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Cefoselis (FK 037, LL'F CFSL) (dfhiR¥E5h L RARAZ
HTANXALEHHEOL 7 = ARKHT, Fig. 1 KRT &
IGMEEALTVS, KFIZY T AMME»S 7 T ABR%E
WIS LR CHEARZ by, BOBidEERL, B-lac-
tamase I(CN L THRETHA2HAE LBy, F /s,
Methicillin resistant Staphylococcus aureus (MRSA) (2
HLTOPEEORBENERT LHESNTVEY, BKIC
BUramB 1990 £ 6 A~11 HICHE—HRAR DL S
h, FlaEx 19914 7 A5 1992 4 6 HICHEB X U%
RBBFARICBVTENR T RN & RIHE Td 5 PR 5SS
BfEB & URBEIYE X SR E LA ZHRBRAHE R &
N, BANPERL-FRBBEEICBITIRFTE,
CFSL1MH 05g, 10gH5b\ix 20g1 H 2 BOREE
THHEZ TR TIRENEON, RO THIFICHE
L BARRED NG H o0,

ZDNT, F1&% % CFSL 0EHAEMEARKRL LM
RfthigkZ&E L, A#D 05 gx2/H, 1.0 gx2/HH S
Wit 2.0 gX U/ AZEROEE, REELTHBERE LD
TUTFIC#|ET 2.
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Fig. 1. Chemical structure of cefoselis.
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Pe5-PbARY, 3 Bk, 7 Bk, 14 Hik, EHT -
PIEBICERBOBFBEIC X ) BIRME (Bg2E) H»
OGRIMOTRE, ME, HRllEtiTol, ERXREEL
RN EHEENDIHICOVWTIRESHILY — ¥ —
TN (BR) ISTHMES L CFSL, MHEEH (cef-
tazidime (CAZ), 7 FY @ Titmethicillin
(DMPPC) %¥) ® MIC % H&{L¥MEE Mk
WCHREWRIE LA (B KM ELFREAT T H ik
THEK) -

3) BEPER

R E MM ICAE L HEEERICOWT, £0M
¥, BE, REH, WEME ERTAZEL, £HL
DMGEIZOWTHEL 72,

4) BRBRE

FAlE L<&5mME, 3 Hk, 7 H#, 14 %,
H#ERT - FIEHIC Table 1 ISRTREZERKL 2,
6. RRUE

TROBRKZR, MEFXNHER, et FHBC
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Table 1. Schedule of laboratory tests

Date Day 14 cr

Before | Day 3 | Day 7 |attheend
Items

i

Chest roentgenography
ESR (1 hour)

CRP

RBC

Hemoglobin

O
o
®)

Hematocrit

WBC

Differential WBC count %
Platelets
Prothrombin time
GOT

GPT

Al-P

LAP

Y-GTP

Direct bilirubin
Total bilirubin
BUN

Serum creatinine

OO0OO0OO0O0OO0O00O0

O0O0OO0ODPOOOOO

Urinalysis
Mycoplasma antibody (CF or HA)
Chlamydia antibody (CF)
Cold hemagglutination
Coombs’ test
O: indispensable, A:should be performed whenever possible

POOOOOOODPOOOOODPOOOOOOOOO
PDOOOOOOODOOOOODPOOOOOOOOO
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BEAY»SEMORE, BNiR, EEESLFIHREY
EDZYUMERML, LRI U THYEMWE BRD
IZ, TRUEZRETH I LELX,

1) BeRZR

BRPREEIR, BIMMIRM, HRiLMHPB & CRP 2 X HALKE
FROUBELRMEL, [FH] (A [RLHER]
M%) o 4 BRETHELR,

2) MEFEHRR

REBMLEETENIRNHBBEOHB L b LIC [HE]
(4] (&) THRR] D4 BRTHEL,

3) ek

BfEH, ILRBRREERYEDERIEL TRD 4
BRTHELY,

(1) ®2T5»2 (AEA - BEREMREERZL)

(2) 12IZRLTHS (REA  BRREHRTEY
EBDN, LR THRERMETRELBE)

(3) REMCHBErHD (AEH - BERREMERYE
ER2 2D, AHOREDH 5V IIHERESELEL
L7=3%, Be5ebenl e BE)

4) BTV (A - MKREMREES LA
B, XHOHEPIEFLETH o7, ThEPETX
ETH--BE)

4) HFH%

BKZR, MBEFHHR, BREELEEHRLT
[EbOTHAL [HA] [RPLHR) [HATERV] 0 4

BRTHR LS.

