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HFLWEOY 7 = AR H4EYE, Cefdinir OREBRPE I T 2 BERAE

BAE= - REHEGA
R RARBT bR R
HHES - BHEIESE - BHES - EHES
MIREIESE - HEEFR - KHEE—
BHZRREEHERFWRBRFRE

FLWROY 7 = ARTEME cefdinir (CFDN) %2, WRBEBIEDERICKEL TUTORK
BEE,
1. R
TRUHKRBETEH60FITH 5, KBONRIZBEEMMEBENAR (AUC) 1351 & B REEK
BAE4SPY, WEMRER 28I TH 5, HWHITIIBMHIN, ZHEMUBIT, D> BESEULEDOERE
121961, 31.7%% 87,
2. 1B%5R, ®5HH, PRUE
1 HRIZFEAIE LT, 100~600mg %4> 2 £ 721343 3 TRE L1z, HEBID 1 HRE5 & 138A,
AUC Ti3100~200mg, BEHEMEREEBAIE & B HERRIER T12300~600mg T - 7z, ST
EHTHR3 AN, BETISBMTH 7, MRHERIFHREL UT | EBMFMEEREC X -1,
3. BUE
UT I E¥EC L BHETIZAUC 9BIh 8B, 88.9%DERKEET, HAHEMREEESAETI338
BUF316l, 81.6%DEVEMETH -7z, MERMRIRTIZS 7 ABHERE (GPC) 10%@32tkixt
U248k, 75.0%, 75 LARRMARE (GNB) (ZIX13RE348RIZ308K, 88. 2% DRERTH Y, 3 T66
BRA548%, 81.8%BBRE &z, BEIREZ=a—F /0 iR R LT Escherichia coli &
Klebsiella (= & % 2 PIORBEFE BN CH o722 L T, SBEHITREEATH 5, EMERERD 2
Bz 3B TH > 72,
4, BeH
BENEWERC, 1HITC—ABYDOMEREIRLA S iz, BHRREMTIX 1#ic BUN, S-Crd
BELR, 20IC—RCAROHREA, ThoRTRT—BMT, RIENESMEIR, o
FHEIEEERTISET RS A, BErvwEEZ SN,
5. fEa
CFDN ZBEDRIRANC AT GPC B oS8 L, Zhi KB L, REBEE L WEHERE
RIENLBERBREE TR, R HRIER , WRBRBESBRECERZH L LEORE
FleZz oniz,

Key words : 0+ 7 7 u A K ) >, Cefdinir, RESBHSE, EERFABR

HLOLEOY 7 = ARMEME cefdinir (CFDN) i3, REBFORERA L IRTEE, b L RETREEESS L
BREGTEMASH TERE N LD T, 2 DLEHER T COOH
Fig. 1 2T L TH 3, FRIOFHIL, BFORRAICL

S 0 CH=CH.
~T in vitro TOHRBEENESS, T 7 ABMEKE (GPC) 2 HzN_|r I N)T
N —j— C-CoNH S

HLUTEICGMEEN I ETHD a7 /7 ¥R

7 BRE (CNS) B4 BREEE 121X cefixime (CFIX), cefaclor N-OH
(CCL) % cephalexin (CEX) 7 E(ZLERTHBEEMEH &L D
BRI EWBRENT WS, 7F LABRYEE (GNR) LT Fig. 1. Structural formula of CFDN.
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shTw3, bhbhid 25 LB R % b o> -5 # %, R
EHFROBREDERICREL T, FHOBMME, EHFKIC
psER, REUFCOLTRILL,

. 2R F&E

BERRIZT R THRBETINIEI AL D1988E 1
B PRHERRRT & 72 (B FRRE R £ K FWREB R
REERZ LIAFT60BITH 5, FEFIDPIRIZREERL
i (UTD) 5801 & EHRER (GCU) 28ITH3, &F
BAMRLIE~8IRE TICHB LU, FH53. 1K TH 3,
#Al 166, KHUBPITHELLLI 1 142.75TH 2, 655K
NEOEEIRE BN 7 B, KHI2BITEH19%I, £ich
HERII3.7%TH>7 (Table 1),

