* 20224F 12 H iG] GBI

BF O SRR
BHHEAR ;34

BOAE7 = LRNEYERFA

HAERS tIARY EREYIIEHEsS
v @IHNIERFD IV IEEE % T5mg SW)
EIANIER ¥V 1SEHE 2 100mg SW)

CEFCAPENE PIVOXIL HYDROCHLORIDE Tablets [SW]

[ERE =l ISR OL IV E INBUR I e Rl

2. ZR(ROFBEICIES LBV &)
RFN O LBBEREDO AR D& 2 EH[9.1.15M]

3. #HERK - MR
3.1 #8m
0 4 T AR ERF VIVIERIRSE| 7 Y ERF DOV R S
" 75mg[ SW | 100mg SW |
BRI ARt 7y ERF 2 OVIRBRIE KT
e 75mg (i) \ 100mg (F11ti)

FYEQOITFT Y, AV AT —ACa, B FOF T 7O
Yrtkra—2A, A57Y YEMg, 70 xa— A, Rk

R
WAL |2y <y L6000, LIRE. 57

— \ =Lk

3.2 Bl

5 BUEF S OB 228, HRRERE

% BT HRERFDIOVIERRIESE | £ T RV ERF DOV RRIE ST
" 75mg SW | 100mgl SW |
v ®O0s|[®O=
# OB TANKNIT—F 14 TEE
[ERN Hi 3 R
4% (mm) #7.6 #8.6
JE & (mm) 3.6 3.7
HE(g) #90.17 #90.22
LIS 7 h Ry SW 75 + 7 #~ SW 100
4. SHEEXIFZHR
GEILEE)

EIARNVICREDT RUKER. LY YIRER. MRIKE.
ME. ESIES(TSVIXS) - hHS5—-UR, XBE. Y
ONoy—RE. JUIVISE. TVFO0NI5—R. €5F7
B. 70798, EVARS - EWH=Z—. TJOEF VY7
B. 1VJILIVYE. XTRAMVTNIVARRE. NIF70
1TAR. TURTSE(TUIRTS - EETZRL). 7IXRE
(GERMVE)

REMKEERJE. FREMRERIJE. VVINE - UV /\E
R, BUHERRE. S - BERUFRRIFOZRRR. AR
R, IIFIAEES. IRE - KRN, "R (ROLAER. Rk
BREESZE0). SIETEZR. MK, BHFRFRED
REBZE, BYX. BEER. REX. FEEER. BEEX. B
BR. NIV FU VR, FEARR., FEMRBHERX. RERX.
ZHUlE. MRERN. SAER. hER. BISER. sEEEER.
HEEER. AR

5. MEEXFFIRICEBIET DER
(IEEE - KREEN. RHER(RHtAER. RtARREZZ0). 2
HREZRN. FER. BISERX)

[P EmSEEIEEHOFT & V2 SB L, PIHER G O
P& HIWT L 72 BT RAI OG- 25588) & HIW S b 8E 10k
Tr2L,

6. FENUHEE
HHEL. RAZIZE 7Ny ERF OVERE KA L LTl
100mg (F71ii) % 1 H 3R HF %59 %,

BFRERRSEES
876132
$E75mg $£100mg
& R & S| 30300AMX00347000 | 30300 AMX00346000
R 75 B8R 20224E3 2022434

B AR OHERIZIS U CRERK S 5 4%, BEEM U R
At & Bub B 5EB 213 1A 150me (F71if) %1 H 38l & %4
545,

. EETEFANIER
A FAOHERIZH 72> TiE, WEROFREBELZP; C7zo, EHI

E LTI MERR L. MO ELE i/ NROBIH 0%
HGlzetowsrl ik,

L TaAvINHLbNLIBENDNDHLDT, 15 %MEE1T)

ZELI11.1.1=H]

B SMEREFEOEELBREENHSDNDL I LN HHDT,

EMRN A 21T 7% EBISE 2 012079 T Lo [11.1.25 ]

A BERERCERAE M /MBGR A EIER IS S5 b 2 LA

HHOT, EMWIHELAT) 2 LB T5121T) 2 &,
[11.1.320&]

L EEADSbNA T
ENHLOT, BMWIIHEZAT) 7 EBIGLY T51297H 2
Eol11.1.721]

