Cefuroxime BP & Clavulanic Acid BP

‘Composition

:Fixcef'M Plus 250 Tablet: Each film coated tablet contains Cefuroxime
Axetil BP equivalent to Cefuroxime 250 mg and Diluted Potassium
[Clavulanate BP equivalent to Clavulanic Acid 62.5 mg. |
\Fixcefm Plus 500 Tablet: Each film coated tablet contains Cefuroxime:
IAxetil BP equivalent to Cefuroxime 500 mg and Diluted Potassium,
:CIavuIanate BP equivalent to Clavulanic Acid 125 mg. |
Pharmacology :
ICefuroxime is one of the bactericidal second generation cephalosporini
antibiotics, which is active against a wide range of Gram-positive and:
iGram-negative susceptible organisms including many beta-lactamase
producmg strains. 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 Fixcef™ Plus formula'nons:
lprotect Cefuroxime from degradation by beta-lactamase enzymes and
:effectively extend the antibacterial spectrum of Cefuroxime. :
Indications |
‘Pharyngms/tonsnllms, Acute bacterial otitis media, Acute bacterlal‘
‘maxﬂlary sinusitis. Acute bacterial exacerbations of chronic bronchltls
land secondary bacterial infection of acute bronchitis, Uncompllcated\
skin and skin-structure infections, Uncomplicated urinary tract
infections, Uncomplicated gonorrhoea (urethral and endocervical), Early/‘
lyme disease (erythema migrans). |
:Dosage & Administration !
IFor oral administration :
‘lecef Plus Tablet: The wusual course of v therapy withl
‘Cefuromme Clavulanic acid tablets is 5 to 7 days for treatment of
Ibronchitis and 7 to 10 days for other infections. ‘

:Adolescents and Adults (13 years and older) !

Infection Dosage
Pharyngitis/tonsillitis 250 mg b.i.d.
Acute bacterial maxillary sinusitis 250 mg b.i.d.

Duration (days)
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Acute bacterial exacerbations of chronic bronchitis | 250 or 500 mg b.i.d.
Secondary bacterial infections of acute bronchitis 250 or 500 mg bid.
Uncomplicated skin and skin-structure infections 250 or 500 mg b.i.d.
Uncomplicated urinary tract infections 250 mg b.i.d-
Uncomplicated gonorrhoea 1,000 mg Single dose
Early Lyme disease 500 mg bid. 20
Paediatric Patients (who can swallow tablets whole)
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Infection Dosage
Acute ofitis media

Duration (days)
250 mg b.id. 0
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Acute bacterial maxillary sinusitis 250 mgb.i.d 10
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jor as directed by the physician. A
IContraindication |
Patients with known allergy to cephalosporins & pseudomembranous:
Icolitis are contraindicated. |
Marnings & Precautions :
ICefuroxime-Clavulanic acid should be given with care to patients
receiving concurrent treatment with potent diuretics & who have hlstory\
of colitis. ‘
Side effects |
:Generally Cefuroxime-Clavulanic acid are well tolerated. However, a few:
side effects like nausea, vomiting, diarrhaea, abdominal discomfort or,
lpain may occur. Rarely (<0.2%) renal dysfunction, anaphylaxis,
angloedema pruritis, rash and serum sickness like urticaria may appear. ‘
\Use in Pregnancy & Lactation ‘
Cefuroxme Clavulanic acid can be safely used In later pregnancy to treat‘
‘unnary and other infections. Cefuroxime-Clavulanic acid is excreted |nto
tthe breast milk in small quantities. However, the possibility of sensmzmg\
the infant should be kept in mind. I
Use in Children & Adolescents :
ICefuroxime-Clavulanic acid should not be used in children younger than\
3 months of age. ‘
Drug Interaction |
:Concomitant administration of probenecid with Cefuroxime-clavulanic:
acid increases the area under the serum concentration versus time curve,
‘by 50%. Drug that reduces gastric acidity may result in a lowen
bloavallablllty of Cefuroxime-Clavulanic acid and tend to cancel the‘
\effect of postprandial absorption.

:0verdosage

Overdosage of Cefuroxime-Clavulanic acid can cause cerebral irritation
leading to convulsions. Serum level can be decreased by haemodialysis
:and peritoneal dialysis. :
Storage |
Store below 30°C, away from light & in a dry place. Keep all medicine out\
of the reach of children. ‘
IPacking |
‘FixcefT Plus 250 Tablet: Each box contains 2X7 tablets in Alu- AIu
\bllster within Alu-Alu sachet and an insert. ‘
‘lecef Plus 500 Tablet: Each box contains 2X7 tablets in Alu- Alu\
‘bllster within Alu-Alu sachet and an insert.

NAVANA PHARMA

\Manufactured by:
\Navana Pharmaceuticals PLC.
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