UNIDINE
Povidone lodine Solution 10% w/v

Name and Strength of Active Ingredient:
Povidone lodine .............. 10% w/v (Available Iodine 1% w/v)

Product Description:
A deep brown liquid.

Pharmacodynamics:
Povidone iodine is a complex of iodine, which shows all the broad spectrum germicidal activity of elemental iodine.
The germicidal activity is maintained in the presence of blood, pus, serum and necrotic tissue.

Pharmacokinetics:
Povidone lodine is slightly absorbed when applied to the skin. lodides are excreted mainly in the urine, with smaller
amounts appearing in the faeces, saliva and sweat.

Indications:
Disinfectant and antiseptic for the treatment of contaminated wounds, cuts and burns and also for the pre-operative
preparation of the skin and mucous membrane.

Recommended Dose:
To be used undiluted. Apply directly to skin. Allow to dry before applying dress, drape or cast.

Route of administration:
For topical administration.

Contraindications:

Hypersensitivity to iodine, polyvinylpyrrolidone or to any excipient. History of abnormal thyroid function or goitre
(in particular nodular colloid goitre, endemic goitre and Hashimoto's thyroiditis). Use in children under two years of
age. Regular use should be avoided in patients on concurrent lithium therapy.

Warning and Precautions:

Use of this preparation may interfere with tests of thyroid function. lodine is absorbed through burns and broken
skin and to a lesser extent through intact skin and may lead to toxic levels of iodine in the blood, particularly in
patients with renal insufficiency. If symptoms occur suggesting changes in thyroid function, these should be
investigated. In patients with impaired renal function, blood levels of iodine should be monitored.

Interactions with Other Medicaments:
Use with concurrent lithium therapy has been shown to exhibit additive hypothyroidic effects. Absorption of iodine
from povidone iodine through either intact skin or broken skin may interfere with thyroid function tests.
Contamination with povidone iodine of several types of tests for the detection of occult blood in faeces or blood in
urine may produce false- positive results.

Pregnancy and Lactation:

lodine freely crosses the placenta and is secreted in breast milk. Therefore it is recommended that breastfeeding
should stop during treatment, unless no alternative is possible. Thyroid function disorders have been reported in the
offspring of mothers exposed to pharmacological doses of iodine. Povidone iodine should not be used regularly
during pregnancy unless there is no alternative treatment available.

Side Effects:

Local irritation, skin burns and sensitivity reactions have been reported rarely. Anaphylactic reactions,
anaphylactoid reactions and anaphylactic shock have been reported uncommonly with products containing povidone
iodine or povidone. Excess iodine can produce goitre and hypothyroidism or hyperthyroidism. Such effects have



occasionally been seen with extensive or prolonged use of povidone iodine. Other effects that have been reported are
metabolic acidosis and acute renal failure.

Symptoms and Treatment of Overdose:

Excess iodine can produce goitre and hypothyroidism or hyperthyroidism. Systemic absorption of iodine after
repeated application of povidone iodine to large areas of wounds or burns may lead to a number of adverse effects:
Metallic taste in mouth, increased salivation, burning or pain in the throat or mouth, irritation and swelling of the
eyes, pulmonary oedema, skin reactions, gastrointestinal upset and diarrhea, metabolic acidosis, hypernatraemia and
renal impairment.

Deliberate or accidental ingestion of large quantities of povidone iodine will result in high blood levels of iodine and
gastrointestinal toxicity including vomiting and diarrhoea. Symptomatic and supportive treatment should be started
with special attention to monitoring electrolyte balance, renal function, thyroid function and liver function. lodine
can be removed by dialysis.

Effects on Ability to Drive and Use Machine:
None known.

Instructions for Use:
For topical use on the skin only.

Storage Condition:
Store below 30°C & Protect from light.

Pack Size:
100ml, 200ml, 250ml, 500ml and 1000ml HDPE bottle.
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