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Fig. 1. Chemical structure of cefoselis.
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Table 1. Items and schedule of laboratory tests

Time of testing after entry

Item Before (Day of treatment)

entry
7 14

Chest roentgenography

Bacteriological exam

Arterial blood gases

ESR (1h)
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RBC
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WBC

differential WBC count
platelets
prothrombin time
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BUN

serum creatinine

Blood
studies

Blood
chemistry

protein
Urinalysis | glucose
urobilinogen
sedimentation®
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Cold hemagglutination
Coombs’ test
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14541 (FK #7581, CAZB7081) TH -7 (Table
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Table 2. Criteria for evaluation of clinical symptoms and laboratory findings

Grade

- + + * W
Symptom

Body temperature (C) <37 237~<38 238~<39 239

Cough - + +

Volume of sputum (ml/day) - <10 10~ <50 50~<100 =100
Property of sputum - M PM P

Dyspnea - + 4+

Chest pain - +

Rales - + 4

Dehydration — +

Cyanosis - +

WBC (x10°/mm?) <8,000 =8,000~<12,000 =12,000~<20,000 =20,000

ESR (mm/h) <20 =20~ <40 240~ <60 260

CRP - +~3+ 4+5+ 26+

M: mucous, PM: mucopurulent, P: purulent
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Table 3. Case distribution

No. of patients No. of patients
evaluated excluded
FK 74 FK 12
—Clinical CAZ 10 CAZ 17
efficacy Total 144 Total 29
FK 84 FK 10
| Adverss ——| CAZ 79 CAZ 8
Total no. of reactions Total 163 Total 10
patients
FK 86 FK 84 FK 2
CAZ 87 Laboratory CAZ 78 CAZ 9
Total 173 findings Total 162 Total 11
FK 84 FK 2
safety Total 162 Total 11
FK 75 FK 11
L —Usefulness—— CAZ 70 CAZ 17
Total 145 Total 28

FK: cefoselis, CAZ: ceftazidime

Table 4. Reasons for exclusion from evaluation

Evaluation Clinical Adverse Laboratory Overall
efficacy reactions findings  safety

Drug gy caz FK CAZ FK CAZ FK CAZ FK CAZ
Ineligible disease 6 6 0 0 0 0 0O O 6 6

Usefulness

Reason

Unclear symptoms of
infection

Serious underlying disease

or complications
Concomitant therapy
with steroid or antibiotics
Duration of administration

too short [<3 days (6 times)]
Duration of administration
too short to evaluate 2 00 0 0 O 0 0 1 O
efficacy®

Unevaluable for clinical

efficacy due to adverse 0o 1 0 0 0 0 0 0 0 1
reaction ’

Duration of administration
too short and unsatisfactory 0 1 0 0 0 1 0 1 0 1
laboratory tests

Total 12 17 2 8 2 9 2 9 11 17

FK: cefoselis, CAZ: ceftazidime, *1 patient with adverse
reaction was not excluded in the analysis of usefulness

EABESHBAL 2EM X 756 (FK B39 41, CAZ
B 364l THo': (Table8), HIMERS T FK B 35
B, CAZE 334, BEBRRIFKE 46, CAZE
3@lchy, BERNCIXS aureus, S. preumoniae, Mora-

Table 5, Background of the patients (1)

~_ ———————_Drug FK CAZ geatistical
Item No. of patients M7 test

male 57 48

P=0.340
Sex female 17 2
26~29 1 2
30~39
40~49 2
Age (yr) 50~59 7 6 P=0.822
60~69 22 2
70~79 34 29
80~87 8 9
28~ <40 15 9
240~ <50 32 25
Body weight &50~ <60 16 24
P=0.080
(kg) 260~ <70 9
270 2
unknown 2 2
chronic bronchitis 26 26
infected bronchiectasis 25 19
pulmonary emphysema 1 8
with infection
old pulmonary tuberculosis 6 7
Diagnosis with infection P=0.792
bronchial asthma 9 9
with infection
diffuse panbronchitis 1 3
other chronic respiratory 3 5
tract infections
mild 16 12
i =0.499
Severity moderate 58 58 P=0.48
Pretreatment  absent 58 59
with present 14 10 P=0.638
antibiotics unknown 2 1
Concomitant absent 21 27
P=0.
drug present 53 43 0.263

