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Serum concentration (4g/mL)

O STFX alone
@ : STFX-+ranitidine

Fig. 1.
current dose of ranitidine

means * standard deviations.

Table 1. STFX pharmacokinetic parameters following oral ad-

ministration of STFX alone or STFX with ranitidine

12 16 20 24

Time (h)

Serum concentration of STFX after a single 100 mg dose of STFX alone and with con-

(150 mg) in healthy male volunteers. Values are

Table 2. Ratio of STFX pharmacokinetic parameters following
oral administration of STFX alone or STFX with raniti-

hydrochloride dine hydrochloride
STEX STFX + ranitidine Parameter n STFX + ranitidine hydrochloride®
Parameter = 8) hyd(lrczhlg;ide AUCo-24n 1.08 (0.89, 1.31)

Crnax 8 1.04 (0.67, 1.62)
tmax (h) 0.94 £0.66 0.91+0.23

@(STFX + ranitidine hydrochloride)/STFX ratio, 95% confidence
Cimax (1g/mL) 1.76 £0.72 1.66 £0.35 interval
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Table 3. Adverse events on STFX pharmacokinetics in coadministration of STFX with ranitidine hydrochloride

Drug STFX STFX + ranitidine hydrochloride
Subjects 8 8
Cases with AEs (%) 4 (50.0) 3(37.5)
95% confidence interval (%) (15.4, 84.6) (4.0, 71.0)
Number of AEs 6 5

System Organ Class®

Proforred Torme® cases with AEs (%) no. of AEs cases with AEs (%) no. of AEs
Nervous system disorders 0 1(12.5) 1
Headache 0 1(12.5) 1
Respiratory, thoracic and mediastinal disorders 1(12.5) 2 1(12.5) 1
Epistaxis 0 1 (12.5) 1
Pharyngolaryngeal pain 1 (12.5) 1 0 0
Pharyngeal erythema 1 (12.5) 1 0 0
Gastrointestinal disorders 3(37.5) 3 3(37.5) 3
Abdominal pain upper 0 1(12.5) 1
Diarrhoea 3(37.5) 3 2 (25.0) 2
Investigations 1(12.5) 1 0 0
Blood bilirubin increased 1(12.5) 1 0 0
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Effect of ranitidine on sitafloxacin absorption

Kohya Shiba

Jikei University School of Medicine, 3-25-8 Nishi-shinbashi, Minato-ku, Tokyo, Japan

The effect of the H, receptor antagonist (ranitidine hydrochloride) on pharmacokinetics of the fluoroqui-
nolone sitafloxacin(STFX) was studied in 8 healthy adult male volunteers in a two-period crossover trial.
AUC2un increased by 8% and C... by 4%, suggesting that ranitidine hydrochloride affected STFX pharma-

cokinetics negligibly, if at all.



