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Cefixime (CFIX, Cefspan®), a new oral cephem, was used in the treatment of urinary tract
infections, and was evaluated for its therapeutic effectiveness and safety at the Department of
Urology, Osaka University Hospital and 16 affiliated hospitals. A total of 238 patients were ad-
ministered daily doses of 200 or 400 mg. Clinical efficacy was assessed on 92 female patients with
acute uncomplicated cystitis and 42 patients with complicated UTI according to the Criteria for
Clinical Evaluation of Antimicrobial Agents in UTI (3rd ed.) recommended by the Japan UTI
Committee, to which we added our own minimum modification.

Clinical efficacy was evaluated as excellent in 57 of the acute uncomplicated cystitis cases,
moderate in 33 and poor in 2, with an overall clinical effectiveness rate of 98%. Clinical efficacy
was evaluated as excellent in 12 of the complicated UTI cases moderate in 12 and poor in 18,
with an overall clinical effectiveness rate of 57%. In one case of uncomplicated pyelonephritis,
CFIX showed an excellent efficacy.

Of the total of 102 bacterial strains isolated from uncomplicated UTIs, 95 (93% ) were eradi-
cated by CFIX, while 36 (72%) eradicated in 50 strains isolated from comlicated UTIs.

Subjective adverse reactions were seen in 4 cases (1.7%) of the 236 patients, as generalized
pruritis and upper gastrointestinal discomforts. Abnormal laboratory findings were recorded in 6
out of 141 cases. They were increases in serum GPT, GOT, alkaline phosphatases, total biliru-
bin, as well as increases in peripheral leukocytes. These adverse symptoms and abnormal labora-
tory findings disappeard after the termination of CFIX administration. CFIX might therefore be

considered as a clinically ureful oral antibiotic in the treatment of UTI.
(Acta Urol. Jpn. 35: 1267-1275, 1989)

Key words: Cefixime, UTI, Clinical evaluation
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13 78%FTH. TR, O 7 A« ek
W REEONE A7 v e HL, @ £ p-
lactamase WEETHY, @ FOEAIRENTH
b, @QmFEFFEHMIR L, ILRhOEHBER
BRI AR W cd | H 2 Bo# 5 8 2tk 238 f ¢
&, @RERGCLRIAMRETH-T, BifEAL
ez E, RERBTBZENTES™, SEbR
PIIERERAY RERYGECRE LT, PRE2eMH
PR LIDOT, ZOREYHRETS.
W& EB & UFiE

1. XRED

19884E 2 A 1 AABRAE 7 AKX % CoYE/Mc AR
REMREBFR 0 5O 7 D BIERBE 161638 0 IR 55
ZHWT, cefixime ZEE UIFERIL &5 238 FiC
Hotc. TRODEFEETF4B, LT 184BITH DY,
EWATNL T H88% (3549, 9:%) Th o7 5t
SRBEEGIAS 211 B, ABEIGERIEGIA2760T, RiE DS
DLEEDED ot REEHE L U TR 285
Lk 232 B, #ERNCEREOBIR L i@ x H L,
UTI ZEZHPMERE (58 3RV @& Lic 135 Al A
FloBEESFMORNSIER & Lz (Table 1), fo#iL,
OLFer T r2PHREGSE L LIBAIRAL L,
QOEBEBRORD LRI B A TIRIOEHU Lo L F b
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HAtERENE 4 L LCHEEA L, @ oftur UTIT ZEhRT
ikl Ua o & & Uic. BRIMEGNL 103 6T, #
DO M% Table | R L. TeBEOfo 6 G,
ISEERBE D RER, Wikic KO REL, Hizhgse, B
B, BDVIZRPERORBO I ERITH » 7.
HHMETHIHEO XS & Lz 135 Blotgh, BT
316, &FI04BYTH b, T AL D 5885 (F
#748.85%) TH »7= (Table 2). SEEBFEGIAS]14
B, ABIEREAN2IBITH - 1o, TihbFRIE
BDOFHE KELD -T2,
LMDV, R IHMELEE AR R
b, FAEEEE LICEAD S L, AENEWEROE
I RER BB EO HEB I D\ T HRE I N EH 236 4
OB L.

