Consumer Medication Information Leaflef (RIMUP)

BIO-BACTEDENE GEL 10%w/w

Povidone-Iodine 10g /100 g(equivalent to iodine 1 g)
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What Bio -Bactedene gel is used for

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

How Bic- Bactedene gel works
The active ingredient in Bio-Bactedenc gel
which is Povidone-iodine, is able to kill the

broad range of germs.

Before you use Bio-Bactedene gel
-When vou must not use it

Tell your doctor if any of the following
are true for you as patients with these
conditions should not use povidone-iodine

* if you are allergic (hypersensitive) to
polyvinylpyrrolidone, iodine or any of the
other ingredients of this medicine (listed
in section Product Description)

«if you have former or current abnormal

thyroid function or goiter

« if your age is less than 2 years old.

* If you are taking lithinm

-Before you start to use it

Talk to your doctor or pharmacist

before using Bio -Bactedene gel

«if you have former or current abnormal
thyroid function or goiter

« if your kidneys are not working well

Check with your doctor if any of
the following applies to you:

. Storage and Disposal of Bio -Bactedene gel

» if you have had a serious allergic reaction
or a serious skin reaction to any medicine

* If you are taking lithium or sodium
picosulfate

* If you would have your thyroid function
tested or several types of tests for detection
of occult blood in faeces or blood.

* You are younger than 2 years

-Using with other medicines

Some medicines can affect the way other
medicines work. Please tell your doctor or
pharmacist if you are taking or have
recently taken any other medicines,
including medicines obtained without a
prescription:

-Lithium: Use with concurrent lithium
therapy has been shown to exhibit additive
hypothyroidic effects.

-Sodium picosulfate: Antibiotics may
diminish the therapeutic effect of Sodium
picosulfate.

Tell your doctor or pharmacist if you are
taking, or have recently taken any of the
medicines listed above or any other
medicines.

How to use Bio-Bactedene gel
-How muich to use

» Apply the proper amount of
Bic-Bactedene gel on the affected areas
of the skin 2-3 times daily

When to use it
Use as directed by your doctor or
pharmacist.

-How long to use it

Do not use this product for longer than 1
week unless directed by a doctor because

prolonged exposure may cause irritation, or,

rarely. severe skin reactions.

-If vou foreet to use it

Consult your doctor or pharmacist on what
you should do if you forget to use it.

Apply the missed dose as soon as you
remember. If it is almost time for your
next dose, wait until then to use the
medicine and skip the missed dose. Do not
apply a double dose to make up for the
missed dose.

-If vou use too much (overdose)

Contact your doctor immediately or go to
the Emergency Department of your
nearest hospital. if you think you or
anyone else may have orally taken too
much of this medicine. Do this even if
there are no signs of discomfort or
poisoning. You may need urgent medical
attention.

‘While you are using it

-Things vou must do

Use this medicine exactly as the doctor or
pharmacist has told you.

Tell all the doctors or pharmacists treating
you that you are using Bactedene gel

-Things vou must not do

-This product is for external use only. Do
not use this product in the eyes or over
large areas of the body.

-Do not heat prior to application

-Do not stop using the medicine
unless advised by your doctor.

-Do not take any new medicines
without consulting your doctor or
pharmacist
-Do not give Bio-Bactedene gel to anyone
else, even if they have the same
symptoms or condition as you.
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BIO-BACTEDENE GEL 10%w/w

Povidone-Todine 10 grams (Todine 1 gram)/100 grams

Side Effects

Like all medicines, Bio-Bactedene gel can
have side effects, although not everybody
gets them.

Some common side effects are listed
below:

Common side effects: local imritation, skin
burns and sensitivity reactions

Serious side effects: anaphylactic
reactions, anaphylactoid reactions,
anaphylactic shock, goiter,
hypothyroidism, hyperthyroidism,
metabolic acidosis and acute renal failure.

Visit your doctor or pharmacist
immediately if you experience any
side effects after using this medicine.

You may report any side effects or adverse
drug reaction directly to the National
Centre for Adverse Drug Reaction
Monitoring by visiting the website
npra.gov.my/ [Consumers—>Reporting
Side Effects to Medicines (ConSERF) or
Vaccines (AEFI)]

Storage and Disposal of Bio-Bactedene gel
Storage:

* Store below 30 °C.

» Keep medicine out of reach of children.
Disposal:

Medicines should not be disposed of via
wastewater or household waste. Ask your
pharmacist how to dispose of medicines

no longer required. These measures will
help to protect the environment.

Product Description

-What it looks like

Brown gel

-Ingredients

* Active ingredient — Povidone iodine

* Inactive ingredient — Sodium bicarbonate,
purified water, polyethylene glycol 400,
polyethylene glycol 4000

MAL number:MAL20046134X7

Manufacturer

MacroPhar Co.,Ltd

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

Suan Luang, Bangkok 10250, Thailand.

Product Registration Holder

TOP BIOPHARMA SDN. BHD.

No. 23A, Jalan Kesuma 3/11, Bandar Tasik
Kesuma, 43700 Beranang, Selangor D.E.
Malaysia..

Date of Revision

17/07/2020

Serial number
NPRA (R2) 20/024
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