2023F9HET (51

BPE  HIRARTE
BIWHA - 34

s EEE R

BAFERM D HES

876132
AKipES HR7eRala
$E75mg 22100AMX02167000 20094 11H
$£100mg 22100AMX02187000 2009%118

BORAt 7 T AREMERA

gxzRs B HARY ERFVIVIEEESEE

EIHRYERF Y LIEEESR75mg [CH]
I HRYERF Y LIEEEEE100mg[CH)

Cefcapene Pivoxil Hydrochloride Tablets
I) EREMZEOMALEICLVMEHTSIL

.22 (ROBECFEBELEBEWVWT L)
KAIDEN UBBIEDBERED H 5 8% [9.1.1 BE]

Juxu—2Z, A vr7ua
T—)L6000. E{bF 4 >\

3. #ERE - MK
3.1 #m
B YT HRYERFVIVERRIESE | & 7 h RV ERF L UERESE
75mg [CHJ 100mg [CHJ
1§Eh 18EH
E S HE £t 7hXRY ERFVIV I HE £ 7HRY ERFVIL
RS KA RIS
75mg (J1fifi) 100mg (71fi)
ryEOIVFYT U R MYERIVT YU BR
oy uitiu—2, |aFrSuiltin—2,
HANAT—=AANT T L, A HNAT—AANT T L, A
b AN a7 SV Ay NN <l A IV =7 Sy NN o

Juxu—2, A w7 a
I—)16000. EE{bF4¥ >\

L% BT Z Mk
3.2 WED MR
B TRV ERF D IERESE | £ 7 ARy ERF Y VERRESE
- 75mg [CHJ 100mg [CHJ
s iy | HEOHEOT 4 VAT — | STVHREDOHED 7 1 L L
5 - AR T4 THE a—7 4 VT8
= =
[EXES 7.7mm 8.7mm
=
K= B 3.6mm 3.9mm
HE 165mg 220mg
RIEFTR 7 HnRy 75 CH 75> 100 CH

4. FNEEX (FFHR

(BIGERE)

TITARVICEEDT RFOKER. LY YIRER. MREKE.
ME. ES7ES (IGSVNAS) - AI5—-UR, KBE.
YhONTI—E. JUTVISE. IVFONII—E. &
SF7RE. TOFYRRE. EWARS - ELAZ—. FOEF
VITR. AVINWIVYE. RTFRZA VT IV HRE.
NIFO4TFAB. FURTSE (FUKRTS - EET =R
) . 77xE
GEITAE)
RIEMRERRE., REMRERPE. YYNE - UVNE
K. BEIRRE. SHE - BISRUFHRIFO RR. IR
R, AIFIEERE. [BEE - REEN. Mk (ROLEER. bk
BEESZST) . SIERESR. MR, BEFERERED—
TR, B, BEER. REX. FERENR. BEX. B
BER. NIV MU VERR, FERRR, FEMESEX. REX.
ZHE. BRI, SNER. hERX. BISER. EEEER.
EREEER. SEX
5. MEERFFRICEHET BER
(IEEE - HREER. Rtk (RHRAER. RUERERSEZZ0) |
SMERERR. ER. HRER)

e}

(Xe)

9.
9.

9.

A ESRIERAE ., /MR

[MEMEBEEROFF & VESEL, HEERSON
SR L7z BT REIOREG P EY) CHITE NS HEIT
Byaze,

HERUHAE

AE. BRAICIEE 7 Ay ERF VOVERIEKIIM & LTl
100mg (7)) =1H3E&®REORET 5.

mB. FREOERIE U CEEERYT 5720, BHatEXI3mR
At EBbNSEFNCIZIE150mg (i) %1 H3[E&ZE
Hx59 %,

EEREARWER
A FFOERICH 2> T THEREOFRREZP <7z, RAI

ELTRZMZHER L. FROBE_ ERE L R/NROHIB DK
BloeLwas .

