Terbinafine Hydrochloride (1% w/w)

Consumer Medication Information Leaflet (RIMUP)

TEFIN TERBINAFINE HCL SPRAY 10mg/g

What is in this leaflet

1. What Tefin Terbinafine HCI1
Spray 10mg/g is used for

2. How Tefin Terbinafine HCI

Spray 10mg/g works

Before you use

4. How to use Tefin Terbinafine
HCI Spray 10mg/g

5.  While you are using Tefin
Terbinafine HCI Spray
10mg/g

6. Side effects

7. Storage and Disposal of Tefin
Terbinafine HCI Spray
10mg/g

8. Product description

9. Manufacturer and Product
Registration Holder

10. Date of revision

W

This leaflet answers some common
questions about Tefin Terbinafine
HCI Spray 10mg/g. It does not
contain all the available
information. It does not take the
place of talking to your pharmacist
or doctor.

All medicines have risks and
benefits. Your pharmacist or
doctor has weighed the risks of
you taking Tefin Terbinafine HCI
Spray 10mg/g against the benefits
they expect it will have for you.

Keep this leaflet with the
medicine.

You may need to read it again.

What Tefin Terbinafine HCI
Spray 10mg/g is used for

Tefin Terbinafine HCI Spray
10mg/g is used to treat fungal skin
infections such as athlete’s foot,
jock itch and ringworm. It is also
used to fight against
dermatophytes, moulds and yeasts.

How Tefin Terbinafine HCI
Spray 10mg/g works

Tefin Terbinafine HCI Spray
10mg/g contains the active
ingredients Terbinafine
Hydrochloride (1% w/w).

Terbinafine Hydrochloride acts
against wide range of fungi.

Ask your pharmacist or doctor if
you have any questions about this
medicine.

Before you use Tefin Terbinafine

HCI Spray 10mg/g

-When you must not use it

Do not apply Tefin Terbinafine

HCI Spray 10mg/g if:

e You are allergic (hypersensitive)
to Terbinafine Hydrochloride or
to any of the other ingredients in
this medicine.

-Before you start to use it

Pregnancy and breast feeding:

e Usage of Tefin Terbinafine HCI
Spray 10mg/g by pregnant
women and those who are trying
to become pregnant, consult
doctor or pharmacist for further
advice and supervision of a
doctor.

o In the first trimester of
pregnancy, Terbinafine
Hydrochloride should only be
used when considered essential
to the welfare of the person. It is
not known whether Terbinafine
Hydrochloride is found in breast
milk or whether it has a harmful
effect in the newborn.

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

-Taking other medicines

Tell your doctor or pharmacist
about all the other medicines and
skin products you use, including
prescribed and non-prescribed
medicines, vitamins, herbal
supplements, and cosmetics. There
is no known of medicine
interactions with Tefin Terbinafine
HCI Spray 10mg/g have been
reported.

How to use Tefin Terbinafine
HCI Spray 10mg/g

-How much to use

Do not use this medicine to
children under 2 years of age.

Consult with your doctor if you
want to give this medicine to
children under 2 years of age.

If Tefin Terbinafine HCI1 Spray
10mg/g has been prescribed for
you by your doctor, follow any
instructions he/she may have given
you.

If you purchased this product
without a prescription, follow
these directions closely:

¢ Before use, shake well by
inverting the bottle.

e Wash and dry affected area.
Spray sparingly to the affected
parts and surrounding skin areas
once daily.

-When to use it

Once daily for one week after
wash and dry affected area.
Regular applications are essential
for successful treatment.

-How long to use it

The treatment should be continued
for at least 2 weeks even after the
disappearance of all signs of
infection to prevent re-infection.
Consult doctor if no improvement
is seen in 4 weeks (athlete’s foot)
or 2 weeks (for jock itch).

-If vou forget to use it

Apply the spray as soon as
possible and then continue the rest
of your treatment as usual.

-If vou use too much (overdose)
No information is available
concerning overdosage in human
beings following topical
application.

While you are using Tefin
Terbinafine HCI Spray 10mg/g
-Things you must do

You can help the treatment to

work if you follow simple self-

help tips:

e Although the infection area will
itch, try do not scratch.
Scratching will damage the
surface of the skin and cause the
infection to spread further.
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Keep the affected skin areas
clean particularly of the folds
and the feet.

e Pay particular attention to drying
the skin but avoid excessive
rubbing.

e Do not share towels, bath mats,
etc. with other people as you
could spread the infection to
them.

e Always wash your hands after

treating the infection to prevent

it from spreading.

-Things you must not do

Tefin Terbinafine HCI Spray
10mg/g is for external use only.
Do not spray into your mouth or
swallow it. If the spray mist is
swallowed accidently, tell your
doctor straight away or contact the
Accident and Emergency
Department of your nearest
hospital.

If you accidently get spray mist in
your eyes or mouth, wash
immediately with water and
contact your doctor.

- Things to be careful of
If irritation or sensitivity occurs,
treatment should be discontinued.

Side effects

Tefin Terbinafine HCI Spray
10mg/g can cause side effects,
although not everybody gets them.

As with all medicines, some
people may be allergic to the spray
mist. If you are allergic, a reaction
will occur soon after you start
using it. If you experience an
allergic reaction, stop using Tefin
Terbinafine HCI Spray 10mg/g
and tell your doctor straight away
or contact the Accident and
Emergency Department of your
nearest hospital. Signs of an
allergic reaction may include:
e Hives.
¢ Difficulty breathing.
o Swelling of face, tongue, or
throat.

After you apply the spray you
might experience:

e Itching, blister, stinging,
redness, hives, swelling or
peeling of skin.

If you experience any of the above
effects or react badly to the spray
in any other way not listed in this
leaflet, tell your doctor or
pharmacist immediately.

You may report any side effects or
adverse drug reactions 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 (AEF])].

Storage and Disposal of Tefin
Terbinafine HCI Spray 10mg/g
-Storage

Store below 30°C. Keep out of
reach of children.

-Disposal
Dispose the medicine after the

expiry date. Consult your
pharmacist on how to safely
dispose of any medicines no longer
required.

Product description

-What it looks like

Tefin Terbinafine HCI Spray
10mg/g is a clear colorless to straw
color liquid with characteristic
odour. It is available in bottles of
15ml.

-Ingredients

-Active ingredient(s):
Terbinafine Hydrochloride
1% wiw.

-Inactive ingredients:

Alcohol (25% w/w), Propylene
Glycol, Macrogol Cetostearyl
Ether, Purified Water.

-MAL number:
MAL18086095X

Manufacturer:

HOE Pharmaceuticals Sdn. Bhd.
Lot 10, Jalan Sultan Mohamed 6,
Bandar Sultan Suleiman,

42000 Port Klang, Selangor,
Malaysia.

Product Registration Holder:
HOE Pharmaceuticals Sdn. Bhd.
Lot 10, Jalan Sultan Mohamed 6,
Bandar Sultan Suleiman,

42000 Port Klang, Selangor,
Malaysia.

Date of revision
19/10/2023

Serial Number :
NPRA(R2/1)231018/1161