FK: cefoselis, CAZ: ceftazidime

xella (Branhamella) catarrhalis, P. aeruginosa, H.
influenzae % M tz, BEAE L Shi- 82 ¥k,
RRBEHIEEE (MIC, 10°CFU/ml) 28I+ 52k
BTE498k (FKEE 228k, CAZE2TH:CAZED
213, CAZicxt3 2 MIC &#l) omEHRIcx$ 5
MIC 4%~ L 7: (Table9), WTFhOHEBEICEWVT
b, HMHCERRTB R o bo Tz, 12
MIC 23125 ug/ml LA EDEBRIZFK B 3% H 0.
MRSA, P. aeruginosa, Xanthomonas maltophilia %
1#%ThHY, CAZEZ S. aureus D3 3 kD - 72,

3. ERRZIE

1) HEBHIEGKRIE (Table 10)

FKEARITIZ, EH12H], E%5H, 2EX
4, %3 BITHEREIL0.5% (67/74), CAZE 70
BITIZER 186, BR 456, ER 15, X6 H
THZEIZ90.0% (63/70) ThHYH, MHMCEEER
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Table 6. Background (primary symptoms) of the patients (2)

Drug FK CAZ Statistical
Item No. of patients K7 70 test

Body <37 15 12
=37~<38 35 37
=(.887
temp(f':)‘t"'e 238~ <39 17 18 P
=39 7 3
- 1 0
Cough + 39 35 P=0.573
+ 34 35
- 0 2
Volume of +(<10) 28 12
sputum + (10~ <50) 33 36 P=0.028
(ml/day) 4 (50~ <100) 8 15
H# (=100) 5 5
- 0 2
Property of M 3 3 _
sputum PM M4 22 P=0.272
P 37 43
- 31 31
Dyspnea + 36 30 P=0.982
+ 7 9
. - 67 64 _
Chest pain " 7 6 P=0.853
- 15 14
Rales + 38 36 P=0.969
+ 21 20
, - 67 62 _
Dehydration + 7 8 P=0.700
. - 70 59 _
Cyanosis + 4 1 P=0.044

FK: cefoselis, CAZ: ceftazidime

Aohkdhot, BMEDE (FRE—-CAZE) O
0% FEWXMIZ—9.0%~10.1%TH Y, BENICHE
BhBEA210%E LBEDOREEIIRIET X /2,
KERHOBZEL, BUHESKEXIRTFKE92.3% (24/
26), CAZ#£96.2% (25/26), K[EXHRIE (BRILEF)
T3 FK 3 80.0% (20/25), CAZ B£84.2% (16/19),
i E (BR¥hy) TR FKE100% (11/11), CAZ#
75.0% (6/8), BRIBZERG#S % (REHAE) TR FKH
100% (6/6), CAZE100% (7/7) THot:o WTH
DEBIZBVLTOHEMCERERAONE Y 572,

2) EAREFIEKEIE (Table11)

BRENSRE SN IER 56 (FKE396], CAZ
368 wonwTEABOHMEACEKRIRERIL
feo BABEHBEFIZB T 2EMEIZFKET84.6%
(33/39) izxfL T CAZB1397.2% (35/36) & Fisher
DHEHERXFEETCIERER Ry > ed, UREICS
WTCAZEELVERICENRTW (P=0.026), L
L, BRETHRITIX FK#97.1% (34/35), CAZ#
82.4% (28/34) LHDBMETH - T

BER Tk S. pneumoniae B X U* P. aeruginosa T
DEYMIC B W T, Fisher DEERIHEELETRER

Table 7. Background (laboratory parameters) of

the patients (3)

Drug FK CAZ  Statistical
Item No. of patients 4 70 test

< 8,000 24 21
WBC 2 8,000~ <12,000 33 34

(/mm?) 212,000~ <20,000 16 12 P=0.990
mml 220,000 1 2
unknown 0 1
~<20 11 4
220~ <40 13 19

