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7432-S DTt 9 A i e

BARE - NFER KR 8 &ZEN - FHERNA
REBALMBELHRT ABMRUREBE

AR BB - EEPREA - kIR #E - BRIER
AREHKY WZANS

e ¥ -EINE- LR OB FR{EEX
HRRAE ®—AH

hERFY
RIENKE REYEHE

VIRXHEE

»3yho-3-

BUESERRIEIINT 22 7 x LARBORENMK 7432-S (ceftibuten) & cefaclor (CCL) @
Y, ZRBLIUVERBIR DLW T_EEREICLOHUBRITZ2T >, 7432-S i3 1 H 400
mg, CCLiZ1 H 1500 mg % 14 BRE#E5 L, ROER%E8%,

1) RBSEMBIL 170 §) (7432-S 28541, CCLE S H) THY, NERLUEILLVE
HUFEHRE L TRASNAERBE 145 6) (7432-S B 7141, CCLET4) Thot, BH
HBORA - BEES LUBEFRRATFONHICHRLRD ZEBH SN -1,

2) NERSHEICL 2EMRIL T432-S B 71.8%, CCL B T1.6%TH 0, MEMIcH®EI
BHohlithotc, 4, TREHECLZEYELARMICEERRED ShEh -7, NER
GBI AHEFRIR R T T432-S BOEBRRIZ 76.9%. (30/39%k), CCL Bf 64.7% (22/34%k)
ThHod, MBRMICHEEZRZD oL ST

3) BEARERII T432-S B 7.2%, CCL B 8. 4% TH Y, BWARRERBORARR
7432-S 8 8.9%, CCL # 13. 3% CHiB{ficEEZREBEH o NI h -1,

1) NERSHUEI X BHEHFIL, T432-SBE67.1%, CCLE68.0% TH Y, MEMIcHER
RBB SOt 21, THREHECIIEARCOHBBMICERZEBY SARN -1,

ULtok#h o, BUSERMEDKRICBEWVWT, T432-SD 1 H 400mg (£ 2) #5132 CCL

D1B1500mg (23) BELERICHEBRERNTH S ENHRINT,
Key words : 7432-S, Ceftibuten, Cefaclor, 8% SEKERE, —HERILERR

74328 (ceftibuten) 3T HMKF AR CHRS
hWBORY 7 = ARREME TH 5(Fig. 1 )o AR
LRED 75 LBEES L~ 5 LBRICHLT
REERAE T2, % Escherichia coli, Klebsiella,
Proteus, : Haemophilus influenzae, Neisseria
gonorrhoeae IZfi%h TH\ABE/1%%F L Enterobacter,
Citrobacter, Serratia, Pseudomonas
Branhamella catarrhalis % X U Streptococcus
pyogenes IZxt 4 2B H L EV I SICEHEDL-T
79v—BRERETHY, v ROERWEREICEV
Tin vitro il N % R L UBEBRABBH ST

cepacia,

COOH
HzN\n/S 0 Nxﬁ/ﬂ
NJ-?IJ—CONH----I[—_—-Ll S
C H H
/A
H CH,
I
COOH

Fig.1. Chemical structure of 7432-S.

510, ik, A, HIE BESEERST. R
KE 1Y, F2HRRTRELEICEN, FickES

"FH9-56 KA EHFIATEAS & | — 1506
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NA8YE, BMEIEDOATVENY,

7432-S o & b4 ME i 100 mg 45k Uf 200 mg
TR S TREMS5. 6ug/ml LU 1. 8ug/ml %
AL, MeERNE L5 1LOKRMTH S, RPEIRE
5k 24 M TSRO 6T.6~T4. 15 THD,
EMGiE, BB~OBITLRFTHE Y,

ARG CDEIICTT LRI VRESEE D -
TEH, 75 LBEMAES 2 REWE 2 AR
B LENYRNMFEINS, EZTSE, FH
DERBINT 2ENYE, KLt LJUFALEEENN
KHET 2 ENT, REFREMRE L EAEAR
BAEE > TV 3 cefaclor (CCL) 2K ET2 K
ERECLIUBRN 2T 720 T, TORMERSET
%o

1. MRELUAHX
1. XREBI SIS RER
o6l FE 12 B oBIN63E 3 A £ TOMIC£LE 3]
KBELUEOHNMRICZL LB ERRESRE
EXBE Ul RAIE LTARBEL LA, BELE
BEPECEXIBPESIANARBECLLVIE ELE &£
i3 16 MLLECHIIZARBIE L, MEEOWEH, R,
CRP B¢k, AMEkMS, BEHXMErR7EEH o BRRIE
ROEARELSEFICRE LA, TROLS AW, ¥
MO @R TESIBRAT S L L,
(NHMREENERT, BOFICKBEROMRITKES
7SV EHle
(2% S U ¥ Pseudomonas aeruginosa 1 & D
EFREIHOBVWEREI RS NIER.
QERKEZX - XAHFENERISEN.
WAEBRBMEERTORERRSIC LD, T TIERN
K& Lo2H BEM
BIARXRBASERTIC T432-S £/ 3 CCL 25 X h
T REPilo
BR= ) Y RIAER D ZVidE T x LRIAERICT
VL ¥ —DBRED & 5 5EH,
(NEE DI % 1= 13 BREEREE O H 2EH,
SRS, IERL TSRO H 2 BA E 3B
F D@ Ao
(9)% DL EBED A & il L 7 EHo
HH, ARROEREICY/ > TRROABTEHRFL,
BEF IR EEORIELR
2. ABREH LV 1 BRER
HREX LU | HRERITRROL I L,
WEREH - 7432-S 1 H 400mg

HMMEA :CCL 1 H 1500 mg
Wb AT RAKMTL AT BIc T432-S 100
mg (H1E) ##id CCL 250 mg (Hilf) 8K T 2%
¥, MKIL%E (32-CL) LBRL1E. BREMEN
NXE, MRE, TIEHELATEAML A T RA% |
ailrbor 1ERELIGEIBNELTUES
(428) 1O EHL, 1 HAD Y~ MR
ROWMEY, B HAERRU/. BEMOTENEL
Fig. 2 1R L7
7432-S Bi3W, F DO 2EANERTCEHARLT5¢
HTH-7cht, CCLBIIBIAELERTH-1,
3. K¥O¥ DT E L UREHR
REOMOF R4 ERNZ1MEL, o bDo-

7432-S group

400mg (potency)/day -
after after after
breakfast lunch dinner

Z P i B
CCL group
1500mg (potency) /day
after after
breakfast lunch

7432-S 100mg (potency)

CCL 250mg(potency) . ..

placebo

Fig. 2. Package of test drugs.
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Table 1. Criteria for evaluation of signs, symptoms and laboratory tests

