202459 A1ERL (BB1AR)

BEORtE7 z ARMAEMERS

MFEERESD
aEERs
TIANY EF )RS

BARERRNEES

876132

CIPD N\ rew+oisms me eET10%MTWI

CEFCAPENE PIVOXIL HYDROCHLORDE FINE GRANULES FOR PEDIATRIC 10% “TW”

R EERE
RN« 36
) B -EMFEONSEIIIVERTLIL

K& | 30600AMX00036

W FE B IG 202449 H

2. B2 (ROEBHC(FBRELARWZ L)
REID R LB DA DO H B85 [9. 1. 1817]

3. #HRK - MK

3.1 #HRR

1gH @ HiE €7 x> ERFIVEREKY)
BRNERSY | e 100mg  (F31f)

B L, EEHREE RoF oo —x, #
RBILLEFHKT A, D-Y>Zh—)b. AF7 Y HE
RIFZTINL, TAINT—L (-7 220V T 5=
ke . FU ]\~)l/\‘ ERoFJOoENL I
I o—2Z, 7)V7 7*{5?‘?7':)\0%‘*0:%4[:74 E=N
o =gk FYEDISFI T, RUFFIIT
L2 (160) RUFF> oL > 30) ZUa—)b,
I /=), TFILNZY 2, TUtU 2, I-A>
k=)L, XZU >, Fa¥lL>rZya—), XI)
FILa—)l, F

3.2 WHDMERK

[PE8R - A1 | TREEE DRI

4. SHREX [I%HR
(OZ\V':]
GERSEE)
TIARVICERMEDOT ROBKEE. L YEERE. MRAKE. €
So8S5 (FSUNAS) - hyS5—UR, KBE. ¥>bONS
Y—RB. JVILISRE. IFANIY—R. ES5FT7RE. 7
OFJRE. EWARS - BENHZ—, JOEF VTR, 41V
FIIUHYE. RTMAMVT MY HRE. NoTOA4TFRE.
TURTFSE (FLARTFS - EET#KL). TI/XHA
(GBEISAE)
REMEEREIE. FEMEBREE. UIUNE - U NER.
BB AE. WHEE - MREER. RUkR (RULAERX. RUkAERES
EE0). AHREIR. R, BEREX BEBX HEX BS
PEg, IBAIEL
OB (BETHEHEICLYFRDOERIREIIZS)
GEICETE)
EIARVICREEOT RUKERE. L YEER. MRAEKE. #
B, €595 (TS5UN\A3)-hyS5—UR. KBEAE. >hO
NOH—B. VVTPISE. ToFANI9—RE. E5FTRE.
TAOFURE. BEWARS - BMAHZ—, AETFVIT7R. A4
YIZNIVHE. RTMRMVTRavHRE. NoTFAATR
B. ZVRTFSE (FLERFS - EET7ZER). 7VXE
GRFSAE)
RUEMREREE. FEMERBRERE. UNE - U NER,
BHREIE. M5 - BERUVUFMEIESDO ZREEE, 2LARA. AIM
AEEES. WiE - REX. RER (REABRRX. RURBEREZ
BU). EHREIR. R, BHETRBBED ZREE, BER
XK BEEBRX RERX FESHEER. BEERX BEX. NILHLU
VERR. FERRE. FEAERRK. RER. ZHE. BRIRRAXA.
HNER. PERX. BISER EEEEX mEABERKX EX

5. MEEXIIZNRICEIET HEE

(HEE - MREAR. Rk (RUAER. RARREZ20). 2
[EXR. PER. 2SR
I EYSEEEMAOFE(E) VESR L, FIERGOBLENE
ZHE L7z BT, AFORGHEY SN 5E5ITHRET 2
&,

6. AERUHE

O/MNR
BHE. NBIZEE 7 AR ERFIVERBREAMYE L TLE
3mg (1) /kgZ1H3EEBHXEOKRET 5,
BB, Fp, AREKOERICEC GEEEET %,

OB (BETHEHEICLYFRDERIRSEITIZS)
W, AT AR ERFIIVHEEBEE /KM E L TLHE
100mg (J1fff) Z1H3EIABFZENKRST 5,
BB, R OERICE U CGEEER T 5%, HiEME IR ER
+45 EBONBRERNICIZIEL50mg (Ji) Z1H3EEHBR %S
T 5,