ESR =40~ <60 14 9 P=0.632
(mm/h) 260 29 28
unknown 7 10
- 4 2
+~3+ 25 24

CRP 4+, 5+ 23 29 P=0.947
26+ 20 15
unknown 2 0
=80 4 4
PaO. 260~ <80 15 13

( aH' ) 240~ <60 10 15  P=0.397
mmeg <40 0 0
unknown 45 38
<49 25 27

(Pac}?‘) 249 4 5  P=0.842
mmHe unknown 45 38

FK: cefoselis, CAZ: ceftazidime

Table 8. Distribution of causative organisms

Causative organism FK CAZ
Monomicrobial infection
S. aureus 4 2
S. aureus (MRSA) 1 0
S. pneumoniae 8 7
M. (B.) catarrhalis 3 3
K. pneumoniae 2 3
K. oxytoca 0 2
P. aeruginosa 8 8
Pseudomonas sp. 1 0
H. influenzae 7 6
H. parainfluenzae 0 1
H. parahaemolyticus 0 1
NF-GNB 1 0
Subtotal 35 33
Polymicrobial infection
S. aureus+ E. aerogenes 0 1
S. aureus+ H. parainfluenzae 1 0
S. aureus+ P. mirabilis 1 0
S. p iae+ H. infls 1 1
P. aeruginosa+ Pseudomonas sp. 0 1
P. aeruginosa+ X. maltophilia 1 0
Subtotal 4 3
Total 39 36
Unknown 35 34

FK: cefoselis, CAZ: ceftazidime

NF-GNB: glucose non-fermenting gram-negative bacterium
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Table 9. Susceptibility distribution of causative organisms (Inoculum size 10° cells/ml)
Tested Treatment No. of MIC (ug/ml) Statistical
drug group strains 0,025 0.05 0.10 0.20 0.39 0.78 1.56 3.13 6.25 12.5 25 50 100 >100 test
FK 22 4 3 1 2 3 2 2 2 1 1
FK P=0.738
CAZ 27 3 5 5 1 1 5 4 2 1
FK 22 3 7 1 1 3 2 1 2 1
CAZ P=0.206
CAZ 25° 2 6 5 1 2 2 2 2 3
FK: cefoselis, CAZ: ceftazidime, *MICs of CAZ were not measured in 2 strains
Table 10, Clinical efficacy by diagnosis
A . No. of Clinical efficacy Efficacy Statistical
Diagnosis Drug R )
patients excellent good fair poor  rate (%) test
i FK 26 2 22 2 92.3 NS
Chromf:' U: P=0.200
bronchitis  CAZ 26 5 20 1 96.2 F: P=1.000
FK 25 5 15 4 1 80.0 NS
Infected U: P=0.868
bronchiectasis  CAZ 19 3 13 3 84.2 F: P=1.000
Pulmonary FK 11 3 8 100 NS
emphysema (U: P=0.743)
with infection = CAZ 8 3 3 1 1 F: P=0.164
Old pulmonary FK 6 1 5 NS
tuberculosis (U: P=0.626)
with infection =~ CAZ 7 2 5 ’ :
Bronchial FK 2 9
asthma -
with infection =~ CAZ 2 1 1
Diffuse FK 1 ! _
panbronchitis CAZ 3 1 2
Other chronic FK 3 1 2
respiratory -
tract infections CAZ 5 3 1 1
FK 74 12 55 4 3 90.5 NS
Total U: P=0.322
cAZ 70 18 45 1 6 90.0 1 P=1.000

FK: cefoselis, CAZ: ceftazidime, U: U-test, F: Fisher-test, x* x*-test, NS: not significant
Efficacy rate: excellent+good/no. of patients
90% confidence interval for the difference in efficacy rates: —9.0%~10.1%

95% confidence interval for the difference in efficacy rates: —10.5%~11.6%

Zllrold, URETCAZHMBFKEIVEE
En3 (P=0.025, P=0.045) Hi&TH-o7z, LIz
->TC, BHERPCBILEEDL FKE85.7% (30/
35), CAZ#100% (33/33) & CAZHEMBFK# L D&
T (UKRE: P=0.007), L L, P aeruginosa
ROV TRERERROESN 2MZ 5 &£ FK 3 9 Bt
BRLAE 6B, CAZEIBITEHLULIBTHY, W
HECcEBEE=RA AN ED ST,

