Side Effects:

Occasional side-effects such as nausea, abdominal discomfort,
vomiting and diarrhoea may be experienced. Reversible hearing
loss associated with doses of erythromycin usually greater than
4 g per day has been reported. Allergic reactions are rare and
mild, although anaphylaxis has occurred extremely rarely. There
are no reports implicating erythromycin products with abnormal
tooth development and only rare reports of damage to the blood,
kidneys, liver or central nervous system.

Symptoms and Treatment of Overdose:

Symptoms - Hearing loss, severe nausea, vomiting and
diarrhoea.

Treatment - Gastric lavage, general supportive measures.

Storage Condition:

Keep container tightly closed. Store in a dry place (below 30°C).
Protect from light. Once reconstituted the mixture should be kept
in the refrigerator and used within one week of preparation.

Pack Size:

Ettrocin 250 Film-Coated Tablet

Plastic container of 30's.

Blister pack of 1x10’s, 10x10’s, 50x10’s and 100x10’s.

Ettrocin for Suspension 200mg/5ml
Plastic bottles containing powder for the preparation of
60ml and 120ml suspension.
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Ettrocin 250 Film-Coated Tablet - MAL19860690AZ
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Ettrocin 250 Film-Coated Tablet
Ettrocin for Suspension 200mg/5ml

(Erythromycin Stearate / Erythromycin
Ethylsuccinate - Antibiotic)

Presentation:

Ettrocin 250 Film-Coated Tablet

A round and red coloured film-coated tablet which is plain on
both sides.

Ettrocin for Suspension 200mg/5ml
Bottle containing white powder for the preparation of 60ml.
Orange flavoured, white suspension.

Content:

Ettrocin 250 Film-Coated Tablet

Each tablet contains Erythromycin Stearate equivalent to
Erythromycin 250mg.

Ettrocin for Suspension 200mg/5ml

When reconstituted each 5ml measure contains
Erythromycin Ethylsuccinate equivalent to Erythromycin 200mg.
Preservatives: Methylparaben 0.1% w/v and Propylparaben
0.01% wiv.

Pharmacological Information:

Erythromycin is usually bacteriostatic, but it may be bactericidal
in high concentrations or against highly susceptible organisms.
Erythromycin inhibits protein synthesis in susceptible organisms
by binding to 50S ribosomal subunits, thereby inhibiting
translocation of aminoacyl transfer-RNA and inhibiting
polypeptides synthesis.

Erythromycin exerts its effect only against multiplying
organisms. Only unionized erythromycin is believed to
penetrate susceptible bacteria and penetration increases as the
pKa of the drug is approached. Erythromycin generally
penetrates the cell wall of gram-positive bacteria more readily
than that of gram-negative bacteria and gram-positive
organisms may accumulate 100 times more erythromycin than
to gram-negative organisms.



Absorption of orally administrated erythromycins occurs mainly
in the duodenum. The bioavailability of the drugs is variable and
depends on several factors including the particular erythromycin
derivative, the formulation of the dosage from administrated,
acid stability, the presence of food in the Gl tract and gastric
emptying time.

Gastric acidity causes partial inactivation of some of these
drugs, with the degree of inactivation depending on the acid
stability of the particular derivative and dosage form.
Erythromycin base is highly susceptible to gastric acid
inactivation.  Erythromycin  ethylsuccinate is partially
dissociated in the intestine. Both erythromycin and the
undissociated ester are absorbed. In the blood, the ester
is partially hydrolysed to release free erythromycin.

Single oral doses of the erythromycins generally produce peak
serum concentrations within 1-4 hours. Higher peak serum
concentrations are achieved when the drugs are given orally
on 4 doses daily than following single doses. In general, oral
administration 400 mg of erythromycin as the ethylsuccinate, 4
times daily maintains antibacterial serum concentrations of 0.1-2
ug/ml.