8. EELEANEE

8.1 ARADHRHICH> Tld. THEROFHEZE <7z, FRAIEL
g%%g%%%b\ﬁ%@%ﬁh%gm%m@®%ﬁ®&ﬁtaa

8.2 2 avinbobnbBTNNHLHDT, okl eEitd Il &,
[11. 1. 1Z:H8]

8.3 AMEEESZOEELYEEND S5DLNDL I ENHDHDT, &M
MICHRE 21T D IR EREH2IXiTD 2 &, [11 1 25

8. 4 MEWERIERE. M/MEED. BB mSH 5bhdZ End D0
T, EMICKREZTOREBRETHMTO 2 &, [11. 1. 3BH]

8.5 BIERFAZOEESM L. HEEE. HEAOSDOND I &N
2§?f\ﬁ%%u&ﬁ%ﬁ5m5ﬁ$%+ﬁtﬁi:&°DLL?

9. BENDEREFITHEEICHAT I ERE

9.1 AHHE - BEREDHDEE

9.1.1 7 T ARMEMEICH UBREDCREREDOHZEE (F=Z0.
AHNICx LiBBEDBIEREDH 5 BEICIFIRE LN L)
BEELDZERVEHE S NS A ZRE, 5 La0, [2 2]

9.1.2 R=DU VRAAWEICH UBBEDETREDH 5 EE

9.1.3 AARFEHR. RBICKEXHE. B, ERSEOT7LILF—
FERERCLYT \VAEE2ET5EE

9%4ﬁuﬁﬁ@*ﬂﬁ%ﬁlﬂ#ﬁu%ﬁoﬁz\%E%%@%U%

BRETPITO L, EY I VKRZIERDR D 50ND ZEDNH D,
9.2 BHEREEEE
9.2.1 BRAEXIGSENEBREE (MATIEIVLFZFF=OoUTSY
R40mL/minLAlF) OHDEE
BERZHS TN, BEMEZDTTHEATS I &, MmhEEN
Frlid 5. [16.6. 15H]
9.5 iiF
TR SUSIEIE L TW B ATREME D & 5 e tEiid, g Lo MmN
fabtk & ER2 SHEINDBEICOAKRETDH I L, EREBT
WCERFIVINEEETIHAEME R G INEEE, TOHAE
BIZBWTEAIN ZF U EDORENHEIN TS, [9.7.2,
11. 1. 9% ]
9.7 INRE
9.7.1 {KHAEIREWE, #iAREd5 s UERRBIIERL Thn,
9.7.2 HIL=ZFUORTFIHEBET S &, MENINZFOMETTS
RRUERMEFE TH DI ENHHL ZHEITIHZE LN &, /D
B TSR KBWTERF IV EEZET DHEME DR EIC
K0, ERAIVZF MIEICPED KILEEN D 5HOND I END D,
[9.5. 11.1.9%:MR]
9.8 &
ROFZEFL, ARG NICHRGHBICHRT 2 EEFORRE
EHRUBNSEREICREGTHIE,



9.8.1 AANIEHMMOIEAITH O, &l TIE—MRITAEBBEED
BEFLTWDZENEL, @B ENRELEETIRY ERF
DOVIEREIESE D EM B OMGICH W T, AMEHIZRD 5N
Mo T AR NT AR AP EIERE R 2R <, fH 5 ©
EET DHEANED SN TS, [16. 6. 22 ]

9.8.2 EX I VKRZIZKDMMBMND 5HDND T EMd D,

1. 8ER
ROBWERAND 50NDZENHDDT, BIgEZ+mITiTn, BE
MR 5N G 2 IET 57 EEURILEZTTD 2 &,

1.1 EXAZENER
UNR. A E)

M1.1 2avd, 7F745F— (WTNHHEELRH)

AP, DR, wWs, G, @E. B, FF. IR,
MEEFEND SN ZGEI3 &5 20IEL, @Y R0LEZETS
Z &, [8.22H]

11.1.2 BUBEE EELRH)
AMBHESOEERLBREND 5HLND I ENnH 5, [8. 35H]

11.1.3 EFPEREGE. M/MRED. BIMEEmM (W s HEEARH)

(8. 48]