2. #EHE

BRI LT CFIX 1[@ 100mg % 1 B 2 E, @4
BRCEORE L. REROER T O 5N
Thhi-orM¥ LT, 641 H 400mg 4 2 54
BIighbhl. BEONSINIHLTHORARTH Y,
FHREHECS VT, F-HEEAECS T, *
OB ECHE—N e ERE "W 0T, 1 H
200 mg 54 & —#E L CHRES Lic (Table 3). #5
SRR Bt PR REHRE C 3 ~18 A ), B RIS
BHET5 ~54BAMITH o7, FhEh3~4[E,

Table 1. Cases treated with cefixime
B 4 =2 |
HERME AB ARHETEE ERE £

K OB & EFAN REGNK BIAGAN BRSE BRELRE (-) () BERE HER KEE LB
a 3 %3 165 92 73 19 8 16 26 4
% RERE 3 1 2 1 1
% Lra £ 18 13 5 1 1 2 1
% BHXR 46 29 17 10 2 3 1 1
o ) 6 1 1 3 1

B 238 135 103 31 11 16 1 31 7 4 2

Table 2. Cases evaluated on CFIX effect by UTI criteria

RY  AREFI BMERBSRE WEERBSE
i () 5 x #%) (%) 5 K #%)
16~19 2 3 5(4) 3(3 2 2(5)
~29 2 24 26Q19) 24(26) 2 2( 5
~39 2 17 19(14) 17(18) 2 2( 5)
~49 3 11 14(10) 8(9) 3 3 614
~59 6 20 26(19) 14(15) 6 6 12(29)
~69 5 17 22(17) 16(17) 5 1 6(14)
~79 5 10 15(11) 9(10) 5 1 614
80~ 6 2 8(#8) 2( 2) 6 6(14)
& 31 104 135 93 31 11 42
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Table 3. Difference in CFIX efficacy rates between 200 mg and 400 mg daily treated

paticnts
1SR EFIK BERAR (EREBEHE) g) RURR (EHEYE) g
& & R L TR L R, N LR *®
(mg) (%) (%) (%) (%) (%) (%) (%) (%) (%)
} 57 29 4 2 57 33 2
EE 200 92 ( 62) (32) (4 (20 94 (62 (36) (2) 98
; 1 p
FR B S AE 400 1 (100) 100 (100) 100
10 10 11 6 10 12 15
L3k 200 37 (27 (27) (30) (6 s (2 (32) (1) 59
; 1 2 2 2 3
PR A fenE 400 5 { 20) 40) (40) 60 (40 (60) 40
67 39 15 8 67 45 17
200 129 ( 52) (30) 12) ( 6) 82 (52 (35) (13) 87
2 2 2 3 3
i 400 8 (8 (34) (33) 67 (50) (60) 50
3 135 69 41 17 8 70 45 20
? (51) (30) (13) (6) 81 (52 {33) (1s) 8

Table 4. Overall clinical efficacy of CFIX in acute uncomplicated cystitis

iE E o % [:3 B S x RIS
T o
» ® ¥t #|F Z|E%t (& ¥)F X |ESt| & ¥(F % (%)
ale & 1 8 3 3 1 2 2 76(23)
| R R 9 1 1 1312
& x| 3 1 1 5(5)
R 2R 83 (90%) 6 (7%) 3 (3%) SEMK
BRI T R 74 (80%) 10 (11%) 8 ( 9%) 92 (EWERE) (%)
= 57 (62%) BaEDHE x @ e } o
1 #» 33 (36%) 90/92 aon o
CC =» 2 (2%) (98%) :@:m :

5~6H AR, RO RTLM%HE L.
|54 i

1. TR D926

TSRS D 165 firh, iR
BELIOXRFTH -

BREROHKZ83 B (0%) wiB» bh, 646l
(71%) ciEE, 36 (3%) TRETH-1.