Table 1. Background of patients

CFDNI{350mg & % \»13100mg (JIffi) # 7€\ 2EH
L, 1 H100~600mg #4332, £721353 L LTEAIE L
TRESICRA S ¥, BERIEICRESMIERER
# (AUC) Ti3100~200mg, EHEMEREZEGHE (C-UTI)
TiZ300~600mg & L7z, &5 HAM 2 3 ~28H DLV EE
BicbizoTwsd, %5813 1 H300mg T, 2841,
46.7%, R\>T600mgn3156l, 25.0% ThHh-o7z, Lo,
AUC Tof 538t 3 B, C-UTI Tix5 BT
-7z (Table 2),

BARSIEHE X 2HI CERELT>72, UTI TIZUT

[ BEHFHEERE (UT 1 28) QBB ULEMNT, Ih
WWEDEHRAEEITo 7z, BEKNZBEREIFLL TR
BER L BREEOED SRET L. ZethixF iz C-UTI
DEFI TR GHIBROKRBI, FEEE BHEE RTRE
DERREEZOMIZ, 2FITH - tHEEECOLTR

Sex ExTor, 25, FRAERET 2 bl Tk
No. of male J female L OMAEFNCRT 27V LF—FEDRWT L 2HERL,
Diagnosis| OFRDOKE CRE 2B ETTo 72,
patients Age (Y)
Z 28, STEEEOMI CORIE I R bEREESIERE
<
<65 | 655 | <65 | 65= -
AUC 13 1 10 2
II. A E; |
Cp 17 1 14 2
1. AUC
cC 28 5 7 8 8 N
135 U7 A& (Table 3) 13 EBEHIE TZRh
GCU | 2 2 70, B% 6 BITHEEIN% TH o7z, UT 1 HtEZ S
Total 60 9 7 32 12 BU 9BITIXEL 76, BR16I, #3169 HIH
3 \ z 0, 4 o, 2 >
AUC: acute uncomplicated cystitis B OISR LTINS, 0%, FMHIT.8%% @1
CP : complicated pyelonephritis (Table 4),
CcC : complicated cystitis UTI Eﬁé"&ﬂ?@ﬂ%?ﬂ@’lﬁﬁ?li GPC 3#k&
GCU: gonococcal urethritis Escherichia coli 8k, Sat11k0s B SRNICKRE XN, 18
Table 2. Administration method
. | No. of Method (mg X times/day) Duration
Diagnosis ] 100x2
patients | 50x2 | 50x3 | 100X1 | 100x2 | 100X3 | 200x2 | 200%X3 | _ 50%2 (days)
AUC 13 3 3 3 2 2 3~Ul
Cp 17 2 10 1 1 5~28
CC 28 2 1 1 15 1 8 5~26
GCU 2 1 1 6~7
—_—
Total 60 5 3 1 6 28 1 15 1 3~28
AUC: acute uncomplicated cystitis
CP : complicated pyelonephritis
CC : complicated cystitis
GCU: gonococcal urethritis
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Table 5. Bacteriological response to CFDN
in acute uncomplicated cystitis

Table 6. Strains* appearing after CFDN treatment
in acute uncomplicated cystitis

Isolate ;‘{;’al,‘ji Eradicated (%) |Persisted* Isolate No. of strains (%)
S. epidermidis 2 2 (100) E. faecalis 1 (50.0)
a- Streptococcus 1 1 (100) Candida 1 (50.0)
E. coli 8 8 (100) Total 2
Total - 1 No. of patients in whom
xregardless of bacterial count strains appeared E 22.9)
Total no. of patients 9

FEEITNCBRE S WBREZE100% %187 (Table 5),

nE, LEF» ST E.coli D> 5 9ERIZDWT
BMICZHIE L 7225, % D 1{#130.05~0.39ug/ml T
Ho7: (Table 3),

