AXIREV

Film Coated Tablets- Powder for Oral Suspension

REVA PHARMA

Composition:

Each film-coated tablet of AXIREV (250-500) contains: Cefuroxime
(250-500) mg (as Axetil).

Each 5 ml of AXIREYV oral suspension after reconstitution contains:
Cefuroxime (125-250) mg (as Axetil).

Pharmacological Classification:

Antibiotics (Cephalosporins- second generation).

Intended Use (Common Use of the Drug):

Bacterial upper and lower respiratory tract infections, uncomplicated skin
and urinary tract infections.

Mechanism of Action:

Cefuroxime exerts its bactericidal effect by binding to enzymes referred
to as penicillin-binding proteins (PBPs) involved in bacterial cell wall
synthesis. This binding results in inhibition of bacterial cell wall synthesis
and subsequent cell death.

Pharmacokinetics:

After oral administration Cefuroxime Axetil, is absorbed from the
gastrointestinal tract and rapidly hydrolysed in the intestinal mucosa and
blood to release Cefuroxime. Optimum absorption occurs when it is ad-
ministered shortly after a meal. Following administration of Cefuroxime
tablets peak serum levels occur approximately 2 to 3 hours. The rate of
absorption of Cefuroxime from the suspension is reduced compared with
the tablets. Cefuroxime is distributed throughout the extracellular fluids.
Approximately 50% of serum Cefuroxime is bound to protein. Cefurox-
ime is not metabolised. The serum half-life is between 1 and 1.5 hours.
Cefuroxime is excreted unchanged in the urine.

Indications:

Use this medicine exactly as described in this leaflet or as directed by
your doctor or pharmacist, consult your doctor if you are not sure.
AXIREY is used to treat infections caused by organisms sensitive to
Cefuroxime:

- Pharyngitis/tonsillitis caused by susceptible strains of Streptococcus
pyogenes.

- Acute bacterial otitis media and Maxillary Sinusitis.

- Bacterial exacerbations of chronic bronchitis.

- Uncomplicated urinary tract infections: pyelonephritis, cystitis

- Uncomplicated skin and skin-structure infections caused by susceptible
strains of Staphylococcus aureus or Streptococcus pyogenes.

- Early Lyme disease (erythema migrans) caused by susceptible strains
of Borrelia burgdorferi.

Contraindications:

- This medicine should not be used in case of hypersensitivity to the
active ingredient (Cefuroxime) or to any of the excipients used.

- Hypersensitivity to any of the cephalosporins.

- A history of severe allergic reactions to penicillin or any of the other
beta-lactam compounds.

Side Effects:

Like all medicines, this one can cause side effects, although not everyone
experiences them.

The most common adverse reactions are Candida overgrowth, eosinophil-
ia, headache, dizziness, gastrointestinal disturbances and transient rise in
liver enzymes.

Inform your doctor or pharmacist if you experience any side effects not
listed in this leaflet.

Warnings & Precautions:

- Special care is indicated in patients who have experienced an allergic
reaction to penicillins or other beta-lactam antibiotics.

- The Jarisch-Herxheimer reaction has been seen following Cefuroxime
Axetil treatment of Lyme disease.

- As with other antibiotics, use of Cefuroxime Axetil may result in the
overgrowth of Candida.

- The development of a positive Coombs Test associated with the use of
Cefuroxime may interfere with cross matching of blood.

Drug and Food Interactions:

Tell your doctor or pharmacist if you are using, have recently used or
might use any other drugs, and for how long you will be using the drug.
-Drugs which reduce gastric acidity may result in a lower bioavailability
of Cefuroxime Axetil compared with that of the fasting state.
-Concomitant use of probenecid significantly increases the peak concentration.
-Concomitant use with oral anticoagulants may give rise to increased INR.
Pregnancy & Lactation & Fertility:

Pregnancy:Pregnancy Category B, Axirev should be used during preg-
nancy only if clearly needed.

Lactation: Because Cefuroxime is excreted in human milk, consideration
should be given to discontinuing nursing temporarily during treatment
with Cefuroxime Axetil.

Fertility: Studies in experimental animals have not revealed any evidence
of impaired fertility.

Effects on ability to drive and use machines:

Patients should be warned to be cautious when driving or operating
machinery.

Dosage & method of use:

- Use this drug exactly as your doctor or pharmacist has prescribed it. Ask
your doctor if you are not sure.

The usual course of therapy is seven days (may range from five to ten days).
Cefuroxime should be taken after food.

Adults and adoles-

Indication cents > 40 kg

Children* (< 40 kg)

Acute tonsillitis and pharyn-
gitis, acute bacterial sinusitis

10 mg/kg twice daily to a maxi-

250 mg twice daily mum of 125 mg twice daily

Acute otitis media 500 mg twice daily | 15 mg/kg twice daily to a maxi-

mum of 250 mg twice daily

Cystitis 250 mg twice daily

15 mg/kg twice daily to a maxi-
mum of 250 mg twice daily for
10 to 14 days

Pyelonephritis 250 mg twice daily

Uncomplicated skin and soft
tissue infections

15 mg/kg twice daily to a maxi-

250 mg twice daily mum of 250 mg twice daily

500 mg twice daily
For 14 days (range
of 10 to 21 days).

15 mg/kg twice daily to a maxi-

Lyme disease mum of 250 mg twice daily.

Acute exacerbations of chron-

ic bronchitis 500 mg twice daily

* There is no experience of using Cefuroxime Axetil in children under the
age of 3 months.

Renal impairment: Cefuroxime is primarily excreted by the kidneys. In
patients with markedly impaired renal function, it is recommended that
the dosage of Cefuroxime should be reduced to compensate for its slower
excretion.

Recommended doses for Cefuroxime Axetil in renal impairment

Creatinine clearance | T, (hrs) Recommended dosage
. 5 no dose adjustment necessary (standard dose
230 mL/min/1.73 m 1424 of 125 mg to 500 mg given twice daily)
10-29 mL/min/1.73 4.6 standard individual dose given every 24 hours

mZ
<10 mL/min/1.73 m* 16.8

Patients on haemo-
dialysis

standard individual dose given every 48 hours
a further standard individual dose should be
given at the end of each dialysis

2-4

- Inform your doctor or pharmacist if you forget take a drug and before
stopping its use.

Overdoses\Toxicity\methods of treatment:

Overdose can lead to neurological sequelae including encephalopathy,
convulsions and coma. Symptoms of overdose can occur if the dose is not
reduced appropriately in patients with renal impairment. Serum levels of
Cefuroxime can be reduced by hemodialysis and peritoneal dialysis.
Physical Properties:

Film Coated Tablets, White, Capsule-Shaped, Scored (500).

Film Coated Tablets, White, Round, Biconvex (250).

Powder before Reconstitution:

White, flow able flavored powder filled in 50 ml glass bottles.
Suspension after Reconstitution:

White, sweet, flavored viscous suspension.

Storage Conditions:

Store at a temperature below 30° C.

Keep out of reach of children.

store reconstituted suspension, in refrigerator between 2 and 8°C for up
to 10 days.

Packaging:

Tablets: Each AXIREYV carton box (250-500) contains 10 tablets in a
Alu\Alu blister.

Powder for oral suspension: AXIREV Oral Suspension (125-250): carton
box contains Glass bottle of 50 ml.
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