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Fig. 1. Chemical structure of CFDN.
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Table 1. Criteria for evaluating efficacy of an agent in surgical infections
Excellent More than 2/3 of the symptoms and signs disappear within 3 days after onset of the treatment
Good More than 2/3 of the symptoms and signs disappear within 5 days after onset of the treatment
Fair Any one of the symptoms and signs disappear within 7 days after onset of the treatment
Poor None of the symptoms and signs disappear or their aggravation is observed after 7 days
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Fig. 2. Standard curve of CFDN.
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Table 2. Stability of CFDN in human bile %)
N Temperature I Time (h: hour, d:day)
(C) Oh 1h 6h 1d 5d 13d 30d
37 100 102 91 5 0 ND ND
25 100 103 96 48 0 ND ND
-20 100 ND ND 103 84 80 80

Human bile : pH7.8
Initial concentration of CFDN : 10ug/ml
ND : not done

Table 3. Bile and plasma concentration of CFDN after a single 100mg oral administration

T
- Concentration of CFDN (ug/ml)
CI\?ge Age | Sex ‘ Diagnosis t?é,artgr;lceﬂt - -
. bile time (h) | plasma time (h)
1 | 8 | F choledocholithiasis dT‘F“be 0313  0-1]| 0572 1
rainage
2 38 F choledocholithiasis PTCD <0.021 0—38
e T-tube
3 60 M choledocholithiasis drai <0.031 0—12 | 0.327 6
rainage
4 | 5| F choledocholithiasis dT'F“be 0326  4—6 | 0455 4
rainage
5 | 81 | F choledocholithiasis dT‘F“"e 0104  5-6
rainage
HERASPPEL1F, CREY1E, EH3IFH, BX 3) HIEZERIEHER

220%, V) ER1BITESTHD, ETIIR2AIG
Z561, BX8 B, LHER6F, HEh3FITHEIME
1X71.9% TH o7z (Table 5),

2) SEEERIEGRINR

328k, RERNICERELAEE CESRE & N ER
13280 T, BSHERY26H, MEBERBE 2 HITH o7,
A R &, Staphylococcus aureus108V, Staphylococcus
epidermidis 2 B % & ¥ coagulase -negative Sta-
phylococcus (CNS) 781X Zh & Staphylococcus spp. T
1B K2 G D Tusfz BB 81 3 HBEE R
ERERZNR L, S.aureus TI0BIFER 5 B, BRI 3Fl, ®
©HB% 26, BE0%, CNS Tz 7HIFE 26, B
2p, RPERLH, E2H, AWML 1% TLE
TRT.I%DEYHETH o1, —F, BHEEBRLRTI 2
Bith, ENBLIUEBE 1HITHY, HHERRLHD
¥3 L, SEESRE S NI 280chERN 145, BX 76,
2RHRS5 B, #R 2B, BRETS.0% TH o7z (Table
6)o

SEBEIEEFONRE S 5 L, HEEE LTHE
N7z S.aurens I10KRSHRMEK, HHAEIZ100%, CNS
i 7 BRI 4 8K, BRA 18R TE2HTEMAER
71.4% T, HEMERRLETIIN.3BDEHLETH
T2 o BB 2 B> & 578k & e 54k b 2 THEL,
EGIE R L - EHEAERIZLE TR.I%THT
(Table 7),

