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Table 1. Clinical Summary of SY5555 treatment
\ Agze _ o Daily dose Efficacy B
Case Diagnosis . . . Isolated Side
. v - - -= | Severity | Duration . ) . .
No. . Underlying disease X organism Bacteriological | Clinical | effects
Sex Total dose
) i ] 300mg < 3 NF
57 Exacerbation .
] — - - — | Moderate o) 1) Unknown Unknown -
M Jronchiectasis )
9.0g ND
N . 300mg >3 | H. influenzae
36 Exacerbation X R
2 - - - Mild 7 ) Unchanged Fair =)
M Bronchiectasis ) .
| 6.3g H. influenzae
{ i _ 300mg * 3 NF
0| 70 Exacerbation
3 - - Moderate 14) ! Unknown Poor (—
M Bronchiectasis
[ ) 12.6g NF l
J . . X 300mg < 3 NF
‘ 66 Exacerbation
4 - - Moderate 14/ 4 Unknown Excellent | (-
‘ M Bronchiectasis . .
12.6g NF
69 Exacerbation 150mg < 3 ND
5 P: Chronic bronchitis Moderate 7) | Unknown Good =)
Old pulmonary tuberculosis 3.15¢ ND
S. pneumoniae
61 Exacerbation 150mg x3 | B. catarrhalis
6 M Pulmonary emphysema Mild (7 H. influenzae Eradicated Fair (=
' Bronchial asthma 3.0g l
I R NF
S. pneumoniae
. ] 150mg x 3 i
N 33 Exacerbation H. influenzae . .
7 . - - Moderate (13) Eradicated Good (=)
F Bronchiectasis _ |
5.85g r
-
Exacerbation
—— - 150mg x 3 NF
68 Chronic obstructive
8 . Moderate (1 i Unknown Poor =
M pulmonary disease
L 4.95¢ NF
Sinusitis
S. prneumoniae
. . R 300mg x 3
61 Exacerbation ‘
9 - - Moderate (14) . . Unchanged Good (=)
M Bronchiectasis S. prneumoniae
12.6g .
B. catarrhalis
60 Exacerbation 300mg <3 NF
10 M Bronchiectasis Mild (14) ! Unknown Good (=
’ Bulla 12.6g NF
S. prneumoniae
) 300mg ¥ 3 ) o
76 Bronchopneumonia . H. influenzae . . GPT*
11 Mild (141 Eradicated Good
M Pulmonary emphysema X ! 28—60
12.6g o
~—

NF © normal flora, ND ! not done
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SY5555 in respiratory tract infection
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The clinical efficacy and side effects of SY5555, a new oral penem, were evaluated in 11 patients with
respiratory tract infections (RTIs), and a pharmacokinetic study was performed in 2 patients with RTIs.

1) Pharmacokinetic study

Serum and sputum levels of SY5555 were measured in 2 patients with RTIs. A single dose of 300 mg of
SY5555 was administered to them. The peak serum levels were 1.17 and 0.97ug/ml 2 and 6 hours after
administration, respectively. The sputum levels could not be determined in either case.

2 ) Clinical study

SY5555 was administered to 10 patients with exacerbation (bronchiectasis 7, pulmonary emphysema 1,
chronic obstructive pulmonary disease 1 and chronic bronchitis 1) and 1 with bronchopneumonia. The daily
dose was 450 or 900 mg (t.i.d.) and the duration was 7~14 days. Of the 10 evaluable cases (one case of
exacerbation of bronchiectasis could not be evaluated), the clinical efficacy of SY5555 was excellent in 1,
good in 5, fair in 2 and poor in 2. No side effects were observed in any patients. As abnormal laboratory
findings, a slight elevation of GPT was noted in 1 case.




