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Table 1. Listing of Demographic Data and Patient Characteristics
[Single-dose group]
Patient | Pharmacokinetic Age | Weight . . Concomitant | Operation/ Reason for
No. analysis Sex (year)| (kg) Diagnosis drug Treatment exclusion
Transurethral
1 Included Male 72 50.5 | Bladder tumor None bladder tumor
resection
Transurethral
2 Included Male 68 61.4 | Bladder tumor None bladder tumor
resection
3 Included Male 34 74.1 | Paraurethral abscess None Removal of
abscess
4 Included Male 12 55.2 Traumatic hematoma None Rem'oval of
in the left scrotum hematoma
Transurethral
5 Included Male 65 58 Bladder tumor Myonal bladder tumor
resection
[Multiple-dose group]
Patient | Pharmacokinetic N Age | Weight . . Concomitant | Operation/ Reason for
No. analysis Sex (year)| (kg) Diagnosis drug Treatment exclusion
| Sampling delay
6 Excluded Female| 63 54.6 | Bladder angioma None Transurethr@l from the given
mass resection| time.
Bladder stone/ Transurethral | CSF and serum
7 Excluded Male 75 59.7 rostatic h értr h None bladder sampling could
b ¢ hypertrophy lithotripsy not be done.
Failure of CSF
Tumor sampling and
8 Excluded Male 29 82.6 | Perineal tumor Loxonine . violations related
resection o
to concomitant
drug or therapy.
. Thyradin-S | Transurethral
9 Included Male 55 62.3 tSl;J;L())ercted bladder Methycobal | excisional
Selbex biopsy
Eviprostat Transurethral | Violations related
10 Excluded Male 71 48 Prostatic hypertrophy FerIr)um resection of to concomitant
prostate drug or therapy.
Endoscopic
11 Included Male 34 65.95 | Urethral stenosis None urethral
incision
Transurethral
12 Included Male 75 48.4 | Bladder tumor None bladder tumor
resection
Transurethral
13 Included Male 53 60.4 | Bladder tumor None bladder tumor
resection
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Concentrations of Gatifloxacin in CSF and Serum,

and CSF/Serum Ratio

|Single-dose group] Dosage : a single dose of 200mg

Patient No. CSF Serum CSF/Serum Ratio
Gatifloxacin level | Gatifloxacin level
(peg/mL) (pg/mL)
1 0.45 2.13 0.21
2 0.20 1.81 0.11
3 n.d.” 0.99 0
4 0.17 1.57 0.11
5 0.23 1.85 0.12
Mean = S.D. 0.21 £0.16 1.67 £0.43 0.11 £0.07

[Multiple-dose group) Dosage : 200mg b.i.d. for 3 days

Patient No. CSF Serum CSF/Serum Ratio
Gatifloxacin level | Gatifloxacin level
(pg/mL) (peg/mL)
9 1.23 3.46 0.36
11 0.53 1.39 0.38
12 0.88 1.95 0.45
13 0.65 3.07 0.21
Mean + S.D. 0.82 £0.31 2.47 +0.96 0.35+0.10

*

regarded as 0 pg/mL.

. <0.05 xg/mL ; The concentration below the detection limit was
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Pharmacokinetic Study of Gatifloxacin
-Penetration of Gatifloxacin into Cerebrospinal Fluid-

Motoshi Kawahara, Hiroshi Hayami, Toshihiro Kitagawa,
Shin-ichi Makinose, Daishi Yamauchi, Yasuhiko Nakame, Shinji Matsushita,
Yosuke Uchida, Toshihiro Goto, and Yoshitada Ohi
Department of Urology, Faculty of Medicine, Kagoshima University
8-35-1 Sakura-ga-oka, Kagoshima 890-8520, Japan

We investigated the penetration of gatifloxacin (GFLX), a new quinolone derivative, into human
_cerebrospinal fluid (CSF). Patients who needed to undergo urological surgery under lumbar spinal
anesthesia, and who had no central nervous system diseases which interfered with the study,
were given GFLX, and then CSF and serum were collected by dura puncture about 3 hours
after dosing. Concentrations of GFLX in CSF and serum were determined by the HPLC method.

Mean CSF and serum concentrations of the drug after a single oral dose of 200mg GFLX
were 0.21+0.16 and 1.67 £0.43 xg/mL, respectively. The mean ratio of CSF/serum concentration
was 0.11 £0.07.

In the multiple-dose group, to whom 200mg GFLX was given orally twice a day for 3 days,
the mean CSF concentration of GFLX was 0.82£0.31 g/mL, and the mean serum concentration
was 2.47£0.96 yxg/mL. The mean ratio of CSF/serum concentrations was 0.35+ 0.10, about
3 times greater than that in the single-dose group.

The ratio of CSF/serum concentration of GFLX in both the single- and multiple-dose groups
was similar to those of other quinolones.

No clinically significant adverse reactions and no abnormal laboratory test findings were observed.