4) EBIfER

FEICEET S £ £ 5 h 5EER AT 2E
(6.3%) I= &SIz, B 6 B S hiBIER BE
i, %1 E100mg 1 B 3 ERSD 3EEIC1H3EE
BEORKEL LCHBELR, L UERZEET, L
B TR ST IC & LTz b O OMORAR bRV
s, AE L OBERIEETE BV, EHISTE, ¥
|1 E100mg 1 B 3 E&50 2 HE 1 B 2 BEED
BEOTHISLEL, LEH (o7 F) &5E
ED 2 BRICHEE LT, FHIDRSIIHFTE LY, fts
DHEESZ G Eh s, FHEOBESAHELE
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Table 5. Clinical efficacy classified by diagnosis
Diagnosis Ig :é eosf Clinical efficac.y Etf; (i%/cgl
excellent | good | fair | poor o
Furuncle 2 2 2/2
Carbuncle 2 2 0/2
Paronychia 1 1 0/1
Infected atheroma 8 4 2 2 6/8(75.0)
Phlegmon 7 3 4 7/7(100)
Abscess 3 3 3/3
Wound infection 3 1 2 3/3
Areolitis 5 1 1 3 1/5(20.0)
Lymphangitis 1 1 1/1
Total 32 15 8 6 3 | 23/32(71.9)
Table 6. Clinical efficacy of CFDN classified by isolated organism
Isolate Ig:é:sf Clinical efficac.y Efrfeil‘é;eicy
excellent | good | fair | poor (%)
S.aureus 10 5 3 2 8/10(80.0)
CNS 7 2 2 1 2 4/7(57.1)
S.agalactiae 1 1 0/1
E.avium 1 1 0/1
Monomicrobial Corynebacterium Spp. 3 2 1 3/3
infection E.vulneris 1 1 1
P.mirabilis 1 1 1/1
P.cepacia 1 1 1/1
P.magnus 1 1 1/1
sub-total 26 13 6 5 2 | 19/26(73.1)
(IF’EsSacchamlyticus ) 1 1 11
Polymicrobial S.pneumoniae
infection g}%’g s ) 1 1 1/1
sub-total 2 1 1 2/2
Total 28 14 7 5 2 21/28(75.0)




CHEMOTHERAPY

714 DEC. 1989
Table 7. Bacteriological response of CFDN classified by isolated organism
No. of Bacteriological response Eradicated
Isolate cases - rate
eradicated | replaced | decreased | unchanged (%)
S.aureus 10 10 10/10(100)
CNS 7 4 1 2 5/7(71.4)
S.agalactiae 1 1 11
E.avium 1 1 1/1
. . Corynebacterium spp. 3 3 3/3
Monomicrobial
infection E.vulneris 1 1 1/1
P.mirabilis 1 1 1/1
P.cepacia 1 1 11
P.magnus 1 1 1/1
sub-total 26 23 1 2 24/26(92.3)
CNS
P.asaccharolyticus) 1 1 1
Polymicrobial S.pneumom'ae)
: : E.coli 1 1 1/1
infection B fragilis
sub-total 2 2 2/2
Total 28 25 1 0 2 26/28(92.9)
Zehiz, BIT2HESET 5720, £F(100mg 1 EROKSROEN
5) MERREERY AT ER LTz, DR, 56IF2HTRECHBT

328290 B> THRFIR SHTR CEERBRE S ERL,
ZORENERIT LIS, FFNC LB LEX SN2 RET
BzFZD oz o7z (Table 8),

. # =

CFDNIZ cefixime @ 7 iifll#D A VR F > 2 b F v
SIVZ- TR E R ENE- x5 o S B )N
cefixime L RIEDREORIEZHEREFL, 75 ARMEIC
B0z cefixime TRITENIDRIT D> 7 R 7 HRE %
BLHETE7LBHECOENHENERET 20,
t MCRORSHBOMPEBEIFREOREOL7 7 o AR
Y AL LB A3, 7 OEBBATHES & UV HE
£ 02, KHid B WERESHEBRRE o L THERMLSHA
BFCE 3, —HEERREDREICEE X 158, FHD
RORSROBYER TOBEHHBITRBMEC CET
£72% 4 OO0, 240HE ORRHHEUNRIZ0.01~1.4% L &
DHTEL?, EERRCHEER L EAOEMMEIEH E 0 #
FTERY, Lo, FHROEABEORIICE W THE
ENBEDONTVB 2L LD, b MIBLT HIEHS

