TAMOSIN

Consumer Medicine Information (CMI) summary

The full CMI on the next page has more details. If you are worried about using this medicine, speak to your doctor or pharmacist.

1. Why am | using TAMOSIN?

TAMOSIN contains the active ingredient tamoxifen (as tamoxifen citrate). TAMOSIN is used in the treatment of breast cancer.

For more information, see Section 1. Why am | using TAMOSIN? in the full CMI.

2. What should | know before | use TAMOSIN?

Do not use if you have ever had an allergic reaction to tamoxifen or any of the ingredients listed at the end of the CMI.

Talk to your doctor if you have any other medical conditions, take any other medicines, or are pregnant or plan to become
pregnant or are breastfeeding.

For more information, see Section 2. What should | know before | use TAMOSIN? in the full CMI.

3. What if | am taking other medicines?

Some medicines may interfere with TAMOSIN and affect how it works.

A list of these medicines is in Section 3. What if | am taking other medicines? in the full CMI.

4, How do | use TAMOSIN?

e Your doctor will advise you on what your dose will be.

e The usual dose is 20 mg (one tablet) daily. Some people may need to take 40 mg (two tablets) daily. Your doctor will tell
you if this is necessary.

e More instructions can be found in Section 4. How do | use TAMOSIN? in the full CMI.

5. What should | know while using TAMOSIN?

Things you e Remind any doctor, dentist or pharmacist you visit that you are using TAMOSIN, especially if you are

should do about to be started on any new medicines.

e Tell your doctor immediately if you have any unusual vaginal bleeding or other gynaecological
symptoms (such as pelvic pain or pressure), even if it occurs after treatment with TAMOSIN has
stopped.

e Keep all of your doctor’s appointments, so that your progress can be checked and to monitor for
side effects.

Things you e Do not get pregnant while you are taking TAMOSIN.
should not do e Do not stop taking TAMOSIN or change the dosage without checking with your doctor.

Driving or using | * TAMOSIN may cause tiredness, light-headedness or dizziness in some people. Be careful before you
machines drive or use any machines or tools until you know how TAMOSIN affects you.

Looking after e Keep TAMOSIN in the original bottle where the temperature stays below 25°C.
your medicine

For more information, see Section 5. What should | know while using TAMOSIN? in the full CMI.

6. Are there any side effects?

Common side effects include nausea, vomiting, stomach upset, or diarrhoea, headache, dizziness or lightheadedness, skin
rash, itching, itching around the vagina or genitals, hair thinning or hair loss, depression, leg cramps, aching muscles or muscle
tenderness not caused with exercise, swelling of the hands, feet or ankles and hot flushes. Serious side effects have been
reported such as: allergic reactions, changes in vision, liver problems, pain in your bones or at the site of your cancer, lumps
anywhere in your body, painful red, blistering or peeling skin, blood clots, weakness or paralysis on one side of the body or
face, unusual bleeding or bruising, frequent infections, symptoms of high levels of calcium in your blood such as extreme thirst
or stomach pain, unusual vaginal bleeding or discharge and changes in your menstrual periods.

For more information, including what to do if you have any side effects, see Section 6. Are there any side effects? in the full
CMI.
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TAMOSIN

Active ingredient: tamoxifen (as tamoxifen citrate)

Consumer Medicine Information (CMI)

This leaflet provides important information about using
TAMOSIN. You should also speak to your doctor or
pharmacist if you would like further information or if you
have any concerns or questions about using TAMOSIN.

Where to find information in this leaflet:
Why am | using TAMOSIN?
What should | know before | use TAMOSIN?

What if | am taking other medicines?
How do | use TAMOSIN?
What should | know while using TAMOSIN?

Are there any side effects?
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Product details

1. Why am | using TAMOSIN?

TAMOSIN contains the active ingredient tamoxifen (as
tamoxifen citrate). TAMOSIN is an anti-oestrogen
medicine and is used to block the actions of the naturally
occurring female sex hormone, oestrogen.

TAMOSIN is used in the treatment of breast cancer. In
some types of breast cancer, oestrogen can help the
cancer cells to grow.

2. What should | know before | use
TAMOSIN?

Warnings
Do not use TAMOSIN if:

e you are allergic to tamoxifen, lactose or any of the
ingredients listed at the end of this leaflet.

Always check the ingredients to make sure you can
use this medicine.

e you are pregnant, think you may be pregnant or
intend to become pregnant.

Check with your doctor if you:
e have any other medical conditions particularly:

o liver problems

o if you have, have had or if there is a family history
of blood clots in legs, lungs, heart or brain

o any unexplained vaginal bleeding or discharge

o blood disorders such as a low platelet count or a
low white blood cell count

o a history of hereditary angioedema

o any heart conditions including heart rhythm
problems (arrhythmia).

o If your cancer has spread to the bones

e take any medicines for any other condition

e are a woman of childbearing potential and not using
reliable contraceptive methods. Your doctor will
examine you to ensure you are not pregnant at the
time of starting treatment. Your doctor will advise you
about using reliable contraception before taking or
whilst taking this medicine if you are sexually active.

