Consumer Medication Information Leaflet (RiIMUP)

OTEK-P EAR DROPS

Lignocaine Hydrochloride / Polymyxin B Sulphate / Acetic Acid / Propylene Glycol (2% w/v / 10000 Unit / 2%wi/v /0.1%w/v)
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What Otek-P ear drops is used for
Otek-P ear drops is used to treat ear
related problems such as persistent
discharge from ear, continuous bacterial
infections of the ear, inflammation or
infection of ear canal and also post-
operative treatment for the ear.

How Otek-P ear drops works

Otek-P ear drops have antibacterial and
antifungal  activity which  reduces
inflammation and swelling and thus
relives the significant symptoms of ear
infection. Following topical application,
Otek-P ear drops reduces swelling and
itching. Otek-P ear drops is effective
against bacteria that commonly infect the
ear. Otek-P ear drops act topically and is
suitable for individuals with ruptured ear
drums or tubes.

Before you use Otek-P ear drops
- When you must not use it

Do not take Otek-P ear drops if:
e You are hypersensitive to any ingredient
in the preparation.

- Before you start use it

Tell your pharmacist or doctor if you are
using any other ear drops.

Pregnancy and lactation
Ask your doctor or pharmacist for advice
before taking this medicine if you are
pregnant or breast-feeding.

- Taking other medicines

Tell your pharmacist or doctor if you have
recently taken any other medicines,
including medicines obtained without
prescription.

How to use Otek-P ear drops
This medicine is to be used in the ear only.

- How much to use
For Adults, childrens & elderly:
Instill 4 to 5 drops in affected ear three to

four times a day after meal.

Keep using Otek-P ear drops as instructed
by your doctor.

- When to use it

Always use Otek-P ear drops exactly as
your doctor has instructed you. You
should check with your doctor or
pharmacist if you are unsure.

- How long to use it

Consult with your doctor or pharmacist
for the treatment period.

- If you forget to use it

If you forget a dose, put some in as soon
as you remember. However, if it is nearly
time for the next dose, skip the missed
dose. Do not use a double dose to make
up for a forgotten dose.

- If you use too much (overdose)

Otek-P ear drops is for external use only.
Do not worry if you use too much Otek-P
ear drops. Simply wipe away any surplus
running from the ear with a tissue. No
symptoms of overdose reported.

While you are using it
- Things you must do

If you are about to start taking on any
other new medicine, tell your pharmacist
or doctor that you are taking Otek-P ear
drops.

Always put the cap back on the bottle as
soon as you have used it

Things you must not do

Do not take more than the recommended
dose unless your doctor tells you to.

Do not use after the expiry date shown on
the bottle and the carton. The expiry date
refers to the last day of that month.

- Things to be careful of

Discontinue use if irritation or symptoms
of sensitivity reaction develops.

Side effects

Like all medicines, Otek-P ear drops can
cause side effects although not everybody
gets them. Tell your doctor immediately if
you experience the following symptoms
after taking this medicine as the
symptoms can be severe:

e Hearing loss upon prolonged use.

You may report any side effects or
adverse drug reactions directly to the
National Centre for Adverse Drug
Reaction Monitoring by calling Tel: 03-
78835550, or visiting the website
npra.moh.gov.my (Public ->Reporting
Side Effects to Medicines (ConSERF) or
Vaccines).

Storage and Disposal of Otek-P ear
drops

- Storage

Store below 30°C in a cool, dry place.

- 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

Otek-P ear drops is a clear, colourless
solution.

- Ingredients
- Active ingredient

Acetic acid, Polymyxin B Sulphate,
Propylene Glycol, Lignocaine
Hydrochloride.
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- Inactive ingredients

Benzalkonium Chloride, Phenyl Mercuric
Nitrate RMS 135, Water for Injection.

- MAL number(s):
MAL19871130AZ

Manufacturer

FDC Limited

B-8, MIDC Waluj
Aurangabad 431 136
India

Product Registration Holder
Unimed Sdn Bhd

53, Jalan Tembaga SD 5/2B,
Bandar Sri Damansara,

52200, Kuala Lumpur, Malaysia.

Date of revision
13/04/2018

Serial Number:
NPRA(R4/1)120418/00107