. BEOHERZEIDBEICAHIDER
1 GHE - BEEEDSH 2 EE
.1 €7 1 LRREYECH UBREDOBIEREDS 2 EE (2

L. FEICH UBREDBHEEDSH D EE(CIFESLIEVNT L)
ERERTE/HZVEH SN GG 2RE, &5 L v,
[2.21]

J.2 RV U VRREME(CH UBBUEDEHEED S 5 2E
1.8 FANBER. ZHICTERRS, FE. EMEFOT L

WF—ERZEC LOTVWHEZRTIEE

1.4 BOEROFREBENFIFHEOREDORE. EHRED

BEL\EH
x0T ) 2k V¥ I VKRZEREBHLbLNL T &
NdH 5D,

.2 BiaERERE
2.1 BRENREEOBEE(OILVL7FZUIUTSVAR

40mL/minAF) DH D EH
HHEZROS T, HGHEEEH T CHERTLI & MAEE
AT 5.[16.6.15 8]

.5 1143

TR SR L C W B e O H 5 iz, HE EoF &
MfEktk & Lo LR SN DA OREG T 52 & TR
BIICERF ONVERET L UEWE %G Shizilie .
OHAERIZBW TR V=F VMUEDFEBHDIHME SN TV 5,
[9.7.2. 15.1=H]

7 IR
T AR AREN ., B AERE R & L ERRERERIEE G L T

&‘/)O

T2 AINV=F ORTICHEET A L MEINV=F VKT

THERERBERTE TH L Z LY LGS 123G Lew
C o ARUERIZHYR) ICBNTERF Y VEEHT HH4Y
B UNBREHD) 0351280 | KA V=5 2 IEIRE D R
Bobbild I Eedid5.[9.5. 15.12M]]

.8 EiE

ROFIER L, Mt IR GBI E T 2 %2 EEF 0K
EEEGE L OHEEICRGTH 2L,



9.8.1 AFIXBHRIE ORAITH ) . BE Tld—i AT
PEFLT0AZ L0 % <, RMEEHRE LEAROENS
BOMEHZ BT, B bIE Ao 15, HHEBAI
HerS R B M < It LR M50
HITV5,[16.6.22 ]

9.8.2 ¥y 3 YKRZIZ LB MIMMIASH 5 DID = L b5,

1. BHER

ROBWERDH S5bND T EDdDDT, BIEE 52TV,
FARDTFRD SN G 2 ik $ B e &) R ALE AT

)T &
1.1 EXFENER

N1 vavd, PFI4S5F— (LS HEARY])

AP, IR, Wi, X,

T
JSSN

B, FET. A

B MERTEED D S b aisidfxb 2 ik L, sz
BEITH 2 L. [8.22 ]
11.1.2 SEERE B AY])

SMEEEFEOEELEEENHHDNDL 2 LN D 5,.[8.35 ]
11.1.3 SREREREE. [M/JVREZ . SMEEIL (97 b SHEEAN])

[8.4Z:HH]

11.1.4 {BEEMXRER. HIMEXRER (971 b SRR
TBIEVE R 9. I RIS 4855 o I % 0 9 B 2 KIG A D
HbNbZENHDLOT, . RO TR D S bIWHE
WIZE B IS 21§ 5 74 SR LE ST 2 &,

M1.5 5 M x® K & 3 B 8 iE(Toxic Epidermal

Necrolysis : TEN).

R & # KRR

fiE % B¥(Stevens-

JohnsonfiE{&®E$) . HIRZAE (RIBRMERZER) (V3741 & S H)

11.1.6 FEEEMERTN. FFEEERIMERTR (V3770 & SN H)

FEE WK, IR R EESE OFEIRDS D S b NG A IS IT S F
1L, R X, MRS 296G L, BIS R Y
RIVE VR ORGEOME) 2 LEZ1TH 2 &,

1.1.7 BIRERTR. RATEEEERESE. &8 (9 10 O HEEARHT)
BIEF S0 EE 2T, AST. ALT. Al-P%0 L7 %1E)
JFREREE S EEDH 5D I LD 5, [8.55 K]

