18) 744 A e Jy i A% S SR B« DUi A W 368 1A o
Fil &

2) B TFEWIl © Chemotherapy,1980;:28 (S-1) :194-217
3)AAAEE A © Chemotherapy,1980;28 (S-1) :436-446
4) 5K Ml - Chemotherapy,1980;28 (S-1) :641-654
5) /M © Chemotherapy,1980;28 (S-1) :548-555
6) M REBAL - R AR 5R1980:32 (11) :1345-1364
7) Al —@Al © Chemotherapy,1980;28 (S-1) :606-622
8) IRVLEEIIME © Chemotherapy,1980;:28 (S-1) :391-405
9) #iFH 5 AL © Chemotherapy,1980;:28 (S-1) :293-303
10) Z AR STt "‘k%fi%ﬂﬁu 11980;54 (11) :627-693
1D AbARWEM © RYIEFHERE1980:54 (9) 471517
12) fi5 PRIt Chemotherapy,1981,29 (2) :107-131
13) K)ISE9LAl © Chemotherapy,1981;:29 (1) :9-29
14) REJUF —At © P4 H AW REFH1980,42 (6) :1293-1310
15) %55 Bk Al : Chemotherapy,1980:28 (S-1) :1-11
16) PE ¥ i &AMl © Chemotherapy,1991;:39 (S-1) :46-58
17) 7L BB FMB © Chemotherapy,1980:28 (S-1) :23-32
18) A A E4 © Chemotherapy,1980:28 (S-1) :33-41
19) PE % itE Al © Chemotherapy,1980;:28 (S-1) :42-64
20) BEdE A © Jap.J. Antibiotics,1981;34 (3) :425-439

24, XEREERERUBEWVAEHEE
7 4 RSt
=t ry— FTHHHE
T163-1488  HULLHRH1E X PE# 1 =1 H 207 2
7 —% 4 %) 0120-109-905 FAX (03) 6301-3010

26. BERTREF
26. 1 BGEHRSET

/71N E4t

T163-1488 RE#HBEXAEHE=T B20%E25