233V IBHODNEBENNDHLDT, +REEZEITD

Z&. (1111 2]

B EAHBEESZDEELEBRENSHSDONEI ENHHDT,

EHIRICHEZ(TO L EBEZ 2T T &, [11.1.2 2]]

BIMHEENAHS5bN2 I END

20T, EHWNIIREZITO R EBEZTDITTI I &,
[11.1.3 ]

S BMERF R EOEE LK. FHRERE. BEFH5DNS

EXRHLOT, EHMNIIREZTO R BB 21T C
Lo [11.1.7 ZH]

BHEDERZBIZEECHIZER
J GIHE - BIEESFDHBE
A1 BT T AREYMSICH UBREDEIEEDS 2 BE (fc

U, AR UBREDEHEEDH 3 BEICIFRS LIEW T

&)

BEREPOCEEZVEHMSINLHEZRE, BE LRV,
(2. 28]

A2 RZVU VREEMEICKH UBEIEDBHEEDNH 2 B8
A3 FANFEH. RBICTEZWR. RE. EREEDT L

WF—FERZECULP T VFEZE T 5EE

A4 BOENOARBEENFIERORBEDEE. £HIRED

EVEHE

R +DIITO L, B I VKRZEREDDNDEZ &
BdH5

2 BieEEESESE

2.1 BERE2XNEEEDGEE

40mL/minATFT) DH2EE

BEE2HSTh. BE5HEEH T CHERT A &, MAEE

MRk T 5. [16.6.1 ZE]

5 11w

IR SUSIEIR L T W A ATEEE D B B eI 1E, BB EOFERME

et LR 2 S MBI SN LB EICOARET ST &, HiR

BEICERF VLVEZE T AEME 2RSS NERE,

OHAERICBWTENILV=F VIIDEORRIHE SN T D,
[9.7.2. 15.1 &f&]

(JLPFZVIOUFP3SVR



9.7 IR

9.7. 1 (RHAEMER, HAERENRE LBRFBITE/RL TV
AQR

9.7.2N=F YOETICERT 5 &, MFEHNILV=F VPETR
THERERBMEETH S ZEMHBHL SRS LW
e N BRIZHSR) ICBWTERF Y ILEZET HH4E
wE CNRASA) O/EICKD . BAILVZF VIMFEICHES K
MmEPHEHLNBZENHSH. [9.5. 15.1 ZHE]

9.8 SinE
RORNIFERL, ARLNICHREGHBICEET 5745 EEZEOIR
REBELEPOEEIIRET LI L,

9.8.1 KANXBEHRHILOERITH D . EE TIE—MICETEHRE
PERL TSI ENEL, GRE R E LIAROHEYF)
ROBEICBWT, BIfERIZRD SN o7hs, BEAIC
HEAPRAEIERIF PR MAEEES EE T S EAAER
bNTWV5, [16.6.2 2]

9.8.2 v¥ I VKRZICKAHMERmMH S5DNDZ ENDH 5,

11. BIEA
ROBWERDHEbNBZENBHBHDOT, BEEZTZITTL.
REDPRO oNGHIC3REG 2T 5% SHEY) S 0E 217
HT &,

1.1 EXBEIER

MNA1Yavd, 7FI745F— (WTNHEEREA)
AREE, OWERR. WS, K&, #5. 55, #&F. FRE
#, MERTNENSSDONLHEITIZHREEZFIEL., B 2L
BETH>T&. [8.2 2]

11.1.2 2MEBE (EERH)
AHERESOEELERENSHODNLIEN DS,
ZH]

11.1.3 SEFEAENE. IR, BIMEEM (9 L SEEAR)
(8.4 2]

11.1.4 (RERMEREZN, HMEXRERE (W h b EEARH)
BIRERG ., HIMERBREOMIE S > BELKBAN D
S5bNBZENHAHDT, EFE. HMOO TRV H LN HE
ICRESICRG2HIET 54 CHEY L MEBEZITS 2 &,

11.1.5 hEM4RIBFERIERAE (Toxic Epidermal Necrolysis :
TEN) . FIEGIRIRAE(REE (Stevens-JohnsonfE(REf) . #I
FZRE (RUIRRMERZRE) (V3N & AEERE)