7. F— ¥ OMH

BEWROMMT— 5 ICRAWE o RE, MEF—
# .2t Kruskal-Wallis RZ% A\, EMRALETIE
Tukey % KB Z AV, HEAKIWGM S5 %L LT
B 10 %RMDPARRMBENICBELLTRTILL
L7

ILE W & &

1. EFAAR

RIHEADOHRE Fig. 2 ISR L%

RIGHI%E 92 ATHY, TORRIZ 0.5 g #F 31
B, 10gB 34, 20gH2TATHH7. MERR
CBWTHRANRELTORBEREL &R, %
PRI HIBIE 7O B (0.5 g B 269, 1.0 g B 30 M4,
2.0 g B 23 #1), REBMITABIL 90 M (0.5¢g ¥ 31
#, 1.0g® 3341, 2.0g B 26 ), HAERITAXL
7961 (0.5g® 26, 1.0gH 30 M, 2.0g ¥ 23 M)
kot

WA L 2> =B AL Table 2 IS/RL7. %38,
ERA 80 RULDEMA 6 B, REENEELHRES
h7-fERD 2 WEAAN LGNS, MERXTHHN,
RO RAZTLEMELZ AN SH, EAS
p (WA

2. BEHR

AR 79 AOREEREAFILOEATIS

Group |No. of patients | No. of patients
evaluated excluded
05g 26 5
— Clinical — 1.0 g 30 4
efficacy | 2.0g 23 4
Total 79 13
Total no. of Group | No. of patients | No. of patients
patients evaluated excluded
Group0.5g 31 05g 31 0
Groug 1.0g 34 Safety — 10g 33 1
Group2.0g 27 20¢g 26 1
Total 92 Total 90 2
Group |No. of patients | No. of patients
evaluated excluded
05¢g 26 5
L Usefulness— 1.0 g 30 4
20g 23 4
Total 79 13
Fig. 2. Case distribution.
Table 2. Reasons for exclusion from evaluation
Clinical efficacy Overall safety Usefulness
Reasons
05g | 1.0g | 20g | 05g | 1.0g | 20g | 05g | 1.0g | 20¢g
Ineligible disease 3 2 3 3 2 3
Clinical efficacy unevaluable 1 1 1 1
because of underlying disease
Serious underlying disease 1 1 1 1 1 1
Duration of administration too 1 1
short (less than 3 days)
Total 5 4 4 0 1 1 5 4 4
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Table 3. Patient backgrounds (79 patients evaluated for clinical efficacy)

Item 06g 1.0g 20g Statistical
(No. of patients) (26) (30) (28) test
Sex male 17 23 17 NS
female 9 7 6 (P=0.627)
Age (yr) 18~<20 1
20~<380 2 1 1
30~<40 3 1
40~<60 4 1 2 NS
50~ <60 4 5 4 (P=0.950)
60~<170 ] 6 ]
70~<80 6 11 12
80~84 4 2
Body weight (kg) 32.5~<40 1 1 1
40~<560 (5} 14 9
50~ <60 10 8 8 N8
60~160 7 9 5 (P=0.592)
unknown 2
Severity mild 3 4 1
moderate 22 25 22 NS
severe 1 1 (P=0.824)
Concomitant drug absent 17 17 10 NS
present 9 13 13 (P=0.302)
Underlying disease absent 7 10 8 NS
or complications present 19 20 15 (P=0.814)
Pretreatment with absent 13 23 16
antibiotics present 13 5 P<0.10
unknown 2 (P=0.062)
NS: not significant
Tables 3~5 {5 Lt WENROEBICEWTS 3B BAZREADSALN o7