1. 1.4 BEEXKER. BIEXEBR (WTNBEEARH)

B AR, B RBREDMEZ NS BERKBRND 5D
NHZENHHOT, B, HEIOTHND SDONZGEEITITED
WG ERIET 27 EREYRILEZETD 2 &,

11.1.5 PEMURFIEFEMMBIE (Toxic Epidermal Necrolysis : TEN).
RESIEIRAE(%EE (Stevens-JohnsonfEfREE). FLIRZAE (FIBRIEREE
X)) (WTNHEEARH)

11.1.6 BEMMA, FEEERMMR (WTNHEEERH)

FEE, gk, IR IREESE OREIRDY D B b Nz ARG & Pk
L. oI MEXmes, MikRES2EEL. IBRERILE
CHIOBREHEOBYIREETD T L,

11.1.7 BUERFR. FFERERE. BE WITNBHEEARH)

BIRERTF 4% O BEE T4, AST. ALT. Al-PZ% 0 LR %45 FHae
B, FENH 5DND I ENH D, [8. 5B

11.1. 8 EIGRRARAE (BEFEAH)

AR, BE. CKES. mhKRB I/ oE s ERE2EHE
T DRERUTRMRIED H 5 bND I ENHZDT, TOLIBRBEIIC
3. BbIEGEPIET AR EHEYBNERZTO 2L,

(R

1. 1.9 A =F 2 MAEICHED EME GEEAH)

AR EEDERFIINEEZETIHAEDE (7 X2 ERF>
IVIEEEIE AR, 72 FL > ERFIIL. 75754 ERF
Ve TERZRL ERFII) oFGickD, ENY VB (ERF
DIVEEETDHEWEORBEY) ONRE - PN S miE L=
FURTBHMEIN TS, NE EHITHE) ITH L TERFS
WEEET P EMEE RS U ER TR AL ZF > eI AL S (K
MEERDBHOND I ENH DD T, K, FikEES O MmEEEIR
MBDONLHEEICFESGEPIEL., @URLEEZTD Z &,

[9.5. 9.7. 2]
1.2 20O BEIER

12. BRBRERZRICKITFTE

121 FAT—TRIRERSRXZ T4 7 bi#E, 72—V > 78I
K DREMETIIBBIEEZZET 205 5,

12.2 80 — L ARBGMNEEZET D2 ENH 5,

14. BRAELDEE

14.1 EJIRABOEE

14.1.1 AANI RO TS 2B SBANT/Z> TWEOT, fkiz>oOR
L7z, W L7095 &<, AKETHEOMNIRATSZ &,

14.1.2 lRAICH7Z> T, RO2ETAFZ4H. Ya—A, KEHIC
BB T D LEND DG EITHECNIIRAT S 2 & RO
EEHITHEMMETT 2,

15. ZDDEE

15.2 JEERARABRICE D < 1B

ik (f X) TCKOD LF 20 fifliiabEd (5 mH o mEH
AR NEO SN TS,

16. ZEYIENEE

16.1 MAEE
I~TIRO/NBBFESHNT3mg (Il /kgZz BBHEEHR %S L&
@t%ﬁN>®M%¢%§éHwﬂ‘%%ﬁ%ﬂ§x~&%§wﬂt
N

(eg/mL)
15
CF-Efil & B 722)
E 1.0
%
th
}’;% 0.5
=
0 ‘
9 6 8 (hr)

4
S|
[X16-1  #% C14%5-RF 0 i o
#16-1 HEYBHRE/NT A —4

E LN il 1 0. 1~3% SR
o S5, WIS, 7O, FAR. AL
BRE BE. MR, JeEL. B

UFREER IS WK, B GRMERHD. ~

RT3 EZOE D AT Uy M
Ay, A

A ALTESR, ASTES |LDHER, AI-PLEH. v-GTPLHA.