R x35 %h30%, W48 (80%), dkE1061
(11%), AE8H (9%) Thbh, MHMERCT
BRI EMALA766 (83%), WA b LREER
B (12%), AERSB (5%) Thotc (Table
1), HBARKDRTENSIO 62%), HR336 (36
%) THY, BEEHRIXBY TH -1, EREHE
THEWNH62%, BRI LY, B A8
%Th 1.

2. BHMEEBLD 16 (Table 3)
BUHBEFsE LT CFIX 285 L3005
B, PR ARYFHEAECES L, BYeRLE.
LBIREGThD Z L h, MEFRZFE R
RIS THRET L.

3. BM: REERERE D426

B RBRNEEE LT CFIX #HBELE, BE
BRISH b O DL 46 B D B EH64BID 5 b, R
SO RSR & L D428 CH - 1. HRABRBIBRS
Bo Table 6 iR Lic. 4280 BRI EAIX36
Bl (86%), WHBIRHUESNL 64 (14%) ThH o7,
HHECRTHREEHRI6LY, BBEIXBET, £0
FEIXBE TH T

e, AT -FAEERH GFIRIVSEH ol
HMEFHRINZBTHoT o/ LT, FBRER
(B2BENBE LEARR{ES, 46106 HD
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Table 5. Clinical summary of acute uncomplicated pyelonephritis patients treated with cefixime

Case Age Treatment

Bacteriuria* Evaluation* *

No  Sex Do - Duaron Symptoms®  FPyuria® Species _ Count(1at) UTI pr.  Side effects
93 —7;?— 200x2 3 -{_-'__ i Staphyl_ococcus ——-———>105 Excellent Excellent —
* Before treatment s # UTI : Criteria of the UTI Committee

3 days after treatment Dr. : Dr’s evaluation

Table 6. Overall clinical efficacy of CFIX classified by infection type
o &= i % BE K % Bato®
(B® %) £ A% &Y (%)
Bl
7 — T VBRER) 9( 21) 1 2 6 (33)
w B2t
" (B SLARIT 14 M8 BefE)
B IR
B (20t FEREBYE) 10( 24) 5 3 2 (80)
HO
BaP
(Z Db T IR B I iffE) 17( 40) 5 6 6 (65)
) 36( 86) 11 11 14 (61)
BE5RE
g rr-srmmEm) 2( 5) 2 (0
] Eom
g (h 7 —F NI DELEH) 4( 10) 1 1 2 (50)
AN Et 6( 14) 1 1 4 (33)
at 42(100) 12 12 18 (57)
Table 7. Overall clinical efficacy of CFIX in complicated UTI
(323 < B RICH T S

BO# f 1 4 17 (40)

b= 4

B % £ 4 3 5 12 (29)

T 5 2 4 7 13 (31)

BIRIHY 5 % W32 %19%) Cossy | FEIE, (EREHE) (%)
— 2 12 (29%) BaHHE Ew % } 55
1 #=» 12 (29%) 24/42 A 86

i SRFM 31
[ = 18 (42%) G1%) | m 1

BED) TII68%B LD, TDEI4IETH I

HMHE RS RAE AT, ER2H (29%), B
126y (29%) # L CEXNISH (42%) Thh, #RE
BHHRESTIS Th 1o BRCHT5ERi1851 (43
%) wiEE{t, 881 (19%) wi#, % LTIi6f (38
%) CRETHY, WBREERI2ZYELC. fil
%, MERCT AR, B 17H “40%),
BAAA128] (29%) F LTAREHNIG B1%) TH

wic. BB EERRE D DB HED ALY
THY, NBREEREKEXTRS/oh -7 (Table
7).