Criteria
Signs and symptoms — " " -
—
Body temperature(C) <371 375~<38 38 ~<39 =
* Cough - + + ‘
Volume of sputum - + # ) #
(ml/day) (<10ml) (108 ~<50mb) (505 ml)
Property of sputum " - M PM ) P
Dysgpnea - + +
Chest pain - +
Rales - + #
Dehydration - +
Cyanosis - +
" WBC(/mm?) <8, 000 8, 000< ~<12, 000 12, 000 ~ <20, 000 20, 000<
ESR(mm/h) <20 20 ~<40 40=~<860 60=
CRP ’ - *~3+ 4+~5+ 6+<
1} M : mucous, PM : mucopurulent, P : purulent

5 A4 & 12 T432-S & CCL A3 & 16 % & 5 i
EBICEID e B0 ITER L D EAERICHE L.
241%, RRBMILATES & CRBI T S RBEH AL
MR BV TAERR (NENE) 23CRER
REEW L, TOHER mEAL LBBICESTSD
Il T:5-F (5

5B, 37 bo—35—i3 Key code DRFEL S TICH
H BHEOT— 5 DOREHE LURBFOBRIE I H - > 1o

4. BE5R, BEHELSTESHM

#58Ii2 7432-S 1 [E 200 mg, 1 H 400 mg, CCL
1E500mg, I1H1500mg &L, 1E1G (2A47%
W) 2By —bRREhzLSic ] BIRIBABICH
FPRRATAC LI L, BEMMEFRME LT 4
HRlE LA, UTo4HBRESTHBER3FEHRED
RS EHIET A XS LT

RBRGSRB L AR SN TERVES

QRRENOYRIME XS, BYEHUEINIIE

A

IR A S BRA -~ & St b3 % 5 BARE TR HIBA L 7245

V- .
(=)

WEDfEF BRSSP IE D LEMEBD1BE
REL, BEXHOYHRUE DL L& bBREMEHK

T2 (9afks) LkiciTo o E Lk,

5. GFRXH

KRGS, thoREROHRRIRCL, £, Kl
#%&E| D5 B, streptomycin, kanamycin, rifampicin,
enviomycin, lividomycin, capreéomycin, viomycin
BLUBIBRBEAT oA FOFIBGARELELR, 2
L, BMERRAToA FOBE&IR, ARRESM%
I0HUALRIXOZREINTED, X704 FirGicH
5 EEZONAEROEVBDONT, D OHBRKT
B THRAZEAT KRS hABEERE LMLV
bDL Lt

HRBERK, BBK, r—-7o07Y UBK], XT70o
4 FEERREFIGFRAE UTEIEL, EHEH, A%
[UEXLERA, HRHBEEIBOVBRMIERICOVT
BOREZBY A LTl

6. R IROBRLLUBERRE

1) K - RROBE
HEAHBIUHERERTREOEBHEL, AER
FRIE LTHBTI CENEE LR, DR LLEE
A, 53 8%, SHK% TH®RBIU 4 BHKIC
HTERTEIEE L, COBOBKRIEHOHELL
ToREIIHE -/ (Table 1),
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Table 2. Clinical laboratory tests and time of testing
N Before Day 8 Day 7 (orlz :)’;) Aﬁayf
Chest roentgenography o) [ ] (e]
Sputum culture O O 0
CRP O o o (0]
ESR(1h value) (@] O (0] 0’
Mycoplasma antibody ITHA o o
(IHA or CF) CF o o
Cold hemagglutination [ ] [
Erythrocytes @] O (0]
Hemoglobin (@] (e} o
Blood Hematocrit o) 6] @)
analysis Leukocytes O O O (¢)
Leukogram O O O O
Platelets @) O 0]
S-GOT O O O
Hepatic S-GPT o) o o
function test Al-P o o o
Total bilirubin O O O
Renal BUN ©) o 6]
function test S—Creatinine O O O
Blood . . Pro?hrombin t?mé o (] @
ongulation test | R lasri tome e o °
Protein (@) O O
Urinalysis Sugar O O 0]
Sediments O O O
Direct Coombs'test ( ,_: [ o
_ Pa0, ° ° ° °
Art\er;?clwd gas A PaCO, d o {0 @ ®
PH [ ] e ¥ e L
Blood culture ] T
O : Indispensable @ : Should be performed as ﬁiuch as possible -
O B:FAELTLB4E/NE (RA#E) +5, ml/ B X&), +

(10ml/Bki%), — (HHEKL) 0 4BRE
@WK : B (P). KR (PM), HHEM)O3

oL, BT 1 B2ETHX N,
Q% B : + (BEVFEEXNGEE), +, —D3
B : Bepe

O@mEkE : # (50ml/BUE), # (10ml/HE LS50 @RI : +, — D 2 B
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Table 3. Criteria for usefulness judged by committee

Adverse reations

Clinical efficacy

and laboratory .
abnormalities Excellent Good Fair PPoor Unevaluable
None + + * - ?
Mild + + + - ?
Moderate + * - - -
Severe - - - - -
# : Very useful, + : Useful, + : Slightly useful, — : Useless
? : Unevaluable
Table 4. Distribution of patients submitted for evaluation
No. of patients No. of patients Statistical
excluded included in test
from statistical statistical
analysis of analysis of
Efficacy 1
7432-S 14 7432-S 11
CCL 11 CCL 74 NS
p=0. 6656
Total 25 Total 145
Adverse reaction J
7432-S 2 7432-S 83
CCL 2 CCL 83 NS
| | p=1.0
Total No. of patients Total 4 Total 166
7432-S 85
CCL 85 —
Laboratory test
Total 170 7432-S 6 7432-S 19
] CCL 10 CCL 15 NS
] p=0.4317
Total 16 Total 154
J Usefulness
! 7432-S 12 7432-S 13
‘ CCL 10 CCL 75 NS
- p=0. 8198
Total 22 Total 148
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Table 5. Reasons for exclusion and dropping out from evaluation
. Adverse Laboratory. .
Efficacy reaction test 1 Usefulness
Reasons :
7432-8| CCL |7432-8| CCL |7432~S| CCL [7432-S| CCL
Disease not included in 3 2 1 1“ 1
protocol
Severe underlying disease 1 1 1 3 2
Infection of P. aeruginosa 4 3 I 4 3
Lack of observation items 1 1
Combination therapy with 1 1 1 1
drug not prescribed
Infection of P. aeruginosa 2 1 1 1
etc.
Unclear signs and symptoms 1 2 1 2
of infection
Insufficient dosage 2 2 1 1 2 2 1 1
Unsatisfactory laboratory tests
after treatment 32 79
(Gap of date, no test)
Total 14 11 2 2 6 10 12 10
a) ~c) the same -cases
Table 6. Diagnosis classified by committee
Diagnosis 7432-S CCL Statistical test
Chronic bronchitis 43 45
Diffuse panbronchiolitis 4 4
Infected bronchiectasis 15 17 NS
Infected bronchial asthma 2 2 x*=4.0434
Infected pulmonary emphysema 4 1 df=6
Secondary infection of old 2 1 p =0.6708
pulmonary TB o
Infected pulmonary fibrosis 1 4
Total 71 4 145
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Table 7. Patients’ characteristics
1% L5 Gy g racteristics 7432-S CCL Statistical test
No of patients T 74 /
S Male 46 42 NS
- ex Female 25 32 p =0, 3955
~38 4 8
40~49 7 8
Age 50~50 18 18 z ;;39778
(Years) 80~69 19 26 =0' 3282
70~79 18 1 p=5
80~ 7 5
~49 20 28
. 50~59 30 23 NS
R B°d’(’k“")“ght 80~69 1 18 2.=0. 6029
e 70~ 5 2 p =0. 5466
- Unknown 5 3
" Severit Mild 63 88 NS
- I:vef':ty 's) Moderate 8 6 Z=0.6417
ommuitee s Severe p=0.5211
s ¢ Mild 36 41 NS
(Ph eventy y Moderate 35 31 Z=0.4026
ysiclans Severe 2 p =0. 6873
'Undérlying diseases, No 18 21 NS
complications Yes 53 53 p=0.7114
Pretreatment with No 67 72 NS
antimicrobial agents Yes 4 2 p =0. 4353
S 0 35 NS
- Cpncomitant drugs 5; ;1 39 p =0. 3200
CrFRES : + (BEBLFROBEHE), +. — D 3B BER, EREICEET ST TOELRD &8 % BN

