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Table 1. Participant profiles
Group 1 I m
n= 6 3 3
Age (year) 57%5 56+4 52%10
Height (cm) 154.7£7.7 1604 4.8 167.3+3.2
Body weight (kg) 54596 57.2%3.2 60.2%£9.4
Cer (mL/min)? 75.1£8.6 40.2%10.0 18022
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Fig. 1.
ministration (50 mg).
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Fig. 2.
oral administration (50 mg).
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Table 2. Pharmacokinetic sitafloxacin parameters in patients with renal dysfunction

Group I Group II Group I
Parameters
n==a6 n=3 n=3

Cinax (#g/mL) 0.63*0.35 0.75+0.22 0.60 = 0.06
tmax (h) 1.7+1.1 1.5+13 1.8+19
AUCo-24n (ug * h/mL) 4.18%+0.91 6.29 £1.21 6.33+0.67
AUCo-inf (1g * h/mL) 4.66 £ 0.95 8.04+1.92 9.95+1.92
MRTo-inr (h) 9.8+2.2 15.0*2.6 23.3+4.4
kel (/h) 0.0945 +0.0185 0.0616 +£0.0112 0.0431 £+ 0.00596
ti2 (h) 75%1.3 11522 16.3+2.1
Aeg-aan ¥ (%) 434*7.1 37.4%42 14.5%5.1
Aeo-ssn P (%) 489+74 44.7£2.2 20.1+5.8

Mean £ SD

¥ Cumulative urinary excretion (0—24 h) " Cumulative urinary excretion (0—48 h)
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Table 3. Simulated sitafloxacin serum concentration in a
steady state after repeated administration

Dosage Crmax ss (4g/mL)

(/day) Group I Group I Group I
25 mg X2 0.352 0.545 0.606
50 mg X1 0.578 0.860 0.861
50 mg X2 0.704 1.09 1.21
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Pharmacokinetic profiles of sitafloxacin in patients with renal dysfunction

Mitsuyoshi Nakashima” and Yukimichi Kawada®
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Japan
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We compared pharmacokinetic profiles of sitafloxacin(STFX) in patients with renal dysfunction divided
into 3 creatinine clearance (C.;) based groups: mild dysfunction (Group I), moderate dysfunction (Group II),
and severe dysfunction (Group III). The area under the blood concentration-time curve (AUC) was 4.66 ug *
h/mL in Group I, 8.04 ug * h/mL in Group II, and 9.95 ug * h/mL in Group III after STFX administration (50
mg). These results indicate that AUC increased with renal dysfunction severity. The half-life was 7.5 h in
Group I, 11.5 h in Group II, and 16.3 h in Group III, and prolonged depending on renal dysfunction severity.
Urinary excretion (0—48 h) was 48.9% in Group I, 44.7% in Group II, and 20.1% in Group III, and decreased de-
pending on renal dysfunction severity. The incidence of adverse reactions was 25% (3/12).

Our results suggest that the STFX dosage and dosing interval be determined with care in patients with

renal dysfunction.