REHHIRE 1 Enterococcus faecalis & Candida %
ThZh 1R OBRH L7z (Table 6),

2, C-UTI

L45FEFNTX T 2 IEEERE I Table 7 (R LTz, X4
Bick o RHE X, BHEEBETL (CP) 176)h, =&
266, BB, %2 B THERESS. 2% TH -T2,
SRR (CC) Tid28Bch, %9 B, BRIL0M,
PRER 1B, ESH 8 BITHEYMET.9%TH o7, C
-UTI DRERAE TIXERNSH, BB, LER1
B, 201080 & 7 D B K75.6%T Ho7: (Table
8)e

SEFIDOS LUT I HAECAHKL, Zhick DHEL
RLERIA38BI T H > 72, Z DFHEIIENTHI, HEH
1B, 37 PITHRAEREII8].6%, LK 1%T
b1 (Table 9),

REHAMR TI1t, HMERREIH R L T
81.3%, HEERGAE22() T 1281 BlEVTNOEDR
WEWESR %187 (Table 10),

ﬂﬂﬁ?ﬂ@%%ﬂi, GPC 310832tk S Bt & h, 24
B 50%BKRES R, TREECNT AHETIR
Staphylococcus  epidermidis 8 ¥ h 8 £, 100%, E.
Jaecalis 124ch 9 #, 75.0%, Staphylococcus aureus 2
e 2B, 100% 7% L hsHsE S h B, L L, Enterococcus
Jaccium 1% 3 ¥R R THEFHEL 72. GNB T2 1383485k
DS, 08 (88.2%) BB S iz, EREMO
WTDMR R, E.colil6kkh168k, 100%, Citrobacter ®
28 (freundii & diversus), 100%, Klebsiella
Pneumoniae 3 Hkrh 3 Bk, 100% 7% ¥ DM Proteus B 3
B3ty ~TORE SN Z L TH B,

NI L CRNERHE - 7- B/, Enterobacter aer-
Ogenes 2 BRHS > T b TEHE L, Pseudomonas aer-

*regardless of bacterial count

uginosa 1 RIZIIHERNTH o7z (Table 11),

MIC L BRE#RICDOVTA B &, GPC TI20.05~>
100g/ml LHBJIA K BeZMMBHHAL Tz, BRERITIX
S. epidermidis 1%0.05~12.5xg/ml DR L(ZIZIE S 1372
S LT, E. faecalis 1%0.05~50ug/ml TH % 15,
F1212.5~50ug/ml i E— 27 A SN B HEE & & 72,
MIC & BREEZIR ORI R D B2 b D TId % <, 50
pg/mlDLDTH 4BRFABRDBBREES N TS, Ly
L, >100ug/ml Tid 3TN THESE LBREELHE >
TWwh, GNBTIERERIPBERFEE T D 3 Ecoli 1%
0.1~6.25pg/ml IZ3FHL THBH, ¥ —2130.2ug/ml T
Holze NS T NTHRE & iz, K. pneumoniae =Xt
TERZHELENTBY, 3HH0.1~0.39xg/ml DIE
WMIC TOTFNRLBRBEEN Tz, GNB TI3<6.25
ug/ml DRZMUERLIZHDIZ, WTFhLBREEATYL
%735, >25ug/ml Db DL 6 Bk 2 FRk L BABR L Z DS A 5
7z (Table 12),

BEHHIRE I OME, B&EBIEHONT, FDIBE
¥ DX P. aeruginosa X° Enterobacter cloacae 7z ¥ 2%
FNTx U TR MDY BN S oz (Table 13),