Ol %:+, - DR
OWRSE : +, +, —DIBEKE BEIITLREDOY
Fick3)

OBKER : +, —D 2 ¥R

OF7/)—¥:+, —D 2B

OsMmske, #itiE, CRP : Table 1 ioRTEET

4 BB

2) EkRE

BEERRE >\ Cid Table 2 KR LAFEEIROWVT,
B, 53 E®% TERBLU 14 BRICER
T8I Liclto 1, ERREMICRENBEDOAL

BTasEicli

7. MERE

BERALE, B5h (THK) BLUREKTH (B
BWid 14 B%) KEEROTRILVBERRETV, %
DEXE TABEEERT LS8,

AL AEREAED L CRERRBIZHRRAERE
REEVY —HEB~ZHL, HOBRES LV
7432-S & CCL @ B/ &L BE (MIC) £ BA{L
R SAENE O [T# U TRIE L o

8. FEEEIC & 5

BEEHBECHEREEICLD, REFLELTOEEEL
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Table 8. Initial signs, symptoms and laboratory tests

Signs, symptoms and laboratory tests 7432-8 CCL Statistical test
No. of patients 71 74 /
~<8r 23 31 NS
3Ts~<38 31 | 31
. Body ‘i‘.’g;"“““ 385 ~ <39 10 12 Z=0.7200
P~ P =0. 4680
Unknown 1
- 3 NS
Cough + 31 37 Z=1, 4458
+# 40 34 p=0. 1482
+ 14 18 NS
Volume of sputum # 41 41 Z=0. 2308
# 9 11 p=0.8174
Unknown 7 4
M 1 2 NS
Property of sputum PM 47 43 Z=1.1444
P 22 29 p =0, 2525
Unknown 1
- 39 52 NS
Dyspnea + 24 17 Z=1,9032
+ 8 5 p =0. 0570
. - 60 64 NS
Chest pain + 11 10 p=0.8155
- 14 17 NS
Rales + 35 40 Z=0. 9884
+ 22 . 17 p =0. 3230
' : - 70 72 NS
Deh’ydratlon + 1 9 p=1.0000
Cyanosis N 65 69 NS |
+ 6 5 p =0. 7616
~< 8 32 28 NS
; 8s~<12 31 36
X 3
WEBC (x10) 12€~<20 8 9 Z=0, 7455
(/mm?) <
0=~ p =0. 4559
Unknown 1
~<20 19 17 ;
ESR 20S~<40 23 31 NS
40=~<60 10 5 Z=0. 4806
\(mm/h) 0=~ © 7 12 p =0. 6308
Unknown 12 9
BRI
- 13 12
£~3+ 45 48 NS
CRP 4+~5+ 7 10 Z =0, 3846
6+~ 4 3 p =0. 7005
Unknown 2 !
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RN Table 9. Pathogens isolated
5 No. of strains isolated
Pathogen Treatment group Sta:x:st:cal
7432-S CCL
Single pathogen
S.aureus 3 4
S.pneumoniae 7 5
E.coli 2
"K.pneumoniae 2 1
K.ozaenae 1 NS
'Haemophilus sp. 1
H.influenzae 24 1T ‘ x3=7.0285
df=9
Sub—total 36 31
Two pathogens p =0. 6342
S.aureus+H.influenzae 1 2
S.aureus+K.pneumoniae 1
S.pneumoniae+H.influenzae 1 1
Sub—total 3 3
- Total 39 34

Table 10. Clinical efficacy judged by committee

Clinical efficacy Statistical test
Efficacy
Drug I::S.eosf rate Wilcoxon Exact
Excellent| Good Fair Poor (%) ranksum probability on
test (Excellent+Good)
7432-S 71 3 48 10 10 71.8 NS NS

=—0.1395 p=1.0000
= 0.8891

CCL 7. 2 51 1 0 | e | °

SBME (H|IE - hBHE - BIE) I, WEFOYRE 4R
B (% - B (BAHE) - RE - BRR) BLUR
Wic, &1, WRYRE ABRE (B - BD - POEY -
R B LCHERIEICHE Lo RERISHRALA
Beice, zomR, BE RECHY, BS#GEOT
E LR S#s L CRREM L OBMEHETE S0
OBEICERL .. $RERREBORENS Sbht:

BAICIRREH & OEY AN L, MEEORDN
BLORSVTR, E#(LT 5% CAMRKERY EHRE
EEM LI, &5, ERHRERERS, EHRREE
REAHRL, RBREMOGEES 4 BIE GERICH
B-#E-2T27T (PPRE) - Fill) BICHER
BEICHIE L 7o,

9. INERLIK L BHME
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100.0 -
. 80.0
) J
g 60.0
g
2 40.0 A Tested drug
k] (Treatment group)
3 : O—O :(A)7432-5(7432-5),
5 20.0 @ -® :(B)7432:S(CCL)
o - O~ -0 :(C)CCL(7432-S)
- B—8 (D)CCL(CCL)
0.0 - T T T T T T T T —
0.05 006 0.0 0.0 0.3 078 15 313 62 125 2% 5 100 >0
MIC (pg/m})
Tested | Treatment MIC(rg/ml) Total Statistical
drug | group | g5 005 000 0.0 0.8 07 15 313 625 125 % 5 100 >0 test
y 4 2 2 8| Ns
7432-S 721:%st((§)) 7= —1.697
2 3 1 1 1 2 1 11 {p=0.030
’ 1 2 3 1 8| Ns
ocL %g%g; 7=0.259
1 5 3 1 11 |p=0.79%
NS
A+B:C+D
Z=—1.849
p=0.064

Fig. 3. Susceptibility distribution of causative organisms.