HH
- BUN L5, BER. MR 7L 7F
= Z bR B
T fEw. BARE. B BR. R
HibEs M, BEARRIR, ERL D8, ONL
U HUR
Eawig OW%. oIV
EY I VKRZER (7o ko>
By EimiE. HimEm%), €43 2B
RZIE BERZIER GEHR. ONK. BEAR
IR L)
CK LEH HEW, HEHE., TILRI—Y LR,
Z Dt BRK, IR&. OETE. kLo

Uk, WA

b Bk Cmax Tmax AUCp-o0 Ti/z
(mg (1) /kg] (4 g/mL) (hr) (it g+ hr/mL) (hr)
3 5 1.03+£0.48 | 2.4£1.5 3.99£2.77 1.27+£0. 65
GHI5E % © bioassay) (EIFE £ (R )
16. 2 BRUR

IRy ERFINEBEEEZRACERS L EE0RINE, 2=
JERFIC LR BRI GO H BRI TH > /2.Y

16.3 9

16.3. 1 #E#EBIT
FRANIZE T IR ERFUINVESEEERS L s &, Bk, i
M Mok, AR TPE W, LSEIRRLE - BrEEWR. RS HLAR.
JHE - PHESHAR, ZoVEVERRRLAR. PRoE AT B, RN uBESE A
DRATIIBRIFTH > 72,

BB, W ANOBTIZED s ho 2.9

16.3.2 EREAE
IRy ERFIINVEBEEE RS I N ERER A TOIMmEEH
EERL, MIEHILEL~4 1 g/mLO#EPH TR EIFIF—ETH>
7.

16. 4 13
I AR ERFIVEEEE AR R G EREO T T T —
Yick ok hnd, HEEEEATHI 2T IR EENY >
R OFRIVATIVTE RiZi 5,9 [18. 2. 18]

16.5 HEf
TIHRVIBBFBEAERBMEND Z &<, RIRIEA B R ORME
DWITEDEELTEN SR END, D /NEEZAHFIZ3mg
(Nl /kgZ BHHEEREORS L/ & &0 RDEILERIZ0~ 8K T
#120~30% TH o 2.2 ENY VI IV F UG 220, 1F1F100%
MENOAI I ZF > &L THOMIRPICHER I NS, FILA
TIT e RIERE DS B em#HE & LTS hiciht s ng, »-9.9

16.6 HEDEREHTHEE

16.6.1 E{SEEIEEERE
B REE R NBEIICE 7 R ERF )V SE150mg ()
fil) ZBHEEREOEES UL EEOEMFTEINT A —F 2 KI6-21TRT
Tild, Cer340mL/minh b DHEFI TIZAERERR A DM &K E 2T N
A 40mL/minPd F R UBAL2EBE TIIBEEDK FICHWELEL,
Cmaxb @z Rl AUCHEIKT BIHAZR L7210 [9. 2. 1]



#16-2 FEMBRENT A—F  (BHEAERERE)

B Cer Cmax Tmax AUCo-24 Tz

No. (mL/min) (12 g/mL) (hr) (1 g« 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: Z7VL7F=>rU7 T >A (IED : bioassay)
16.6.2 EihE
T3~T8IZDE I EBFSHICE 7 IR ERFIIVEMBEEI00mg ()
i) ZBBEEREOEELZEZO T AR OMERIEE Z[X16-2,
HPENRE)N T A — & 2 K16-3I1TRT, CaDREEIZL D, TipdEEdT 5
fEmZERLZD 9.8 12 ]

(y2g/mL)
3.0

o .5

i

il

=200

)4

2 6 10 12 (hr)
(G
[X16-2 Hi[ERE O 5RO Mg h g (Siind)
#16-3 FEMTHE/INT A—F  (FHE)
BE Cer Cmax Tmax AUCop-c0 Tz
No. (mL/min) (1t g/mL) (hr) (1 g« hr/mL) (hr)
110 76.1 1.35 3.00 5.09 1.19
210 20.0 1. 96 2.00 7.95 1.78
3| A 52.3 1.58 3.00 5.59 0.97
41V 32.4 1.67 3.00 6. 52 5.21
510 20.0 2. 60 3.00 17.17 3. 67
(MI5E 3% : bioassay)
17. ERARAAR

17.1 BWERVCREMHICET SR
17.1.1 BR—RREEREER
HREREIC BT B [EN O — R PR R T DA b M 30 545113251451 T
HO. BRHRIZ5. 6% (2406)) THorz (F17-1),2.12
#17-1  FERRRAR

19. BMESICET SEZHMR

MG H:C CHs
0. _0_ _O
CHs ~ CH3
0 0 . .
N o HCI + Hz0
P P
/N 57 07 "N
HZN*< \ i H H

—W4 B TR ERF VIV KR
(Cefcapene Pivoxil Hydrochloride Hydrate)