HE, 42foERER X5 HFRHETE, E8H26
%, BAHHLLLEAS5%, PREHEL LM% TH -1
4. MIEEMZHR

7 FEME R R D26, & X OB S T
%0 16, AFHB3F»LHREHICHHRE S 102
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HiEkAostk (93 %) Wl %k * iRz, Escherichia
coli D EDBEIEL, EEKDOIBTHY, TD5H

Table 9. Bacteriological response to CFIX in
complicated UTI

iH ES

Table 8. Bacteriological response to CFIX in ? ® OB w& BB HRE %) ot

acute  uncomplicated cystitis and Staphylococcus sp. 1 0 1
pyelonephritis ; S. aureus 1 1 100

H &k 4 S, epidermidis 1 0 1
7R B RERo e T @ S agalactize 3 3 100
Staphylococcus sp. 1 1 100 % E. faecalis 3 3 100

S. aureus 1 1 100 INEt 9 7 78 2

.—{ S. epidermidis 4 1 25 3 E. coli 20 18 90 2

4 g-Streptococcus 1 1 100 K. pneumoniae 4 2 50 2
pg  7-Streptococcus 1 1 100 K. oxytoca 2 2 100
g? E. faecalis 3 1 33 2 P K. rhinoscleromatis 1 1 100
Corynebacterium sp. 2 2 100 5 P. mirabilis 1 1 100
ANEE 13 8 62 5 A P. rettgeri 1 1 100
” E. coli 81 80 99 Citrobacter sp. 1 1 100
5 Klebsiella sp. 1 1 100 I C. freundii 2 0

2 K. pneumoniae 2 2 100 i P. aeruginosa 4 0 4
P. mirabilis 2 2 100 P. putida 1 1 100

[}

e Enterobacter sp. 1 1 100 S. marcescens 2 0 2
E. cloacae 1 0 1 Acinetobacter sp. 1 1 100
P. aeruginosa 1 1 100 A. calcoaceticus 1 1 100

B 89 87 98 2 EF 41 29 71 12

&t 102 95 93 7 &t 50 36 72 14

Table 10. Strains appearing after CGFIX treatment

5 b BRHE

BpiER B BILE SRR
% (%) B% (%)

S. epidermidis 3 (19) 5 (33)
Streptococcus sp. 1 (6
7 a-Streptococcus 1 (6
Z Enterococcus sp. 2 (13)
E. faecalis 1 (6) 4 27)
E E. avium 1 ()]
®  Corynebacterium sp. 3 (19)
Bacillus sp. 1 (6)
Nt 12 (75) 10 (67)
E. coli 1 (7
g E. aerogenes 1 (N
4 Pseudomonas sp. 1 (6
& P. aeruginosa 2 (13)
t% P. pseudoalcaligenes 1 (7
IEF 1 (6) 5 (33)
235300 K] 1 A 6)
Tt Candida 2 (13)
#t 16 (100) 15 (100)
gt R (%) (13) (33)
1% 5-1% W R B AE {5 B/ BRI 5 2 12/93 14/42

FHE LI L BT TH - 7. E. coli HB\ioBE
H D2NERRTIXT 1% K L (Table 8).

BRI RRRGED 42602 b, BE5RcFltIhi:
50BEkAR36ER (72%) WHEIEEY Zde (Table 9).
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Table 11. Subjective side effects
% " £ BfER B Kas égi ] - R HH EA
s .
% » Lo % O(ERKL) mxd X B3tz 15
H SR %5 WiE%Z L
- F 64 BEWHE B BEA 100x2 3 2HA MESD # &5@7&
M (%L) 2 HEITHE
H omR g S PS5
+ F 55 25{8%E B Bk 100x2 5 3BH »Hlh it BEIVRA
N HE SR, t (L) [/ EE
A SN BigEH 5 REL L
- F 63 BB B Bk 100x2 6 3HH #»bLi #k %S%BER
S (L) e HE
M SR £25
- F 48 BHETRE B BRR 100x2 18 1HBE PMEHD B
H (% L)
BfERBESEE  1.7% (BIEFIPIR/ TGI8 =4/236)
Table 12, Abnormalities in clinical laboratory findings
Bgryrer
WBCH#tn GOTLH GPTLHHR 8 ALPLEHR
BREEREFIK 1 2 2 2 2
BREERFIR 140 141 141 129 133
B (%) 0.7 1.4 1.4 1.6 1.5
BERREHREERE 43%  (BAAIR/EAK=6/141)
Table 13. Usefulness index (%) by investigators
A% 0 10 20 30 40 50 60 70 80 90
ZFr—N ~9 ~19 ~29 ~39 ~49 ~59 ~69 ~79 ~89 ~100
@ ﬁfgﬂfk 5 1 5 3 2 4 10 15 8 44 s
# it ’
o ) 5 1 5 3 2 4 10 16 8 46
%k
B 50) 2 3 1 1 4 9 2 37
# 79.2
e ﬁﬁ'};;& 3 5 2 2 7 15 3 63
HEGI
[} (38) 3 1 2 2 2 3 6 6 6 7
3 62.3
# ﬁ?’/;;* 8 3 5 5 5 8 16 16 16 18

