Spiramycin Reva

Film Coated Tablets

REVAPHARMA

Composition:

- Each Spiramycin Reva 1.5 Film Coated Tablet contains:
Spiramycin 1.500.000 IU.

- Each Spiramycin Reva 3 Film Coated Tablet contains:
Spiramycin 3.000.000 IU.

Mechanism of Action:

Spiramycin is a macrolide antibiotic and its antibacterial
effect is due to the inhibition of protein synthesis by
binding to the 50S subunit of bacterial ribosomes. It is
primarily bacteriostatic, but may be bactericidal against
more sensitive strains when used in high concentrations.
Pharmacokinetics:

Spiramycin is rapidly, but incompletely, absorbed after oral
administration, with a bioavailability of 30 to 39%. Its half-
life is approximately 8 hours. It binds to plasma proteins by
10-25%. It is metabolized in the liver to active metabolites.
More than 80% of the administered dose is excreted in the
bile, while only about 4 to 14% is excreted in the urine.
Indications:

Spiramycin Reva is used in the treatment of the fol-
lowing diseases:

- Infections due to susceptible bacteria and upper respis
ratory tract infections, bronchopulmonary, cutaneous, sto-
matological (oral) and non-gonococcal genital infections.
- Toxoplasmosis in pregnant women.

- It can be used to prevent meningococcal infection, in
cases where rifampicin cannot be used.

- In the prevention of rheumatic fever attacks in case of
penicillin allergy.

Contraindications:

Hypersensitivity to the active ingredient, to any of the
other macrolides, or to any of the components of the
product.

Warning & Precaution:

- QT interval prolongation has been reported in patients
taking macrolides, including spiramycin.

- Very rare cases of hemolytic anemia have been report-
ed in patients with G-6 PD deficiency. Spriamycin is
therefore not recommended for such patients.

- Cases of severe skin reactions including Stevens-John-
son syndrome, Toxic epidermal necrolysis (Lyell’s
syndrome), acute generalized exanthemous pustulosis
have been reported with spiramycin. Patients should

be informed of the signs and symptoms and close skin
monitoring should be performed.

Pregnancy & Lactation:

Pregnancy: Spiramycin can be used during pregnancy if
necessary. Extensive use of spiramycin during pregnancy
has shown no evidence of malformation or fetotoxicity
to date.

Lactation: breast-feeding is not recommended to women
taking spiramycin.

Drug Interactions:

- Combination of spiramycin with carbidopa and levodo-
pa causes inhibition of carbidopa reuptake and a decrease
in levodopa plasma levels. When needed, patients should
be monitored closely and the dose of Carbidopa adjusted.
- Although some ischemia cases have been reported in
the concomitant use of macrolides with ergot derivatives,
there is no report on spiramycin. When needed, it should
be used with extreme caution.

- Class IA Antiarrhythmics (e.g., quinidine, hydroqui-
nidine), class III Antiarrhythmics (e.g., amiodarone,
sotalol), sultopride, cisapride, levofloxacin, moxifloxa-
cin: There is an increased risk of ventricular arrhythmia
disorders, particularly Torsades de Pointes.

Side Effects:

- Gastrointestinal effects: nausea, vomiting, diarrhea and
very rare cases of pseudo-membranous colitis.

- Liver: very rare cases of liver tests function abnormalities.
- Hypersensitivity reactions: skin rash, urticaria, pruritus,
very rarely angioedema and anaphylactic shocks.
Isolated cases of vasculitis, including Henoch-Schonlein
purpura.

- Peripheral and central nervous system: occasional cases
of transient paresthesia.

- Hematology: very rare cases of acute hemolysis have
been reported.

Driving & Using Machines:

Spiramycin Reva is not expected to affect the ability to
drive or use machines.

Dosage & Administration:

Usual adult and adolescent dose:

- Antibacterial: Oral, 3 — 4.5 MIU two times a day; or
1,5 - 3 MIU three times a day. For severe infections, the
dose may be increased to 6- 7,5 MIU two times a day.

- Gonorrhea: 12 to 13,5 MIU in a single dose.

Usual pediatric dose:

- Antibacterial: Children 20 kg of body weight and over:
Oral, 75,000 IU per kg of body weight two times a day,
or 50,000 IU per kg of body weight three times a day.
Overdose:

Symptoms: No case of accidental overdosage has been
reported. In oral doses over 4g per day, abdominal
discomfort, nausea or diarrhea may occur.

Treatment: No specific treatment has been proposed.
Management should be symptomatic.

Storage:

Keep out of reach of children. Store below 25° C.
Packaging:

Each Spiramycin Reva (1.5- 3) carton box contains 10
Film Coated Tablets in a blister strip.
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