PATIENT PACKAGE INSERT IN
ACCORDANCE WITH THE PHARMACISTS'
REGULATIONS (PREPARATIONS) - 1986

The medicine is dispensed
with a doctor's prescription only

LAMISIL® Tablets 250 mg

Active ingredient
Each tablet contains:
Terbinafine (as hydrochloride) 250 mg

Inactive ingredients:
See section 6 ‘Further information’.

Read this leaflet carefully in its entirety
before using the medicine. This leaflet
contains concise information about the
medicine. If you have further questions,
refer to the doctor or pharmacist.

This medicine has been prescribed for you.
Do not pass it on to others. It may harm them
even if it seems to you that their medical
condition is similar.

The medicine is not intended for children
under two years of age.

1. WHAT IS THE MEDICINE INTENDED
FOR?

For the treatment of skin and nail fungal
infections.

Therapeutic group: Oral antifungal agent.
Lamisil tablets are used to treat fungal
infections of the fingernails and toenails,
tinea (ringworm) infections of the scalp and
hair, groin and other body areas and the feet
(athlete’s foot), as well as yeast infections
of the skin.

When taken by mouth, terbinafine reaches
the site of infection in concentrations
strong enough to kill the fungus or stop it
growing.

2. BEFORE USING THE MEDICINE

I Do not use the medicine if:

you are allergic (hypersensitive) to the
active ingredient or any of the other
ingredients of the medicine that are listed
in the section ‘Further information’.

If you think you may be allergic, consult
the doctor.

Special warnings regarding use of the

medicine

[ Before treatment with Lamisil tell the

doctor without taking the medicine:

< if you have or have had any liver
problems

« if you have any kidney problems

If one or more of the following cases apply to
you before or during treatment with Lamisil,
refer to the doctor immediately:

* Symptoms such as unexplained persistent
nausea, vomiting, stomach pain, loss of
appetite, unusual tiredness, the skin or
whites of the eyes look yellow, unusually
dark urine or unusually light-colored stools
(signs of liver problems). Before and
periodically after starting treatment with
Lamisil, the doctor might have blood tests
performed to monitor your liver function. In
case of abnormal test results he may ask
you to stop taking Lamisil

Skin problems such as rash, red skin,
blistering of the lips, eyes or mouth, skin
peeling, fever (possible signs of serious
skin reactions), rash due to a high level
of a specific type of white blood cells
(eosinophilia)

Thickened patches of red/silver skin
(psoriasis) or facial rash, joint pain, muscle
disorder, fever (cutaneous and systemic
lupus erythematosus)

Weakness, unusual bleeding, bruising
or frequent infections (signs of blood
disorders)

If you are taking or have recently taken
any other medicine, see section ‘Taking
other medicines’.

I Taking other medicines

If you are taking or have recently taken
other medicines, including herbal
medicines and oral contraceptives
(birth control pills), non-prescription
medicines and nutritional supplements,
inform the doctor or pharmacist.
Especially if you are taking:

some medicines used to treat stomach
ulcers (e.g. cimetidine)

some medicines used to treat fungal
infections (e.g. fluconazole, ketoconazole)
some medicines used to treat infectious
diseases called antibiotics (e.g.
rifampicin)

some medicines used to treat mood
disorders (some antidepressants such
as tricyclic antidepressants, selective
serotonin reuptake inhibitors including
class 1A, 1B and 1C, monoamine oxidase
inhibitors Type B, desipramine)

« some medicines used to treat high blood
pressure (some beta-blockers such as
metoprolol)

some medicines used to treat irregular
heart rhythm (antiarrhythmics such as
propafenone, amiodarone)

.

.

some medicines used to treat cough (e.g.
dextromethorphan)

caffeine

ciclosporin, a medicine used to control
the body’s immune system (e.g. in order
to prevent rejection of a transplanted
organ)

Taking Lamisil with food

Lamisil tablets can be taken on an empty
stomach or after a meal.

I Older people (aged 65 years and
above)

Patients aé;ed 65 years and over can take
the same dose of Lamisil tablets as younger
adult patients.

I Children and adolescents (aged 2
years to 17 years)

Lamisil tablets can be used in adolescents
and children aged 2 years and over as long
as the dose is adjusted for body weight and
the child weighs over 20 kg.

As the patient grows, the doctor will adjust
the dosage.

Lamisil is not recommended for use in
children under 2 years of age since there is
no experience in this age group.

I Pregnancy and breast-feeding
Consult the doctor or pharmacist before
taking any medicine.

The doctor will discuss with you the potential
risk of taking Lamisil during pregnancy.

