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Package leaflet: Informatlon for the patient
IIIucclx 25 micrograms Kit for radlopharmaceutlcal preparation

gozetotrde

v This medicine is subject to addrtronal monitoring. This will allow quick |dent|f|cat|on of new safety information. You can heIp by reporting any srde
effects you may get. See the end of sectlon 4 for how to report side effects.

- Keep this leaflet. You may need to read it again.

See section 4.

.Read all of this leaflet carefully before you are given this medicine because. |t contains important information for. you ......................................

- If you have any further questions,:ask your nuclear medicine doctor who will supervrse the procedure. :
- If you get any side effects, talk to your treating physician/nuclear medicine doctor This includes any possible side effects not listed in this leaflet.

What is in this leaflet

What llluccix is and what it is used for

What you need to know before llluccix is used
How llluccix is used

Possible side effects

How llluccix is stored

Contents of the pack and other information

O3 Ol 0O DR

1. What llluccix is and what it is used for

What llluccix is -
.Thrs medicine.is a.radropharmaceutlcal product for diagnostic use only.....

tlluccrx contains a substance called gozetotlde. Before it can be used,
a pharmacist or your physician will mix the product with a radioactive
substance called gallium-68 to make gallium (®Ga) gozetotide. This
'procedure is called radiolabelling.

What llluccix is used for

After radiolabelling with gallium-68, II[uccrx is used in a medical imaging

procedure called Posrtron Emrssron Tomography (PET) to detect specific

antrgen (PSMA) in adults with prostate: cancer. This is done:

~ to help detect and locate cancerous cells when recurrence of prostate

5 cancer is suspected in patients who have received primary curative
» therapy.

~ to find out whether the patients wrth metastatic prostate cancer may be

| suitable for a specific therapy targeting the cancerous cells through the

| prostate-specific membrane antigen: (PSMA) protein.

How llluccix works :
tNhen. given to the patient, gallrum..(.ﬁ.ﬁ.ﬁa). .gozetotide -binds-to-the .cancer
ceIIs that have PSMA on their surface and makes them visible to your
nuclear medicine doctor during the PET medical imaging procedure. This
glves your doctor and nuclear medrcrne doctor valuable information about
your disease. -

The use of gallium (%Ga) gozetotrde does involve exposure to small
amounts of radioactivity. Your doctor and the nuclear medicine doctor have
'considered that the clinical benefit that you will obtain from the procedure
with the radiopharmaceutical product outwelghts the risk due to radiation

2. What you need to know before llluccix is used

Do not use llluccix: :
"'rf you-are-allergic to gozetotide or any-of the other ingredients of thls
medrcrne (listed in section 6).

Warnlngs and precautions -

Talk to your nuclear medicine doctor before you are given llluccix if you: |

- have any other type of cancer or any other non-malignant condition, as
these could affect the interpretation of the image. Your nuclear medrcrne
doctor will take into account your serum level of PSA for illuccix |mag|ng
and interpretation.

Before administration of llluccix you should -------------------------------------- ’-

- drink plenty of water so that you remain hydrated and urinate |mmed|ately
before the PET medical imaging procedure, and as often as possrble
dunng the first hours after the admlnlstratlon

Chlldren and adolescents ;
Talk to your nuclear medicine doctor if you are under 18 years old. IIIuccnc
is not intended for use in children and adolescents aged under 18 years

Other medicines and llluccix : -

Tell your- nuelear medicine-doctor if you-are taklng, have-recently taken or

might take:

- any other medicines since they may mterfere with the interpretation of
the images.

- furosemlde or any medicinal products used to increase urination.

Pregnancy and breast-feeding
Thrs medicine is not for use in women.

Drlvmg and using machines

It-is considered -unlikely-that-llluccix. will affect your ability-to- drive or. -to-

use machines.

IIIuc0|x contains sodium :

This medicinal product contains up to 42 mg sodrum (main component
of cooking/table salt) per dose. This is equivalent to 2.1% of the WHO
recommended maximum daily dietary intake of sodium for an adult. '

3 How llluccix is used

exposure .............................................................. herearestrrctlawsontheuse handlmganddrsposal ofradropharmaceutlcat

products llluccix will only be used in special controlled areas. This product
will only be handled and given to you by people who are trained and
quallfled to use it safely. These persons will take specral care for the safe
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the quantrty of IIIuccrx to be used in yo_ur case. It will be the smallest
quantity necessary to get the desired information.