75 ABHEETI8Y, 7T ABMETTIZAHEEAL
=7, $#%D 5% Pseudomonas aeruginosa @ 4 £k
FRTEELL.

BEBTHBE LR, 77 2BEEO LD 5 E
H (1% »rEEEo b 5EEe (19%) X b iEs
i, HEEXbLTHIE 3HTH -7 (Table 10).
5. ElfeR

LR 238 Bl 5 b, EREMBIRECDWTHR
HINoZ 2868 TH-7c. BEEREFLILOI
401 (.7%) THY, WEhb B RERRET
Bote. BEBEEMS1RVWL3HBRERL, EX

HABERY -4 ERETRE (0) ~FXICRE (100

I UCHALEER (BS, ERZER B8Rk
VBT Thy, AFEOBRIL, [E5H
Dy M2fE, [HB1ELhin] H2HETH-
TGRS V] R 16bkd otk 48D
5% 1 ik, £BBEREOALEAHL, RELF
L. e 3 Bz IRIEA Mk#E Lic (Table 11). 7x
PEBRENTEL260F, 1RSSR TH2EE
., il 1 BIEE S HR A BiciERA R L. EER
BIfERRD ek -7,

AF DR EIBCEBREEEC SV THRE I h g
T 41EEFID 5 b, BERREBEORELEDA TEXHIE

f.
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BiRb v | L¥hicd ok, T&5BFk1HS]
Exhicon1flE, TBfEHA1dLhkv] &&
hicon 58, &566 4.3%) Th - i (Table
12). TR BEERE R e o, HERHES
O 1 PRI EFHRHKTH -7, GPT, GOT L5
D280, EEE»SBFDR 100IU/L wkHL
TED, 5o 1R 2BHRCERLLL. REY 1Y
ED LR LI 260 55 1 ik & BHA LR TH
otehl, fio 1k 18mg/dl FTER LIz
5%, GPT, GOT, ALP W ThIEETH-
7o. ALP 0 8 Ui 2 BIBBIEETH - 7.

6. FAK

H#Er X hBHRATORGE LIL D, HOREMOR
HbB ol otonil, BiiREREESS, HEME
R RYFECI8BITH » 7. FEBIMESL 100 & L,
SEERAREY 0 & LCHE, MEOFHIT9.2, #
FEDSEEIE2. 3CH - 1= (Table 13),

% =g

Cefixime RZRERIEFTE B THRERRIh:
ENte7 = s2HTHY, SH, KERAFMBRER S X
CF D 16BIHEMER CRRIKAIR L M2 RE Lic. &
F BB S 0 165 BIFR0261 2 BN FHE AL ¥
AFLT, REEERDRITBY. 5> bEDRITS Y
B, TORERERY VAR AD O E kT
HE, BABEEH 100 LA VA TREB TS0
D, EHRO K THS BIEETH - .