If you are pregnant or think you may be
pregnant, inform the doctor.

You should not take Lamisil during pregnancy
unless specifically advised to do so by the
doctor.

You should not breast-feed during treatment
with Lamisil because your baby would be
exposed to the active substance through the
breast milk. This might harm your baby.

@ Driving and using machinery

Do not drive or use machinery if you feel
dizzy while taking Lamisil tablets.

3. HOW SHOULD YOU USE THE
MEDICINE?

Always use according to the doctor’s

instructions. You should check with the

doctor or pharmacist if you are not sure.
ou are under the impression that the
ect of Lamisil is too strong or too weak,

refer to the doctor or pharmacist.

Tests and follow-up

A laboratory test must be performed

to determine the causative pathogen

before starting treatment.

Dosage

The dosage and manner of treatment will be
determined by the doctor only.

The usual dosage is generally:

Adults

The usual dose is one 250 mg tablet daily.
Children

There is no experience with Lamisil in
children under 2 years of age (usually less
than 12 k

The dosage in children above 2 years of age
depends on the body weight. Lamisil tablets
are only meant for children weighing more
than 20 kg:

Children 20 to 125mg once

weighing 40 kg daily
Children more  250mg  once
weighing than daily

40 kg

Do not exceed the recommended
dose.

When to take Lamisil

Taking Lamisil at the same time each day
will help you remember when to take your
medicine. Lamisil tablets can be taken on an
empty stomach or after a meal.

How to take

Do not chew! The tablets should be
swallowed with water.

Lamisil 250 mg tablets can be divided into
two equal parts (i.e. 125 mg strength).

The scored tablets cannot be crushed due
to a bitter taste.

Duration of treatment

The duration of treatment depends on the
type of infection, its degree of severity, and
what part of the body it affects. The doctor
will tell you for exactly how long you will
need to use the medicine.

The normal duration of treatment is:

For tinea (ringworm) infections of the
feet (athlete's foot), Lamisil tablets are
usually taken for 2 to 6 weeks.

For tinea (ringworm) and yeast
infections of the groin and other body
areas, Lamisil tablets are usually taken for
2 to 4 weeks.

It is important to take the tablet/tablets
every day and to continue the treatment
for as long as the doctor tells you to. This
will ensure that the infection is completely
cured and lessen the chance of its return
after you stop taking the tablets.

Hair and scalp infections: The normal
duration of treatment is 4 weeks.

Nail infections

Fungal nail infections usually take longer to
cure than fungal skin infections. For most
nail infections, Lamisil tablets have to be
taken for 6 to 12 weeks.

Fingernail infection: Treatment duration of
6 weeks is sufficient in most cases.
Toenail infection: Treatment duration of 12
weeks is sufficient in most cases.

Some patients with poor nail growth ma
need longer treatment. The doctor will
discuss this with you.

If you have accidentally taken a higher
dosage

If you have taken an overdose or if a child
has accidentally swallowed the medicine,
refer immediately to the doctor or to a
hospital emergency room and bring the
package of the medicine with you.

Medical supervision may be required.
This is also relevant if another person has
accidentally taken your medicine. Symptoms
of Lamisil overdose include headache,
nausea, stomach pain and dizziness.

If you forget to take the medicine

If you forget to take this medicine at the
specified time, take the dose as soon as you
remember, unless less than 4 hours remain
until the next scheduled dose. In this case
wait and take the next dose at the scheduled
time. Do not take a double dose to make up
for the one that you missed.

Adhere to the treatment as recommended
by the doctor.

Even if there is an improvement in your
health do not stop treatment with the
medicine without consulting the doctor.
How can you contribute to the success
of the treatment?

There are other measures that can be taken
to help clear up the infection and make sure
it does not return.

Moisture encourages the fungi growth;
therefore you should keep the infected areas
dry and cool and change clothing that is in
direct contact with these areas daily.

If the feet are treated - you should be sure to
wash and dry thoroughly, especially between
the toes. It is advisable to use cotton socks;
you should avoid wearing wool or synthetic
socks. It is advisable to change them several
times a day (according to the amount of
sweat).

Inthe appropriate seasons it is recommended
to wear sandals without socks.

Do not take medicines in the dark! Check
the label and the dose each time you take
medicine. Wear glasses if you need them.
If you have further questions regarding the
use of the medicine, consult the doctor or
pharmacist.

4. SIDE EFFECTS

As with any medicine, use of Lamisil may
cause side effects in some users. Do not be
alarmed by the list of side effects. You may
not suffer from any of them.