11.1.8 1ERUEARIERAE (5 B2 AH)
AR, B, CKES., b RORbh I+ rae sy LR %4
W AMRGRENR D SbNLEIENHLDT, ZDLH
HHEAEIE. BEHICHRG EHRIRET 5 4 EBY) 2 ER T T L,

11.2 ZOftDEIER

12. [RFRRERRICNITTHE

121 FATF—THIBERELARATFT 4 7 MatdE, 72—1) v 7#
I L D IREMATIIBEEE R T2 80D 5,

12.2 E#Hy — 2 2ARBHEN 2 ETHZ E0D A,

14. BRALEDEER

14.1 EHIZMAIFOER
PTPEUH DOIEHIPTPY — M SO WL TIRAT A £ 9 4R
W52 & PTPY — MO X Y . WS EEAY £ R
AHIA L, EIZIZEIL2 B2 LTRSS EE 26 0HEE
BESsS 5 2 L 0d 5o

15. ZOMDEE

15.1 ERARERICE I < EHR
il G ERF INVEREAETLIAEME (L7 Ry ERF
VOVIRBRIEARAI, 7Y PL Y ERFUIL, T TFFL ¥
REVI, TERSRL ERFUNV)OFKGIZE Y, EoN) VR
(ERF WA HT DD EORHY) ORFH - PRI
MgV =F MAETAHRE SN TV 5,[9.5, 9.7.25]

15.2 FEERPRERERICE D < 1BER
BB (4 %) TCKD LA %15 i e 2 (54155 o iR E
FREFENIRRAD) HSFRO LN TV b,

16. EYENRE
16.1 MFEE

FERE R A 66112100mg (JI1) . 150mg (S 1) % ik Bk %5 L 72
LEDOE T ARy OMFER., MAEREELX16-1, EWEIE/ ST X —
¥ % 3F16-112R T B, 100meg (M) 561 & 150mg (FI i) $% 5-611%
BB TED T B s

Cmax. AUCIZW b HmICIbslLchghnL 722 9,

(reg/mL) (seg/nmL) Yt + R 2
2.0 2.0
Jﬂll' 5 mllA 5
i 100mg (7 i) LS 150mg (F7i)
F1.0 F10
i ]
o5 0.5
0 o 0 . .
2 4 6 8 10 12(n) 2 4 6 8 10
IRE [#] (]

B16-1  HLAIE 14 G- o0 s o R ON I i e (R )
F16-1 FEWYBE ST A — & (EFEEA HEREO$S)

0.1~5% 0. 1%Aifs SHEA
WEUE |55 B, €O K 5| BTG, 5
. KLBE. BEIE
M |AFEEERIE S | B R IER R A, | BRERRA . MR
EFUE L, AT
N7y M)
JFF ik ALT k #-. I
AST I -,
LDH I &,
AlI-P_L 5.
y-GTP -5
g | BUNLEF. (7L T7F=r L5 FIE
EHR, L
73
HAbEE [T M. JE| AR, EA, 1T
. BEAEE. TN L OTIUK
&, H .
M4 T
W2 UE CRgE, B> ¥ FE
vy 3IUR Yy I VKR ZRER (K
T ohor v smE, i
), €4 3 UBER
ZHERCE K. TN %,
AR, MfELSE)
Zoflt |CKEF., 70 F v, FE. B2 EITE, UL TR
VR T =B, IRA oA T R e 2
& —F KT

s EREcs B Cmax Tmax AUCo12 Tz
! (mg (J11Mh)) (ug/mlL) (hr) (ug-hr/mL) (hr)
[ ) 100 6 1.28+€0.33 | 1.3%+0.5 3.86+0.52 1.01+0.11
O 150 6 1.82+0.10 | 2.2%+0.5 5.79+0.66" | 1.09+0.21
7 - AUCo10
(HI7E: © bloassay) (Pl = fEHE(R7)
16.2 BRIX
7Ry ERFVIVIEBIESZEOWIUL, EERICIERERES Ol
WERIFTH - 727,
16.3 9

