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Cefuroxime + Clavulanic Acid

COMPOSITION

Ceclav 250 Tablet: Each film coated tablet contains 250 mg of Cefuroxime as Cefuroxime Axetil BP and 62.5
mg of Clavulanic Acid as Diluted Potassium Clavulanate BP.

Ceclav 500 Tablet: Each film coated tablet contains 500 mg of Cefuroxime as Cefuroxime Axetil BP and 125
mg of Clavulanic Acid as Diluted Potassium Clavulanate BP.

Ceclav Granules for Suspension: After reconstitution, each 5 ml suspension contains 125 mg of
Cefuroxime as Cefuroxime Axetil BP and 31.25 mg of Clavulanic Acid as Diluted Potassium Clavulanate BR
PHARMACOLOGY

Cefuroxime has bactericidal activity against a wide range of common pathogens, including beta-lactamase
producing strains. The bactericidal action of Cefuroxime results from inhibition of cell wall synthesis by
binding to essential target proteins. Cefuroxime has goed stability to bacterial beta-lactamases. 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 beta-lactamases produced by a wide range of
gram pasitive and gram negative microorganism,

INDICATIONS

Pharyngitis/tonsillitis caused by Streptococcus pyogenes.

Acute bacterial otitis media caused by Streptococcus p Haemophilus infl (including beta
lactamase-producing strains), Moraxello Catarrhalis (including beta-lactamase-producing strains) or
Streptococcus pyogenes.

Acute bacterial maxillary sinusitis caused by Streptoceccus pneumoniae, or Haemophilus influenzae (non-beta
lactamase producing strains only),

Lower respiratory tract infections including pneumoniae, caused by Streptococcus pneumoniae, Haemophilus
influenzae (including beta lactamase-producing strains), Klebsiella spp. Staphylococcus aureus (penicillinase
and non-penicillinase producing strains), Streptococcus pyogenes, Escherichia coll.

Acute bacterial exacerbations of chronic bronchitis and secondary bacterial infections of acute bronchitis
caused by Streprococcus p F (beta-lactamase negative strains), or
Haemophlrusparamﬂueﬂ:ae (beta-lactamase negauve slramsl

Skin and Skin-Structure Infections caused by Staphylococcus aureus (penicillinase- and
non-penicillinase-producing strains), Streptococcus pyegenes, Escherichia coll, Klebsiella spp, and Enterobacter
spp.

Urinary tract infections caused by Escherichia coli or Klebsiella pneumoniae.

Bone and Joint Infections caused by Staphylocaccus aureus (penicillinase- and non-penicillinase-producing
strains).

Gonarrhoea: Uncomplicated and disseminated gonococcal infections due to Neisseria gonorrhoea
(penicillinase- and non-penicillinase-producing strains) in both males and females.

Early Lyme disease [erythema migrans) caused by Borrelia burgdorferi.

Septicemia caused by Staphylococcus aureus (penicillinase- and non-penicillinase-producing strains),
Streptococcus pneumoniae, Escherichia coli, Haemophilus influenzae (including ampicillin-resistant strains),
and Klebsiella spp.

Menmgms caused by Srreprocaccu.s pneumoniae, Haemophilus influenzae (including ampicillin-resistant
strains), N and Staphylococcus aureus (penicillinase- and non-penicillinase-producing
strains).

Surgical Prophylaxis : Prophylaxis against infections in abdominal, pelvic, orthopedic, cardiac, pulmonary,
esophageal and vascular surgery where there is increased risk for infection

DOSAGE AND ADMINISTRATION

Infections [ Dosage | Duration
Tablet I ) |
Adults(13 years & above)
Pharyngitis or Tonsillitis 250 mg twice daily 5-10days
Acute bacterial maxillary sinusitis 250 mg twice daily 10 days
Acute bacterial exacerbation of chronic bronchitis 250-500 mq twice daily 10 days
Secondary bacterial infections of acute bronchitis 250-500 mg twice daily 5-10 days
Uncomplicated skin & skin-structure infections 250-500 mg twice daily 10 days
Uncomplicated urinary tract infection 125-250 mg twice daily 7-10days
Uncomplicated gonorrhea 1000 mgsingledose | ..

Lyme disease 500 mg twice daily 20 days
Children(within 12 years)

Pharyngitis or Tonsillitis 125 mg twice daily 5-10days
Acute otitis media 250 mg twice daily 10 days
Acute bacterial maxillary sinusitis 250 mg twice daily 10 days
Suspension (3 months to 12 years)

Pharyngitis or Tonsillitis 20 mg/kg twice daily 5-10days
Acute otitis media 30 mg/kg twice daily 10 days
Acute bacterial maxillary sinusitis 30 mg/kg twice daily 10 days

Reconstitution: To prepare 70 ml suspension add 60 ml (12 tea spoons) boiled & cooled water with the help

of provided cup/spoon.

CONTRAINDICATIONS

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

SIDE EFFECTS

Generally Cefuroxime and Clavulanic Acid is well tolerated. However, a few side effects like nauses, vomiting,
diarrhea, abdominal discomfort or pan may occur, As with other broad-spectrum antibiotics, prolonged
administration of Cefuroxime may result in overgrowth of nonsusceptible microorganisms. Rarely (<0.2%)
renal dysfunction, anaphylaxis, angloedema, pruritis, rash and serum sickness like urticaria may appear
DRUG INTERACTIONS

Concomitant administration of probenecid with Ceclav increases the area under the serum concentration
versus time curve by 50%. Drug that reduces gastric acidity may result in a lower bioavailability of Ceclav
and tend to cancel the effect of postprandial absorption.

USE IN PREGNANCY & LACTATION

Pregnancy: While all antibiotics should be avoided in the first trimester if possible. However, Ceclav has been
safely used in later pregnancy to treat urinary and other infections.

Lactation: Ceclav is excreted into the breast milk in small quantities. However, the possibility of sensitizing
the infant should be kept in mind.

PRECAUTIONS

Ceclav should be given with care to patients receiving concurrent treatment with potent diuretics & who
hawve history of colitis

STORAGE

Do not store above 30%C Temperature. Keep away from light and wet place. Keep out of the reach of
«children. Reconstituted suspension should be kept tightly closed and should be stored in a refrigerator
(2°C-8°C) and consumed within 7 days.

PACKAGING

Ceclav 250 Tablet: Each box contains 3 pouches and each pouch centains 4 tablets in Alu-Alu blister strip.
Ceclav 500 Tablet: Each box contains 2 pouches and each pouch contains 4 tablets in Alu-Alu blister strip.
Ceclav granules for Suspension: Each bottle containing granules for the preparation of 70 mi suspension

Manufactured by:

SHARIF

Pharma

Rupganj, Narayangan], Bangladesh P12155
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