KHEBRLREZIZD O 572,

3. BAHESB IUEARTH

HBUREH 79 oS b, BRELSMES WIER
i230MThHo7 (05gH 126, 10g®HIM, 20¢g
BoM), BHMERZ05g B 104, 1.0g# 74,
20g B 8 M, HEERRIThERL2M, 26, BX
1 #MTHY, Streptococcus pneumoniae, Haemo-
philus influenzae %% { FME S iz (Table 6)o
BRELEESNI-DX 35tk 18 &KIZDWT MIC
HHWE X7, CFSL @ MIC ix <0.025~25 ug/ml
A% L, MICw i3 0.78 ug/ml T&H -7z (Table 7)o M
KiCHIEEAEL, CFSL A7 F7RAZEL S 7 A
B@Er S, RBEZEL7 5 2BHEEZ CHRLVH
BHEET2E7 2 2AR%%EH L LT ceftazidime (CAZ)
ZBIRL, MIC 2#llEL72o CAZ ® MIC = 0.025
~2 100 ug/ml 244 L, MICw % 3.13 ug/ml TdH >
7

4. BRHHR

1) ERRFIR

HRBERATH 79 BB ZEEREIR % Table 8 IR
L7z

AH#=E(20.5 g B 84.6 % (22/26), 1.0 g B 90.0 %
(27/30), 2.0 g B 91.3% (21/23) THY, 3 MK

2) EAEEREKLR

2 5-BRRIE O EAE BE I BR R %) 5- % Table 9 IR L 72,

EEFATRTIOBICBVWTHLEDIULORR %
RL7ze BEEMIOWTIZ0.5g B 86.4 % (19/22),
1.0 g ¥ 88.0 % (22/25), 2.0 g # 90.9 % (20/22) »
EHEARL, 3 HMICARLZZIBDON R o7
HEMIZO05g#, 10gHTEhER 1 ARDLAT:
A5, 0.5g BHIZRRAER, 10gHIIANTH -7,

3) ERMFIERER

BEREIRH SN2 ERDOBRKL R % Table 10 12K
L7

PR R 25 BIIC BT AERIRZIRIZ 05g BT 10
Bich 76, 1L.0gHTT7HP6H, 20gHT8HIF 6
PAERUETHY, 3 BMICARELRZRZZED O LD
ole ¥7-, BBERBREH 55X 1.0 g #T 1 FESD
Thold, BRIVWThLERTH -7

RAERNATOBRKSRIE, 05g BHT 12 i 9
B, 1.0gHTOBPTH, 20gHT 9 HIF 7 FIXE
HULETHY, SBHMICARZZRIRDON RN o

5. MBEFHRR

BRBEHEBIRIT SN 27T AOMEEND R L
Table 11 TR L7225, HEEIL 0.5 g HTiX 909 %
(10/11), 1.0 g B Ti3 85.7 % (6/7), 2.0 g BTz
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Table 4. Patient backgrounds—primary symptoms—

Statistical
Item 06¢g 10g 20g tont
Body temperature <317.0 5 3 2
() 37.0~<38.0 7 14 5 NS
88.0 ~<39.0 8 9 9 (P=0.203)
=39.0 8 4 7
Cough - 1 2 NS
* 16 un 8 (P=0.308)
+ 10 18 13
Volume of sputum - 2 2
+ 13 14 11 NS
+ 11 13 9 (P=0.434)
+HH+ 1 3
Property of sputum - 2 2
M 1 2 2 NS
PM 12 10 11 (P=0.810)
P 11 16 10
Bloody sputum - 24 29 23 NS
+ 2 1 (P=0.367)
R
(P=0.419)
+H 4 2
Chest pain - 23 19 17 NS
* 2 7 8 (P=0.106)
+ 1 4 3
Rales - 4 7
+ 15 15 13 NS
(P=0.828)
+ 7 8 5
Dehydration — 20 23 20 NS
+ 6 7 3 (P=0.593)
Cyanosis - 24 27 21 NS
+ 2 3 2 (P=0.955)
NS: not significant
Table 5. Patient backgrounds—laboratory data—
Statistical
Item 05g | 1.0g | 2.0g tout,
WBC (/mm?) 4,000~ <8,000 5 9 7
8,000~ < 12,000 9 11 8 NS
12,000~ < 20,000 9 9 6 (P=0.430)
20,000~ 36,600 3 1 2
ESR (mm/h) 17~<20 2
20~<40 2 7 7
40~ <60 3 5 2 _Ns
60~ 151 13 11 10 (P=0645)
unknown 6 7 4
CRP +~+ 1
2+ 2 1 1
3+ 5 5 1
4+ 4 7 2 _NS
5+ 6 4 7 (P=0.368)
26+ 8 13 11
unknown 1

