Navacef

Cefaclor Monohydrate USP

Composition

Navacef™ 250 Capsule: Each capsule contains Cefaclor Monohydrate USP
equivalent to 250 mg of Cefaclor.

Navacef™ 500 Capsule: Each capsule contains Cefaclor Monohydrate USP
equivalent to 500 mg of Cefaclor.

Navacef™ PFS (100 ml): Each 5 ml contains Cefaclor Monohydrate USP equivalent
to 125 mg of Cefaclor.

Navacef™ PFS (60 ml): Each 5 ml contains Cefaclor Monohydrate USP equivalent
to 125 mg of Cefaclor.

Navacef™ Paediatric Drops (15 ml): Each 1.25 ml contains Cefaclor Monohydrate
USP equivalent to 125 mg of Cefaclor.

Pharmacology

Cefaclor is a second generation cephalosporin antibiotic which has stability against
B-lactamase inactivation and possesses a broad spectrum of activity. Cefaclor is
active against the following organisms: Alpha and beta haemolytic Streptococci,
Staphylococci, Streptococcus pneumoniae, Streptococcus pyogenes, Escherichia
coli. Cefaclor is generally effective in the eradication of Streptococci from the
nasopharynx.

Indications

Respiratory Tract Infections: Pneumonia, bronchitis, pharyngitis, tonsillitis, otitis
media.

Urinary Tract Infections: Pylonephritis, cystitis etc.

Skin & Soft Tissue Infections: Impetigo, pyoderma, cellulitis, pruritis etc.

Dosage & Administration

Adults: 250 mg three times daily (Dose should be doubled in severe cases, max. 4 g
daily). Children (over 1 month): 20 mg/kg/day in three divided doses (Dose should
be doubled in severe cases, max 1 g daily). 1-5 years: 125 mg three times daily.
Over 5 years: 250 mg three times daily, (Dose should be doubled in severe cases)
or as directed by the physician.

Contraindication
Cefaclor is contraindicated in patients with a known allergy to it or to the
Cephalosporin group of antibiotics.

Warnings & Precautions
Use of Cefaclor should be reduced in case of decreased kidney function.

Side Effects

Diarrhea or loose stools were dose related. Besides, nausea, abdominal pain,
headache, vomiting, dyspepsia, dry mouth, flatulence, loss of appetite, oral lesions,
dizziness, insomnia, fungal infection, anxiety, cough, urticaria, rash, sun burn, dry
skin may occur. Other side effects reported eosinophilia and blood disorder,
reversible interstitial nephritis, nervousness.

Use In Pregnancy & Lactation

There are no adequate and well-controlled studies of Cefaclor in pregnant woman.
So this drug should be used during pregnancy only it clearly needed. Cefaclor is
excreted in human milk. As it is found in human milk, a decision should be made
whether to discontinuing nursing or to discontinue the drug, taking into account the
importance of the drug to the mother.

Use In Children & Adolescents
Safety and effectiveness of Cefaclor has been established for paediatric patients
aged over 1 month.

Drug Interactions

Cefaclor has no known severe interactions with other drugs. But there have been
reports of increased anti-coagulant effect when Cefaclor and anti-coagulant were
administered concomitantly.

Overdosage
The symptoms of overdose of Cefaclor may include nausea, vomiting, epigastric &
diarrhea.

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

Packing

Navacef™ 250 Capsule: Each Box contains 4 X 6 capsules in Alu-Alu blister pack
and an insert.

Navacef™ 500 Capsule: Each Box contains 4 X 6 capsules in Alu-Alu blister pack
and an insert.

Navacef™ PFS (100 ml): Each Bottle contains powder for 100 ml suspension and
an insert.

Navacef™ PFS (60 ml): Each Bottle contains powder for 60 ml suspension and an
insert.

Navacef™ Paediatric Drops (15 ml): Each Bottle contains powder for 15 ml
suspension and an insert.

Manufactured by:

Navana Pharmaceuticals Ltd.
Rupshi, Rupganj, Narayanganj, Bangladesh
NCLT0366_02-22_00
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