Some side effects could be serious:

In rare cases Lamisil can cause liver
problems, and in very rare cases the liver
problems can be serious. Serious side
effects also include a decrease in certain
types of blood cells, lupus (an autoimmune
disease), serious skin reactions, severe
allergic reactions, inflammation of blood
vessels, inflammation of the pancreas or
muscle necrosis.

Notify the doctor immediately:

« if you experience symptoms such as
unexplained persistent nausea, stomach
problems, loss of appetite, unusual
weakness or tiredness or if you notice
that your skin or the whites of your eyes
are yellow, i/our urine is unusually dark
or your stools are unusually light in color
(possible signs of liver problems)

if you develop fever, shivering, a sore
throat or mouth ulcers due to infections
and weakness or if you get infections more
frequently or in case of unusual bleeding
or bruising (possible signs of diseases that
af'flzlac)t the amount of certain types of blood
cells

« if you experience difficulty in breathing,
dizziness, swelling mainly of the face
and throat, flushing, crampy abdominal
pain and loss of consciousness or if you
experience symptoms such as joint pain,
stiffness, rash, fever or swollen/enlarged
lymph nodes (possible signs of severe
allergic reactions)

if you experience symptoms such as rash,
fever, itching, tiredness or if you notice the
appearance of purplish-red spots under
the skin surface (possible signs of blood
vessel inflammation)

if you develop any skin problems such as
rash, red skin, blistering of the lips, eyes
or mouth, skin peeling, fever

if you experience severe upper stomach
pain radiating to the back (possible signs
of pancreas inflammation)

.



« if you experience unexplained muscle
weakness and pain or dark (red-brown)
urine (possible signs of muscle necrosis)

Additional side effects

The following side effects have been
reported with Lamisil:

If any of these effects affects you severely,
consult the doctor:

Very common side effects (likely to
affect more than 1 in 10 patients):
Headache, nausea, mild abdominal pain,
stomach discomfort after a meal (heartburn),
diarrhea, bloating (a feeling of fullness) of
the stomach, loss of appetite, skin rashes
(itchy), joint pain and muscle pain.
Common side effects (likely to affect 1
to 10 in 100 patients):

Mood disorder (depression), disturbance or
loss of sense of taste, dizziness, eye disorder
and tiredness.

Uncommon side effects (likely to affect
1 to 10 in 1,000 patients):

If you notice abnormally pale skin, mucosal
lining or nail beds, unusual tiredness or
weakness or breathlessness on exertion
(possible signs of a disease that affects the
level of red blood cells), anxiety, tingling or
numbness and decreased skin sensitivity,
increased sensitivity of the skin to sun,
Inoises (hissing) in ears, fever and weight
oss.

Rare side effects (likely to affect 1 to
10 in 10,000 patients):

Yellow eyes or skin (liver problems) and
abnormal liver function test results.

Very rare side effects (likely to affect
less than 1 in 10,000 patients):
Decrease in certain types of blood cells,
lupus (an autoimmune disease), serious
skin reactions, allergic reactions, psoriasis-
like skin eruptions (silver colored rash),
worsening of psoriasis, skin rash with flaking
or peeling and hair loss.

The following side effects have also
been reported:

If any of these effects affects you severely,
contact the doctor:

Severe allergic reactions or infections,
inflammation of the blood vessels, smell
disorders including permanent loss of
sense of smell, reduced ability to smell,
blurred vision, decreased sharpness of
vision, inflammation of the pancreas, skin
rash due to high level of a specific type of
white blood cells, muscle necrosis, flu-like

symptoms (e.g. tiredness, chills, sore throat,
aching joints or muscles) and increase of the
muscle enzyme (creatine phosphokinase)
level in the blood.

If a side effect appears, if any of the side
effects worsens or if you suffer from a side
effect not mentioned in the leaflet, consult
the doctor.

5. HOW SHOULD THE MEDICINE BE
STORED?
Avoid poisoning! This medicine and any
other medicine must be kept in a safe place
out of the reach and sight of children and/
or infants, to avoid poisoning. Do not induce
vomiting unless explicitly instructed to do
so by a doctor.
Do not use the medicine after the expiry
date (exp. date) appearing on the package.
The expiry date refers to the last day of that
month.
Store below 30°C and protect from light.
Store in the original package.

6. FURTHER INFORMATION

In addition to the active ingredient, the
medicine also contains:

Cellulose microcrystalline, Sodium starch
glycolate, Hypromellose, Magnesium
stearate, Silica colloidal anhydrous.

The tablet contains approximately 16 mg
sodium.