4. MHEHFERZIR

BAEOWBHHEIL 72 72 #1 79 BRIZ DWW T OREEFHD
HEZNPRER L, BREOHAERIFKET
89.2% (33/37), CAZET94.3% (33/35) THhVY,
MEEERERAON R P> T2,

BABEIMEFNMR M & T2 L, 77 A
BHETCIRFKE (158), CAZE (11K vwihnd
SHEMEEL, 77 LBHETIXFK #81.5% (22/27),
CAZ#92.3% (24/26) THYH, ¥k TIZ FK#88.1%

(37/42), CAZB£94.6% (35/37) THD, MEMwEH
BEEZiRAo5hksot (Tablel12),

5. fER - FIRB I UBKREBEOUEE

BARER - TRB L VEKREBOBRSHES3, 7,
14 BRONEE P MEM CHERAL /-, REF IR
GRAtaATIcEtER, 1B EXEL - BE2HEL L,
BFMB B TR SR> S OEE [E¥>IE
Bl 2703, [Bl-RE] ThobORABISR
WTHEBREZHN L, FED 14 HEOHERICB L
TFK B CAZBZL2HRMTH o 103, ZTALUSNOE
HswCRABMcEEERAS A d o, (Fig.
2)o

6. HIfEH, BRREMBRELHS L LN

1) BIfER

FEFEER BTN RA 163 P BT 2 EIfEFAREE B &
UZ DOWNE % Table13 127" L 7z, FK # 84 filch 6 f
(7.1%), CAZBETIZ 7985 28] (2.5%) EIER»



444 BA{LEREL QKL APR, 1996

Table 11. Clinical efficacy by causative organism

No. of Clinical efficacy Efficacy ,
C ti i Druy; Statistical test
ausative organism "8 patients excellent good fair poor rate (%)
S FK 4 2 2 _
. aureus cAZ 2 1 1
FK 1 1 -
S. aureus (MRSA) CAZ 0
. FK 8 1 7 FK<CAZ*
S. pneumoniae CAZ 7 5 2 (U: P=0.025)
. FK 3 1 2 _
M. (B.) catarrhalis CAZ 3 1 2
. FK 2 2 _
K. pneumoniae CAZ 3 1 9
FK 0 _
K. oxytoca CAZ 2 9
. FK 8 5 2 1 FK<CAZ*(U: P=0.045)
P aeruginosa CAZ 8 1 7 NS (F: P=0.200)
FK 1 1 -
Pseudomonas sp. CAZ 0
. FK 7 1 6 NS
H.influenzae CAZ 6 2 4 (U: P=0.435)
. FK 0 -
H. parainfluenzae CAZ 1 1
. FK 0 —
H. parahaemolyticus CAZ 1 1
FK 1 o :
NF-GNB CAZ 0
Subtotal FK 35 5 25 3 2 85.7 FK<CAZ**(U: P=0.007)
Hbtota CAZ 3 12 2 0 0 100 FK<CAZ* (F: P=0.054)
S. aureus+ FK 0 _
E. aerogenes CAZ 1 1
S. aureus+ FK 1 1 _
H. parainfluenzae CAZ 0
S. aureus + FK 1 1 _
P. mirabilis CAZ 0
S. pneumoniae + FK 1 1 _
H. influenzae CAZ 1 1
P. aeruginosa + FK 0 _
Pseudomonas sp. CAZ 1 1
P. aeruginosa + FK 1 1 _
X. maltophilia CAZ 0
FK 4 2 1 1 0
Subtotal CAZ 3 1 1 0 1 -
Total FK 39 7 26 4 2 84.6 FK<CAZ*(U: P=0.026)
CAZ 36 13 22 0 1 97.2 NS (F: P=0.109)
Unknown FK 35 5 29 0 1 97.1 NS (U: P=0.248)
CAZ 34 5 23 1 5 82.4 FK>CAZ*(F: P=0.055)

FK: cefoselis, CAZ: ceftazidime, U: U-test, F: Fisher-test, NS: not significant
NF-GNB: glucose non-fermenting gram-negative bacterium, *P<0.10, *P<0.05, **P<0.01