Erythromycin is widely distributed into most body tissue
and fluids. All tissues except the brain have erythromycin
concentrations which are higher and persist longer than serum
concentration. Only low concentrations of Erythromycin (2-13%
of serum concentrations) appear in the CSF.

The serum half-life of erythromycin is patients with normal renal
function is usually 1.5-2 hours, but may range from 0.8-3 hours.
In anuric patients, the half-life may be prolonged to 6 hours, but
this is not considered to be clinically important. Although there
are no reports on the half life of erythromycin in patients with
impaired hepatic function, the possibility that the half-life may be
prolonged should be considered.

Erythromycin is partly metabolized in the liver by N-
demethylation to inactive, unidentified metabolites. Erythromycin
is mainly excreted unchanged via the bile. Some reabsorption
follows biliary excretion. Small amounts of erythromycin are also
excreted in the urine.

Indication:

For the prophylaxis and treatment of infections caused by
erythromycin-sensitive organisms. Clinical indications:
. Upper respiratory tract infections

. Lower respiratory tract infections

. Skin and soft tissue infections

. Bone infections

. Sexually transmitted diseases

. Oral/dental infections

Eye infections

. Gastro intestinal infections

. Prophylaxis

Microbiological indications: Erythromycin has been shown to be
active in vitro against the following organisms. Staphylococci,
Streptococci, Haemophilus influenzae L-forms, Mycoplasma
pneumoniae, Legionella pneumophila, Branhamella, catarrhalis
Bordetella  pertussis, Corynebacterium diphtheriae (as an
adjunct to antitoxin). Neisseria Treponema pallidum, Chlamydia
trachomatis, Clostridia, Ureaplasma urealytica, Campylobacter.

Dosage and administration:

Administered orally.

Erythromycin preparations are taken 30 minutes or more before
food.

Ettrocin 250 Film-Coated Tablet (Erythromycin Stearate):
Adults and children over 8 years:

For mild to moderate infections 1-2 daily in divided doses. For
severe infections this may be increased to 4 daily in divided
doses. Tablets should be taken before or with meals.

Elderly:

No special dosage recommendations.

Children under 8 years:

Eryhtromycin suspension is recommended.

Ettrocin for Suspension 200mg/5ml (Erythromycin
Ethylsuccinate)

Adult:

400 mg four times daily or 800 mg twice daily.

Infants and children doses:

30 to 50 mg per kg of body weight daily in divided doses every
6 hours.

Contraindication:
Hypersensitivity to erythromycin.

Warning and Precautions:

Hepatic dysfunction - May occur, with or without jaundice, in
patients receiving oral erythromycin.

Patients with hepatic impairment - Use with caution and watch
for signs of excessive accumulation since drug is excreted
primarily by the liver.

Concomitant theophylline therapy - May produce elevated
serum theophylline, reduce theophylline dosage accordingly.
Suspected syphilitic lesions - If syphilis is suspected, perform a
dark-field examination before instituting erythromycin stearate
therapy and monthly serology tests for at least 4 months
thereafter. Spinal fluid examinations should be done before
treatment and as part of follow-up therapy.
Ototoxicity - Reversible hearing loss has occurred, primarily in
patients who had renal impairment or received high doses.
Superinfection - Prolonged and repeated use may cause
overgrowth of nonsusceptible bacteria or fungi, if superinfection
occurs, discontinue use.

Interactions With Other Medicaments:

The use of erythromycin in patients who are receiving digoxin,
warfarin, carbamazepine and high doses of theophylline may
result in the potentiation of their effects due to reduction in the
rates of excretion. Erythromycin may reduce the bactericidal
action of lincomycin.

Pregnancy and Lactation:

Safety for use during pregnancy has not been established: There
is no evidence of hazard from erythromycin in human pregnancy.
It has been in wide use for many years without apparent ill
consequence. Animal studies have shown no hazard.
Erythromycin crosses the placental barrier, but fetal plasma
levels are low.

Trace amount of erythromycin have been observed in human
milk.