What the medicine looks like and
contents of the pack

A circular, biconvex, beveled edge tablet,
scored on one side and the circular mark
LAMISIL 250 on the other side. Whitish to
yellow-tinged white color. The surface is
smooth or slightly rough.

Package size: 14 tablets.

Registration holder and address: Novartis
Israel Ltd., 36 Shacham St., P.O.B. 7759,
Petach-Tikva.

Manufacturer and address: Novartis
Pharma Productions GmbH, Oflinger Strasse
44, D-79664 Wehr, Germany

For: Novartis Pharma AG,
Switzerland.

This leaflet was checked and approved by
the Ministry of Health in September 2014.
Registration number of the medicine in the
National Drug Registry of the Ministry of
Health: 065 17 27564.

Basel,

SH LAM APL SEP14 CL V9 COR CPO CL




<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /None
  /Binding /Left
  /CalGrayProfile (Dot Gain 20%)
  /CalRGBProfile (sRGB IEC61966-2.1)
  /CalCMYKProfile (None)
  /sRGBProfile (sRGB IEC61966-2.1)
  /CannotEmbedFontPolicy /Error
  /CompatibilityLevel 1.3
  /CompressObjects /Off
  /CompressPages true
  /ConvertImagesToIndexed false
  /PassThroughJPEGImages true
  /CreateJobTicket false
  /DefaultRenderingIntent /Default
  /DetectBlends false
  /DetectCurves 0.0000
  /ColorConversionStrategy /LeaveColorUnchanged
  /DoThumbnails false
  /EmbedAllFonts true
  /EmbedOpenType false
  /ParseICCProfilesInComments true
  /EmbedJobOptions true
  /DSCReportingLevel 0
  /EmitDSCWarnings false
  /EndPage -1
  /ImageMemory 1048576
  /LockDistillerParams true
  /MaxSubsetPct 1
  /Optimize false
  /OPM 1
  /ParseDSCComments true
  /ParseDSCCommentsForDocInfo true
  /PreserveCopyPage false
  /PreserveDICMYKValues true
  /PreserveEPSInfo true
  /PreserveFlatness true
  /PreserveHalftoneInfo false
  /PreserveOPIComments false
  /PreserveOverprintSettings true
  /StartPage 1
  /SubsetFonts false
  /TransferFunctionInfo /Apply
  /UCRandBGInfo /Remove
  /UsePrologue false
  /ColorSettingsFile ()
  /AlwaysEmbed [ true
  ]
  /NeverEmbed [ true
  ]
  /AntiAliasColorImages false
  /CropColorImages true
  /ColorImageMinResolution 250
  /ColorImageMinResolutionPolicy /Warning
  /DownsampleColorImages false
  /ColorImageDownsampleType /Average
  /ColorImageResolution 300
  /ColorImageDepth -1
  /ColorImageMinDownsampleDepth 1
  /ColorImageDownsampleThreshold 2.00000
  /EncodeColorImages true
  /ColorImageFilter /DCTEncode
  /AutoFilterColorImages true
  /ColorImageAutoFilterStrategy /JPEG
  /ColorACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /ColorImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000ColorACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000ColorImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasGrayImages false
  /CropGrayImages true
  /GrayImageMinResolution 250
  /GrayImageMinResolutionPolicy /Warning
  /DownsampleGrayImages false
  /GrayImageDownsampleType /Average
  /GrayImageResolution 300
  /GrayImageDepth -1
  /GrayImageMinDownsampleDepth 2
  /GrayImageDownsampleThreshold 2.00000
  /EncodeGrayImages true
  /GrayImageFilter /DCTEncode
  /AutoFilterGrayImages true
  /GrayImageAutoFilterStrategy /JPEG
  /GrayACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /GrayImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000GrayACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000GrayImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasMonoImages false
  /CropMonoImages true
  /MonoImageMinResolution 1200
  /MonoImageMinResolutionPolicy /Warning
  /DownsampleMonoImages false
  /MonoImageDownsampleType /Average
  /MonoImageResolution 2400
  /MonoImageDepth -1
  /MonoImageDownsampleThreshold 1.50000
  /EncodeMonoImages true
  /MonoImageFilter /CCITTFaxEncode
  /MonoImageDict <<
    /K -1
  >>
  /AllowPSXObjects false
  /CheckCompliance [
    /PDFX1a:2001
  ]
  /PDFX1aCheck false
  /PDFX3Check true
  /PDFXCompliantPDFOnly true
  /PDFXNoTrimBoxError false
  /PDFXTrimBoxToMediaBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXSetBleedBoxToMediaBox true
  /PDFXBleedBoxToTrimBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXOutputIntentProfile (Coated FOGRA39 \050ISO 12647-2:2004\051)
  /PDFXOutputConditionIdentifier ()
  /PDFXOutputCondition ()
  /PDFXRegistryName ()
  /PDFXTrapped /False