HERATIER, I0ho—5—HRREMERE. Tib
E#. EHES, THREICLIERDRELUTEHMEY
EZDZEMEI%2 T 74~ FLL, EEACHESEE
DRGT-RBERERBLET 4 LAIKDETNT, IE

B2 (BE:IA B FE B KR#AE K R
INREST, % F, DEUEE, A, —KFA,

EHE OB KBV TUTOHEEIT -7

1) ZWMEDOTETE LRITNRORE
AHRMGHTOBEKRER, W LRHA RS L OERR
BFRASOCZHMEZERE L, KOWTHBREREMIC
#-T, ERATELFME, T2k, FRERE ORI
HMRUICEAT BB I ODVTRI L7,

2) Ko L& o5k
BERNOED SN LEFRNDORIBLET « VLIS

VT, THARERC & ICREMICE 5, BHERER
BAEDBLMTICHE L 72,

3) BRRIEEER -
BESEEEOERE, BHRER, WHRLRFELLUE
FREMIZE NS, BE BEE BEOIRETEE
BAHE Lo

4) EXRHE

EEERIER, BEHRREMS L URELVRFHROEE?D
£, B, PPEY, B9, HWERED S BETHE
L7 '

5) MBEFAIRIE

BEABAREL®, EXEOMEOER FHUE
DHBROEES L UBEDOR - HROBBREICHET
X, MK, BY (FHIER), FAE BRARLLUERH
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Table 11. Clinical efficacy by diagnosis judged by committee
Clinical efficacy Statistical test
No. of Efficacy
Diagnosis Drug ’ rate Wilcoxon Exact
Cases |pycellent| Good Fair Poor (%) ranksum probability on
test (Excollent+Good )
. 7432-S| 43 2 28 7 8 69.8 NS NS
Chronic Z= 09000
bronchitis | coq, | 45 1 3 6 3 80,0 | p= 03681 p =0, 3283
Diffuse 7432-S| 4 1 1 2 25,0 ~ ~
panbronchiolitis | ~ap 4 1 \ 2 25.0
— NS NS
 Infected 7432-S| 15 1 11 1 2 80.0 2 e
bronchiectasis | cop, | g7 1 10 2 4 64,7 p=0,3946 p =0, 4441
‘Infected  |7432-S| 2 1 1 50,0
“bronchial - _
asthma CCL 2 2 100.0
Infected 7432-S| 4 4 100,0
- -~ pulmonary - -
emphysema CCL 1 1 0,0
_Secondary  |7432-S| 2 2 100, 0
infection of old - -
pulmonary TB | CCL 1 1 100, 0
Infected 7432-S 1 1 100.0
pulmonary - —
fibrosis CCL 4 2 1 1 50,0
7432-S| 71 3 48 10 10 71.8 NS NS
Total Z=-0, 1395
CCL 74 2 51 11 10 71.6 p= 0, 883i p 1, 0000
05 BRETHE L 1o 10. EHOID F

8) BEHB L UBERREERE
FERRTBEENBERICEALANES bEI, B
KREGREF QAL L CEREI SREMEN > H
RN LD LR, REMENSELLBEZ 2L
IRLAGAERBILER & LTEORESEZREL, %
OEEFELUE L, BEEROHTERRI, HBETK
BEOFPRICHET 2L NIBALEE, B5dikic
Eohdbd, $disRELBEL LIBALPEE, &
BERRETEABOLBEL L,

7) BRK

ERYR L RBRIS, BRREBREOEEBLUE
OEEEDEA b EIc LD, Table 3icRT LI,
BOTHE, B, P05, SERLL, HERED
SBCHE LR,

RIFEBICEBTANENCOVWTR, RBRERTH
Key code B ATIC, /NEBSXTRITL, MIrXRHA%
RE L7

11. Key code DBi$, 57— 7 DRt

IBEREI X BYENTONI K, BERORKREY
ENETy, NEBLUEOHE THRBLCEFETE
RIFbhik, 3V bo—35—ic&k ) Key code 3Bt
ant,

F—S ORI, I bo—5 XD b &ICHER
BEKRASHEBIT L ¥y —HEY L, MRIFIAE ORI
J& U T Wilcoxon DB IR E R BEHEERIHEED
BVWRAAM_RREEEZERAL, MEAOBMLEE
T-720 BHEKIEIERO0.05 & L,
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Table 12. Stratified analysis of clinical efficacy judged by committee

Clinical cfficacy Statistical test
No.of — —— Efficacy
Stratification Drug 0 rate Wilcoxon Exact
CA5%8 | pycellent| Good Fair Poor (%) ranksum probability on
test (Excellent+Good)
7432-S| 63 2 41 10 10 68,3 NS NS
Mild Z= 02138
CCL | 68 1 48 9 10 72.1 p= 0,7843 p=0.7037
Severity
7432-S| 8 1 7 100, 0 NS NS
Moderate Z==0.9736
CCL | 8 1 3 2 68,7 p= 10,3303 p=0. 648
7432-S| 18 13 2 3 72.2 NS NS
No Z= 0,4986
Underlying CCL | 21 1 15 2 3 76. 2 p= 0,6180 p=1.0000
diseases,
complications 7432-S| 53 3 35 8 7 7.7 NS NS
Yes Z=-0,4516
CCL | 58 1 36 9 7 69,8 p= 0.6516 p=1. 0000
7432-S| 67 3 45 10 9 71.6 NS NS
No Z=-0 2471
Pretreat t : —
retres men ccL |72 | 2z | 49 | 1 | 10 | 708 | p= osog | PSLOW
with
antimicrobial 7432-8| 4 3 1 75.0
agents Yes - -
CCL 2 2 100.0
7432-S| 40 2 27 5 6 72.5 NS NS
No Z= 0347
c . cCL | 35 2 24 6 3 74.3 p= 07379 p1.0000
oncomitant .
drugs 7432-S| 31 1 21 5 4 | 110 NS NS
Yes Z=-0, 1547
ccL | 39 27 5 7 | 69.2 p= 06493 p1.0000
0. # g ) THo, 44 (7432-S 2 ¥, CCL 2#)) »F K
1. EFDOAE A&t EMERREBOFMATRG 154 1 (7432-S

AHBR T 7432-S 5 W3 CCL nfEEXTbh i
13 170 4 (7432-S 85 #, CCL 85 #l) T&H » 7=
(Table 4)o NEBLICBLTHIFMEE LTORS
ERFLAER BYHEOFMIERIE 145 4] (7432-S
7141, CCL74 %)) T&d b, 254 (7432-S 14 4|, CCL
1B DRFREE 1o REAHONRDER D
BREEHEHLE THRAKES §l, HEAICEZHDNR
VIRIBE S EAERED 10 5, REERIRARD 3
PIETH -7

BIfE R DF xR (& 166 #1 (7432-S 83 #il, CCL 83

79 %1, CCL 75 #1)T 16 #1(7432—S 6 #i, CCL 10 #i)