RBRLUI, RALLEFRHOBERINOHEENUT HEMGEIcHEE, $dhBEORSrdbT22
THY, RERCHRERASh R oI, BNFAON XDk T 50, ILFIFSONREEC L DEPLIC
RIGFKETRES 26, R, RACTRESE B Hkilil,

HERBERE, THEE1PITHo 7, CAZETIRIE 2) BRREERELE

Ko EEVBR1HTHo 7, WTNOBIER bIBBRED PRI RBY 162 BID 5> b R ESHEHF L ARBFRETEL
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Table 12, Bacteriological effect by causative organism i Dm' Nl;nmm‘u Improvement rate (%) Suwul
P after (x*or P)
: : FK | CAZ 10 20 30 40 50 60 70 80 90 1 1
Causa?we ug No..of Eradicated Persisted Eradication Statistical e Tl ] NS Lg 998?
organism strains rate (%) test lemperature lz 3%3; g%g; “:3-,0 NS {p=tst
FK 6 6 3 [28/13]31/10 o] NS (P=0.582
S. aureus - Cough 7 (53/7147/65 - NS (P=0.909,
CAZ 3 3 14 [39/46{29/38 b S (P=0.481
3 19/74[25/69 —0}.. NS (P=0,23)
Volume of o -
FK 9 9 7 (39/73140/63 e-.. NS(P:o.sﬂ
S. pneumoniae - Sputum 14_29/47{30736 ko F<C*(P=0.056)
CAZ 8 8 7] N NS (P=0.
Propetyof 3 (3077011088 i ST NS (P=0.370
Subtotal FK 15 15 0 100 sputum 14_{31/47)33/36 o | | NS (P=0.135,
ubtota ' - 3 [26/43]22/39 4 NS (P=0.883
CAZ 11 1 0 100 D 7 |3a/42 (31736 Mdze NS (P=0 uzf
o 3 3 e 24;25 2/22 [Tve ]| | NS (P=0.593
. 7| 46 NS (P=1.000
s caz s R M ] TSy R
4 =1.
3 |15/59[14/56 C— NS (P=0.871
. FK 2 2 Rales 7 [31/57[34/52 “\-\ NS u*:o.wi
K. pneumoniae CAZ 3 3 - 14_[20/39]21/31 - NS (P=0.231
3|51 [1/8 o1 5. || NS (P=0.59
Dehydration] 7 | 772 [ 7/7 === | NS (P=1.000
K. axytoca FK 0 _ 14| 6/6 | 6/6 NS (P=1.000)
’ 3 |3/ oM =] .
CAz 2 2 Cyanosis | 7 | 4/4 u//u B
FK 0 4 [3/3 |88 - )
- 3 |38/48|35/48 G ¢ P=0
Foene o 1 | e s || RS
FK 1 1 3 | 7/46[11/49 oo NS (P=0.52
P. mirabilis — ESR 7 |16/50|18/48 Sl-.__ NS (P=0.719
: CAZ 0 14 [15/3723/34 -0 F<C* (P=0.040)
3 [26/62]30/65 P | Ns (P=0.764)
CRP 7 |48/68(41/62 o S (P om)
P. aeruginosa FK 9 5 4 NS 14 ; 6133/39 “Io S (P=
CAZ 8 7 1 (F: P=0.294) FK foselis, CAZ; ceftazidime @—@: cef O -O: ceftazidi
FK 1 1 x % x*-test, F: Fisher-test, *P<0.10, *P<0.05, NS: not significant
Pseudomonas sp. - .
CAZ 0 Fig. 2. Improvement rates of clinical symptoms.
- FK 1 1
X. maltophilia ., - Table 13, Adverse reactions
FK 8 8 Drug
; - FK
H influenzae 7 7 4 Item CAz
FK 1 1 No. of patients evaluated for
influenzae - 84 79
H. parai CAZ 1 1 adverse reactions
FK 0 No. of patients with adverse
7 - .19 .
H. parahaemolyticus CAZ ] 1 reactions 6 (7.1%) 2 (2.5%)
1 Statistical test (F) NS (P=0.279)
NF-GNB FK ! - (
CAZ 0 Severity® Mild Moderate Mild Moderate
FK 27 22 5 81.5 NS F b
Subtotal o ever 2
CAZ 26 24 2 92.3  (F: P=0.420) Eruption 2 1
Total FK 42 37 5 88.1 NS Adverse Nausea 1
ota CAZ 37 35 2  94.6 (F:P=0.438) reaction Vomiting 10
FK: cefoselis, CAZ: ceftazidime, F: Fisher-test, NS: not glarr:eal lc)
significant, NF-GNB: glucose non-fermenting gram-negative eripheral coldness 1
. Dyspnea 1
bacterium
FK: cefoselis, CAZ: ceftazidime, F: Fisher-test, NS: not
significant