3. GCU

2 Bl X3 2 20 13600mg, 6 H £300mg, 7 HEET
EZ#16l, BE18IThHo7: (Table 14),
4. Bt

BEMEIEA L LT 16IicHAR 6 B BED S8V
EHEREFZ 1208, BRSO IBERERT
Lz, MTHREMBE CRHIERE CHLL:, COMDER
TRFHC L2 LBONZEWER 1BV AS Lo
120 ERERRREE(E T3 14 BUN £524—28mg/dl, S-Cr »%
1.2-1.3mg/dIEBE LR LB H - 72, BEHTH»S
FREOBEEDH > IEFTH 3, HELTR 18/
T BUN {325mg/dl I FREL T 5%, Z DMtz 2 BT
B — BRI TR L RSB L 72, L
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Table 8. Clinical evaluation of CFDN by doctor
No. of Evaluation
Diagnosis Efficacy rate (%)
patients | excellent good fair poor
AUC 13 7 6 13,713 (100)
CP 17 6 ] 2 1517 (88.2) 34/45
C-UTI
CcC 28 9 10 1 8 19,728 (67.9) (75.6)
GCU 2 1 1 2/2 (100)
Total 60 23 26 1 10 49,/60 (81.7)
AUC: acute uncomplicated cystitis
C-UTI : complicated urinary tract infection
CP  complicated pyelonephritis
CC  complicated cystitis
GCU: gonococcal urethritis
Table 9. Overall clinical efficacy of CFDN in complicated UTI
Pyuria
Cleared Decreased Unchanged Effect on bacteriuria
Bacteriuria
Eliminated 17 3 4 24 (63.2%)
Decreased 1 3 4 (10.5%)
Replaced 3 1 4 (10.5%)
Unchanged 6 6 (15.8%)
Effect . 20 4 14 patient total
ect on ria
pyd (52.6%) (10.5%) (36.8%) 38
IEI Excellent 17 (44.7%)
overall
’:’ Moderate 14 efficacy rate
31,38 (81.6%)
Poor (including failure) 7
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Table 10. Overall clinical efficacy of CFDN classified by the type of infection
No. of (percent Ov.erall
Group Excellent Moderate Poor efficacy
ipatientslof total rate
group 1 (indwelling catheter)
group 2 (post-prostatectomy)
Mono-
microbial | group 3 (upper UTI) 4 (10.5%) 2 2 100 %
infection I oup 4 (lower UTI) 12 (31.6%) 7 2 3 75.0%
sub-total 16 (42.1%) 9 4 3 81.3%
group 5 (indwelling catheter)
Poly-
microbial | group 6 (no indwelling catheter) | 22 (57.9%) 8 10 4 81.8%
i fecti
infection sub-total 22 (57.9%) 8 10 1 81.8%
Total 38 17 14 7 81.6%

L, ChSRBRERTERBEELI, Zhe DEF%E
W, cEFFICERT % Bbn 3 REEIZD s Nz
Motz

. # =

CFDN i350mg, 100mg, 200mg % # LR 5 L 726
DMFWEH0.64, 1.11, 1.74ug/ml TH D, FRpEIX
RiIHB0% L |E STV 39, B> T in vitro DG
EEE, CORTBELERT 2 LEREED L L
AUC, El% MIC & FRePBRE CHSIME S & SXRITIZ,
FHREIC & BERHIE TI3100%, UT 1 HH#ET88.9% &
RORBE LB 05, T3+ ERHRZETH 5,
C-UTI T, FHREHEHT5.6%, UT 1 EHT81.6%
L DBOHRIZ I EYEE B, CONRLELT
u%1m$ﬂu@§ﬁ%i?%%u§ﬁ<[HT%%W
Ll E, B3 ERER L LGB 7 — 7 L8
(1738 EERHIFoNn2,

FRDBRIZD VLTI in vitro TOWBEEME T GPC
KOLTBFDRIRKI L LT, FIEEEI L LA
EbTw3, Zn %S EOBKKETAS L, C-UTI
TO GPC 21zt 2 BRERN R 23326k 248k, 75.0%
tflhf:ﬁ%ﬁ%?%f:o ZOAB % H 5 &, Sepider
midis, S.aureus 7 £ 123t L T DBEHRIZ100% %5 L
T Bl 7 2 ARTIRBEIEHTH E faecalis .= LT
bBR O tk, 75.0% L BORERTH S, b DI
REB X2 B E faecium 75 ¥ D—EOIBRE
RBThHote, ZOBBIIHED T & < in vitro DEE &

—HLTBY, FHOERIERYCRBL-ERES
Z 5,

GNB e X3 2 BRE%R 1334861308k, 88.2% & HARF
WY OENRE BT, BREHRR D - EEIAH
BSPUE /1D &1L % > P.aeruginosa & #i2 E.aerogenes
2 ¥k, E.cloacae 1 BRISBE 213572, MIC & REESHE >
© %72 GNB(ZXf 3 %5 CFDN®D B %) & # %) ® break
point {36.25ug/ml L ADEH» L Bbitz, 23, GPC
TS M TId o Tz,