During treatment, you may be at risk of developing certain
side effects. It is important you understand these risks and
how to monitor for them. See additional information
under Section 6. Are there any side effects?

Pregnancy and breastfeeding

Do not take TAMOSIN if you are pregnant. Do not get
pregnant while you are taking TAMOSIN and for nine
months after you stop taking the medicine.

Taking TAMOSIN during pregnancy can harm your
developing baby.

If it is possible that you could become pregnant, you must
use a barrier or other non-hormonal method of
contraception, while you are taking TAMOSIN and for nine
months after stopping treatment.

Check with your doctor if you are pregnant or intend to
become pregnant.

Talk to your doctor if you are breastfeeding or intend to
breastfeed. Breastfeeding is not recommended during
treatment with TAMOSIN.

3. What if | am taking other medicines?

Tell your doctor or pharmacist if you are taking any other
medicines, including any medicines, vitamins or
supplements that you buy without a prescription from
your pharmacy, supermarket or health food shop.

Some medicines may interfere with TAMOSIN and affect
how it works.

In particular, tell your doctor or pharmacist if you are
taking any of the following:

e coumarin type anticoagulants used to prevent blood
clots, such as warfarin

e anti-platelet medicines such as aspirin, ticagrelor,
clopidogrel and prasugrel

* medicines used to treat depression such as paroxetine
and fluoxetine

e quinidine

e cinacalcet

e bupropion, a medicine used to help stop smoking

¢ medicines that contain oestrogen such as oral
contraceptives and hormone replacement therapy

e diuretics, also called water or fluid tablets

e other medicines used to treat cancer such as,
anastrazole, mitomycin and chemotherapy

e rifampicin, a type of antibiotic
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Check with your doctor or pharmacist if you are not sure
about what medicines, vitamins or supplements you are
taking and if these affect TAMOSIN.

4. How do | use TAMOSIN?

How much to take

e Your doctor will advise you on what your dose will be.

e  The usual dose is 20 mg (one tablet) daily. Some
people may need to take 40 mg (two tablets) daily.
Your doctor will tell you if this is necessary.

e Follow the instructions provided and use TAMOSIN
until your doctor tells you to stop.

When to take TAMOSIN

e TAMOSIN should be used at about the same time each
day.

How to take TAMOSIN

e Swallow the tablets whole with a full glass of water.
e Do not crush or chew the tablets.

How long to take TAMOSIN

Keep taking TAMOSIN for as long as your doctor tells you
to.

If you forget to use TAMOSIN
TAMOSIN should be used regularly at the same time each
day.

If you miss your dose at the usual time, and if it is almost
time for your next dose, skip the dose you missed and
take your next dose when you are meant to.

Otherwise, take it as soon as you remember, and then go
back to taking your medicine as you would normally.

Do not take a double dose to make up for the dose you
missed.

If you use too much TAMOSIN

If you think that you have used too much TAMOSIN, you
may need urgent medical attention.

You should immediately:

e phone the Poisons Information Centre
(by calling 13 11 26), or

e  contact your doctor, or
e go to the Emergency Department at your nearest
hospital.

You should do this even if there are no signs of
discomfort or poisoning.

Symptoms of overdose may include problems with heart
rhythm.

5. What should | know while using

TAMOSIN?

Things you should do

e Itisveryimportant to keep all of your doctor’s
appointments, so that your progress can be checked
and to monitor for side effects.

o You will need to have regular gynaecological
check-ups and eye examinations while you are
taking TAMOSIN.

o Your doctor may also order regular blood tests to
check your calcium levels, white blood cell and
platelet counts.

O Your doctor may also order heart and electrolyte
monitoring if you have a history of heart
conditions.

Call your doctor straight away if you:

* become pregnant while taking TAMOSIN, or within
nine months of stopping treatment.

e have any unusual vaginal bleeding or other
gynaecological symptoms (such as pelvic pain or
pressure), even if it occurs after treatment with
TAMOSIN has stopped. This is because a number of
changes to the lining of the womb (endometrium)
may occur, some of which may be serious and could
include cancer

* notice any changes to your eyesight.

Remind any other doctors, dentists and pharmacists that
are treating you that you are taking TAMOSIN, especially if
you are about to be started on any new medicines.

Things you should not do

¢ Do not get pregnant while you are taking TAMOSIN.
e Do not stop taking TAMOSIN or change the dosage
without checking with your doctor.

Driving or using machines
Be careful before you drive or use any machines or tools
until you know how TAMOSIN affects you.

TAMOSIN may cause tiredness, light-headedness or
dizziness in some people.