Bloro LERREMRELS % Table 14 TRL T,
BARRERE I FK B84 Hd 1161 (13.1%), CAZ B
.BIF 104 (12.8%) ThY, MEHEORREEICH
BERsohhol, ZONRIZFKE#ETIZFGOT £
BB6rbotb%H L, ROTGPT LRS54, iFEE
BRIME A ThHo 1, CAZEETIIFRIRES S5 4L
boltdbH<{, RTGOT, GPT LAMNEX 414, 3
HThotze INSDREEEIZ TN BIKER %4
S5HDHIVIIEEBLZDTRER» 7,

3) HELReE

EIfEA B & VEERREBERELH EREL THE2 1
TeBEL L ERITN R 162§ 3817 2 B % Table 15
iRkl 7z

®No severe adverse reaction was observed, *®identical patients

(B2 Th2]| tFHEENEMDOEHS IZFK B
83.3% (70/84), CAZE£84.4% (65/77) T > Iz,
T8, CAZEO 1PFEROB(I & 2 ROk
B [FHE] LHEESNATEY, 20 15
Mz FELERHE LU, £/, BIEH, BHRREMER
HERBDONTOLEETH- -, [BIRRLTHZ] &
TEDRRLEIXFK #£94.0% (79/84), CAZ#£96.1
% (74/77) THY, wFhbAHMCEEZRAS A
Loz,

7. BERK

MBI R 145 Bic 8T 2 EHE (HREUL)
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Table 14, Abnormal laboratory findings

Drug Statistical
N FK CAZ test (x?)
No. of patients evaluated for

- 84 78
laboratory findings NS
No. of patients with abnormal 11 10 (P=1.000)
laboratory findings (13.1%) (12.8%)
WBC | - Neutro. (Stab) 1 -
ALP t -BUN t «Urine 1
sedimentation (RBC) *t
Eot 4 3
Eot - Platelet t 1
Eot -GOT? 1
GOT t 1
GOT?t - GPT? 3 3
GOT?t :GPT?! : ALP? 1
GOT?t -GPTt -ALPt - 1
y-GTPt - BUNt
T-bilirubin 1 1
Urobilinogen positive 1

FK: cefoselis, CAZ: ceftazidime, x*: x*-test, NS: not significant

Table 15. Overall safety

Overall safety Safety

No. of
patients gafe

Statistical

i . 1 rate
almost problem not safe! un- | test

safe Eknown"§ (%)
FK 8 70 9 3 2 ! 0 (8.3 NS

— U: P=0.814
CAZ 77 6 9 2 1 | 1 i844

% P=1.000
FK: cefoselis, CAZ: ceftazidime, U: U-test, x* x*-test, NS: not
significant

“excluded from calculation of the safety rate

®95% confidence interval for the difference in safety rates:
—13.7%~11.5%

Table 16. Usefulness

Usefulness

Dr No. of - Usefulness Statistical
ug patients very useful slightly not rate (%) test
useful useful useful
FK 175 11 52 8 4 84.0 NS
U: P=0.335
CAZ 70 15 46 3 6 87.1 L p=0 7

FK: cefoselis, CAZ: ceftazidime, U: U-test, x* x?-test, NS: not

significant, Usefulness rate=very useful +useful/no. of patients

295% confidence interval for the difference in usefulness rates:
-15.9%~9.7%

i FK #£84.0% (63/75), CAZ#T87.1% (61/70) T
by, MEMCEREZERAOKE» 5T (Table 16),
1. # 3
Cefoselis (AT FK LBg) RFHREHAL7 = L%
REMETHY, BEOVDLOZE=1HR L 7 = A%RH
EMBECHRAEARS PABTERERTWSEYD, %
2 S. aureus 13U D75 ABHEICHT 2ROHED
BRTHD, MRSA R L THHEEOHE N 2T
T, In vitro \ B} 2EERBR, in vivo KBWT H