NRFEE N - 1o BRKOFMITER L 148 F] (7432-
S T34, CCLT5#) Thbh, 22# (7432-S 124,
CCL10#1) AR&EHE 1,

LB BIfEE. ERREMD L CEREHE
D ORI NIENNFICIIEREICEELRD @205
hish -7 (Table 4), SFMEB KT 5 RRAR
Hi3 Table 5T/ L 70

2. BEEEERFONHOE—MH

EHEFEEHRADOEEERFIc>WT, HHEOS
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Table 13. Clinical efficacy classified by causative organisms as
judged by committee

Efficacy -
‘ No. .
0rganism Drug ° of IExcellen Good | Fair | Poor | rate(%) Statistical
e patients test
v (E.+G.)
L 7432-S| 3 3 100,0
" S.aureus -
CCL 4 2 i 1 50,0
4
= NS
8 S pneumoniae i 5 ! ! T4 1z=-0,0013
L =P CcCL 5 1 2 2 g0.0 |P= 0.6272(Total)
E‘ ps  1.0000(E.+G.)
1
O NS
S 7432-S| 10 8 1 1 80.0 7 = -0, 7506
. Sub—total =-o.
cCL 9 1 4 1 3 55,6 p= 04475
p= 0, 3498
: NS
7432-S 24 1 18 2 3 79,2 - _
. Z 0.4623
H.influenzae — 06439
CCL 17 1 11 2 3 70.6 p= 0
2 p= 0.5286
) 1432-S| 2 2 .| 100.0
g Other GNR - by _
g CCL 5 2 2 1 =~ 40,0
g .
© 7432-S 26 1 20 2 3 80,8 NS
Sub~total : Z=- [1)- gg‘l’g
CCL 22 1 13 4 4 63.6 p= 0
il p= 01832
" Infection of 7432-8 3 2 1 66. 7
\ 2 pathogens CCL 3 3 100, 0
NS
Total 7432-S 39 1 30 4 4 79.5 Z=-1.1050
‘ CCL 34 2 20 5 7 64,7 p= 02692
p= 01578
Lovars e
AT
Table 14. Bacteriological efficacy jﬁdged by committee
" Bacteriological efficacy o ‘ Statistical test

Eradication
rate(%) |Exact probability|Exact probability
for (2x5) ,pable on eradication

No. of
cascs

Partially

Eradicated| Decreased eradicated

Unchanged| Replaced

"2-8| 3 30 1 ! 6 1 6.9, NS NS

o | ow 0 0 ) 607 p=0, 4246 p=0. 3047
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Table 15, Bacteriological efficacy classified by causative organisms
judged by committee
‘ —
Organisms Drug No.of Eradicated |Decreased Parlially I_Imfhangl‘(f Replaced Eradication|Exact probabllnly
patients eradicated | rate(%) | oneradication
Sourens  |1432-8| 8 3 100,0 |
°o CCL 4 1 75.0
>
g S oneumoniae 743278 7 1 85.7 NS
é P CCL 5 4 1 80.0 p=1.0000
[
- 10 1 90,0
S oubtoral | 743278 . NS
CCL 8 7 1 1 71.8 p=0,5820
7432-S 24 17 1 5 1 70.8
H.influenzae 32 NS
@ CCL 17 11 6 64,7 p=0,7417
%
a0 — 2 2 100, 0
2 Other GNR 7432-8 ‘ -
lE CCL 5 1 3 1 20.0
[
<) Sub_total | 74327S| 26 19 1 5 1 73.1 NS
ub—tota
CCL 22 12 1 54,5 p=0,2323
Infection of 7432-S 3 1 66. 7 B
2 pathogens CCL 3 100.0
74328 39 30 1 1 6 1 76.9 NS
Total i
CCL { 34 22 10 2 64.7 p=0, 3047
HORD Z5F@E L 7. ShABRLLTERBENRESWAEM T3H
1) & (7432-S 394, CCL34 #l) Th-1o,

INBELITIDREINBKEICLETE, BHER
BIR, UVEFAMABAKJEXR [IEXMWIRE O REE
il e, MBMICEY 22HMENHICEELRY
BHoniim-7: (Table 6 ),

2) e, F#p, (kB EEE BREKE-A0HE %
TRER], FAXOHE

CHoDRHICBWT, AEMICEELIRY REDS
hiidh -7 (Table 7)o

3) RREHFOIERFTR - EERREE

BRERMEKOEKRER - FRELUVERREBERY D
HERPEER WThoHBIBVWTH, AHMEICER
RO BB oIS -7 (Table 8 ),

4) BREL L UBRZHRH

HHHEFMEXIR 145 Fich, ABRBAEFTOREL & 78

D55, BUBRERA 67 H, 2HORABLEAEHITH-
7:o HIMRR c B A E LTI, H influenzae,
Streptococcus pneumoniae, Staphylococcus aureus
NBELAMIN TV, SEEOYREEB <ML TR
MicEEZ3BHoNLEd -7 (Table ), EXRED
5 b RMBEHARNERI N DD 9P I9KT
& 7o 7432-S & X U CCL @ MIC A% ML Tl
BEcHRLRYRBLONES - (Fig.3)o

3. INERSYHEBIC L AERYE ‘

1) 2ER S L KRERIERNE

B FEAR 145 Mick i 2/ NRELI L BHER
$% Table 10 IR Lo 18 KB BREE LA OEKY
Fid 7432-S BT TL Bich, F%H 36, HH B
POHY 10 B, W2 10 HTEY L EHESDELEY
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Signs and Days No: of patients Improvement rate (%) Statistical
- symptoms 74328 | CCL 20 40 60 80 100 test
Body . 3 46 45 5 9 NS
temperature 5 46 4 ol } NS
!i\“l‘:f‘ . 7 48 42 E .b NS
b 7! 35 32 I NS
Cough 3 65 67 . @0 | NS
5 64 65 g : oo | NS
7 69 69 : ' ‘oe | NS
14 51 52 P L ol NS
Volume of 8 58 65 R : NS
sputum 5 57 64 ‘ E . 0 NS
7 61 68 ' 9O | NS
14 45 52 . @ io NS
Property of 3 62 64 C} § NS
sputum 5 55 55 foe| NS
7 59 61 : foe! NS
14 42 33 : i o NS
Dyspnea 3 27 20 oe NS
5 28 20 i oe i NS
7 31 22 : a ‘o NS
14 22 16 i eD NS
Chest pain 3 12 10 o : 0 pX=0.0294
5 11 9 i @i O NS
7 11 10 ? e NS
14 11 8 ‘90 NS
Rales 3 43 42 ‘0 e 5 NS
5 39 40 e ¥ NS
7" 55 50 ; i Oe NS
14 41 40 @0 NS
ESR 3 17 15 ® | o NS
5 2 5 PO -
7 36 40 e ¥ NS
14 29 31 oe NS
CRP 3 22 19 oe | 5 NS
5 3 ’ 1O -
ol 49 51 ® .0 | NS
14 41 41 & O p*=0.0476
WBC 3 16 16 ) ’ NS
5 1 ‘ Q —
N 7 38 38 L NS
14 27 33 ‘90 | NS
® 7432-S
O CCL