DBREHSNT, B O IFNBLTHEFHBTOE-
2130.104~0.326pg/ml L{EX, BER LT &
RoBo NI 2 b & FHOIBLERRAEN OB
#roannBbni, —4, SEERORNE LK
WERER BRI 328 38 1T 2 BRIRIZTL.9% L &K,
HIEERIRNE b S.aureus T EERME L, 246792.9%
L BIFRBIRSTED Shiz, £ 2B BOTRALL
B b EE L b DT, BRREERER1H
bBDSNL Mo T L LD, FEILEWEEERER
EOHREL LTERALRERITCHLLEZ S,

X [

1) MINE Y, KAMIMURA T, WATANABE Y, TAWARA
S, MATSUMOTO Y, SHIBAYAMA F, KIKucHI H,
TAKAYA T, KUWAHARA S : In vitro antibacterial
activity of FK482, a new orally active cephalospor-
in. J.Antibiotics 41 : 1873~1887, 1988

2) E6EARLERE ST AHRS, Fiky RV
v h, FK482, ®41, 1988
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Table 8-1. Laboratory findings of patients with CFDN
;; RBC Hb Ht WBC | Eosino. | Platelets |GOT|GPT| A1-P | BUN | Creatinine
No. | (x10%/ma®) | (g/dD) | (%) | (/mn®) (%) | (x10*/mn®) [(KU){(KU)[(KAU)| (mg/dl) | (mg/dD)
—‘—E 483 15.5 46.1 | 11,800 29.0 21|16 | 76 11 1.00
: —; 502 15.9 476 | 6,500 33.8 131 20| 66 16 1.00
] B 456 14.3 479 4,700 1 15 | 10 6.4 17 1.04
3 A 450 133 408 | 3,800 5 17 | 10 | 49 13 1.14
B 455 141 427 | 6,400 4 35 | 42 | 101 18 095
! A 423 14.1 415 | 5,000 3 27| 22| 73 24 0.79
B 463 144 42.7 | 4,400 5 183 22% | 54* | 94 13 1.10
’ A 440 136 410 | 5,100 3 17.1 19* | 34* | 91 13 1.20
B 448 14.2 40.1 | 5,600 0 20 | 12 | 50 16 1.40
6 A 492 14.6 436 5,700 1 12 | 15 5.7 13 117
B 512 15.3 46.8 5,200 5 20 | 17 5.6 14 0.83
s A 518 153 472 4,400 4 15 | 12 5.2 15 0.99
B 492 14.7 480 | 6,700 26.8 1317 41 13 1.00
? A 494 14.9 48.6 6,600 33.0 16 | 6 3.7 5.5 1.10
10 B 442 15.0 46.1 8,100 15 53 | 40 9.1 11 0.92
A 459 15.7 475 9,000 3 35 | 30 8.6 14 0.70
1 B 546 16.8 516 | 9,800 6 30| 27| 78 14 111
A 538 16.3 50.6 7,500 7 271 | 32 6.6 11 1.49
1 B 420 13.7 40.5 4,000 1 17 | 20 5.6 19 1.22
A 402 13.2 380 | 3,700 6 20 | 15 | 45 17 0.90
3 B 506 14.8 53.1 | 5,900 3 12 | 12 | 59 13 1.09
A 524 15.8 49.0 | 5,400 2 25| 15| 69 13 1.13
y B 395 11.6 385 | 7,100 46.6 14| 9 38 16 0.80
A 382 112 37.7 7,000 53.0 2 | 14 6.3 17 1.00
5 B 472 15.2 439 | 6,500 11.7 72| 718 | 72 13 0.90
| A 470 149 438 6,200 21.7 63 | 76 8.6 14 1.00
16 B 417 12.7 449 | 8500 2 27 |13 | 59 20 1.02
] A 441 129 44.8 6,100 1 22 | 32 4.7 15 0.81
7 B 465 13.3 422 | 7,900 4 20 | 20 | 87 16 1.01
L 475 13.7 428 5,500 3 2 | 17 9.0 14 0.82

