Clavusef®

Cefuroxime & Clavulanic Acid

Description: Cefuroxime is one of the bactericidal second generation cephalosporin antibiotics, which is active
against a wide range of Gram-positive and Gram-negative susceptible organisms including many beta-lactamase
producing strains. It is indicated for the treatment of infections caused by sensitive bacteria. Clavulanic acid has a
similar structure to the beta-lactam antibiotics but binds irreversibly to the beta-lactamase enzymes. The
presence of clavulanic acid in Clavusef® formulations protect Cefuroxime from degradation by beta-lactamase
enzymes and effectively extend the antibacterial spectrum of Cefuroxime that include many bacteria normally
resistant to Cefuroxime and other cephalosporins.

Mode of action: Cefuroxime has bactericidal activity against a wide range of common pathogens, including
beta-lactamase producing strains. The bactericidal action of cefuroxime is resulted from inhibition of cell wall
synthesis by binding to essential target proteins. Clavulanic acid is a naturally derived beta lactamase inhibitor
produced by Streptomyces clavuligerus.It has poor intrinsic antimicrobial activity, but it is an irreversible binder of
B-lactamases produced by a wide range of gram positive and gram negative microorganisms.

Pharmacokinetics: After oral administration cefuroxime axetil is absorbed from the gastrointestinal tract and
rapidly hydrolysed in the body to release cefuroxime into the circulation. Approximately 60% of an administered
dose is absorbed. Optimum absorption occurs when it is administered after a light meal. The mean peak serum
level of cefuroxime following a 250 mg dose in normal healthy adults, after food, was 4.1 mg/L and occurred two
to three hours after dosing. Serum levels were significantly higher in the elderly, apparently due to slower
excretion.

Composition: Clavusef® 125 mg Tablet: Each film coated tablet contains Cefuroxime Axetil BP 150.363 mg
and Clavulanate Potassium USP 37.225 mg equivalent to Cefuroxime 125 mg and Clavulanic acid 31.25 mg
respectively.

Clavusef® 250 mg Tablet: Each film coated tablet contains Cefuroxime Axetil BP 300.725 mg and Clavulanate
Potassium USP 74.45 mg equivalent to Cefuroxime 250 mg and Clavulanic acid 62.5 mg respectively.
Clavusef® 500 mg Tablet: Each film coated tablet contains Cefuroxime Axetil BP 601.450 mg and Clavulanate
Potassium USP 148.9 mg equivalent to Cefuroxime 500 mg and Clavulanic acid 125 mg respectively.

Clavusef® 70 ml Powder for Suspension: Each 5 ml reconstituted suspension contains Cefuroxime Axetil BP
150.363 mg and Clavulanate Potassium USP 37.225 mg equivalent to Cefuroxime 125 mg and Clavulanic acid
31.25 mg respectively.

Indications: Pharyngitis/tonsillitis, Acute bacterial otitis media, Acute bacterial maxillary sinusitis, Acute bacterial
exacerbations of chronic bronchitis and secondary bacterial infections of acute bronchitis, Uncomplicated skin
and skin-structure infections, Uncomplicated urinary tract infections, Uncomplicated gonorrhea (urethral and
endocervical), Early lyme disease (erythema migrans).

Dosage & administration: Clavusef® Tablets: The usual course of therapy with Cefuroxime-Clavulanic acid
tablets is 5 to 7 days for treatment of bronchitis, and 7 to 10 days for other infections.

Adolescents and Adults (13 years and older)

Infection Dosage Duration (days)
Pharyngitis/tonsilitis 250 mg b.i.d. 05-10
Acute bacterial maxillary sinusitis 250 mg b.i.d. 10

Acute bacterial exacerbations of chronic bronchitis 250 or 500 mg b.i.d. 10
Secondary bacterial infections of acute bronchitis 250 or 500 mg b.i.d. 05-10
Uncomplicated skin and skin-structure infections 250 or 500 mg b.i.d. 10

Infection Dosage Duration (days)
Uncomplicated urinary tract infections 250 mg b.i.d. 07-10
Uncomplicated gonorrhea 1,000 mg Single dose
Early Lyme disease 500 mg b.i.d. 20
Pediatric Patients (who can swallow tablets whole)

Acute otitis media 250 mg b.i.d. 10

Acute bacterial maxillary sinusitis 250 mg b.i.d. 10

(May be administered without regard to meals)

Clavusef® Suspension: Can be administered to pediatric patients ranging in age from 3 months to 12 years.
Must be administered with food. Shake well each time before using.

Infection Dosage Daily Maximum dose Duration (days)
Pharyngitis/Tonsilitis 20 mg/kg/day b.i.d 500 mg 10
Acute otitis media 30 mg/kg/day b.i.d 1,000 mg 10
Acute bacterial maxillary sinusitis 30 mg/kg/day b.i.d 1,000 mg 10
Impetigo 30 mg/kg/day b.i.d 1,000 mg 10

Contraindications: Patients with known allergy to cephalosporins & pseudomembranous colitis are contraindicated.

Side effects: Generally Cefuroxime and Clavulanic acid are well tolerated. However, a few side effects like nausea,
vomiting, diarrhea, abdominal discomfort or pain may occur. Rarely (<0.2%) renal dysfunction, anaphylaxis,
angioedema, pruritis, rash and serum sickness like urticaria may appear.

Use in pregnancy & lactation: During pregnancy while all antibiotics should be avoided in the first trimester if
possible. However, Clavusef® can be safely used in later pregnancy to treat urinary and other infections. Clavusef®
is excreted into the breast milk in small quantities. However, the possibility of sensitizing the infant should be kept in
mind.

Precautions: Clavusef® should be given with care to patients receiving concurrent treatment with potent diuretics &
who have history of colitis.

Drug interactions: Concomitant administration of probenecid with Clavusef® increases the area under the serum
concentration versus time curve by 50%. Drug that reduces gastric acidity may result in a lower bioavailability of
cefuroxime and tend to cancel the effect of postprandial absorption. In common with other antibiotics, cefuroxime
axetil may affect the gut flora, leading to lower estrogen reabsorption and reduced efficacy of combined oral
estrogen/progesterone.

Over dosage: Overdosage of Clavusef® can cause cerebral irritation leading to convulsions. Serum level can be
decreased by hemodialysis and peritoneal dialysis.

Storage: Store in a cool (Below 25° C temperature) and dry place protected from light.

Packaging

Clavusef © 125 mg Tablet: Each carton contains 4X4 tablets in Alu-Alu strip in Alu-Alu sachet.

Clavusef® 250 mg Tablet: Each carton contains 4X4 tablets in Alu-Alu strip in Alu-Alu sachet.

Clavusef® 500 mg Tablet: Each carton contains 4X3 tablets in Alu-Alu strip in Alu-Alu sachet.

Clavusef® 70 ml Powder for Suspension: Each carton contains a bottle having powder to reconstitute 70 ml
suspension.

Manufactured by
Opsonin Pharma Limited
Opsonin Pharma Rupatali, Barishal, Bangladesh.
Ideas for healthcare ® Registered Trade Mark.
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