Fig. 4. Improvement of signs and symptoms.
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Table 18. Clinical efficacy judged by physicians

Clinical efficacy ‘ Statistical test
No. of Efficacy
Drug 0.0 rate Wilcoxon . Exact
CASES | Excellent| Good Fair Poor (%) ranksum probability on
test (Excellent+Good)
7432-8 71 8 42 15 70,4 N
S NS
Z=-0,1720 p =1.0000
CCL T4 8 48 18 70,3 p= 08634 ’

Table 17. Side effects judged by committee

Item

7432-S| CCL | Statistical test

No. of patients

83 83

No. of patients with side effects

(%)

6 7 NS
(7.2%) p 51,0000

Mild
Moderate
Severe

Severity

NS
p =0.1923

Side effects
Fever
Nausea

Angular stomatitis
Stomach discomfort
Stomach discomfort+

Loss of appetite
Stomach ache+
Diarrhea
Abdominal pain+
Diarrhea
Diarrhea

Fatigue

—

B (LITHSEEES) 12 71.8% TH 7o CCL E5H
T TABIh, R 2Bl ERSLHL, COEY 1M,
W 10 GICHYDED L. 6% TH 72, MHMICHESE
RBHONEN -1z, b, BHEISEIR UCzAHA
WEEXL, [ELRILREOBRRE SR BREHRLY
BT HHRMCEEREZZD SN -7 (Table 10,
11)e .
2) EREEY, BWEE - AOHET, 7T HEA,
PR DB RHEERY R

INBRSHEIC & HHEHLRE Table 12 1SR L,

HIEESEERYD R TRBERICH T 2 EHRI 7432-S
7968.3%, CCLM 2. 1% Tdh b, mikicHFEERE
BONIEM T, £, PEFEICHTZEDE (1430
S 100.0%, CCL66.7%) i<BIL T bmEBMIcHEER
BHONEH -1,

EREE - APHEOGERIEERD R M L TimEHE
KEELREY RN -1, KTREROERM, 6
AXOBEIEFRD RcBIL T HHEBMICEEZED
SN 720

3) EREERSE
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‘Table 18. Abnormal laboratory findings judged by committee

Item 7432—-8| CCL | Statistical test
No. of patients (] 75
_"vNﬁo of pétiénts with abnormal laboratory 7 10 NS
findings (%) | (8.9%) | (13.3%) p=0. 4455

Abnormal laboratory findings

WBC! - GOT ¢t 1

Eosinophilia 4 3

Eo.t - GOT?t - GPT*t - AL-P? 1 _

GOT ¢t 1 1

GOTt - GPT! 3

Bilirubin t 1 1

BUN ¢ 1 o

EABBERHEAL Table 13 KR LA, S
preumoniae, H. influenzae, 75 LIBMEHE, 75 4
BYEOVWTNORATA T HABMICHEEEZRED S
niEhot

4. WEFHHR
BRAELBEINL TBEMICSLWTORBE¥HIYR

% Table 14 i<k UTco T432-S Di¥ikEi3 76.9% (30/
3941), CCLDHkEIZ 64.7% (22/348) Tdh - 12,
[ g v P € oY (RAC Y o

ERE A mEAOMBEENIHRZ Table 15 i

%“U7o S. pneumoniae, H. influenzae, 7 5 LfBtE
B 775 LEREOWThORATATHEBMICHER
ERBD oI - 12
5. B - TR B L UBKRRBERADHEH, HEBE
- IRAR S B DEEHRER « B Bb L CEE R B RR
EBLBOICREEAEE3HEB, 58, THB®H
LV U HED 4 A THERF L, Zos#% Fig. 4
KRl

1) BRER - REOHEB L UREE

JERER - FRRCBAL TR, #E, %W BER %
MUK, TRES, M BRI TOVWTEOHRES
LURBEE BRI L7 BE53HEICE T BMED
REEIZ B\ VT 7432-S 33.3%, CCL 80.0% T CCL
PEEICBOESRER LR, EOMBOEHIREVWTIR
ARMEERZIZDONLh 2T,

L) BRRERKOMES B L ORER

R, CRP LU HMBkIc oW TZ DS H LUK
BELHLBRS L7, #5 14 HEICH 5 CRP 0K
BE 20T, 7432--S 3 58.5%, CCL 4% 78.0% T

CCL o #EENIBRIZE D » 10

tofoHEB >V TRERMICEERZZBHONNI
AR

6. FHREYEICK ZERE

B XTR 145 ) (7432-S 71 ), CCL 74 #))
K2OWT, FHREMUMEICLIERDBRELBEL 2
7432-S IEH 8 Hl. B 26, PPEYISH, EY
EHTHEDE 70.4%, CCL i3F% 6 ., H%h 46 #.
DOHR 18 B, W4 Fl, EHR0.3% CHEMICE
EEZZEHONIEM -7 (Table 16),

7. BEAB LUVEKREERY

1) &ifed

BIfEE MR 166 £ (7432—-S 83 #il, CCL 83))
IBWT, T432-S iz 641 (7.2%), CCL Iz 74 (8.4
%) ic@Bd oA (Table 17), FBMICHRZIE
Hoiihot, T432-SD e FIOANRIZREM L H], B
MR+ RENR LI, FE+TH1E, TH2H,
2HEEER I ATHTNLIEET, BRTRIEMEL
BREBEAERLA, CCLOTH bR H, TH# 246,
R+ TH L ARET BEXBPFETERG 1 HO
THERZ 2HE8 LT,

2) BEAREBERE

BS PR AR 2 1B M XY R 154 B (7432-S 79 #, CCL 75
#)icB VT, 7432-S 741 (8.9%), CCL 10 4 (13.3
%) icE» o, HEMICEERZEBD oML,
7= (Table 18),

BERREBREOANRIE, 7432-S JIFHEKIEE 4 #),
GOT L& 14, ®EYALEER1#], BUN LRI
#lTHhh, CCLILIFEEREZ 34), GOT+GPT 0 k&
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Table 19. Usefulness evaluated by committee
Usefulness Statistical test
Useful .
Drug No. of Ver Sliehtl SeIUIness 1 Wilcoxon Exact
cases y Useful ALY | Useless | rate (%) ranksum probability on
useful useful
test usefulness
7432-8S 73 8 46 11 18 67.1 NS NS
Z =0, 0022 _
CCL 74 2 49 13 1 88,0 p =0, 9265 P 1. 0000
Table 20. Usefulness evaluated by physicians
Usefulness Statistical test
ful
Drug No. of Ver Slightl Usefulness Wilcoxon Exact
cases Y Useful ENYY | Useless | rate (%) ranksum probability on
useful useful
test usefulness
7432-S | 718 8 37 14 14 61.6 NS NS
Z=0,3713
CCL 74 5 45 13 87.6 p=0,7104 p=0.4930
RI3IPIETH-1, cefroxadine, cefadroxil, cefixime, 70 K5 v /&L