NS: not significant
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Table 6. Distribution of causative organisms
Statistical
Causative organism 065g | 1.0g | 20¢g atistica
test
S. aureus 1 1
G | S. pneumoniae 38 2 4
g C. pseudodiphtheriticum 1
subtotal 3 3 8
E. coli 1
Monomicrobial K. pneumoniae 2
infection E. cloacae 1
G .
N | P. aeruginosa 1 1
B |y influenzae 4 1 1
GNR 1
subtotal 7 4 2
subtotal 10 7 8 [+
S. aureus+P. aeruginosa 1
S. aureus+S. pneumoniae 1 NS
Polymicrobial S. pneumoniae+P. aeruginosa 1 (P=0749)
infection B -Streptococcus+E. coli 1 :
P. micros+ Fusobacterium sp. 1
subtotal 2 2 1 (-
Total 12 9 9
Unknown 14 21 14 |-
NS: not significant
Table 7. Susceptibility distribution of causative organisms to cefoselis and ceftazidime
Cefoselis (Inoculum size: 10° cella/ml)
MIC =0.025 0.1 0.39 1.56 6.25 25 100= | Total
(pg/ml) 0.05 0.2 0.78 3.13 12.5 50
05¢g 3 2 2 1 1
10g 1 3 4
20¢g 2 1 1 1 5
Total 6 6 2 1 1 2 18
Ceftazidime
MIC | <0.025 0.1 0.39 1.56 6.25 25 100=< | Total
(pg/ml) 0.05 0.2 0.78 3.13 12.5 50
05¢g 2 1 3 1 1 8
10¢g 2 1 1 4
20g 2 1 1 1 5
Total 2 1 2 6 1 1 2 1 1 17
Table 8. Clinical efficacy
Group No. of Excellent | Good | Fair | Poor | Statistical test
patients
26 6 16 2 2
05e (23.1) (84.6)
30 4 23 1 2
NS
10g (13.3) | (90.0)
2.0 23 7 14 2
T8 (30.4) | (91.3)

(' ): cumulative %

NS: not significant
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Table 9. Clinical efficacy according to severity

Severity | Group

No. of
patients

Excellent

Good

Fair

Poor

Statistical
test

06¢g
Mild 10¢g
20¢g

3
4
1

1
4
1

05g
Moderate 10g
20g

22
26
22

4 (18.2)
4 (16.0)
7 (31.8)

15 (86.4)
18 (88.0)
13 (90.9)

N8

06¢g
Severe 10g
20g

1
1
0

(' ):cumulative %

NS8: not significant

Table 10. Clinical efficacy according to causative organisms

Causative organisms

Group

No. of
patients

Excellent

Good

Fair

Poor

Statistical
test

woQ

S. aureus

06¢g
10g
20g

(=]

S. pneumoniae

05¢g
10¢g
20g

C. pseudodiphtheriticum

05g
10g
20g

W20

E. coli

05g
10g
2.0g

K. pneumoniae

05g
1.0g
20g

05g
1.0g
20g

P. aeurginosa

05g
10g
20g

O O = OO0 O N[O = O| = O Ofh N W{m =

H. influenzae

05g
1.0g
20g

B

others

05g
10g
20g

o == O

Subtotal

05¢g
10g
20g

-
o

(50.0) | 2

5
2

(70.0)

NS

Polymicrobial infection

05¢g
10g
20g

- N N[ o

2
1
1

Total

05g
10g
20g

12

5 (41.7)
1
4

4 (75.0)
6
3

(

): cumulative % NS: not significant
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88.9 % (8/9) T, 3 MMICABRLEZRBOOAENo  05gMTSHPTH, 10gHTL K3 %, 20gH
2o T2 %P 1 KRIHELZ, £KTIE 0.5 g #T 13 %+