  /CreateJDFFile false
  /Description <<

    /BGR <>
    /CHS <>
    /CHT <>
    /CZE <>
    /DAN <>
    /ESP <>
    /ETI <>
    /GRE <>

    /HRV <>
    /HUN <>
    /ITA (Utilizzare queste impostazioni per creare documenti Adobe PDF che devono essere conformi o verificati in base a PDF/X-3:2002, uno standard ISO per lo scambio di contenuto grafico. Per ulteriori informazioni sulla creazione di documenti PDF compatibili con PDF/X-3, consultare la Guida dell'utente di Acrobat. I documenti PDF creati possono essere aperti con Acrobat e Adobe Reader 4.0 e versioni successive.)
    /JPN <>
    /KOR <>
    /LTH <>
    /LVI <>
    /NLD (Gebruik deze instellingen om Adobe PDF-documenten te maken die moeten worden gecontroleerd of moeten voldoen aan PDF/X-3:2002, een ISO-standaard voor het uitwisselen van grafische gegevens. Raadpleeg de gebruikershandleiding van Acrobat voor meer informatie over het maken van PDF-documenten die compatibel zijn met PDF/X-3. De gemaakte PDF-documenten kunnen worden geopend met Acrobat en Adobe Reader 4.0 en hoger.)
    /NOR <>
    /POL <>
    /PTB <>
    /RUM <>
    /RUS <>
    /SKY <>
    /SLV <>
    /SUO <>
    /SVE <>
    /TUR <>
    /UKR <>
    /ENU (Creation of PDF/X-1a files for Novartis Artwork. In order to be compliant to the Novartis Pharma Artwork File Specification \(NAFS\) the PDF/X-1a must be converted to PDF/X-4 \(and preflighted\) in Acrobat 9 Pro or higher. \(110704/sjaeggi@prepress.ch\))
    /FRA (Creation of PDF/X-1a files for Novartis Artwork. In order to be compliant to the Novartis Pharma Artwork File Specification \(NAFS\) the PDF/X-1a must be converted to PDF/X-4 \(and preflighted\) in Acrobat 9 Pro or higher. \(110704/sjaeggi@prepress.ch\))
    /DEU (Creation of PDF/X-1a files for Novartis Artwork. In order to be compliant to the Novartis Pharma Artwork File Specification \(NAFS\) the PDF/X-1a must be converted to PDF/X-4 \(and preflighted\) in Acrobat 9 Pro or higher. \(110704/sjaeggi@prepress.ch\))
  >>
  /Namespace [
    (Adobe)
    (Common)
    (1.0)
  ]
  /OtherNamespaces [
    <<
      /AsReaderSpreads false
      /CropImagesToFrames true
      /ErrorControl /WarnAndContinue
      /FlattenerIgnoreSpreadOverrides false
      /IncludeGuidesGrids false
      /IncludeNonPrinting false
      /IncludeSlug false
      /Namespace [
        (Adobe)
        (InDesign)
        (4.0)
      ]
      /OmitPlacedBitmaps false
      /OmitPlacedEPS false
      /OmitPlacedPDF false
      /SimulateOverprint /Legacy
    >>
    <<
      /AddBleedMarks false
      /AddColorBars false
      /AddCropMarks false
      /AddPageInfo false
      /AddRegMarks false
      /ConvertColors /NoConversion
      /DestinationProfileName ()
      /DestinationProfileSelector /NA
      /Downsample16BitImages true
      /FlattenerPreset <<
        /PresetSelector /HighResolution
      >>
      /FormElements false
      /GenerateStructure false
      /IncludeBookmarks false
      /IncludeHyperlinks false
      /IncludeInteractive false
      /IncludeLayers false
      /IncludeProfiles true
      /MultimediaHandling /UseObjectSettings
      /Namespace [
        (Adobe)
        (CreativeSuite)
        (2.0)
      ]
      /PDFXOutputIntentProfileSelector /DocumentCMYK
      /PreserveEditing true
      /UntaggedCMYKHandling /LeaveUntagged
      /UntaggedRGBHandling /UseDocumentProfile
      /UseDocumentBleed false
    >>
  ]
>> setdistillerparams
<<
  /HWResolution [2400 2400]
  /PageSize [2834.646 2834.646]
>> setpagedevice