CFDNOFRELT, &5 1 D0k 2 2 ki3, i
FHMLOOh 5 =2 —F /o RREAICHESE b >
MELRXMEERTRE RV ETH B,

SEOBERRED > 5, C-UTIEHFDN21D E.coli
ENod0D Klebsiella (S.aureus & DEHEBRL) 12, 2h
EROWBEDRICE L THB LS, =a—F/0vi
BEMEERL, WIFhd ORFIOERACENTH -
12 DTH2, FFIZZ > LIEROME - MIC 5%
NENL.56ug/ml, 0.39ug/ml L EN-BBHEERL,
BRI BRI TH o729, —2—F /o v RHEHID
EREFIE 75 A I FNECRLIEEATHRLI En
5, MUYEBBORZIEFF L IRXMEERIZVLEEZL
S5h37, SHB=a2—F /0 FIINT 3 EHELSEINT
2EAZERT 2L, FEIDL S wENROL T = A
FOBRESERCE L2 LD L PSS N L, 1B,
NS DOFEMIIBIRICES,

Phase lll study & L T, CCL £ ZEEKR AR, C
-UTI 2R L TRERED FERR TITbn 19, 2
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Table 11. Bacteriological response to CFDN
in complicated UTI

Isolate ggéigi Eradicated (%) |Persisted*
S. aureus 2 2 (100%)
S. capitis 1 | 1 (100%)
S. cohnii 1 1 (100%)
G S.epidermidis 8 8 (100%)
S. haemolyticus 1 0 (0%) 1
P S. sciuri 1 0 (0%) 1
c S. simulans 1 1 (100%)
S. xylosus 2 2 (100%)
E. faecalis 12 9 (75.0%) 3
E. faecium 3 0 (0%) 3
sub-total 32 24 (75.0%) 8
E. coli 16 16 (100%)
C. freundii 1 1 (100%)
C. diversus 1 1 (100%)
K. prneumoniae 3 3 (100%)
E. aerogenes 2 0 (0%) 2
G E. cloacae 3 2 (66.7%) 1
N P. mirabilis 1 1 (100%)
P. vulgaris 1 1 (100%)
B P. rettgeri 1 1 (100%)
P. aeruginosa 1 0 (0%) 1
A. faecalis 1 1 (100%)
A. calcoaceticus 2 2 (100%)
Alcaligenes sp. 1 1 (100%)
sub-total 34 30 (88.2%) 4
Total 66 54 (81.8%) 12

* regardless of bacterial count

DBAEDFEETIZ CFDN 1 H600mg B5 80813,
CCL 1 H1500mg ’&5—3*’(‘81.3%(7)7597]$T§€'§(1)&
»olz, FEDBIONOBKIRERIIENS 2 b0
D, ZOZEERHBICS 5 CFDNORM L —57 5
YOTH o7, €2 THEIR in vitro BV TRs 1
GPC X33 2 FiEEIEMESS, BERRIIC & 5307 - )
THRE N, GNBICREEORRAD b0 L Faoy
WEEERBI Lk B,

INETOROX 7 zLHITIX, CFIX, cefteram
pivoxil (CFTM-PI) & [E#kiIC 1 B &5 &58100~600
mg OV BDIET, GPC & GNB BE&I NS 20k
WHEENE L b ONERITH 3 LFHE LB,

ZeMBLTY, BEORRHA L HEL U iiE
226D, FELBDTHRL, G, %2
HERIBR LB SO 7% D 8 < THEHR 2 B4 L £5
sShiz

X .3

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

2) FIEIHFCEREFESTHAFTIERE, FrEks Ry
v 5o FK482, &4, 1988

3) UTIHFRS (A%, KBIERK) : UTI ERaHmE (8
3iK)o Chemotherapy 34 : 408~442, 1986

4) BFbE@E¥S . R/EHHELRE (MIC) EER
KETIC DV T, Chemotherapy 29 : 76~79, 1989

5) SHIMADA K, SOEJIMA R : FK482, a new orally active
cephalosporin : Pharmacokinetics and tolerance in
healthy volunteers. Abstract No655, 27th ICAAC.
New york, Oct, 1987