TR, BEEHNOMMENZRIZ Table 12 SR LA 11% (84.6%), 1.0gH T8 M T#, 20g BT 10
BYTHD. F5AMUATIZ05gMTEMIT 4%, Kb 9 ¥ (90.0 %) MELTHY, 3 HMICHELE
10g #, 20 g BISKMELR. Y22RENTIE REDLhZDoA,

Table 11. Bacteriological efficacy

Group p:q;;:; Eradicated | Replaced | Decreased | Unchanged sf«l::::ical
05¢ 11 9 (81.8) 1 (90.9) 1

10¢g 7 6 1 NS
20g 9 6 2 1

(' ): cumulative % NS: not significant

Table 12. Bacteriological efficacy according to causative organisms

No. of
Causative organisms Group t: .o Eradicated | Decreased | Unchanged | Statistical test
strains

05g 1
S. aureus 10g

20g

05g
S. pneumoniae 10g
20g

N N

05g
£ -Streptococcus 10g
20g
05g
C. pseudodiphtheriticum 1.0g
20g
05g
subtotal 1.0g
20g
05g
E. coli 10g
20g
05g
K. pneumoniae 10g
20g
05g
E. cloacae 1.0g
20g
05¢g

P. aeruginosa 10g
20g

won

[

@ b

wZ0

05g

H. influenzae 10g
20g

05g
subtotal 10g
20g

NR X B~ OoONO~OC  cOoNM| oNvMO|od | oolo~o|lonmwealw = =
[SORIEX N SO -
-

1

11 (84.6) 0
7
9 (90.0) 0

[y
w

05¢g
Total 10g
20g

( ): eradication % NS: not significant

NS

@

—
o
- O N -




446 HALSREZEIRG

JUNE 19896

6. EEPRAEIR - BT R B & UREK A MH O 0% 18
MORIER - TRB LUK REMOU TR 285 M
M3 HH% 7H# 14 N0 3 HRATHKL, £HO
KA KA 5 B LETH-FHHIZDO & Fig. 3 IOR
L7

BREERR - FTR & LTid, BERDEMER, &R,
FERPRREA R Ic N ® L, RRREMTIE, KRiLoK
EVBRTOAY, WTFhoER - TRCBVWTLE
BERBEMICEZBD O RN o7,

7. &ehk

1) ®BEH
REUMBTHIN 90 MBI IMEARRARE L UE
DNE%Z Table 13 IZRLA, 1.0 g BIZBVTDA 1
i, 5 8 HBICEEOTHORIANBD LN,
CFSL o5&k LA ZABHICIZEEL, BR
BRI [MTietEH Y ] LHESh,

2) BERREMEREED

CFSL Lt OHERMENTE LB Ld - LEKREM

HUER % Table 14 (273 L7z
RRREMRANER I IERREXEN 88 It 05 ¢
# 200% (6/30), 1.0g # 344 % (11/32), 20¢g ¥
19.2 % (5/28) DRBETHo7=H, 3 BMICAXL
BaruHonhrol. REXBOLAIBBIREL
LTHMRNE, HMBEXELATH 72, T
NHMKEREEIDDDLIVIIEREZLDOTIX 2D
o7

3) &ek

MVER E 7= IR MEMR L ERIEL THRESE
N7- RN 89 MBI HAKLEL Table 15 (IR
Lf:a

REW(i: 0.5 g # 80.0% (24/30), 1.0g ¥ 69.7 %
(23/33), 2.0g M 84.6 % (22/26) T, 3MMICAEL
ZBOOhENole 4, BERMICHENZWE
ExoN3 [12IZERLTHED] LLoWMBIREREN
96.7 %, 97.0%, 96.2 % LIZL AL ENEI 5T,

8. HA#K

Improved/ -
Symptom |Days|_no.o patients Improvement rate (%) Statistical

after 05g|1.0g|20g| 0 10 20 30 40 50 60 70 80 90 100 | test’

