PACKAGE INSERT

1. Product Name: BIO-BACTEDENE GEL 10%w/w

2. Name and strength of active ingredients (S):
Povidone -lodine 10g/100g (equivalent to iodine 1g).

3. Product Description: Brown gel

4. Indication: Bio-Bactedene is used for prevention of infection in cuts, abrasions, burns and use for pre-operative
disinfection of the skin.

5. Pharmacodynamics
Povidone - iodine is a complex of [odine which retains the broad-spectrum germicidal activity of elemental iodine
without its disadvantages. The germicidal activity is maintained in the presence of bloods, pus, serum and necrotic
tissues.

6. Pharmacokinetics
Bio-Bactedene is applied topically to the affected area.

7. Recommended Dose: Apply 2-3 times daily.
8. Mode of Administration: Topical
9. Contraindication
-Hypersensitivity to iodine, polyvinylpyrrolidone or to any excipient.
- History of abnormal thyroid function or goiter (in particular nodular colloid goitre, endemic goitre

and Hashimoto’s thyroiditis).

-Regular use should be avoided in patients on concurrent lithium therapy.

10. Warnings 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 level of iodine in the blood, particularly patients with renal insufficiency. If symptoms occur suggesting
changes in thyroid function, these should investigated.

- In patients with impaired renal function, blood levels of iodine should be monitored.

- Iflocal irritation and hypersensitivity develop, then discontinue treatment.

11. 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.
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12. Pregnancy and Lactation:

13.

14,

15.

16.

17.

18.

Not Applicable

Undesirable 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.

Overdose and Treatment
Deliberate or accidental ingestion of large quantities of povidone iodine will result in high blood concentrations

of iodine and gastrointestinal corrosive effects including vomiting, diarrhoea and abdominal pain. Systemic
toxicity may result in shock, hypotension, tachycardia, fever, metabolic acidosis and renal impairment.
Symptomatic and supportive treatment should be started with special attention to monitoring electrolyte
balance, renal function, thyroid function and liver function. Haemodialysis effectively clears iodine and should
be employed in severe cases of iodine poisoning particularly if renal failure is present. Continuous venovenous

haemodiafiltration is less effective than haemodialysis.

Storage Condition: Store Below 30°C. Keep out of reach of children/Jauhi dari capaian kanak-kanak.

Dosage Forms and Packaging Available: Dosage forms: Gel
Aluminium tube containing 10grams and then/be not be closed in a secondary paper box.

Name and address of Manufacturing:
Manufactured by

MacroPhar Co., Ltd.

89 Soi Pattanakarn 20 Yaek 4,
Pattanakarn Road., Suan Luang,

Suan Luang, Bangkok 10250, Thailand.

Date of revision of Package Insert: 17/06/2020
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