HilH 2 RBRL IoiaM® 51 i3 FREYRBB LN, REF
TRPER - MRBATIESE S h TV 548,

Mt G RE 2R L7, FK 1H0.5g, 1.0
g 2.0g D1 B2ERETOA -7 BB OKRT
X, WFhLBRERTY WBULOBEYEIBONT
B, FIREMEL B AESRE L AERNR
B ORREFLUS1EL.0g, 18 2EREXEKA
RrTAZ MBIz EYNENnT,

2 TSERRIZFK OMUERNYBBRECHTIH

R, KEMBIUVAREEFRNCHME T 280T

CAZ 2R E L e HUBAR % ML 7c,

AEKIZ, CAZ REABRONRKRERTH 5 8K HE
BRECHEEEL, TOERERETH S S. aureus,
S. pneumoniae, H. influenzae, P. aeruginosa FiZ b
WENEKBEINTVLIERAL7 x ARNEDRTH S
Tk, iBARY PABEREBBILTVLE L, BE
BREZRCRAENT TEEDERELEIILTWVWEE
8 ERLTREL, CAZORSRILENRT
Y, cefepime (CFPM)'¥, cefclidin (CFCL)'®, cefo-
zopran (CZOP)'® xR & L @ KERRIEIC B
LHEBRBRICEWT, TOFAKSERSIATHS1H
2.0g (f2ffl) &Lz

SEOHEBAROREREAR L LT 1738 (FK
86 B, CAZ B 87 81) »#EME h, key code DBHEIAT
DIBRE|EZBVT, ZRROERHEEOHE K->
TEFIERITL, BINRFAIZREL 2. TORE, &
KRB RO 1445 (FKEET7460, CAZET0
Bl) THot, BEHRIIBWT, BEROKE, %K
BBIUF7/—CPIZCPEIBERS L BEEXZR
HELBEH LN, ZhoDBREEREAFICHT SMIE
LT, HEME(LEERWTEBEKRDROEDROZD
WHEBEXMEHBLILLEZ S, FhFN—-T7.6%~
10.4%, —7.5%~10.7%, —8.3%~10.5% & #HIEHiL
DEIZZL, ¥z, WTFhOBE bRISEHSRIETTEET
Holeo UEXVABFRIERTRELERATHIL LEZS
P (WA

BRZRCOWTIX, FK#90.5% (67/74), CAZ
££90.0% (63/70) DEXENBSNHREL b iz 90% %
tE2ENI:HETHY, ERERASh RS, B
2EDE (FK—CAZE) D I0%EHEXMIZ—9.0%~
10.1%ThH, BRHCHEEINIEA R 10%LLT
BAEOREHIMRIETE 2, —F, BEOHERARICE
7% CAZ DR (B%1¥E) 1284.5% (CFPM H#&H
BX'Y), 80.0% (CFCL LL#RBR'®), 88.3% (CZOP i
BAR'Y) ThY, XHBRO CAZ OB IZPPEWE
Th-o

EREFOBKSRIZIB T P. aeruginosa BMRS:
FlTD FK HOBERFRB CAZBICHREZ bDTH
o788, BEDMDE 7 = ARFEYMEOHEABR DI
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8133 P. aeruginosa RHBITD CAZ OFER)EIZ 66.7
%'Y 8 & 183.3%'®, CFPM T 78.6%'Y, CZOP T
1362.5%' THY FK BOEMXE62.5%1k, chdk
HEL 2BEHT B b DOTIRR {, MKW %
23 rAEMcAERZRBD o, —K, S
pneumoniae \ZBWT, MEEL bLHEHLU LD
5T CAZRTEWFNRS L URETERE*RED R
HIZ2WTR, BEOWRATFCZERDY, i, Hf
BARFKBOABETFRWI L, BIUKAMMEIZ
MFEBLTw3EZ i), FHLELE 28RV,
EORMTIITEEE b1 90% UL EORWEEI L
bNTwdZr &, FKIZCAZ L RRICIEVEGHE
EErETIEMTHIZ LR ENT,