Looking after your medicine

e Keep TAMOSIN in the original bottle and where the
temperature stays below 25°C. Protect from light.

¢  Follow the instructions in the carton on how to take
care of your medicine properly.

Store it in a cool dry place away from moisture, heat or
sunlight; for example, do not store it:

e inthe bathroom or near a sink, or
e inthe car or on window sills.

Keep it where young children cannot reach it.
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Getting rid of any unwanted medicine

If you no longer need to use this medicine or it is out of
date, take it to any pharmacy for safe disposal.

Do not use this medicine after the expiry date.

6. Are there any side effects?

All medicines can have side effects. If you do experience
any side effects, most of them are minor and temporary.
However, some side effects may need medical attention.

See the information below and, if you need to, ask your
doctor or pharmacist if you have any further questions
about side effects.

Less serious side effects

Serious side effects

What to do

skin rash, itching

itching around the vagina or
genitals

hair thinning or hair loss

Mood and behaviour related:

depression
confusion

Muscle and joints related:

leg cramps

aching muscles or muscle
tenderness not caused with
exercise

Other:

fatigue/ tiredness

headache
dizziness or lightheadedness
swelling of the hands, feet or
ankles

hot flushes

cough

Less serious side effects What to do
Stomach and gut related: speak to your
* nausea, vomiting, stomach pain, | doctor if you
constipation or diarrhoea have any of
Skin related: the.se Ies.s.
serious side

effects and
they worry you.

Serious side effects

Serious side effects

What to do

Allergy related

shortness of breath, wheezing or
difficulty breathing; swelling of
the face, lips, tongue or other
parts of the body; rash, itching
or hives on the skin

Eye related:

problems with your eyesight or
changes in vision. Cases of optic

Call your doctor
straight away,
or go straight
to the
Emergency
Department at
your nearest
hospital if you
notice any of

nerve diseases have been
reported in patients receiving
tamoxifen and, in a small
number of cases, blindness has
occurred.

Liver related:

¢ vyellowing of the skin and/or
eyes, dark coloured urine

Skin related:

e painful red areas, blisters,
peeling of layers of skin,
bleeding in the lips, eyes,
mouth, nose or genitals which
may be accompanied by fever
and chills, aching muscles and
generally feeling unwell

Blood and circulation related:

e pain, swelling, redness and
warmth in the leg (signs of a
blood clot in the leg)

e weakness or paralysis on one
side of the body or face,
difficulty speaking or
swallowing, headache, loss of
balance or vision (signs of a
stroke)

e symptoms of low levels of
platelets such as unusual
bruising or bleeding

e signs of low levels of white
blood cells such as, frequent
infections such as fever, severe
chills, sore throat or mouth
ulcers

e symptoms of high levels of
calcium in your blood such as
extreme thirst, frequent
urination, stomach pain or
upset, tiredness, muscle aches
or bone pain

Reproductive system related:

e unusual vaginal bleeding or
discharge

e changes in your menstrual
periods

e  pelvic pain or pressure

Other

e painin the bones or at the site
of your cancer
e |umps anywhere in the body

these serious
side effects.

Increased risk of blood clots and ovarian cysts (in
premenopausal women) have been reported in patients
taking TAMOSIN.
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Rarely, an increased level of triglycerides (increased levels
of fats in the blood) sometimes with pancreatitis (pain or
tenderness in the upper abdomen) has been reported in
patients taking TAMOSIN.

Tell your doctor or pharmacist if you notice anything else
that may be making you feel unwell.

Other side effects not listed here may occur in some
people.

Reporting side effects

After you have received medical advice for any side effects
you experience, you can report side effects to the
Therapeutic Goods Administration online at
www.tga.gov.au/reporting-problems. By reporting side
effects, you can help provide more information on the
safety of this medicine.

Always make sure you speak to your doctor or
pharmacist before you decide to stop taking any of your
medicines.

7. Product details

This medicine is only available with a doctor's prescription.

What TAMOSIN contains

Active ingredient tamoxifen citrate (equivalent to

(main ingredient) 20 mg tamoxifen)

Other ingredients lactose monohydrate
(inactive ingredients) | maize starch

povidone

sodium starch glycollate

magnesium stearate

Potential allergens Sugars as lactose

Do not take this medicine if you are allergic to any of
these ingredients.

What TAMOSIN looks like

TAMOSIN tablets are round white tablets with “20”
debossed on one side (AUST R 43527).

Available in a carton containing a plastic bottle containing
30 or 60 tablets.

Not all pack sizes are supplied.

Who distributes TAMOSIN

Orion Pharma (Aus) Pty Limited

Level 24, Tower 3

300 Barangaroo Avenue, Sydney, NSW 2000, Australia
Telephone: 1800 861 913

This leaflet was prepared in November 2024.
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