Duracef

Composition

Duracef™-200 Capsule: Each capsule contains Cefixime Trihydrate BP equivalent
to Cefixime 200 mg.

Duracef™-400 Capsule: Each capsule contains Cefixime Trihydrate BP equivalent
to Cefixime 400 mg.

Duracef™DS PFS (50 ml): Each 5 ml reconstituted suspension contains Cefixime
Trihydrate BP equivalent to Cefixime 200 mg.

Duracef™PFS (50 ml): Each 5 ml reconstituted suspension contains Cefixime
Trihydrate BP equivalent to Cefixime 100 mg.

Duracef™PFS (30 ml): Each 5 ml reconstituted suspension contains Cefixime
Trihydrate BP equivalent to Cefixime 100 mg.

Duracef™Paediatric Drops (21 ml): Each ml reconstituted suspension contains
Cefixime Trihydrate BP equivalent to Cefixime 25 mg.

Duracef™Max PFS (10 ml): Each 5 ml reconstituted suspension contains Cefixime
Trihydrate BP equivalent to Cefixime 500 mg.

Duracef™Max PFS (20 ml): Each 5 ml reconstituted suspension contains Cefixime
Trihydrate BP equivalent to Cefixime 500 mg.

Pharmacology

As with other cephalosporins, the bactericidal action of cefixime results from
inhibition of cell wall synthesis. Cefixime is stable in the presence of certain
beta-lactamase enzymes.

Indications

Otitis media- caused by Streptococcus pneumoniae (including Penicillinase
resistant strains), Streptococcus pyogenes, Haemophilus influenzae (including
beta-lactamase producing strains), Moraxella catarrhalis (including beta-lactamase
producing strains).

Pharyngitis/Tonsillitis- caused by Streptococcus pyogenes.

Uncomplicated Urinary Tract infection- Caused by E. coli, Proteus mirabilis.
Uncomplicated Gonorrhoea- Caused by N. gonorrhoeae (including Penicillinase &
non- Penicillinase resistant strains).

Dosage and Administration

Adults: The recommended dose is given as a single dose of 400 mg or 200 mg
twice daily for 7-14 days according to the severity of infections. Uncomplicated
Gonorrhoea: 400 mg single dose.

Children: > 6 months: 8 mg /kg/ day in 1-2 divided doses, 6 months-1 year: 75
mg daily, 1-4 years: 100 mg daily, 5-10 years: 200 mg daily, > 10 years: As same
as adult dose or as directed by the physician.

Contraindications

Cefixime is contraindicated in patients with a known allergy to Cefixime or to the
Cephalosporin group of antibiotic.

Warnings & Precautions

Hypersensitivity reactions including shock and fatalities have been reported with
cefixime. Discontinue use if a reaction occurs.

Side Effects

Diarrhea or loose stools, nausea, abdominal pain, headache, vomiting, dyspepsia,
dry mouth, flatulence, loss of appetite, oral lesions, dizziness, insomnia, confusion,
fungal infection, anxiety, cough, urticaria, rash, dry skin, sun burn may occur.

Use in Pregnancy and Lactation

Use in pregnancy:

Pregnancy Category B. There are no adequate and well controlled studies in
pregnant woman. So this drug should be used during pregnancy only if clearly
needed.

Use in Lactation:

Cefixime is excreted in human milk. Because of the potential for serious reactions
in nursing infants, a decision should be made whether to discontinue nursing or to
discontinue the drug.

Use in Children & Adolescents

Safety and effectiveness of Cefixime in children aged less than six months old have
not been established.

Drug Interaction

Elevated carbamazepine levels have been reported when cefixime is administered
concomitantly.

Overdosage

Gastric lavage may be indicated; otherwise, no specific antidote exists. Cefixime is
not removed in significant quantities from the circulation by hemodialysis or
peritoneal dialysis.

Storage

Store below 30°C., away from light and in a dry place. Keep all medicine out of the
reach of children.

Packing

Duracef™-200 Capsule: Each box contains 2 x 6 capsules in Alu-Alu blister pack
with an insert.

Duracef™-400 Capsule: Each box contains 2 x 6 capsules in Alu-Alu blister pack
with an insert.

Duracef™DS PFS (50 ml): Each bottle contains powder for 50 ml suspension with
an insert.

Duracef™PFS (50 ml): Each bottle contains powder for 50 ml suspension with an
insert.

Duracef™PFS (30 ml): Each bottle contains powder for 30 ml suspension with an
insert.

Duracef™Paediatric Drops (21 ml): Each bottle contains powder for 21 ml
paediatric drops with an insert.

Duracef™Max PFS (10 ml): Each bottle contains powder for 10 ml suspension with
an insert.

Duracef™Max PFS (20 ml): Each bottle contains powder for 20 ml suspension with
an insert.

Manufactured by:

Navana Pharmaceuticals Ltd.
Rupshi, Rupganj, Narayanganj, Bangladesh
NCLT0573_01-24_02
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