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Fig. 1. Chemical structure of BMY-28100.
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Table 1. Serum and tissue concentration of BMY-28100 after single oral administration of 250 mg

Case | Age Time Concentration ( zg/ml, or g)
no. |(years) peripheral| uterine . endo- myo- cervix portio
vein artery oviduct OVary | metrium | metrium uteri | vaginalis
1 36 2°1%5° 5.09 4.89 3.12 2.96 3.52 3.52
2 44 2°55’ 5.48 5.48 2.86 3.04 2.76 3.04 3.92 3.92
3 38 3° 3.91 3.91 2.16 2.86 3.52 3.92
4 42 3°15° 2.65 2.65 1.96 1.66 2.16 1.96 1.76 1.76
5 39 3°18° 3.13 3.03 2.06 1.86 2.96 2.76
6 45 3°20° 2.55 2.55 2.06 1.86 1.66 2.16 2.26 2.26
7 47 4° 3.13 3.13 2.46 2.56 2.56 2.66 2.86 2.66
8 46 4°05’ 3.13 3.13 2.36 2.36 2.56 2.66 2.76 2.96
9 47 4°45 1.66 1.56 0.73 0.78 0.94 1.09 0.90 1.09
10 46 4°50° 1.76 1.56 1.42 1.18 1.42 1.28
11 76 4°55’ 1.96 1.96 1.56 1.56 1.66 1.66
12 47 5°30° 1.27 1.17 1.09 0.99 1.13 0.99 1.18 1.18
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Fig. 2. Serum concentration of BMY-28100 after single oral administration of 250 mg.
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Fig. 3. Tissue concentration of BMY-28100 after single oral administration of 250 mg.
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Table 2. Clinical results of BMY-28100 treatment
Case| Age Bgdy . . BMY-28100 Bact.erio- Clinical| Side-
weight| Diagnosis - - [solate logical .
no. [(years) (kg) daily dose |duration | total dose f efficacy |effects
g (mg Xtimes)| (days) (mg) etlect
E. coli
1 24 51 endometritis 250X 3 7 5250 P vulgaris eradicated | good -
E. faecalis
2 31 53 | endometritis 250X 3 7 5250 .E‘ coli . eradicated | good -
S. intermedius
3| 34 53 | endometritis | 250X 3 7 5250 E. cloacae eradicated | good | —
E. faecalis
. E. coli .
4 28 47 endometritis 250%X3 7 5250 . eradicated | good -
B. fragilis
5 23 69 | endometritis 250%3 7 5250 E. faecalis eradicated | good -
6 35 52 | endometritis 250X 3 7 5250 S. epidermidis | eradicated | good -
7 19 45 | endometritis 250X 3 7 5250 E. faecalis eradicated | good -
8 36 49 | endometritis 250X 3 7 5250 E. faecalis eradicated | good -
d it1 250X 3 7 5250 E coli decreased oor -
9 25 51 | endometritis E. faecalis p
10 25 52 endometritis 250%X3 7 5250 Actinomyces sp. replaced good -
11| 37 64 | endometritis | 250X%3 7 5250 S. morbillorum | unknown good -
12 | 34 50 | endometritis | 250X3 7 5250 (=) unknown good —
13| 30 48 adnexitis 250X 3 7 5250 E. faecalis eradicated | good -
14 19 57 adnexitis 250X 3 3 2250 P. aeruginosa persisted poor -
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Table 3. Clinical efficacy of BMY-28100 treatment

No. of Clinical efficacy
Diagnosis ) Efficacy rate (%)
cases
excellent good poor
Internal endometritis 12 11 1 11/12 (91.7)
genital
infection adnexitis 2 1 1 172 (50.0)
Total 14 0 12 2 12/14 (85.7)
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Table 4. Bacteriological response to BMY-28100

Organism No. of strains Eradicated Persisted Eradication rate (%)
S. epidermidis 1 1
S. morbillorum 1 0(1)
G(+)
E. faecalis 7 6 1
sub-total 9 7(1) 1 7/8(87.5)
Aerobes
E. coli 4 3 1
E. cloacae 1 1
G (—) P. vulgaris 1 1
P aeruginosa 1 1
sub-total 7 5 2 5/7(71.4)
S intermedius 1 1
G (+)| Actinomyces sp. 1 1
Anaerobes
sub-total 2 2 0 2/2(100)
G(—) B. fragilis 1 1
Total 19 15(1) 3 15/18(83.3)

() :unknown
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BMY-28100 IN OBSTETRICS AND GYNECOLOGY

Takao Yamamoto, Jinsuke Y asupa, Masaaki Kanao and Hirop Oxapa

Department of Obstetrics and Gynecology, Kyoto Prefectural University of Medicine,

465 Kajii-cho, Hirokoji- Agaru, Kawaramachi, Kamigyo-ku, Kyoto 602, Japan

We performed basic and clinical studies on BMY-28100, a newly developed oral cephem, and obtained the following

results.

BMY-28100 was administered orally at a does of 250mg and serum and genital tissue concentrations were determined.

The peripheral serum concentration reached a peak of 5.48,.g/ml after 2h 55min, and 1.27g/ml after Sh 30min.

The concentration in the genital tissues was 2.76-3.92g/ml after 2h 55min.

In a clinical trial, BMY-28100 was administered to 14 patients with obstetric and gynecological infections (12 with

intrauterine infections and 2 with adnexitis). Clinical results were evaluated as good in 12 and poor in 2 patients, with an
efficacy rate of 85.7%.

In a bacteriological study, 19 strains were isolated from 13 patients. Fifteen of the 19 organisms were eradicated. the

eradication rate being 83.3%.

No side-effects were observed in any of the cases treated with BMY-28100.



