The dispensing of this medicine requires a physician’s prescription.
Read this package insert carefully in its entirety before using this medicine.

Viread® 245 mg
Film-coated tablets

Composition:

Each film-coated tablet contains:

Active ingredient: 245 mg of tenofovir disoproxil (as fumarate), equivalent to 300 mg of tenofovir
disoproxil fumarate.

It also contains: Lactose Monohydrate ~155.0 mg.

Other ingredients: Microcrystalline Cellulose (E460), Croscarmellose Sodium, Pregelatinised Starch
(gluten free), Magnesium Stearate (E572), Hypromellose (E464), Titanium Dioxide, Glycerol
Triacetate (E1518), Indigo Carmine Aluminium Lake (E132).

Therapeutic Group:
Antiviral drugs (against viruses), called nucleotide reverse transcriptase inhibitors.

Therapeutic Action:

Viread is used to treat HIV (Human Immunodeficiency Virus) infection in adults.
This medicine must be taken in combination with other anti-HIV medici
This medicine is not a cure for HIV infection. While taking Viread you may still develop infections
or other illnesses associated with HIV infection.

When should this medicine not be used?

If you are hypersensitive (allergic) to tenofovir, tenofovir disoproxil fumarate, or to any of the
other ingredients of Viread.

Do not use this medicine without consulting a physician before starting treatment:
If you suffer, or have suffered in the past from malfunction of the liver, kidney or if a blood or urinary
test indicates a problem in the liver function or renal impairment.

Pregnancy:

If you become pregnant, or are planning to become pregnant, you must contact your physician
to discuss the potential adverse effects and the benefits and risks of your antiretroviral therapy
to you and your child.

If you have taken Viread during pregnancy, your physician may request regular visits to monitor
the development of your child. Such visits may include blood tests and other diagnostic tests.

In children whose mother took nucleoside and nucleotide analogues during pregnancy, the benefit
from the reduced chance of being infected with HIV is greater than the risk of suffering from side
effects.

Breast-feeding:
It is not known whether the active substance in this medicine is excreted in human breast milk.
Consequently, nursing mothers should stop breast-feeding during treatment with Viread.

In general, women infected with HIV should not breast-feed their infants in order to avoid
transmission of HIV to their newborn infant through the milk.

Tell your doctor if you are lactose-intolerant or intolerant to other sugars. Viread contains lactose
monohydrate. If you know you are lactose-intolerant, or if you have been told that you have an
intolerance to any other sugars, talk to your doctor before taking this medicine.

How will this medicine affect your daily life?

Viread can cause dizziness. If you feel dizzy while taking Viread, do not drive and do not operate
any tools or machines.

Warnings:

The use of Viread does not reduce the risk of transmission of HIV to others through sexual contact
or blood contamination. Appropriate precautions must continue to be used in order to avoid HIV
transmittance.

Viread may have an effect on your kidneys. Before starting treatment, your physician will order
some blood tests to assess the proper function of your kidneys and liver.

During treatment with this medicine it is recommended to perform blood tests to evaluate renal
function and accordingly your physician may instruct you to take Viread 245 mg less frequently.

Redistribution, accumulation or loss of body fat may occur in patients receiving combination
antiretroviral therapy. Contact your doctor if you notice changes in body fat.

Bone problems: Some patients taking combination antiretroviral therapy may develop a bone
disease called osteonecrosis (death of bone tissue caused by loss of blood supply to the bone).
The length of combination antiretroviral therapy, corticosteroid use, alcohol consumption, severe
immunosuppression, higher body mass index, among others, may be some of the many risk factors
for developing this disease. Signs of osteonecrosis are joint stiffness, aches and pains (especially
of the hip, knee and shoulder) and difficulty in movement. If you notice any of these symptoms
please inform your doctor.

If you are sensitive to any food or drug, you should inform the physician before taking the medicine.

Drug interactions:

If you are taking another medicine concomitantly or if you have just finished treatment with another
medicine including any non-prescription medicine, inform the attending physician, in order to prevent
side effects or lack of efficacy arising due to drug interactions. This is especially important with
regard to medicines from the following groups: Medicines which may damage the kidneys (e.g.
aminoglycosides, amphotericin B, foscarnet, ganciclovir, pentamidine, vancomycin, cidofovir or
interleukin-2).

Taking Viread with other antiviral medicines that contain didanosine can raise the levels of
didanosine in your blood and may reduce CD4 cell counts. Rarely, inflammation of the pancreas
and lactic acidosis (excess lactic acid in the blood), which sometimes have caused death, have
been reported when medicines containing tenofovir disoproxil fumarate and didanosine were taken
together. Your doctor will carefully consider whether to treat you with combinations of tenofovir
and didanosine.

You should not take Viread if you are already taking medicines containing tenofovir disoproxil
fumarate (Truvada).

Side effects:
In addition to the desired effect of the medicine, adverse reactions may occur during the course
of taking this medicine.

Very common side effects include: diarrhoea, nausea, vomiting and dizziness. Tests may also show
decreases in phosphate in the blood.

Common side effects include flatulence.
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Rare side effects include lactic acidosis (excess lactic acid in the blood, a serious side effect that
can be fatal). The following side effects may be signs of lactic acidosis: deep rapid breathing,
drowsiness, nausea, vomiting and stomach pain. If you think you may have lactic acidosis, contact
your doctor immediately.

Other rare side effects are stomach pain caused by inflammation of the pancreas, changes to
your urine and back pain caused by kidney problems, including kidney failure and rash. Tests may
also show increased creatinine in your blood, liver and pancreas problems.

Very rare side effects include shortness of breath, stomach pain caused by inflammation of the
liver, weakness. Tests may also show damage to kidney tubule cells.