5 : CFPN-PI

{b2:44 © 2, 2-Dimethylpropanoyloxymethyl (6R,7R)-7-[(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

53 F 3 ¢ CasHaoN50sS2 « HCL + H20

TR 62211

R BE~MEBAOREEIEORERIBL T, bINIERR
ZHNNRH 5,
N, N-DAF)NHIVALT 2 RXEAY /= )VITETRT
< I/ —=)b (99.5) IZRR\EITI <, KiTEFIc<
I, PIFNI—FTIVITIEEAEETRN,

AR RIL3°C ()

SELERER - 104 [pH7. 1-F 20 % 7 — )V /#E ]

20. FIRWLWLEDEE
A O B®RT D T &,

22. A%
0. 5g X 12041 [43]
100g [, #¥EFIAD]

23. FEXH#K

1) BT A RSB IYERR « i EE A OFI &

2) WEIELANZ : Jpn. J. Antibiot. 1995 ; 48 : 921-941

3) HEJAFIFA ¢ Chemotherapy. 1993 ; 41(S-1) : 109-125

4) BT HARCERFIIVERERANICH T 2ER; ILESBZD :
Chemotherapy. 1993 ; 41 (S-1) : 358-364% &30 5128 3¢t

5) AKMEREIFA ¢ Chemotherapy. 1993 ; 41(S-1) : 163-176

6) H_EFHEIFA ¢ Chemotherapy. 1993 ; 41(S-1) : 1-12

7) YeZiEA : Chemotherapy. 1993 ; 41(S-1) : 264-271

8) Totsuka, K. et al. : Antimicrob. Agents Chemother. 1992 ; 36 :
757-761

9) Nakashima, M. et al. : Antimicrob. Agents Chemother. 1992 ;
36 : 762-768

10) HAREHZD © Jpn. J. Antibiot. 1993 ; 46 : 1063-1074
11) FEkAZEIE) @ Chemotherapy. 1993 : 41(S-1) : 133-137
12) MR EIN— R R

13) FEETFIEN
14) FRFIZHIEN

. Chemotherapy.
: Chemotherapy.

1993 ;
1993 ;

41(S-1) : 30-39
41(S-1) : 102-108

/37 AWK/ RN MR S5 G (%)
B RHE U YE 29/33 87.9
I 0% 5 R A 152/157 96.8
R B T 19/21 90.5
B SR IR R 9/9 -
TERLEL 31/31 100
18, EESHEE
18.1 {E Rt

T AR ITHE OIS R EET 2 Z LK D PIEEM &8
L., TOEMIZENTH 5,

T R ERE TIIBIEERN E Wb TWBPBP (RZ2 Y VA
EH) 1, 2, 309 XRTICEWEGEIEZRLU 2, £z, KGR R
KTOF T A - TIVH U X TIIWEEE S I LA B SR T d 5 PBP3IC
mWESEMEZER U2 (n vitro iER) . 13- 19
18.2 HiEERA
18.2.1 L7 R ERF IV EKFYITRIRZ BGHEEE D T 2
T =YK ONKIREZTY, EHETHEIET IR ELT
PiE N 2xR7.9 [16. 4]
18.2.2 7 R IFRBEN TIRIFEME R OBERMED 7 5 LB TEE
57 T AEMREE TRIAWHEARY MLEFT 5,919

Tz, R UIEMRERE R TT > Vit > 7V T
FHEICH L THHENERT D10
18.2.3 T 7 HRVIZABEN TS EMEHOELETEB-5 753 —
PICRETH 5,919
18.2. 4 FIHEEAISHBENTIIRENTH V. B/ IRE ISR/ N
HRHIRBEE S FIF—HL Tn3,0

L
L
15) JNEEERHED © Chemotherapy. 1993 ; 41(S-1) : 40-49
16) ARMEFNZD © HARLRE SRS 1996 5 44 1 595-609

24. XHBERERVENEDE R
RS ANEDIt > 5 —
T570-0081 KB ~F HITiT HE T2 T H5% 155
[280120-108-932 FAX 06-7177-7379

26. BULEHRSEEES
26.1 BIERRSETT

RIMEmRN S

ARFFIEMHEI2E 115