6) SuzuKl K, NAGATA Y et al: A clinical study of
resistant strains to new quinolones in complicated
urinary tract infection. Abstract, 2nd International
new quinolone symposium, Geneva, 1988

7 FHEZ o> (BYFY) AR BREAR
Mo BRR LBEY, vol. 41, Na2, 17~24, 1987

8) AR, REMIA: =2—%/ 0 ittt 7 sBR
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36[E B A b Miky 27 0 A X HRE—HHFA,
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Table 13. Strains* appearing after CFDN treatment
in complicated UTI

Isolate No. of strains (%)
S. epidermidis 1 (7.7
CNS 1 (7.7)
E. avium 1 (7.7
E. coli 2 (15.4)
C. freundii 1 (7.7)
E. cloacae 2 (15.4)
M. morganii 1 (7.7
P. aeruginosa 3 (23.1)
P. maltophilia 1 (7.7)
Total 13

No. of patients in whom

strains appeared 10
—  (26.3)
Total no. of patients 38

* regardless of bacterial count

Table 14. Clinical summary of gonococcal urethritis treted with CFDN

Age Treatment Bacteriuria  |Evaluation
(\%]
Patient duration Day of Side
Sex | Diagnosis | dose (days) | obser- |Symptom| Pyuria
No. : species Dr effects
B.W. (mg ~ /day) | total dose vation
(kg)
20 6 0 s + N. gonorrhoeae
59 M GCU | 200x3 excellent| (—)
60 3.6 6 - - (=)
37 7 0 + H# N. gonorrhoeae
60 M GCU | 100%x3 good (-)
45 2.1 7 - - (-)

GCU: gonococcal urethritis
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CLINICAL STUDIES ON CEFDINIR, A NEW ORAL CEPHALOSPORIN,
IN UROGENITAL INFECTIONS

Keizo Suzuki and YosHIHIRO NAGATA

Department of Urology, Hiratsuka Municipal Hospital
1-19-1 Minamihara, Hiratsuka 254, Japan

Yorio NaipE, Masayuki SHINoDA, Masao TakanasHl, Masaki Horisa,

MasaNorI Y ANAOKA, Hipeo Hisr and SHiNicHI ANDO
Department of Urology, Fujita-Gakuen University school of Medicine, Toyoake

A new oral cephem antibiotic, cefdinir (CFDN) was administered to patients with urogenital infections, and
the following results were obtained.

Sixty out-patients -13 with acute uncomplicated cystitis (AUC) , 45 with complicated urinary tract
infection (C-UTI) and 2 with gonococcal urethritis (GCU)- were treated with CFDN at daily doses of 100-600
mg, in 2 or 3 divided portions.

As a rule, the daily dose and duration were 100-200mg and 3days for AUC, and 300-600mg and 5days for

C-UTI and GCU. P

The efficacy rates evaluated by the criteria proposed by the Japanese UTI Committee were 88.9% (8/9)

in AUC and, 81.6% (31/38) in C-UTL

Bacteriologically, the overall elimination rate was 81.8% (54/66) , being 75.0% (24/32) in Gram-positive
cocci and 88.2% (30/34) in Gram-negative bacilli.

It is worthy of special mention that CFDN had an effect on two cases caused by Escherichia coli and
Klebsiella in the other resistant to new quinolones.

A sensation of pressure in the chest was encountered as a side effect in one case. As laboratory abnormal
values hyaline casts appeared in two cases and BUN, serum creatinine elevated slightly in one case.

CFDN provides more potent antibacterial activity against Gram-positive cocci than other oral cephems.

From the data obtained, CFDN showed excellent clinical results in urogenital infections. There was little
difference in safety between CFDN and other cephems. we therefore consider the drug to be useful in the
treatment of urogenital infections.



