Inbuten™

Ceftibuten Dihydrate INN

)=

Composition:

Inbuten™ 400 mg capsule: Each capsule
contains Ceftibuten 400 mg as Ceftibuten Dihydrate
INN.

Inbuten™ powder for suspension 60 ml (90 mg/
5 ml): After reconstitution each 5 ml suspension
contains Ceftibuten 90 mg as Ceftibuten Dihydrate
INN.

Pharmacology:

Ceftibuten exerts its bactericidal action by
binding to essential target proteins of the
bacterial cell wall. This binding leads to inhibition
of cell-wall synthesis.

Indication:

Inbuten™ is indicated for the treatment of
individuals with mild-to-moderate infections
caused by susceptible strains of the designated
microorganisms in the specific conditions listed
below-

Acute Bacterial Exacerbations of Chronic
Bronchitis due to Haemophilus influenzae
(including B-lactamase -producing strains),
Moraxella catarrhalis (including

B-lactamase-producing strains), or Streptococcus
pneumoniae (penicillin-susceptible strains only).

Acute Bacterial Otitis Media due to Haemophilus
influenzae  (including B-lactamase-producing
strains),  Moraxella  catarrhalis  (including
B-lactamase-producing strains), or Streptococcus
pyogenes.

Pharyngitis and Tonsillitis due to Streptococcus
pyogenes.

Dosage & Administration:
Adults: 400 mg once daily for 10 days
Child: 9 mg/kg once daily for 10 days

Contraindications:

Inbuten™ is contraindicated in patients with
known allergy to the cephalosporin group of
antibiotics.

Side Effects:

Nausea/vomiting, diarrhea, stomach upset, or
headache may occur. dark urine, persistent
nausea/vomiting, yellowing eyes/skin, black stool,
change in the amount of urine, joint pain.

Warning & Precaution:

As with other broad-spectrum antibiotics,
prolonged treatment may result in the possible
emergence and overgrowth of resistant
organisms. Careful observation of the patient is
essential. If superinfection occurs during
therapy, appropriate measures should be taken.
Ceftibuten should be prescribed with caution to
individuals with a history of gastrointestinal
disease, particularly colitis.

Use in Pregnancy:
Pregnancy Category B

There are no adequate and well-controlled
studies in pregnant women. Because animal
reproduction studies are not always predictive of
human response, this drug should be used
during pregnancy only if clearly needed.

Use in Lactation:

It is not known whether Ceftibuten (at
recommended dosages) is excreted in human
milk. Because many drugs are excreted in
human milk, caution should be exercised when
Ceftibuten is administered to a nursing woman.

Use in Children:

The safety and efficacy of ceftibuten in infants
less than 6 months of age has not been
established.

Drug Interactions:
Theophylline-

The pharmacokinetics of theophylline were not
altered.

Antacids or H2-receptor antagonists did not
affect the Cmax or AUC of ceftibuten; however,
150 mg of ranitidine q12h for 3 days increased
the ceftibuten Cmax by 23% and ceftibuten AUC
by 16%.

Overdose:

Overdosage of cephalosporins can cause
cerebral irritation leading to convulsions.
Ceftibuten is readily dialyzable and significant
quantities (65% of plasma concentrations) can
be removed from the circulation by a
singlehemodialysis session.

Directions for Reconstitution of Suspension:

First shake the bottle to loosen the dry powder.
Then add 45 ml purified or boiled and cooled
water with the help of provided measuring
equipment into the bottle. For ease of
preparation, add water to the bottle in two
portions and shake well to make 60 ml
suspension.

Storage:
Capsule:

Do not store above 25° C, protect from light &
moisture.

Dry powder for suspension:

Do not store above 25° C, protect from light &
moisture.

Reconstituted Suspension:

The reconstituted suspension is stable for 14
days when stored in the refrigerator between 2°
and 8° C.

Keep out of the reach of children.

Packing:

Inbuten™ 400 mg capsule: Each box containing
(2 x 5’s) capsule in Alu-Alu blister pack, covered
by a protective aluminium zipper pouch with
desiccant.

Inbuten™ powder for suspension 60 ml (90 mg /
5 ml): Each glass bottle contains dry powder for
preparation of 60 ml suspension.
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