Ofloxacin

[ TOFL] Ofloxin® Otic Solution 3mg/mL, SmL/Bot ATC Code - S024A416
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N % ¢ Each mL contains:  Ofloxacin ..........ccceeveeeveeereeennennne, 3 mg

#7192 /> %8 ¢ Antibiotic, Fluoroquinolone; Otic.

* R g Administration: for Otic use only.

® Prior to use, warm solution by holding container in hands for 1 to 2 minutes.
® Patients should remain in this position for 10 minutes to allow penetration of
solution.
Indications and Dosage regimens:
Adults:
Otitis media, chronic suppurative (with perforated tympanic membranes):
Instill 10 drops into affected ear(s) twice daily for 14 days
Otitis externa:
Instill 10 drops into affected ear(s) once daily for 7 days.

Pediatric:
Otitis media, acute (with tympanostomy tubes):
Children:
Instill 5 drops (0.25 mL) into the affected ear(s) BID for 10 days.
Otitis media, chronic suppurative (with perforated tympanic membranes):
Children >12 years and Adolescents:
Instill 10 drops (0.5 mL) into the affected ear(s) twice daily for 14 days.
Otitis externa, acute:
Infants >6 months and Children:
Instill 5 drops (0.25 mL) into the affected ear(s) once daily for 7 days.
Adolescents:
Instill 10 drops (0.5 mL) into the affected ear(s) once daily for 7 days.
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i Z # © 1. Adverse events have been observed in some animal reproduction studies.
2.When administered orally, ofloxacin crosses the placenta (Giamarellou 1989). The
amount of ofloxacin available systemically following topical application of the otic
drops is significantly less in comparison to oral doses.
# 54 # ¢ 1. When administered orally, ofloxacin enters breast milk. It is not known if ofloxacin
can be detected in breast milk following otic administration.
2.Due to the potential for serious adverse reactions in the nursing infant, the
manufacturer recommends a decision be made whether to discontinue nursing or to

discontinue the drug, taking into account the importance of treatment to the mother.
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