B before treatment
A after treatment

*IU
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Table 8-2. Laboratory findings of patients with CFDN
Case RBC Hb Ht WBC | Eosino. | Platelets |GOT|GPT| A1-P | BUN | Creatinine
No. | (x10*/mn®) | (g/dD) | (%) | (/mn®) (%) | (x10*/mn®) |(KU)|(KU)|(KAU)| (mg/dD) | (mg/dl)
B 492 14.0 449 | 11,600 1 22 | 12| 62 10 0.93
' A 480 13.7 433 | 5,600 3 17 | 12 | 62 13 0.88
B 577 172 55.7 | 14,700 36.3 10 | 12 | 139 15 0.70
19 A 575 16.3 52.7 | 7,900 439 16 | 19 | 127 14 0.80
B 480 14.8 441 | 9,900 20.2 16 | 15 | 55 15 0.80
20 A 485 149 459 | 6,800 251 18 | 15 | 56 16 0.70
B 484 149 447 | 8,900 0 274 19*% | 9* | 94 13 0.90
2 A 495 15.4 453 | 7,400 0 23.7 19%| 9% | 97 14 110
B 493 15.4 46.3 | 9,500 30.3 10| 12 | 79 13 0.80
2 A 521 16.2 486 | 8,200 259 27 30| 70 10 0.80
B 396 137 379 | 4,400 1 3% | 25| 83 31 141
# A 374 12.1 355 | 3,800 1 3713 | 76 14 113
B 459 136 426 | 4,900 1 20| 15| 60 17 0.96
» A 451 125 422 | 4,000 3 17 | 17 | 54 12 081
B 496 15.6 47.7 | 10,400 3 40 | 65 | 93 7 0.79
2 A 506 15.6 49.2 | 9,000 10 40 | 75 | 94 10 1.07
B 484 143 424 | 8,600 1 29.5 12% | 11* | 42 9 1.00
7 A 484 145 420 | 8,800 1 20.7 11* | 8 | 38 10 0.90
B 403 12.2 36.2 | 6,100 4 36.0 15% | 15* | 48 11 0.70
2 A 395 12.2 357 | 6,500 30.9 19% | 21* | 5.2 12 0.90
B 440 14.2 41.3 | 8,100 3 319 19% | 16* | 75 8 0.70
2 A 442 14.1 412 | 7,000 324 24% | 26% | 9.0 11 0.70
B 402 135 358 | 5,500 1 23.0 22% | 16* | 51 14 1.00
% A 374 123 36,5 | 5,900 0 21.0 16% | 12* | 42 10 0.90
B 440 14.6 434 | 8300 0 294 15* | 7* | 74 9 0.80
3 A 419 138 41.3 | 10,000 1 32.1
B 326 11.6 342 | 4,200 5 17.2 21* | 10* | 5.0 13 1.00
32 A 327 11.8 339 | 3900 1 16.9 21% | 10 | 50 16 L_’O90/

B : before treatment
A : after treatment

* U
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3) SakaMoTo H. HIROSE T, NAKAMOTO S, HATANO cephalosporin, in animals. J.Antibiotics 41 :
K, SHIBAYAMA F, KikucHI H, MINE Y, KUWAHARA 1896~1905, 1988
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We investigated the bile excretion and clinical efficacy of cefdinir (CFDN), a new oral cephalosporin, and
obtained the following results.

1. After a single oral administration of CFDN 100 mg, the bile concentration was measured in patients
with biliary tract drainage. In two patients, the bile concentration was not detectable. In another three
patients, the peak bile concentration ranged from 0.104 - 0.326 xg/ml. That is, the bile excretion of CFDN
was very low.

2. CFDN was given to 32 patients with skin and soft tissue infections. Clinical response was excellent in
15, good in 8, fair in 6 and poor in 3 cases, with an efficacy rate of 71.9%.

3. As to side effects, transient loose stool and diarrhea were noted in one case each. No abnormal
laboratory findings were observed.