16.3.1 #EEE1T

WEe . AR Mok, RARHLER. TP WA, R SEIRRERE - IR
B RS BT - IREERR. ZoVEVE SRR, s al R . RN gE
JBESEADRATIZ BT TH - 720

B, LT NOBITIRRD SNk o 72Y,
16.3.2 EAKHE

TR T O Mg & AR AT, MFE i El~4ug/mLo #FH TR
45% L 1EIF—ETH - 727,
16.4 {3

LT ARy ERF DOVIERRE KRNI I EEO T AT 5 — ¥
W EDIARG RS, SIEESRATH LT H Ry EENY) VEERD
FIVAT VTR FIZk5,[18.2.1%1]
16.5 HEitt

L IHNRFIFEAERBEND Z L, REMEAS B R OTRANE 45
WIS LD L LT S RIS Y, BEEKA66112150mg (1)
filf) % 8 #2304 B IERE T4 5- L 72 & & o R vh [A] LR 120~ 245 1 Ty
40%Tdh o727, ENY VERIZH V=T L HEF ST, 1FIF100%DE N
OANANV=F e LTHRPIRFICHRE S NS, AVAT VTR
FIZRE G i bid & L TR IR S p9%,



16.6 JFEDEHREZEITDEE

16.6.1 BtEpEE=SEE
B RERE BB IBIC150mg (FIfil) % AR HEEREOERS- L& &0
WY BHRE/ST A — % % F16-21277F o Trzld, Cerd™40mL/minb o
FEB) TR A O & K & 27251372 V5, 40mL/minbh T f OB A 4x
BETITEREORTIHEVIER L., Cmaxd @fEZ AL, AUCHHK
T A E R L 727, [9.2. 12 ]

#16-2 FEWBEE ST 2 — & (B ELE)

jos Cer Cmax Tmax AUCo-2 nv
No. (mL/min) (ug/mL) (hr) (ug-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 V7 F=r2 075 A(MED : bicassay)
16.6.2 SkE

73~T78K% D E R FESBNC100mg (JIfii) % EBHERERIEG- L2 L &0

Y7 N OMERIRE % [K16-2, FEWENRE/ ST X — & % FK16-3127R

Fo CarDBEIZL Y Trald IR T A2 7R L7219, [9.8. 1% 1K]
(reg/mL)

0 . . |
2 4 6 8 10 12 (hr)
5 ]

B16-2  HEHEHR G- RO MG e (k)
#16-3  HWBEE ST A — ¥ (EEE)

BE Cer Cmax Tmax AUCo-= T2
No. (mL/min) (ug/mL) (hr) (ug-hr/mL) (hr)
1|0 76.1 1.35 3.00 5.09 1.19
2 | O 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
5|10 20.0 2.60 3.00 17.17 3.67
(I5£%: : bioassay)
17. BRERALEE

17.1 BMERURZLMEICEET 5558
17.1.1 EN—ARERRER
/¥<E U2 BT 5 BN O — KRR 9 5. 1H100mg (F11if) + 153@
G- COB R RBENL126160TH b . ARh=1384.9% (107061) C
?)ot (F17-1)W,

KI17-1  FRIR A

B A BB/ A A Ao e 15 A5 (%)

BEJ ﬂiﬂiﬂi?’hr 64/70 91.4

52/56 92.9

299/347 86.2
PRSI 201/266 75.6
PG 83/91 91.2
JIEE e 16/17 94.1
FE i N RIS S 101/106 95.3
HER 3 e e 68/79 86.1
B S e G 82/114 71.9
BRL TR VR SR e 104/115 90.4

18. EZpEIE

18.1 {ERER

L7 H ARG OB A R A E S 5 2 LIS X ) FUREH % 388
L. ZOERIEHRHEI TS 5,
ﬁ@fFﬁﬁﬁfik%ﬁmawbﬂfwammm“yUy%ﬁ
FD1. 20 3OTRNTIEEWEEBAME R L. 20 KBREKD T
T A - TIH ) AT FEBES B VIR B Cd HPBP3IC Wi
AHMMER R L7229 (n vitroiBR) o

18.2 HME{EA

18.2.1 7 H v YRF I VEREEEE KR IR 12 A5 B T A 7
T —BIZ L IMRGRE 20 R TH LT AR E LTHRRN
RT W [16.45 ]