Body 3 |18/21{21/27 | 16/21 -4 NS
temperature | 7 | 17/20|18/23 | 20/20 a8 [ NS
14 | 8/8 {13/14|13/13 to NS

Cough 3 |11/25(16/2913/21 s loda.]. NS
7 |19/23|20/25|17/19 ' \m-\:&\( NS

14 | 9/10(15/15|13/14 NS

Volume 3 | 7/24(14/2811/23 4 o NS
ofsputum | 7 |16/22(16/24 |15/21 Moh | NS
14 | 8/9 |14/15|11/14 o NS

Property 3 |16/24|19/28 | 16/23 .. NS
otP:putum 7 |20/22(20/24 | 20/21 L\Fc'\nﬁ NS
14 | 9/9 [14/15|13/14 o NS

spnea 3 6/10| 7/9 7/12 o-..| NS
Dyep 7| 8m | 79 1011 T Beed NS
14 | 5/5 | 5/5 | 9/9 g -

Rales 3 | 8/22|10/23| 718 o] NS
7 |16/20|1719 | 1316 e T NS

14 | 8/8 [13/13|10/12 R aN NS

WBC 3 |17/21|16/22|12/16 Qp. NS
=8,000 | 7 [15/21{17/21|13/14 fa %zn NS
14 | 7/9 |11/13| 8/10 o NS

ESR 3 | 113| 519| 213 ol NS
<20 7 | 7118|1021 | 5/13 N . NS
14 | 7/9 |12/16| 5/10 R NS

CRP 3 |16/23(23/29 | 15/21 5 .o NS
<+ 7 |23/25|27/28 | 20/20 NS
14 |12/12{17/17|15/15 -

A A:0.5 g group, 0—o0: 1.0 g group, O---0: 2.0 g group

* Tukey’s multiple comparison

Fig. 3.

NS: not significant
Improvement rates of clinical symptoms and laboratory findings.

Table 13. Adverse reactions

Group 05g 10¢g 20g
No. of patients with 0/31 1/33 0/26
adverse reactions (0.0%) (3.0%) (0.0%)
Statistical test NS
Diarrhea 1 I

NS: not significant
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Table 14. Abnormal laboratory findings
Group 058 10g 20g
No. of patients with abnormal 6/30 11/32 5/28
laboratory findings (20.0%) (84.4%) (19.2%)
Statistical test NS
RBC{, Hb{, Ht} (8.8%)
WBC | 1 (3.8%)
Eo. 4 (12.6%) 1 (3.8%)
Eo. t, GPT ¢ 1 (3.3%) 1 (3.1%)
Mono. 1 (8.1%)
GOTt 1 (8.1%) 1 (3.8%)
GPT! 1 (3.3%) 1 (8.1%)
GOT?t, GPT ¢ 2 (6.7%) 2 (6.3%)
GOTt, GPT t, y-GTP! 1 (3.1%)
GOT!t, GPT !, Al-Pt? 1 (3.8%)
GPTt, Al-Pt, y-GTPt (8.3%)
Al-P t, y-GTP! 1 (3.3%)
NS: not significant
Table 15. Overall safety
No. of
Group pa;e:“ Completely safe | Essentially safe | Problematic | Notsafe | Unknown | Statistical test
30 24 5 1 1
0.5
£ (80.0) (96.7)
33 23 9 1
1.0
& (69.7) (97.0) NS
26 22 3 1
2.0
& (84.6) (96.2)

( ):cumulative %  NS: not significant

Table 16. Usefulness

No. of
Group %% | Very useful | Useful | Slightly useful | Notuseful | Statistical test
patients
o5 26 4 17 3 2
e (15.4) (80.8)
Lo 30 3 23 2 2 xS
e (10.0) (86.7)
"o 23 6 15 2
e (26.1) (91.3)

( ):cumulative %  NS: not significant

AR RE 79 PlICH T 5 HAEZ Table 16
KRL7

AH#EI2 05 g B 80.8 % (21/26), 1.0 g 7 86.7 %
(26/30), 2.0 g B 91.3% (21/23) T, 3MMICARLR
ZRrZvohkdhol,

m. ¥ %

CFSL XHRERBENDTERRAETH S S. pneu-
moniae, H. influenzae, S. aureus, Moraxella
catarrhalis, Pseudomonas aeruginosa FZ@h /=5l
BHEAET A EHAY7 = 2AREHTHY, Hx, B
BAERRE AT 2EHEIMRENLLD, T
BNE - HRABRELT, ChoikBEHREL CFSL 1

