Zibac

Azithromycin

Presentation
Zibac 250 Tablet: Each film coated tablet contains Azithromycin Dihydrate USP
equivalent to 250 mg Azithromycin.

Zibac 500 Tablet: Each film coated tablet contains Azithromycin Dihydrate USP
equivalent to 500 mg Azithromycin.

Zibac Powder for Suspension: After reconstitution each 5 ml suspension
contains Azithromycin Dihydrate USP equivalent to 200 mg Azithromycin.

Description

Azithromycin is an azalide antibiotic active against Gram-positive and
Gram-negative organism.The mode of action of Azithromycin is inhibition of
protein synthesis in bacteria by binding to the 50s ribosomal subunit and
preventing translocation of peptides. Nucleic acid synthesis is not affected.

Indications

Respiratory-tract infections; otitis media; skin and soft-tissue infections;
uncomplicated genital chlamydial infections and non-gonococcal urethritis;
mild or moderate typhoid due to multiple-antibacterial-resistant organisms;
prophylaxis of endocarditis in children.

Dosage and Administration

® 500 mg once daily for 3 days; Child over 6 months, 10 mg/kg once daily for
3 days; or body-weight 15-25 kg, 200 mg once daily for 3 days; body-weight
26-35 kg, 300 mg once daily for 3 days; body-weight 36-45 kg, 400 mg once
daily for 3 days.

® Uncomplicated genital chlamydial infections and non-gonococcal urethritis,
1 g as a single dose.

® Typhoid, 500 mg once daily for 7 days.

Side Effects

Azithromycin is well tolerated with a low incidence of side effects. The majority
of side effects observed were mild to moderate in severity. The majority of side
effects were gastrointestinal in origin, with diarrhoea and loose stools,
abdominal discomfort (pain/cramps), nausea, vomiting and flatulence.
Reversible elevations in liver transaminases have been seen occasionally.
Allergic reactions ranging from rash to angioedema and anaphylaxis have
occurred. The most common laboratory test abnormalities were
haematological (mainly decreases in haemoglobin and white cell count) and
increases in AST and ALT.

Contraindications
Azithromycin is contraindicated in patients with known hypersensitivity to
Azithromycin, Erythromycin or any macrolide antibiotic.

Drug Interactions

Antacids peak serum levels but not the total extent of absorption were reduced
by the presence of magnesium and aluminium containing antacids in the
stomach. Azithromycin should be taken at least 1 h before or 2 h after these
antacids. Ergot derivatives: Concurrent administration of Azithromycin with
ergot alkaloids should be avoided because of the possibility of ergotism.
Digoxin and Cyclosporine: Macrolides have been known to increase the
plasma concentrations of Digoxin and Cyclosporine. Therefore, if
co-administration is necessary caution should be exercised and serum levels
of Digoxin and Cyclosporine checked.

Precautions

Rare serious allergic reactions, including angioedema and anaphylaxis, have
been reported. It is important to consider this diagnosis in patients who
develop diarrhoea or colitis in association with antibiotic use (this may occur
up to several weeks after cessation of antibiotic therapy). The use of
Azithromycin should be undertaken with caution in patients with significant
hepatic disease. Azithromycin should be used with caution in patients
predisposed to QT interval prolongation or in patients taking other medications
known to prolong the QT interval. However, because of the theoretical
possibility of ergotism, Azithromycin and ergot derivatives should not be
co-administered. As with any antibiotic preparation, observation for signs of
superinfection with non-suspectible organisms, including fungi is
recommended.

Pregnancy and Lactation

US FDA pregnancy category B. In the animal studies, no evidence of harm to
the fetus due to Azithromycin was found. Azithromycin should be used during
pregnancy only if clearly needed. It is not known whether Azithromycin is
excreted in milk. Because many drugs are excreted in human milk, caution
should be exercised when Azithromycin is administered to nursing mother.

Prescription Only

Overdosage

Adverse events experienced in higher than recommended doses were similar
to those seen at normal doses. In the event of overdosage, general
symptomatic and supportive measures are indicated.

Direction for Preparation of Suspension
1. The large bottle contains the powder; the small bottle contains the diluent.

2. Shake the large bottle to loosen the powder. Now pour the diluent (from
small bottle) completely into the large bottle of powder. Do not add water to
the suspension.

w

. Close the bottle tightly & shake vigorously until it is properly mixed.

N

. The suspension is ready for use.

5. Take the oral syringe with adaptor that is provided in the packet. Now put it
into the opening of the large bottle. The adaptor will be adjusted easily with
the bottle and keep the medicine safe.

6. Now measure the medicine as prescribed using the oral syringe for
administering to your child.

Pharmaceutical Precautions
Store at below 30°C in a dry place protected from light. Keep out of reach of
children.

Commercial Packs
Zibac 250 Tablet: Each box contains 2 x 4 tablets in Alu-Alu blister pack.

Zibac 500 Tablet: Each box contains 3 X 6 tablets in Alu-Alu blister pack.

Zibac 15 mi Powder for Suspension: Box containing two bottles. Large bottle
contains Azithromycin powder and small bottle contains diluent for suspension.
After reconstitution as per direction bottle containing 15 ml suspension.

Zibac 20 mi Powder for Suspension: Box containing two bottles. Large bottle
contains Azithromycin powder and small bottle contains diluent for suspension.
After reconstitution as per direction bottle containing 20 ml suspension.

Zibac 25 mi Powder for Suspension: Box containing two bottles. Large bottle
contains Azithromycin powder and small bottle contains diluent for suspension.
After reconstitution as per direction bottle containing 25 ml suspension.

Zibac 35 mi Powder for Suspension: Box containing two bottles. Large bottle
contains Azithromycin powder and small bottle contains diluent for suspension.
After reconstitution as per direction bottle containing 35 ml suspension.

Zibac 50 mi Powder for Suspension: Box containing two bottles. Large bottle
contains Azithromycin powder and small bottle contains diluent for suspension.
After reconstitution as per direction bottle containing 50 ml suspension.

Manufactured by :

D

POPULAR

POPULAR PHARMACEUTICALS PLC.
164, TONGI INDUSTRIAL AREA, GAZIPUR, BANGLADESH
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