11.1.6 RIEEERTR. IFBEERIERTR (VL3 & SEEEREA)

FEE M. MRREESOIERY S 5 bz Ha ik G 2 H
1EU. ER 2 ICHEHRXaeE, MRRESE2Em L. JIgRE
RIEVRIOBRESEOMY 5 NE LTS T &

11.1.7 BIUERTR. BFHEERE. 8B (LI hLHEERH)
BIERF REOBEERIFA. AST. ALT. AI-PEO LR Z /ST
RS, HEPDHSDNH ENDH5H. [8.5 BH]

11.1.8 #SIUEARUARIE (SHEERHR)

PR, B, CKLER, MHRORFIA7uey E7 %
BHE T AMBERBES D 5 bNEERHHDT. D&
DBGEICIE, BHICERSEFIET A EEY A MERITO
&,
11.2 Z D DEIER

(8.3

FENEE 0.1~5% 0.1%kKii A
SBBHCRE Pz BRE . TOER | BETE. BE
ok, ALHE. BEER
1 TFREERIE 2 B GRIMERED | BERERED . MR
ANEZ O VR B
DA RTY Y
~EA)
litd ALT k5. AST E #E
. LDHEH.
Al-P E & . y-
GTP.ES
B BUNLR., &1 | 7VL7F=> LR | #E
FR. IR
k25 T, IR, BA | BACRIR. R,
i, B, & | 0B ON LUK
R TR
BEISIRAE CR%E. 51> D F%E

EENSE 0.1~5% 0.19%K i SEFENBA

vy Iy
RZHE

Y4 3 VKRZEER

(EFa by
IMAE B IERE) |
vy I UBERZIE
®(FER. ON%.
BARIR, g%
%)

Z DAt CKEF. 7K

J—Y LA

HFEWV, BHFE. B
BEG RS

DETTHE, LY
AR, AT, MG
AN=F KR

12. BARRERRICKRIETRE

121 FAT—=TRIEZBRIARA T4 7 FREE, 72—V V7R E
WL BRERECIIBEEL2ET 22 EPFH 5,

122 BH7 - L ARBEEAE2T 520D 5,

4. BRAELDER

14.1 FRIRMHOER
PTPEEDEAIPTPY — 5B H L CIRAT 5 & S 8%
T5T L. PTPY— MO &0 LS AEEA BB
FIAL, BICEZELE B LU THERRRAFOEE & & 0HE 2 if
HKTHIEDDH 5B,

15. ZDfEDEFER
15.1 BBRERICE DK 1B
KR ZEOCERFVIVEEZBFT HARENE (L7 HRY ERF
VIVIERRIEKFIY, 7V Ly ERFUL, £ T7FF5L4 ¥
RFEVIL, TERRL ERFUI) OBEGI2ED, ENY VR
(ERFINEABFTH2HEMEORHY) 0K - Fuitticfk
SMMFEHINV=F METHPRESN TS, [9.5, 9.7.2 ZHE]
15.2 JEERFRSAERICE D < 15
YR EE (1 X) TCKOLFEZM4S HififfEE (BEH O
MBS ZRE) PO N TV,

16. E¥ENHE
16.1 MR
16.1.1 BOgS
RERAZ6HIZ100mg (F11fi)  150mg (F11fi) % Ak B[E
BOBEG LI EEDY T hHRY OFEYEEEIST X —% #FK16-1
ICRS . 2B, 100mg (1) #5440 &150mg (Fiffi) #5
Bl ERE RN R 5o

Cmax. AUCIZWI NS HEICHAI L TEmLZ-2: 3,

£l6-1 HEMFREIST A —% (BEEA. BERO®S)
B8 il Cmax Tmax AUCq.1; Ty
(mg(Hif)) | # | (png/mL) (hr) (pg-hr/mL) (hr)
100 6 1.28 1.3 3.86 1.01
+0.33 +0.5 +0.52 +0.11
1.82 2.2 5.79 1.09
150 61 4010 +0.5 +066% | +0.21
%% : AUCo 10
(HI7E% © bioassay) (Ml +iZHE(RFZE)