You may also experience muscle pain or weakness and softening of the bones (both associated
with kidney problems), inflammation of the kidney, passing a lot of urine and feeling thirsty.

Combination antiretroviral therapy may cause changes in body shape due to changes in fat
distribution. These may include loss of fat from legs, arms and face, increased fat in the abdomen
(belly) and other internal organs, breast enlargement and fatty lumps on the back of the neck (‘buffalo
hump’). The cause and long-term consequences of these events are currently unknown.

Combination antiretroviral therapy may cause an increase of lactic acid and glucose concentration
in the blood, increased blood lipid concentration (hyperlipidemia) and insulin resistance.

In some patients with advanced HIV infection (AIDS) and a history of opportunistic infection, signs
and symptoms of inflammation from previous infections may occur soon after treatment with this
medicine is started.

It is assumed that these symptoms are due to an improvement in the body’s immune response,
enabling the body to fight infections that may have been present with no obvious symptoms. If
you notice any symptoms of infection, please inform your physician immediately.

Side effects requiring special attention, similar to other medicinal products from the same
pharmacological group:

Viread is closely related to a class of medicines which can cause lactic acidosis (excess of lactic
acid in your blood), together with an enlarged liver. The data in animals and humans suggest that
the risk of occurrence of lactic acidosis following treatment with Viread is low. Deep, rapid breathing,
drowsiness, and non specific symptoms such as nausea, vomiting and stomach pain, might indicate
the development of lactic acidosis. This rare but serious side effect has occasionally been fatal.
Lactic acidosis occurs more often in women, particularly if they are very overweight. If you have
liver disease you may also be more at risk of getting this condition. While you are being treated
with Viread, your doctor will monitor you closely for any signs that you may be developing lactic
acidosis.

Patients with chronic liver disease such as Hepatitis B or C, who are treated with antiretroviral
medicinal products, are at higher risk to develop serious and potentially fatal liver adverse events
and therefore should be monitored closely by blood tests to evaluate liver function.

In the event that you experience side effects not mentioned in this leaflet, or if there is a change
in your general health, consult your physician immediately.

Dosage:

Dosage is according to physician’s instructions only.

The usual dose for adults is one Viread 245mg tablet daily.

Do not exceed the recommended dose.

This medicine is to be taken at specific time intervals as determined by the attending physician.
It is important that you do not miss any doses. If you forget to take this medicine at the specified
time, take the dose as soon as you remember, but never take a double dose to compensate for
a missed one.

This medicine is absorbed rapidly, if you have vomited do not take additional dose of Viread 245
mg unless vomiting was induced within 1 hour from taking Viread.

Your doctor may prescribe a different dosing schedule if you have problems with your kidneys.

Your doctor will prescribe Viread in combination with other antiretroviral medicines. Please refer
to the patient information leaflets of the other antiretroviral medicines for guidance on how these
medicines should be taken.

Directions for use:

Do not chew! This medicine should be taken once daily, with a glass of water, with food.

In patients having particular difficulty in swallowing, the tablet can be disintegrated in at least 100ml
(half a glass) of water, orange juice or grape juice, using the tip of a spoon to aid disintegration
of the tablet. Stir and drink immediately.

How can you contribute to the success of the treatment?

Complete the full course of treatment as instructed by the physician. Even if there is an improvement
in your health, do not discontinue use of this medicine without consulting your physician. Always
take the dose recommended by your physician, to ensure that your medicine is fully effective and
to reduce the development of resistance to treatment. Do not change the dose of Viread that you
take unless told to do so by your doctor.

Do not stop your treatment without contacting your doctor. Stopping treatment with Viread may
result in a reduction in the effectiveness of the anti-HIV regimen recommended by your doctor.

Avoid poisoning!

This medicine, and all other medicines, must be stored in a safe place out of the reach of children
and/or infants, to avoid poisoning.

If you have taken an overdose, or if a child accidentally swallowed the medicine, proceed
immediately to a hospital emergency room and bring the package of the medicine with you.
Do not induce vomiting unless explicitly instructed to do so by a physician!

This medicine has been prescribed for the treatment of your ailment; therefore it may cause harm
to other people who have not been prescribed this medicine by their physician.

Do not give this medicine to your relatives, neighbours or acquaintances.

Do not take medicines in the dark! Check the label and the dose each time you take your medicine.
Wear glasses if you need them.

Storage: Store in the original pack, at room temperature and not above 30°C.

Even if kept in their original container and stored as recommended, medicines may be kept for
a limited period only. Please note the expiry date of the medicine! In case of doubt, consult the
pharmacist who dispensed the medicine to you. Do not store different medications in the same
package.

License number:
130 43 30944 00; 130 43 30944 11; 130 43 30944 21; 130 43 30944 22

Manufacturer: Gilead Sciences Ltd., Ireland for Gilead Sciences Intl. Ltd., UK.
Registration holder: Neopharm Ltd., P.O.Box 7063, Petach Tiqva 49170, Tel: 03-9373737

The format of this leaflet has been defined by the MOH, who checked and approved its content
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Tenofovir Disoproxil 245 mg (as fumarate), equivalent Ll Bulbl : Ao (o 3 S s
to 300 mg of tenofovir disoproxil fumarate. )
Lactose Monohydrate ~155.0 mg :s 5= LS
L] LS5
Microcrystalline Cellulose (E460), Croscarmellose Sodium, Pregelatinised Starch (gluten free),
Magnesium Stearate (E572), Hypromellose (E464), Titanium Dioxide, Glycerol Triacetate (E1518),

Indigo Carmine Aluminium Lake (E132).
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