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

The dispensing of this medicine requires
 a doctor's prescription

Read this package insert carefully in its entirety 
before using this medicine

The format of this leaflet was determined by the Ministry 
of Health and its content was checked and approved  

by it in May 2011

Firmagon Firmagon
80 mg 120 mg
Powder for solution for 
subcutaneous injection
Composition:
Degarelix Degarelix
(as acetate) 80 mg (as acetate) 120 mg

Inactive ingredients:
Powder - Mannitol.
Solvent - Water for injection.

Therapeutic group: GnRH antagonist.

Therapeutic activity:
Firmagon is intended for the treatment of advanced prostate 
cancer.

When should the preparation not be used?

If there is a known sensitivity to one or more of the 
medicine's ingredients.
Not intended for use in children, adolescents and women.

Do not take this medicine without consulting a doctor 
before starting treatment:

If you have a history of risk factors for a severe heart rhythm 
disorder called torsades de pointes.
If you are suffering, or suffered in the past, from impaired 
function of: the liver, the kidney.
If you are suffering from diabetes, from changes in bone 
density.

How will this medicine affect your daily life?

Use of this medicine may impair alertness and therefore 
caution should be exercised when driving a car, operating 
dangerous machinery and in any activity which requires 
alertness.

Warnings:
If you are suffering from diabetes, you must measure glucose 
levels in the blood more often.

Drug interactions:
If you are taking another drug, including non-prescription 
medicines and food supplements, or if you have just finished 
treatment with another medicine, inform the attending doctor 
in order to prevent hazards or lack of efficacy arising from 
drug interactions. This is especially important for medicines 
belonging to the following groups: medicines that may affect 
the QT interval in an ECG or medicines that may cause a 
severe heart rhythm disorder called torsades de pointes, 
such as class IA, e.g. quinidine, disopyramide; class III, e.g. 
amiodarone, sotalol, dofetilide, ibutilide; anti-arrhythmic 
medicines; methadone, cisapride, moxifloxacin; anti-pyschotic 
medicines.

Side effects:
In addition to the desired effect of the medicine, adverse 
reactions may occur during the course of taking this medicine, 
for example:
Very common side effects:
Hot flushes, pain and redness at the injection site.
Common side effects:
Swelling and hardness at the injection site, chills and fever 
or feeling sick after injection, insomnia, fatigue, dizziness, 
headache, weight increase, nausea, diarrhoea, increase in 
liver enzymes, hyperhidrosis (including night sweats), rash, 
anaemia, bone and muscle pain, shrinking of the testicles, 
breast swelling, impotence.
Uncommon side effects:
Loss of libido, testicular pain, pelvic pain, ejaculation problems, 
genital irritation, breast pain, depression, skin redness, hair 
loss, skin blisters, a feeling of tingling and numbness of the 
skin, allergic reaction, urticaria, itching, decreased appetite, 

constipation, vomiting, dry mouth, abdominal pain and 
discomfort, increase in the blood sugar levels, increase in 
cholesterol, changes in the blood calcium levels, decreased 
weight, high blood pressure, changes in heart rhythm, 
changes in ECG (prolongation of the QT interval), arrhythmia, 
breathing difficulties, peripheral oedema, muscle weakness, 
muscle spasms, joint swelling and stiffness, osteoporosis/
osteopaenia, joint pain, urgent and frequent urination, 
difficult or painful urination, nocturnal urination, renal function 
problems, leaking of urine, blurred vision, discomfort upon 
injection, including decrease in blood pressure and decrease 
in heart rhythm, weakness. 

Side effects at the injection site are common with the first dose 
and less common with the maintenance dose.

If the side effects worsen, or if you notice side effects which 
are not described in this leaflet, refer to the doctor.
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 doctor immediately.

Dosage:
Dosage is according to doctor's instructions only.
Starting dose of 240 mg, given in two subcutaneous injections 
of 120 mg.
Maintenance treatment of 80 mg by subcutaneous injection, 
given one month after the starting dose, once a month.
Do not exceed the recommended dosage.
This medicine is not intended for use in children and 
infants.
This medicine is to be used at specific time intervals as 
determined by the attending doctor.
If you forget to take this medicine at the specified time - 
consult your doctor.

Directions for use:
Do not swallow!
Firmagon is intended for long-term treatment. The treatment 
duration will be determined by your doctor.

How can you contribute to the success of the 
treatment?

Complete the full course of treatment as instructed by the 
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 accidentally swallowed the 
medicine, proceed immediately to a hospital emergency room 
and bring the package of the medicine with you.
This medicine has been prescribed for the treatment of your 
ailment; in another patient it may cause harm. 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:
Do not store above 25°C.
Use immediately after reconstitution.
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: 
Firmagon 80 mg: 145 05 32954 00
Firmagon 120 mg: 145 04 32955 00

Manufacturer: Ferring, Germany.

License holder:
Ferring Pharmaceuticals, Ltd.,
8 Hashita St., Industrial Park, Caesaria 38900.