16.1.2 £ HIEFHER
(BT ARV ERFVIVIGEEIESE75mg [CH] )
t 7 HRUERF D IVIEREIESE7Smg [CHI &7 uE vy 7 R§E
75mgx. JURF—N—FEIckDENETNLEE (BT AR
ER Y IVIERRIEKAIM & LT75mg (/1) ) EEAST
ICZERERE AR %G U CER . 7 ARV BEEZRE L. B
5NT-FENERE/RT A —% (AUC. Cmax) IZDW\WT90%EHE
XEREIC TRREH#IT 21T - 72485, log (0.80) ~log (1.25)
OHEENTH D WAIOEMENESEE RS Y .




(ng/mL)
800 r —e— T HRUYRF Y LIEEESE75mg [CH)
o 0T —o— 7UE v & A§ET5mg
% 600 | Mean=+ S.D., n =20
+ 500 |
7
7 400
300 ¢
=
200t
|3
100
O I I I
0 2 4 6 8 10
5% O R (hr)
HE ST A5 BENRTA—Y
AUCO—IO Cmax Tmax t12
(ng -hr/mL) | (ng/mL) | (hr) | (hr)
ETHRVERF I 1951.1 597.1 22 | 16
g E75mg [CHI +458.7 £179.1 | £14 | 03
20433 607.1 18 | 19
7a%y 7 A5E75mg +460.4 +1428 | £1.0 | 05

(Mean £S.D., n=20)

MEEFEEI NICAUC, CmaxZn/$5 X —7 13, HEEDE
R AREOFREEIE - FEEOREESMFIC K > TR SR
BH 5.
(BT ARVERFVIVIEEIESE100mg [CH] )

v 7N ERF Y ILERESE100mg [CH] &70E v 7 2
$E100mg#% . JURAF—N—KIckDENZTN 18 (L7 AR
> ERFVIVIERRIEAKFIY & LT100mg (F1ffi)) ) fEREEA
BAICEERBERZORS L ClEht 7 A RVEEZRIE
L. Bonz#EYehe/s5 X —% (AUC. Cmax) IZ2WT
0% FAX LT THEEHEIT %17 - 72455 log (0.80) ~log
(1.25) O#HFENTH . WAIOEMENESEPHEZ SN
725,

(ng/mL)
1000 ¢ —e— ¥ HRVERF Y IEEHESE100mg [CH]
gm 300 | —o— 7 uE v 7 A§E100mg
EI% Mean+ S.D., n =19
t 600
7
7
~ 400 r
A
& 200
O L L L
0 2 4 6 8 10
#5144 DR (hr)
HESTA—F SEINTA=Y
AUCO,]Q Cmax Tmax t1,2
(ng - hr/mL) | (ng/mL) | (hr) | (hr)
T HRVERF VI 2588.8 777.6 2.0 1.7
JEREIESE100mg [CH] +597.8 +201.5 +0.7 | £0.9
. 2709.1 818.2 2.1 1.5
8% 7 AFI00mg | L gg +2188 | +07 | £0.3

(Mean +S.D., n=19)

MEFFEES ONICAUC, CmaxZEn/ST X —4 1%, #HEEOE
R AREOEREEIEY - FEZEOREESMIC K > TR SR
BH5o

16.2 IRIY
7 HRY ERFVIVERRIE KA ORI ZEREREIC A
BBREDHHPRIFTH 572,

16.3 21fn

16.3.1 fE&E1T
Ve, RiAAR. Mok, RAGERE. RE WM. EEEIERE - i
B R, B - IR, R, Rl
W OENBRESAOBITIRIFTH -7
7B, AHHAOBITIREDSNEP 720,

