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SPIREX

Spiramycin
Tablets, Sachet

150225015012

Composition:

Each film coated tablet contains: Spirex 3 million: Spiramycin 3 million international units (1.U).
Spirex 1.5 million : Spiramycin 1.5 million international units (I.U).
Spirex 0.750 million: Spiramycin 750.000 international units (1.U).

Each Sachet Contains: Spiramycin 750.000 international units (1.U).

Properties and Mode of Action:

Spirex is a macrolide antimicrobial agent. It is thought to reversibly bind to the 50 S subunit of bacterial ribosomes, resulting in
blockage of the transpeptidation reactions, inhibiting protein synthesis and subsequent cell growth. It is primarily bacteriostatic, but
may be bactericidal against more sensitive strains when used in high concentrations. Spiramycin also accumulates in high
concentrations in the bacterial cell. Unlike erythromycin, Spirex does not stimulate gastrointestinal motility.

Pharmacokinetics:

The absorption of Spiramycin is incomplete, with an oral bioavailability of 33 to 39 %. The administration with food reduces
bioavailability by 50 % and delays time to peak serum concentration. Consequently, it should be given on an empty stomach.
Spiramycin is highly concentrated in tissues and body fluids, it does not cross the blood brain barrier. Its half-life is 5.5 to 8 hours
after oral administration and time to peak concentration 3-4 hours. Spiramycin is thought to be metabolized in the liver to active
metabolites. Over 80% of the administered dose is excreted in bile and 4 to 14 % excreted in urine.

Microbiology:
Spirexis active against :
Gram-positive organisms,
Staphylococcus aureus.
Gram-negative organisms, such as Neisseria meningitidis, Bordetella pertussis, Campylobacter, Clostridium and about 50 % of
Haemophilus influenzae strains.

Spirex also has activity against Mycopiasma pneumoniae, Chiamydia trachomatis, Toxop/asma gondii, Legionelia pneumophila
and spirochetes.

including Streptoccocus pyogenes, Streptococcus viridans, Corynebacterium diphtheriae and

Indications:

Spirex is indicated in the treatment of infections caused by susceptible organisms:

- Upperand lower respiratory tractinfections. - Cutaneous and genital infections.
-Management of periodontal infections. - Chlamydial infections.

- Prophylaxis from meningococcal meningitis. -E.N.Tinfections.

Precautions:

Cross-sensitivity: Patients sensitive to other macrolides may also have hypersensitivity to Spiramycin.

Pregnancy: Spirex has not been found to be teratogenic, and has been found to be safe in the pregnant woman, fetus and new
born.

Lactation: Spirex is excreted in breast milk.

Pediatrics: No pediatrics-specific problems that would limit the usefulness of Spirexin children.

Contraindications:

Hypersensitivity to Spiramycin or other macrolides, biliary obstruction and hepatic function impairment.
Side Effects:

Hypersensitivity reactions and gastrointestinal disturbances may occur.

Dosage and Administration:

Usual adultdose:

The oral dose should be taken before meals.

Antibacterial: 3 -6 million .U twotimes aday;

Or1.5-3 millions I.U three times a day.

For severe infections, the dose may be increased to 6 - 7.5 million .U. two times a day.

Toxoplasmosis in pregnantwoman:

Firsttrimester 9 million I.U. per day divided into 3 or 4 doses.

Second and third trimester: 9 million I.U. per day divided into 3 to 4 doses alternating with pyrimethamine and sulfadiazine.

Usual pediatric dose:

Antibacterial: Children 20 kg. of body weight and over, 75.000 I.U. per kg. of body weight two times a day or 50.000 I.U. per kg.
body weight three times a day.

Toxoplasmosis 150.000 to 300.000 I.U. per kg. body weight per day for six weeks alternating with pyrimethamine and sulfadiazine.

Package:
Boxes, of 10 tablets each. (3M.1.)
Boxes, of 16 tabletseach. (1.5
Boxes, of 10 tablets each. (0.7
Boxes, of 10 sachets each. (0.7

Produced by:
Medical Union Pharmaceuticals,

Abu-Sultan, Ismailia, Egypt
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