8. NERLHIEILBHAM
INERLIZE DD RY SN/ HERLME (Table 2)

KL DYEENI-FRAMIR, T432-S CHEITKE 3 M,

WEH, PPHEILH, Tk 13ATHRRULOA
F$67.1%Th->1. —#, CCLOFHEKIL68.0%
Th-7X ARMCEFEZIZHShAL- 1
(Table 19),
9. ¥REYEICLIERKE
FHREHEICLAEARIZ T432-S ©61.6%, CCL
TOL.6Y CTHBMCERZIZY o1t
(Table 20),

m % =

BEOE7 x AREMEORMREIDITE L, #ic
EFFICBEOTEFLVLDOMNH S, 20, HEARY
FLDILAPIREADHKIC LD, EERCEEMEDORK
REICEBNIEREREDTFTVWE'Y, —4, EOHF
iz, B, $EEOARBELZDLICFEHAINTED,
EHVERL, BNLEN-SONBRIH, 20MEED
ML TWwa, '

BOROE 7 LRREYER, FERINEDO LD &

L ¢, cefalexin, cefradine, cefatrizine, cefaclor,

T cefuroxime axetil, cefteram pivoxil, cefpodoxime
proxetil, cefotiam hexetil 4% D, B i3 ORK
IKEh, RENORVWEFORRNIZINTVS,

7432-S BB RUEHAFCHMR I ALK LVED
AE7 = ARRHHR T LY 5 LREES LT
—Mo 75 LBEEICH L THEBEE®EEL, HICE
coli, Klebsiella, Proteus, H. influenzae, N.
gonorrhoeae Z0 7 5 LRREEICBRH THRWIENE
BLTWVWS, EORIXAEN, MPMBET 100 mg, 200
mg 580 Cmax &4 5.6 ug/ml, 11.64g/ml T
FRthHobTHLRE LEN/ - BHEICALbDOTHS Y,
T, Bk ABBRAR ST, HRERR'Y, BE
E1HEY, F2HARTO RVREUENBDONTY
59, 46, BUSEBRREICHT 5 7432-5 OFH
H, E2PLUARABLERNCHETSENT,
CCL #%R¥L: + 5 _EEREIC & 2 LRI ET-
oo MEED CCL 13, BEHRS IFREBRECR
BEhTVWT, 20HFAMIEEIATED, THhET
BUESEXAS 5 VEIKEXLENBE L LEHERD
HEEL LCHEG D, RS LUERAELNELFE
INTWB!3~ID,

7432-S O—BEFRRKR (B 2 BRR) ORFIF
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5 EREPMELEBARXRRETHESOLY,
BEFRERRE o B 2EDOFRRIZ T0. 8% (119/
1680) THot. | BESRBIBKRYRTIL 300 mg
#70.5% (55/78%), 400 mg £%68.1% (56/8141) T
0, 200mg & 600 mg REFRMMNEL L 4HE5H
LU EHRR@ENTE N1,

7432-S O ROBER, 1 BEESRIOHEKRY R
1E100mg, 1 B3E (300mg 23) HKEHRE 1
200mg, 1 H2E (400mg 4 2) #EMHENERDK
SENRTRIZAIS TH -0t ERETEEENY
BOERNSIZ 400 mg R 2H{EEHDIRS S
pnemoniae DRBEI T, ARKLDEIM-LDT,
|EREREBHEC SICEREBWVT, 1B 200 mg
1B 2E#R50 1 B 400 mg DARICIRE Lo

=%, CCLoAR, BEOMRBREICAVOhE
RERKEARD 150 mg (5 3) Th-7o, FFREBELR
P, EEDPEHEVIRIMBOEZHOEVREIC
1 RS0 mg TG THIEMBL, IoBED
WU ERPEORVDHEARTARS 'Y, £S5V R
CCL @ 1 5% 1500 mg THERFTEZERHEL TV
30T, thoEBEICL TARRICHT S CCL 0H
®£1500mg (B3) &Lk,

SEORKRICBEWT, ERNB/EINAERIEH
170 1 {7432-S 85 #l, CCL 85 %)) TH -7, /NE
BARLAHUTORE HYHFENRIE 145 B

(1432-ST1 ), CCL74 §) T 25 FIBTREA L »
ko CORBREMITOWTRARMICHEESEL IR
BohT, i, AYUFREHRAOEHERT, 2%

heme, . Fie E EEE, ERKE - SOHE

RITHER, HAEOFE RBRMBEOTERFRE, B
KREE EXEBLVRBUHAFOTRTIIOVTH
LD DER S =D £ Y (R0 e
PMEEESHTBICLBEERY R T T432-S 71. 8%,
CCLT.6%Th b, MEBMICEEXRZDPONT, ¥
BEHEICL KRR b 7432-S 70. 4%, CCL 70. 3
KCHBRMIcEEZRBH SO, T, KBTI
BRMR, EEED, EWREE - AHEOTEISOE
RYROEHIBITIC >V T HEYRICE VW THRMICE
R2RBYohh -1, THhbD, BUKERLEC
%113 7432-S 400 mg 43 2 #% 58 & CCL 1500 mg 43
IREBITHVT, MEOEKYRRIILALEAZETH
D, BRENEESHK 13 MoV TOMBEXY R
Tid, 7432-S DEH%.FIZ 76.9%, CCL D& i
6.7% T 7432-S D AN EIHER T - o ERE
DHTHRERBEDE M - 72 H. influenzae DEi%

RELDHE, T432-S1370.8% (17/24 @), CCL 64,7
¥ (11/1740) &% 7432-S 'Eh - b, WY
NOMBMICHRBIIEDSHED - 12

BRER « TRE L VMERBERMROEERS L S It K
BECHVT, RESHERBIT I HMOUBEL LU
#5514 EBBICHIT S CRP OXMEL CCL izHRIC
M- fott, EDHDIKB TIRTRTHHBEMICHERE L
Bhohiih-t,

T2k, RIfeFMNEXIR 166 flch, 7432-S 18
# (7.2%), CCL TH (8.4%) icBfEEMEBH SN
M, MBMIcERERBDoNLEN -, T432-S DF|
ERDOARRI RN, 25ERF, FBBRERRETHD,
thoOEOL 7 x ARRENR L BUL D TH 1,
EERMEBRER L 154 BB, 7432-S 74 (8.9%),
CCL10% (13.3%) wi@ponsd, MRMIcEERE
13734, 1432-S DRHEOMRIIFHERMEE, GOT L
B, Y LEVER, BUN ERTHYD, Chbitho
BOt7x LRREYMRERAME LD TH - 12,