16.3.2 ZEEESE
BERATOMBEAZARIZ, MEPEE]L~4ug/mLO
FTH45% L 1FIE—ETH 722,

16.4 (X5
YT HhRY ERF IV IVERRIEARFIYN IR ERED T A T
F—LICLVIKGBRS . MEEEEATH L LT HR &Y
NYVBREORLVAT LT Ricks7, [18.2.1 2]

16.5 ettt
LI HRNFFEAERBENE Z L7 RFMEASBROR
HMESWCEDEE LTB»oRPICHRE N 58, BERA
6f1i2150mg (711fi) ZFAEBI0FEEFORS Lz & E DR
FRENERIZO ~ 24 THR40% TH - 722 . ¥ VERIZH L
—F UG EZT, 1TIF100% S ENNT A LAV =F L ELT
ERPICERAFICHREE NS, RILATILT e NG KRES D ZEE
fbRFEE LT HICHRt S h s 910,

16.6 ENEREEITDIEE

16.6.1 BikEEEEEE
BRI E R A BE OB 150mg (F1Mf) % B%EEROERS
L7z & EDOFEMEEEIST X — 4 2FR16-21T8T . T ld. Cer
A40mL/min L E O FER| TIXBEREADE & KX 2EIZ 2 W
25, 40mL/minbl R OB R2BE TIEBHEDE T ICHEWVEE
EL. CmaxbdEfEETR L. AUCHIERT BEMEZR L2,

[9.2.1 BA]
#£16-2 FMBEEIST A — 5 (BHREEEESRE)

B Ccr Cmax Tmax AUCq 24 Ty

No. (mL/min) | (pg/mL) (hr) (pg-hr/mL) (hr)
1 63.1 1.73 4.00 9.47 1.86
2 57.5 1.54 6.00 10.70 2.42
3 47.7 1.23 6.00 8.41 2.58
4 44.4 1.27 4.00 6.05 1.00
5 44.2 2.98 4.00 14.68 1.99
6 39.0 2.46 4.00 22.75 3.67
7 37.0 2.27 3.00 17.67 3.71
8 <5 2.68 6.00 30.83 7.82
9 <5 3.56 6.00 56.33 14.77

Cer: 7 Vv7F=v27U 7T A (B bioassay)
16.6.2 SE
73~ 78RO E M BESHIC100mg (F1fi) % BBBEERFORS
Lic& 20t 7 ARV OMmEFREZXI6-1. EYHE/S
A =5 %2F16-31TR T, CaDBEICED., T H3ERET 51H

mzERLEY, [9.8.1 BHE]
(ug/mL)
3.0 ¢
25
m o, |
G|
ST
B 10t
I
= 05 +
0 L L = =
0 2 4 6 8 10 12
e (hr)
H16-1 HEROHRSHOMBEFRE (SHE)
#16-3 EMHHEISS A —% (ShE)
BE Ccr Cmax Tmax AUCq.0 Ty
No. (mL/min) | (pg/mL) (hr) (pg-hr/mL) (hr)
1| O 76.1 1.35 3.00 5.09 1.19
2 | 0O 20.0 1.96 2.00 7.95 1.78
3| A 52.3 1.58 3.00 5.59 0.97
4| w 32.4 1.67 3.00 6.52 5.21
510 20.0 2.60 3.00 17.17 3.67

(HI7EW © bioassay)

18. ERHETE

18.1 {EAKF
7 HRGHEOMBE SR ZHET 5 2 &I kK DHEEA
RFEL. TOERIIRENTD 5.
EET RRETIEIRTENE WD TWAPBP (=Y~
EAEH) 1. 2. 30T ARNTIIEWESHMEEZR U, -,
KBEROTO T A - TUHY) ATRRESRKICHAEES
THAHPBPIICEWEAEHANEET L1415 (jn vitroiER) »



18.2 ME{EA

18.2.1 ¥ 7 ARy R I I)UIEBRIE/KFIYN 1 R 12 F5E BE 0
IATFS—YIZE DIk REZ T, EEETH BT HR
YELTHENZRT O, [16.4 2]