B\ 0.5g~20g1H 2 BEHESFORFZIT-7. 41 H1
TORNTIIHHH 1 H 05g~20g 1 A 2 @HEET
HERMEEZRRTI2RENBON, RE2BOoE» LD
ICHEXED N o 7-DT, 5H, MEtEhx%Z
WHE L-EHAERFABREERKL 7.

EHARRTABOMNREB L LTHEEM AL B
EL-BEHIZROMY) TH5S,

CFSL 375 2 BHEL» S 75 LR ICIBIL K&
WHEHEETE, EXOVDYWAESFTAEZHAR
L7 A REFMEEBTAE, BIUTFIRE
(MRSA 2&t) B, E$iRFABRL L7 7 2BERICH
THHRBEHIVENAT VS, FRBEBREEOLNT, &K
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RoOKMERLB2EAL LTI}, S. aureus, S.
pneumoniae R ¥ DY 5 AR N AR KM TH B LKA
H<, ®OM M. catarrhalis, H. influenzae 72 ¥3*
FRERBLENhTOLMHEM R RLTHLES
b 8% (BN

REROEHABRNRABRICBVTIE, HBREOHER
%, ReMErREELUBRLARONESITERLH
WTHRELFARLET 274y TREEhTER
bORENo7R, CFSLDE )%t 7x 2 REHD
BE, EWMOLEMBIUSITEREINTE 22 uH
DEBOBKRBIZKN S, MK L O RERTL
CEHEDNEIINHIEENCTRDZLEAON
5% LMo T, HHELORMILBIIHZRIRERIC
MarzZLrl, ARBMTIZCFSL » 3 HRIL®E L7,

CFSL o Ri3, T CICRIBB_HERICBVTH
HZEEORKNRENLZENTVWL2HRLELT 0.5 gX
2/H, 1.0 gx2/H, 2.0 gX2/HD 3 fRkE L7, BE
BEROBJEICHZ-> T}, RANTRE,S, HR
FRORBKRENI L CFSL @ MIC HHBEHEW
MRSA, P. aeruginosa ® MICs: 25 ug/ml® % B &1l
RPREIBRIBLIKEEL, 1H05g L L. &8,
ZRENORAROF Y FIFICBL Tid, #HYEKMDE
PBROBED AL TAEBIB-DICHMEICL L&
aE by HITEEZRA L.

RE5HH 92 Ik AREMRITHIE 0.5 g # 26 #1,
10g #3084, 20gH 23 MITHY, BEFRETFO
HBIIBWTHABZZRBOOh o 2H, &5
BOILERMEB L URBICBTHERE 15 UTD
Ry rBd o, LrL, WD) OEFMIZLH
HHLULO-OEBRDRICBIZADELENEY,
BEH, BEHOLERELHEHEREL, vVRTF
1y 7EBAMICEIVBMEL TR LAES A, MIE
BOAHEIL 05 g B 86.4%, 1.0 g B 90.0%, 2.0 g
B 91.1%THHIBMEMELIZLALEDLL D07 L
Tehfo T3 MIIHBELREATHLLEZ LN,

BERZI R (H%®E) 12 05 B 846 %, 1.0 g ¥
90.0 %, 2.0 g B 913 %ThH Y, 3 HMICHEEIE
Donbkhro7200, 1.0g#, 2.0g HH 90 %L L
DEHMEERLZ, EEE), ERERUMANZ Y 3
BUCAHRENZOORBERL, £, EREEF
BEORKICBVTH 3 HBICERED LI Ed o7,
ek, BEBRHEIT 79 FF 30 1 (38.0 %) LHEX
O#E LIZIZFAKOBRHELRL, BREHOH
HEEIIEFNZN 84.6 %, 875 %BXT900%L, 3
BECHEENZBDON D o7
CFSL OEXE % BEN ¥ 7 x LR EH O M
RICHTIRBRBICBVWTEONREL LTHEAE
N T35 ceftazidime (CAZ) DFRE, ThEh 84.1
%9, 94.0 %, 91.2 %2 LH#L, CFSL D& #FE

