AMOXALOX Capsules & Powder For Oral Suspension

Composition:

Capsules: Each AMOXALOX Capsule contains: Amoxicillin (as trihy-
drate) 250 mg and Flucloxacillin (as sodium) 250 mg.

Powder for Oral Suspension: Each 5 ml of AMOXALOX Oral Suspen-
sion contains: Amoxicillin (as trihydrate) 125 mg and Flucloxacillin (as
sodium) 125 mg.

Pharmacological Properties & Mechanism of Action:
AMOXALOX exhibits synergistic bactericidal activity against a wide
range of gram-positive and gram-negative bacteria.

* Flucloxacillin is a narrow-spectrum antibiotic of the group of isoxa-
zolyl penicillins. It is resistant to the beta-lactamase enzyme produced
by staphylococci.

* Amoxicillin is a broad-spectrum antibiotic of the aminopenicillin
group; it is not resistant to beta-lactamases. AMOXALOX acts through
the inhibition of cell wall biosynthesis (inhibition of peptidoglycan syn-
thesis) that leads to the death of the bacteria.

* The more commonly encountered sensitive organisms to AMOXA-
LOX:

- Gram-positive bacteria: Streptococcus (Pyogenes, Faecalis, Viridans),
Diplococcus pneumoniae, Staphylococcus Aureus (Penicillin sensitive,
Penicillinase producing), Corynebacterium species, Clostridium spe-
cies, Bacillus Anthracis.

- Gram-negative bacteria: Neisseria (Gonorrhoeae, Meningitides), Hae-
mophilus influenzae, Escherichia coli, Salmonella species, Proteus Mi-
rabilis, Bordetella Pertussis, Shigella species, Brucella species.
Pharmacokinetics:

Amoxicillin is well absorbed orally. Peak serum levels are achieved 1
to 2 hours after dosing. The total quantity absorbed by the oral route
represents approximately 79 % of the dose administered. Amoxicillin
diffuses readily into most body tissues and fluids, with the exception of
brain and spinal fluid, except when meninges are inflamed. Most of the
amoxicillin is excreted unchanged in the urine.

The total amount absorbed of flucloxacillin after oral administration is
approximately 79% of the quantity administered. Flucloxacillin diffuses
well into most tissue (Specifically, in bones).

The serum protein-binding rate is 95%. In normal people approximate-
ly 10% of the flucloxacillin administered is metabolised to penicilloic
acid. The elimination half-life of flucloxacillin is in the order of 53 min-
utes. Excretion occurs mainly through the kidney. A small portion of the
dose administered is excreted in the bile.

Indications:

AMOXALOX is indicated for the treatment of infections due to suscep-
tible organisms, including infections caused by B-lactamase producing
staphylococci. Typical indications include:

REVAPHARMA

Acute and chronic Bronchitis, Pneumonia Urinary tract infections

Ear, nose and throat infections Gynaecological infections

Skin and soft tissue infections Pelvic inflammatory

Contraindications:

- AMOXALOX is contraindicated in patients with a history of hyper-
sensitivity reactions to beta-lactam antibiotics (e.g., penicillins, cepha-
losporins) or for any of excipients.

- Flucloxacillin is contraindicated in patients with a previous history of
flucloxacillin-associated hepatic jaundice.

Warnings & Precautions:

- Dosage should be adjusted in renal impairment.

- Flucloxacillin should be used with caution in patients with evidence
of hepatic dysfunction.

- Patients with a known history of allergy are more likely to develop a
hypersensitivity.

- Prolonged use of an antibiotics may result in the overgrowth of
non-susceptible  organisms  (superinfection).

- It is recommended that when testing for the presence of glucose in
urine during amoxicillin treatment, enzymatic glucose oxidase methods
should be used.

- Special caution is essential in the newborn because of the risk of hy-
perbilirubinaemia.

Pregnancy & Lactation:

Pregnancy: Pregnancy category B, AMOXALOX should be used dur-
ing pregnancy only if clearly needed.

Lactation: Amoxicillin and Flucloxacillin are excreted in mother milk
in very small amounts. Therefore, caution should be exercised when
administered to nursing woman.

Drug Interactions:

- Probenecid reduces the renal excretion of amoxicillin/flucloxacillin.
Concomitant use with AMOXALOX may increase blood levels of
amoxicillin/flucloxacillin.

- AMOXALOX may reduce the efficacy of oral contraceptives and pa-
tients should be warned accordingly.

- AMOXALOX should not be used concomitantly with bacteriostatic
antibiotics (such as erythromycin and sulfonamides) due to the possi-
bility of antagonism.

- Concomitant use of allopurinol with amoxicillin may increase the pos-
sibility of allergic skin reactions.

- Penicillins may reduce the excretion of methotrexate causing a poten-
tial increase in toxicity.

- Caution should be taken when flucloxacillin is used concomitantly
with paracetamol as concurrent intake has been associated with high
anion gap metabolic acidosis, especially in patients with risk factors.
Side Effects:

Most common side effects: gastrointestinal disturbances, diarrhea, skin
rash, vomiting and nausea.

Very rare side effects: formation of urinary crystals, skin reactions (such
as erythema multiforme, Stevens Johnson syndrome), antibiotic associ-
ated colitis and convulsions.

Driving & Using Machines:

The use of AMOXALOX may cause unwanted effects (such as allergic
reactions, dizziness, convulsions), which may affect the ability to drive
and use machines.

Dosage & Administration:

- It is preferable to give AMOXALOX approximately an hour before
food in order to obtain maximum absorption.

- The dose can be safely increased in case of severe infections.

- Adults and children over 12 years: One capsule (500 mg) three times
daily.

- Children 2-12 years: 5 ml of AMOXALOX oral suspension, three
times daily.

- Children under 2 years: 2.5 ml of AMOXALOX oral suspension, three
times daily.

Overdose:

Symptoms: High doses of AMOXALOX (mainly by injection) may
lead to neurotoxicity. Gastrointestinal symptoms (eg, nausea, vomiting,
diarrhoea) and disturbances in fluid and electrolyte balance may occur.
Treatment: Symptomatic treatment may be followed, with attention to
water/electrolyte balance. Amoxicillin can be removed from the circu-
lation by hemodialysis, while flucloxacillin is not removed from the
circulation by hemodialysis.

Preparation of the Suspension:

1. Shake the bottle to release the dry powder.

2. Add half the amount of water depending on the fill line.

3. Shake the bottle well.

4. Fill the volume with water to the fill line, then shake the bottle well
again.

Storage:

- Store below 25 °C.

- Keep out of reach of children.

- AMOXALOX suspension after preparation is stored in the
refrigerator (2-8) °C.

- Discard the remaining portion of the suspension after 14 days of pre-
paring it.

Packaging:

Capsules: Each AMOXALOX carton box contains 20 Capsules in two
blister strips.

Each Gross AMOXALOX contains 500 Capsules in 50 blister strips.
Powder for Oral Suspension: Each AMOXALOX carton box contains
amber glass bottle of 60 ml.
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