18.2.2 £ 7 R UIIHEBEN CIHIFSER OBKIED 7 LSk
Eh 67T LEHEEE CREVWIE AR MLEET 5 10:17,
Fio, R VIERREEROT BT VEAS > 7L
IUPHEICN L TIE 2R 4 18,

18.2.3 bt 7 HRVIIRBENTCREEBHEDOEELET HR-F7 %
v —FPILRETH S 15). 16)

18.2.4 HEFHIIRBEANTIIRENTH ., B/ MREEE II&H
INEBIEIREE S IZIF—F L5 10,

19. B ICET B ELZNAR
—RREIRHN : L7 H Ry RV OVERIEKTY
(Cefcapene Pivoxil Hydrochloride
Hydrate)
2,2-Dimethylpropanoyloxymethyl (6 R7R)-
7-1(22)-2-(2-aminothiazol-4-yl) pent-2-
enoylamino]-3-carbamoyloxymethyl-8-oxo-5-
thia-1-azabicyclo[4.2.0]oct-2-ene-2-carboxylate
monohydrochloride monohydrate
: C23H29N50852 - HCI - Hzo
1 622.11
R HE~MEOEOKBEEOHRIIET, E2 IR
BRIIBWDH S,
NN-DAFINVARLVLT I RXUIA Y ) —)VITHET R
<L IF =) (99.5) ITRRBEIFLT <L IKIZ
BFICK L VIF LI —FIUITIEEAEET 20,

b2

s

H3C CH3
OO
CH3 N %CHs
(@)
N7 o - HCI - H20
B ¢
HzN—</ [ I H o S O NH2

20. RRWLV EDER
TV a—RERIE, BREET CRET S L

22. 3%
(BT ARVERFVIVIEEIEEE75mg [CH] )
100%% [10%E (PTP) x10]
(BTARVERFVIVIEEEESE100mg [CH] )
100%% [1082 (PTP) x10]
12082 [15%¢ (PTP) x8]
500%¢ [10%E (PTP) x50]

23. EEHER
1) [BAE 55 & R A e SRR U E ) B E R O F
gl
2) B3 2 :Chemotherapy.1993;41 (S-1) :109-125
3) (L1713 2> :Chemotherapy.1993;41 (S-1) :437-447
AENER BRI ESEEREE (75mg)
S)HENER - AMERIFRSEEEE (100mg)
6) Lg% 13 2>:Chemotherapy.1993;41 (S-1) :358-364% &
trEt28 32wk
VETNANEHAREFFHFHHE. 2021 1 C2818-2825
)4 t13 A :Chemotherapy.1993;41 (S-1) :264-271
) ARAT#E 1 1F 2> :Chemotherapy.1993;41 (S-1) :163-176
) Totsuka,K.et al.:Antimicrob.Agents Chemother.1992;
36:757-761
11)Nakashima,M.et al.:Antimicrob.Agents Chemother.
1992;36:762-768
FAEMENZA:Jpn.].Antibiot.1993;46:1063-1074
FEtAZ2 B3 A :Chemotherapy.1993;41 (S-1) :133-137

7
8
9
0

1

IR HF13H:Chemotherapy.1993;41 ( :30-39
:102-108

F L#R1#1Z A :Chemotherapy.1993;41 ( :1-12

WNEEERHZ 2> :Chemotherapy.1993;41 (S-1) :40-49

12)

13) |

14) { S-1)
15) ¥ #R17513 A :Chemotherapy.1993;41 (S-1)
16) | S-1)
17) l

18) |

AAZERNZ 2 B CE R MRS 1996;44:595-609

24, XHRFERERUEWVEDESE
HERY 22Uy 7St BES IHRE
T100-6739 HEEHTRHXAOHN—-TH%LS
TEL 0120-893-170 FAX 0120-893-172

26. HISARTTEESE

26.1 BHEARSETT

(thosei 4 5 &Y

wmETEM

A=t

o 92 F i

= 4

]

26.2 BR5EIT

@ BAYIRUvOKRASH

RRBETRBEAOA-—TEHOIE1S

582569000-008