BN, BN MRL-FRtORN TR, /NER
&¥|E T 7432-S DHARII 67. 1%, CCL i3 68.0%,
FHEHETD 7T432-S61.6%, CCLBT.6% TH b,
WENRbLHHMIcEEZEIBRY O,

UEDOBEKRMENS, BEKEBRRECKLT
7432-S ® 1 H 400 mg (4¥2) #5# &L CCL 1 H
1500 mg (£ 3) {EREBZIZARLBERNBON,
e LE <, T432-S i3 CCL L ERIcH H AT
HHELHHEREIN

X L3

1) ABBEET, PIEE STEF RFREE N
EO0+ 7 = LK T432-S 124 2 4E¥ R
Chemotherapy 37 (S—1): 1~20, 1989

2) #HE /& SHABMF, FHETF:T7432-S 0HR
BEANES, X=V ) UEEERAINT 2 HE,
BLUMAMEE ey AER< 70T 7=V ED
BAIRREER.
Chemotherapy 37 (S—1) : 33~43, 1989

3) kE B fi:FHEEOELT L LRHMENE
7432-S @ in vitro HLEEA.
Chemotherapy 37 (S—1) : 701~722, 1989

4) ZFFEH ® HE, LMHE=:7432-Soin
vivo FLEEH.
Chemotherapy 37 (S—1) : 723~729, 1989

5) /IHXE, fth: 7432-S LXK U trans (EDF v b,
4 FicH i 5 aESHERR,
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6)

7

8)

9)

10)

1D

12)

Chemotherapy 37 (S~ 1) : 804~815, 1980
/NHEIXT®, fti : Cephem BEOMEMK 7432~
S (Ceftibuten) @5 v hbic&ir 5 1 » FERM
# i , Chemotherapy 37 (S—1) : 818~
832, 1089

RE B, f: €7 - AREOKEYR 7432-8
(Ceftibuten) @5 » hizdsit % 6 » BB
M8, Chemotherapy 37 (S—1) : 819~844,
1988

NAKASHIMA, M. et al : Phase I clinical
studies of 7432-S, a new oral cephalosporin :
Safety and pharmacokinetics.

dJ. Clin. Pharmacol. 28 : 246~252, 1988

¥ 35 EEALEREES BEFABRE, ¥
Ko RUY L, T432-S, RS, 1987
BAR{LEMEFES - B/NREHEILERE (MIC) &)
EEFHITICOWVWT,

Chemotherapy 29 : 76~T79, 1981

R HE WOE=, A% X: 8577 LK,
Pa%t 59 (6) : 1081~1086, 1987

RE 8 AHAHES B2 B THRAZ23:
Cephem % O EMHE 7432-S ORLEFHI#
W, Chemotherapy 37 (S—1) : 1127~1139,
1989

13)

14)

15)

16)

17

18)

19)

B BT, i B ERERGE 2% 5 Enoxacin
(AT-2268) & Cefaclor DEYLEBERR,

B IEEMEE 58 : 1046~1072, 1084

INKEST, fi: REAEBREICNT 3 BAY

00867 (Ciprofloxacin) & Cefaclor X% &

BR,

Chemotherapy 34 : 1011~1037, 1086

INKETT, it R RIE I3 T 5 T-2588
& Cefaclor DB HEER, :

BIEYHIE 60 : 1052~1077, 1086

S X b WEEATERIINT S Cefixime

(CFIX) & Cefaclor (CCL) DESFRH SRR,

Chemotherapy 34 : 1150~1183, 19868

5% % fh: BNEAABRRELNTE

Cefuroxime axetil & Cefaclor D —HERHK

wnit,

Chemotherapy 35 : 435~481, 1987
KRHARS, i - AEERRICHT 5 86472,

Cefaclor & Amoxicillin D —EEREICL A E

BRI DL,

Jap. J. Antibiot. 39 : 853~887, 1986

% ¥, fth: WESGERRE ICXH 5 CS-807

& Cefaclor O ) HEHAREMR.

% 36 M AXLEREFELRBE, WF, 1988
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.:COMPARATIVE CLINICAL STUDY OF 7432-S (CEFTIBUTEN)
AND CEFACLOR IN CHRONIC RESPIRATORY TRACT
INFECTIONS BY A DOUBLE-BLIND STUDY

Masaru Nasu, AKIRA SarToH, KouTaro OHizumi, Izumt HavasHi,
Hirovuki KoBayasHi, Konya SHiBA, SHIGEK! OpAGIRI, FumMio MIKi,
YosHIHITO NIKI and ATSUSHI SAITOH
32-CL Committee Members

AKIRA SAITOH, MAsuMI ToMIzAWA and ICHIRO NAKAYAMA
The Second Department of Internal Medicine, Hokkaido University,
fn School of Medicine and Related Hospital
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Department of Respiratory Disease, SapporoGeneral Hospital of Japanese Railways

Kazuo TAKEBE, KATsuHiRO OKAMOTO and MORIO SAGARA
The Third Department of Internal Medicine, Hirosaki Umversny,
School of Medicine and Related Hospital o

KiuosHi Konno, KoHTARO OHizuMi, AKIRA WATANABE and SEIICHI AONUMA
Department of Internal Medicine, The Research Institute for
Chest Diseases and Cancer, Tohoku University

Tamotus TaKisHIMA and SHIROH IDA
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Osamu SEKINE and NOBUKI AOKI
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We conducted a comparative double—blind study of 7432-s (ceftibuten), a new oral cephem
antibiotic, and cefaclor (CCL) to evaluate the efficacy, safety and usefulness of both drugs in
the treatment of chronic respiratory tract infections.

7432-S was given orally at a daily dosage of 400 mg, and CCL at a daily dosage of 1500 mg
for 14 days.

The following results were obtained :

1) Of the total 170 patiens (85 in the 7432—-S group, 85 in the CCL group), 145 were
evaluated for efficacy by the committee members (71 in the 7432—S group, 74 in the CCL
group).

No significant differrence was noted between the two drug groups with respect to the exclu-
sion/dropout percentage, or patient background.

2) The clinical efficacy rate judged by the committee members was 71.8% for the 7432-S
group and 71.69% for the CCL group, with no significant difference between the two drug
groups. Nor was any significant difference noted between the two drug groups in the response
rate as judged by the physicians. Bacteriologically, the elimination rate was 76.9% (30/39
strains) for the 7432—S group and 64.7% (22/34 strains) for the CCL group, with no significant
difference between the groups.

3) As for the incidence of adverse reactions or abnormal labaratory findings, there was also
no significant difference between the groups.

4) The usefulness rate judged by the committee members was 67.1% for the 7432-S group
and 68.0% for the CCL group, with no significant difference between the groups. Nor was any
significant difference noted in the evaluation of usefulness as judged by the physicians.

These results demonstrated that 7432—S administered at a daily dosage of 400 mg (in two
divided portions) was as useful as CCL at a daily dosage of 1500 mg (in three divided portions)
in the treatment of chronic respiratory tract infections.