BN IR B RRGE O 64 BFh 42510 ST S B L
T, BEBEKRBRISTIZThote. FES v RO
L9 PTEEBRRARS TIX, Th¥hes.1%, 61.7%
THY, FEBREEDIZ I NETECEYRE L. &
RERBBAEENCR T 5 H 7 — 7 VREBROBR
A TEZBDOBEC L TER ChoTei tE LR
B, HBHEIRB AT FAGERED L NS
BB BT HBHIREREMRE, ThEhr5—
FAFEEERES L BEBERR ST 3 FR b &
DEEZBHLUTABE, FIEY VRS T LD PTEE
BRAR® &R BRO BB AROBEAY 2% & LT
x5,

CFIX IfERHAEFITHS fodic, E£& LTHkK
TBBT B PR O BN IR REYE B & Rl
EEHEEOBRSE S, FREHETD, Bk
DETHECFMZE. 1 HEE2007, 1400
mg OABEREINRTHB7mh, BIfEROHEL
&4, MWFEREEE LEBER DO TH -7 .
REPC 5 E. coli DEIEN B oD b s

S4B —ETH A 5. CFIX 1XE. coli Listo 7
S ABRKMEE, (R4 VI-ABES T RERL
LI FT7RELHMBROPEINLEACHS? FTh
b, FBBT ED5 I OBABEOEHMIEL, B
BERRER T RHIRETH - o

Enterococcus E7n & D 7 5 ABHEIHT 55 E
PHLBREDRDLN, 77 sk - BHEEAOKRED
Rz XEDLWRELBZ &3, FFOHEARY
MBRBRWEEREBA TS L Eote. LL
P. aeruginosa AT 5 BEZHIEL, BICH
TRV, BEMMCSEIR- 4B LSTBEL
fo. CFIX #&5iBL Tk P. aeruginosa iK%
THROMIE R SRCBL RETHSD.
ABRBRTIZ1 Bz 400 mg »#E5 Ui iER 2405
THY, BERBHOBGHRCONTHRHA T olot
», S#IL] AR5 EY 400 mg R L CHELE
LY BHRHT IRV B IR TS, HEENED
WThIZR X, FRBREOREIEAR VL EnD
1 B2 ERATTHACRENIFTESL = 2%, IRE
avIIAT7VADLET, FFARXTSCHIED ey =
AFTHBEELD.

#=

1. 19884 2 AL AIE 7 A o fic KR A RS
B b ic o BIERBRIGHRIC BT, 238 BI0F
BREIUEC X LT CFIX 2#HBE51, FoikgRs
LM DOWTHRE L.

2. FHIEZZE SV TRHROHELR T 2 1526
I BITH D, D5 bR TFEMEMMEEN LD
BICIL 93 %, BIHNEIREERBRGUE D426 Cik 57 B0k
REYDRYB. BHMEBTRRED 1 fIcdEyrR
L.

3. BEMEIEAL 236 flicovwTHEh, 34
CEBWCHALERERE, TRIER Ak U 2 BHRERD |
B, &Ft48 (.72 wEIFR%Rw k. BEkdkE
EOREEENII4IFIF 6 f] (4.3%) wile, FFiis
HEOBEBEEE Lic. B UCESLIERAIREDN,
st

4. DlEofztad, CFIX ZRBRLAEC L
T, RETHEANOHVWEHITHS LEL DR

gl
il

M O L, BPEBIDES, S IR RE O —
T amE L7z,

X [

1) BE % : Cefixime. Jpn [ Antibiotics 40 :
1537~1548, 1987



EH, @»: x7 .4 Fvs - REREIE 1275
2) HERA, HEFEE =B E:HLVWEoer 5) #31E B A LEREF L HH AR AR v

> AHY vREH Cefixime (CFIX) ki3 Howa FK 027, BT, 1984

% HIE%¥L9KREL. Chemotherapy 33 (S-6): 1- 6) FllAl—, BH B, SFRLESR, BMEKR, BAR

12, 1985 i, BEG—, KBE—E, KNEEH WELE,
3) ZBE % : Cefixime (CFIX) ofkp BhfEic B AR —, BBE_R, RESEXR, AEEZ,

T5H%. Chemotherapy 33 (S-6) : 190-203, AKIUZERR, TREYCHF : BN RRRESFEC X35

1985 Cefixime & Cephalexin #f D _EEREIC X
4) KBIERK (UTI pie& 3 « UTI (REERY % BB FEHIIR 48: 645-674, 1986

$E) FLFEMAEE (55 3/ Chemotherapy 34: (1988412 A 21 H RHIBRZAD)

409-441, 1986