18.2.2 & 7 /1 R NEIABE N TR RUE K BRI D 7 T AR A 5
7T NEVER FE CTIRIE VI AR MLVEAT LW 1),

F/2, RV VI RERE R T Y E V) Vit Y 7 o
WA L C OB 2R 19,

_3_

18.2.3 YT AR TRBEN TR SR OEET L-T 7 ¥ v —XI

/Cd'l?) Z)IS> l4>
18. 2 4 ?ﬁfl‘ﬂ’kﬁﬁ i?t%?'“élﬂ'( IBWITH Y /R IR/ NEE
FHLIEBERE & 1ZIZ—B L T 51,

19. EHASICAIT BIBEFHAR
—fRE b7 H o ERF D OVIRERE KA

(Cefcapene Pivoxil Hydrochloride Hydrate)

B % :CFPN-PI

{E5¥42 : 2,2-Dimethylpropanoyloxymethyl (6%, 7R)-7-[(22)-2-(2-
aminothiazol-4-yl)pent-2-enoylamino]-3-carbamoyloxymethyl-
8-oxo0-5-thia-1-azabicyclo[4.2.0Joct-2-ene-2-carboxylate
monohydrochloride monohydrate

SFI - CsH2Ns0sS2 - HCIL - H20

DFE 622.11
B = 9135T ()
#iE
H;C  CHj
o) o) o)
CH; ~ W CH,
o)
| . N7 o) 0 - HCI - H,0
AT K
7 ‘ L S o) NH,
HZN—<S/ 5

MR AR~ e OREREOR R IIIL T, DErICHRRICE
WS B, NN-UAFIVKRIVAT I FEA Y ) —VIZHEITR
T LF 7= (99.5) I2RREITR T L AKIZEITIZL L,
VIFNI—FTNVIZIEEAEBET R,

DECREY - 104[pHT. 1-F 2 ¥ 7 — Vv /#E1 ]

20. RV EDER
BB ED T WPTPE 7V I 4512 L 0 i
FHBIIPTPUEDO T THRAETHZ &0

22. 3

(BT ARVERFVIVIEEEIEEE75Mg[SW )
PTP : 1008 (108 x 10)

(ETARVERF Y VIEEESE100meSW])
PTP : 1004% (108 X 10) . 5008 (104 X 50)

23. EEEYW@
Gy )4 R A R GSE TR DU SRR IR O F5 | &
EPEJ'E&H’& : Chemotherapy, 1993 ; 41(S-1) : 109-125
Z AT - Chemotherapy, 1993 5 41(S-1) : 437-447
T HRYERF D OVIERRIE AN BT B LR L ILIEED
Chemotherapy, 1993 : 41(S-1) : 358-364 % & ¢+ 7128 3Rk
SEZ20AB : Chemotherapy, 1993 ; 41(S-1) : 264-271
6) A HEHEM © Chemotherapy, 1993 5 41(S-1) : 163-176
7) Totsuka, K. et al. : Antimicrob. Agents Chemother., 1992 : 36 :
757-761
8) Nakashima, M. et al. : Antimicrob. Agents Chemother., 1992 ; 36 :
762-768
HAEBM - Jpn. J. Antibiot, 1993 ; 46 : 1063-1074
10) fiitaz2 84 Chemotherapy, 1993 ; 41(S-1) : 133-137
11) &7 h Y ERF 2 OVIEHIRHANC BT 5 5EaT 1 sethf
Chemotherapy, 1993 ; 41(S-1) : 264-271% & €+711263CHk

) ZJE T : Chemotherapy, 1993 : 41(S-1) : 30-39

) A AIFE © Chemotherapy, 1993 : 41(S-1) : 102-108
14) J EIBHEADL © Chemotherapy, 1993 : 41(S-1) : 1-12
) )t
)

BREEE K-> TWwWb, TII4E

) 2
)
)
)

R

ol
3

©
=

i E A © Chemotherapy, 1993 : 41(5 1) : 40-49
ARAFEFMM - B AR LA SRS, 1996 44 @ 595-609

*24. XEfFERFERUHEVEDEE
PR AR RS > 5 —
T532-0003 KB ENIXEE5 T H2-30
TEL : 0120-381-999 FAX : 06-7708-8966

26. BUSHRSERES
26.1 HIEERTIT

RARERISHT

ABRMRIIXERSTH2-30

DA1 A220203