The quantity to be administered usually recommended for an adult
tanges from 126 to 154 MBq (megabecquerel the unit used to
pxpress radioactivity). :

After radiolabelling, gallium (®3Ga) gozetotrde is administered as a
slow injection into a vein. You will undergo a PET scan starting 50 to 100
minutes after you have received IIIuccrx.

EA single injection is sufficient to condufct the test that your doctor needs.

Duratlon of the procedure
Your nuclear medicine doctor will |nform you about the usual duration of
the procedure. :

~ continue to drink plenty of water S0 that you remain hydrated and urinate
E as often as possible to eliminate the:product from your body.

E- avoid any close contact with young chrldren and pregnant women for 2
‘ hours after the injection;

:T he nuclear medicine doctor will |nform you if you need to take any special
Erecautrons after receiving this medlctne Contact your nuclear medicine
r octor if you have any questions.

- store in the original packaging in order to protect from light.
- after reconstitution and radiolabelling, store below 25°C and use wrthr
2 hours. Do not freeze.
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6. Contents of the pack and other mformatlon

What llluccix contains :
- The active substance is gozetotide. One vial contarns 25 micrograms o
gozetotide.

U SR

- The other ingredients are: D-mannose, hydrochlonc acid, sodium acetate
anhydrous and water for injections. :

What llluccix looks like and contents of the pack

|
|
!
IIIuccrx is a multidose kit for radropharmaceutrcal preparation containing: :
- a glass vial containing a white powder; : j
- a glass vial containing a clear and colourless solution; |
- an empty glass vial used to radiolabel the frnal medication; !

Iabel for radiolabelled product shielding. :

.............................................................................................................................................................................................

ifyouhavebeenglvenmorelllucmxthanyoushould ...............................................

:ﬁn overdose is unlikely because you: will only receive a single dose of
illuccix precisely controlled by the nuclear medicine doctor supervising
the procedure. However, in the case of an overdose, you will receive the
appropriate treatment. You may be asked to drink and urinate frequently in
order to eliminate the radiopharmaceutical product from your body.

Should you have any further questionfs on the use of llluccix, please ask

the nuclear medicine doctor who supervises the procedure.
! :

4. Possible sideeffects =

i_rke all medicines, this medicine can cause side effects, although not
pverybody gets them.

The following side effects can occur:
Bare (may affect up to 1 in 1,000 neople)'

e temporarily increased blood level of a digestive enzyme (amylase)
;— constrpatron ;

the preparation steps before injection.

Marketmg Authorisation Holder and Manufacturer

Marketing Authorisation Holder

TELIX PHARMACEUTICALS (UK) LIMITED
C/0 Company Secretarial Department
280 Bishopsgate

London, EC2M 4AG

|
Ma_nufacturer :
TELIX INNOVATIONS S.A. i
Rue de Hermée, 255 : |
4040 Herstal ?
Belgium : :
!
|
r

Thts leaflet was last revised in 02/2025.

E— warmth where the injection site is grven

;T his radiopharmaceutical will deliverlow amounts of ionising radiation
pssocrated with the least risk of cancer and hereditary abnormalities.

Beportmg of side effects

if you get any side effects, talk to yourtreatrng physician/nuclear medicine
doctor. This includes any possible side effects not listed in this leaflet.
You can also report side effects directly via Yellow Card Scheme, Website:
www.mhra.gov.uk/yellowcard or search for MHRA Yellow Card in the

provrde more information on the safety of this medicine.

5. How llluccix is stored

You will not have to store this medicine. This medicine is stored under
?he responsibility of the specialist in: appropriate premises. Storage of
radiopharmaceuticals will be in accordance with national regulations on
tadroactlve materials.

-Lr-he following: information is-intended for the specialistonly.-------------- oo

- Illuccix must not be used after the expiry date which is stated on the
| carton after EXP. The expiry date refers to the last day of that month.
- before reconstitution, store in a refrrgerator (2°C - 8°C).

Detarled information on this medicine is avallable on the website of;
Medicines & Healthcare products Regulatory Agency (MHRA) (https: /www]
gov.uk/government/organisations/medicines- and healthcare-products-
redulatorv agency). '

The following information is intended for healthcare professionals only: !

The complete SmPC of llluccix is provided as a separate document in the
product package, with the objective of providing healthcare professronalsj
with additional scientific and practical mformatron about the admrnrstratrort
and use of this radiopharmaceutical.

Please refer to the SmPC.
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