RABTIMNAXIZLE T FK B 88.1%(37/42), CAZ
B£94.6% (35/37) ®2RL, MEMcEREZRASKR
o,

75 LABMEOMARIE, FK & 100%(15/15), CAZ
B100% (11/11), 77 ABaME T3, FKE81.5%
(22/27), CAZ #92.3% (24/26) THD L bicEWVE
BESBONT WS,

¥ -EBER A B E, S aureus 1T FK BT 6 Bk,
CAZE iz 3 kAo, 2KHEL TV, P ae-
ruginosa 1% FK 87 55.6% (5/9) & CAZ ¥ 87.5%
(7/8) WCHRD EBEVWHEAETIEH - 78, OLEKR
BRTDCAZ DMHEEIL53.8~55.6%"'®, CFPM T
50.0%', CFCL T 73.3%'®, CZOP T60.0%'® T&»
D, FRLBZREFORBETCHHo7, LI ->T, P
aeruginosa #RAE & T 5BURBERBREE I L TH,
FK BERAERITHEEHEZ SN,

BIfEBI3IFKEE 681 (7.1%), CAZE 28 (2.5%)
ZHaonlzh, TORNBROINLDBEELUTORH,
RE, THETH- 72, FK OBWEBARBER I —MREBEK
HERTORBRE (1.2%) KL, PPEVWLDOTH- T2
5, BoEDMD £ 7 = ARTEWE OB SGERRRE I
x4 5 ABREE CFPM 5.8%', CFCL 4.5%', CZOP
6.6%'® LHAREWHD TR T,

BERREEEELEHORBERIIFKE13.1% 11/
84), CAZ®12.8% (10/78) ThhH, ZDEZbLDIF
Rk %, GOT, GPT o LRLZ Y Th-1:, KK
EERE ORBER b AR D AR D& (CFPM
17.6%', CFCL 23.5%', CZOP 27.7%'®) & Y {E»
27,

%7, REMTFHEHICOWTIX, T2X (XL Th3]
MU E) 12 FK B 83.3% (70/84), CAZ #84.4% (65/
7) THYMBEMCERERAONWR P ThOD
Zt&h, FKRCAZ2B8UBRFEDL 7 = ARNEY
HrRABEOZeMEEETILEI SN,

HFRMBLTY, AU LOFRRCE Y THEH
CEEBREZRASNE ST,

7R, BXHETICLREHTOMNN (intent to treat:
ITT) 17708, FKEES6 L FCAZESTHIT
DEYEI: FK B 82.6% (71/86), CAZ #79.3% (69/
87) THYH, FBMHIIMIETE,

UEDRRD S, FKIZRIEL B FCEBRIE DR
MELLTHEOLATWS CAZ LEESDEYY, T2t
2ET 3 LRSS N, BEREBRECH L THA
ZEKTHD I LNTRENT:,
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The clinical efficacy, safety and usefulness of cefoselis (FK 037:FK), a new parenteral
cephalosporin, were evaluated in chronic respiratory tract infection in a comparative study versus
ceftazidime (CAZ). Each drug was administered by intravenous drip infusion at a dose of 1.0g
(potency), twice daily for 14 days. The following results were obtained.

1. A total of 173 patients were enrolled in this study. Efficacy rates (“excellent” and “good”
responses) were 90.5% (67/74) in the FK group and 90.0% (63/70) in the CAZ group.

2. Bacteriological effects (eradication rates) were 89.2% (33/37) in the FK groud and 94.3%
(33/35) in the CAZ group.

3. Adverse reactions occurred in 6 of the 84 patients in the FK group and in 2 of the 79
patients in the CAZ group. The incidence of abnormal laboratory findings was 13.3% (11/84) in
the FK group and 12.8% (10/78) in the CAZ group.

4. Usefulness rates (“very useful” and “useful” evaluations) were 84.0% (63/75) in the FK
group and 87.1% (61/70) in the CAZ group.
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No significant difference was observed between the two groups in any of the above items. The
results indicate that cefoselis is a useful drug in the treatment of chronic respiratory tract
infections.