ELT 90 %L Shax5RELT, 1 1.0
gARMUTHILERALNS, 85612, KERDORVE
Pt LTEY RFEHREMELABLIRGRELT
X1 20g1 H2RABGHELLEXLR, FORM
ELTIR1.0g ML 2.0 g BOEKRIZBVTEHAN
1.0gM30MP 4m (133%), 20gH 23 WP 7TH
(304 %) L20gRICB W LHIRITOLND,
REMORPTIX, BEHELTFNA 10g BIZ1
Bl (3.0%) CBOOLNEDAT, BEREMREEY
DREXIEFNELN 05g H 200%, 1.0g 8 344 %,
20g M 192 %Thh, ARZERZBOOLNENST
1.0 g BICBOWTHKREMREZEHDORBIENCLH
MNolA, TORRESKTHE, 1.0 g BIZHRRN
EHNE L, FhERLEEFOHEEIMEORSRBELIZ
LALEDO Do BKEREMED &) LHKR
EEREEDHRRED O, ARKFRLZOLN]R
Motz £/, XMMIC CAZ ICE AHIKREMREER
BOKE 24.8~34.1%"» LB L THLKEIRRON
o, REVHETIR, HERE#HREZHOE
BEEREL [RETHDH] OHEIX 1.0 g BACLEN
oA, BRBICHENEWEELZOND [12I2R2
Thad] UEIZ3BIZLAYRULTHH

PE, #MERi%IcHT 5 CFSL EAHRIIOV
TRIFZMAZA, BEELTIR, AHRO@MTIIE
KRR (AR%E) 7»51010g1H 2B ERREL
THEYTHLLEZON, T/, EEALRZYT1H
20gl H2MEISHMBBTACLLERDDLLLERXS
N, REHORFTIZ, HREFENICHEADDI
RERREHEREED N T 2R0ZD 50 ieh
>72

3 RZ WX T TIT Vol. 42, No. 10 i8R ENTH
D44, GCP P EAKEIFLICHZSh, FEN
ROAMNEE, FTEEATIVYILEDT, 67
DTHB/EE T 2E T,
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A dose range study on cefoselis in bacterial pneumonia
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A dose range study on cefoselis (FK 037, CFSL), a parenteral cephalosporin, was conducted in patients with
bacterial pneumonia.

1) Patients with bacterial pneumonia were intravenously infused with CFSL at a dose of 0.5 g (0.5 g group),
1.0g (1.0 g group) or 2.0 g (2.0 g group), twice daily, for 14 days as a rule. Of 92 patients, 79 were evaluated
for clinical efficacy and usefulness of this drug, and 90 patients for its safety.

2) The clinical efficacy rates were 84.6% (22/26) in the 0.5 g group, 90.0% (27/30) in the 1.0 g group and
91.3% (21/23) in the 2.0 g group.

3) In the bacteriological evaluation, the eradication rates were 90.9% (10/11) in the 0.5 g group, 6/7 in the
1.0 g group and 8/9 in the 2.0 g group.

4) As for adverse reactions, diarrhea was observed in only 1 patient in the 1.0 g group.

5) Abnormal changes in laboratory tests were observed in 6 patients (20.0%) in the 0.5 g group, 11 patients
(34.4%) in the 1.0 g group and 5 patients (19.2%) in the 2.0 g group. None of the abnormal laboratory findings
was serious or associated with clinical symptoms.

6) Clinical usefulness rates were 80.8% (21/26), 86.7% (26/30) and 91.3% (21/23) in the 0.5 g, 1.0 g and
2.0 g groups, respectively.

We considered a twice daily dose of 1.0 g of CFSL to be the most appropriate clinical dosage for bacterial pneu-
monia.

This paper reports clinical results excluding cases violating Good Clinical Practice (GCP) found after publica-
tion of our previous paper in “CHEMOTHERAPY” (Vol. 42, No. 10, 1994).



