Package leaflet: Information for the patient

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

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

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

Sodium iodide Na'*'l POLATOM, capsules for diagnostic use
1-37 MBq, hard capsules
Active substance: sodium iodide (*'l)

What is in this leaflet:
1. What Sodium iodide Na'®'l POLATOM, capsules for diagnostic use is
and what it is used for.
2. What you need to know before Sodium iodide Na'®'| POLATOM, capsules
for diagnostic use is used.
3. How Sodium iodide Na'*'l POLATOM, capsules for diagnostic use is used.
4. Possible side effects.
5. How Sodium iodide Na™'l POLATOM, capsules for diagnostic use is stored.
6. Contents of the pack and other information.

1. What Sodium iodide Na'*'l POLATOM, capsules for diagnostic use is

and what it is used for
This medicine is a radiopharmaceutical product for diagnostic use only.
The capsules containing different amount (activity) of radioactive sodium iodide
are administrated orally for thyroid diseases diagnosis.
Sodium iodide Na'™'l POLATOM, capsules for diagnostic use is used for isotope
studies in thyroid diseases.
This product is used for diagnosis of thyroid function disorders (hyperthyroidism
and hypothyroidism), evaluation of thyroid tissue location, its size, shape,
functional analysis of focal lesions: “cold” (not trapping iodine), “warm” (trapping
iodine at a similar extent to normal thyroid parenchyma), “hot” (trapping iodine at
a higher extent than normal thyroid parenchyma) nodules.
Sodium iodide Na™'l POLATOM, capsules for diagnostic use may be used to
study radioiodine location in thyroid tissue. An estimation of the thyroid uptake
and its effective half-life can be used to calculate the dose absorbed from the
activity of radioiodine planned for therapy.
Sodium iodide Na™'l POLATOM, capsules for diagnostic use is also used in
the management of patients with differentiated thyroid carcinoma to identify the
remaining thyroid tissue and in the metastases diagnostics.
The use of Sodium iodide Na'*'| POLATOM capsules for diagnostic use does
involve exposure to ionising radiation. Your doctor and the nuclear medicine
doctor have considered that the clinical benefit that you will obtain from the
procedure with the radiopharmaceutical outweighs the risk due to radiation.

2. What you need to know before Sodium iodide Na™'l POLATOM, capsules
for diagnostic use is used

When Sodium iodide Na''l POLATOM, capsules for diagnostic use must

not be used

Sodium iodide Na™'l POLATOM, capsules for diagnostic use must not be used:

o if you are allergic to the active substance or any of the other ingredients of this
medicine (listed in section 6)

e if you are pregnant or believe you may be pregnant or when pregnancy has
not been excluded

o if you are breast-feeding

Sodium iodide Na™'l POLATOM, capsules for diagnostic use should not be used:

o for diagnostic purposes in children under 10 years of age

o for thyroid scintigraphy except in the follow-up of malignant disease or when
iodine-123 or technetium-99m is not available.

Warnings and precautions

Take special care with Sodium iodide Na'*'| POLATOM, capsules for diagnostic
use if you have swallowing disorders and/or diseases of the gastrointestinal
track causing food return or vomiting (due to the risk of misuse and radioactive
contamination, the administration of iodine-131 in other than capsules
pharmaceutical form or other than oral route, should be considered).

The administration of radiopharmaceuticals creates risks for other people from
external radiation or contamination from spill of urine, vomiting, etc. Therefore
basic hygiene rules should be observed.

To minimize radiation dose to the urinary bladder, it is recommended that you
should drink plenty of fluids after capsule administration, in order to help frequent
voiding.

Before administration of Sodium iodide Na'*'l POLATOM, capsules

for diagnostic use you should:

e stay on low iodine diet (in particular limit consumption of sea originated
products)

¢ avoid any iodine containing medicines (iodine containing vitamins, disinfectants,
anti-cataract eye drugs, expectorants, amiodarone, contrast media used in
radiological studies)

o temporarily discontinue thyroid replacement therapy to increase the thyroid
uptake

e discontinue the treatment with anti-thyroid drugs (e.g. containing thiamazole
or propyluracil).

Other medicines and Sodium iodide Na''l

for diagnostic use

Tell your nuclear medicine doctor if you are taking, have recently taken or might

take any other medicines, including medicines obtained without a prescription.

Many pharmacological agents are known to interact with iodide. These may do

so by a variety of mechanisms which can affect the binding of iodides to proteins

and their behaviour in the body. It is therefore necessary to take a full drug

history and ascertain whether any medications are required to be withheld prior

to the administration of sodium iodide ["*"l].

POLATOM, capsules

Sodium iodide Na'*'l| POLATOM, capsules for diagnostic use with food and drink
A low iodine diet in patients prior to sodium iodide [**'l]] administration will
enhance its uptake into functioning thyroid tissue. It is recommended to be fasted
for approximately 2 hours before and after swallowing the capsule containing
sodium iodide ['*'l], for better thyroid uptake.

Pregnancy and breast-feeding

Sodium iodide Na'¥'l POLATOM, capsules for diagnostic use must not be used
in pregnant or breast-feeding women.

You must inform the nuclear medicine doctor before the product administration if:
- there is a possibility you might be pregnant,

- you have missed your period,

- you are breast-feeding.

When in doubt, it is important to consult your nuclear medicine doctor who will
supervise the procedure.

If you are pregnant it is important to inform your doctor before capsule
administration.

Breast-feeding should be discontinued after sodium iodide ['*'l] administration.

Driving and using machines
No data.

Sodium iodide Na®™'l POLATOM, capsules for diagnostic use contains
sodium

The product contains from 80 to 96 mg of sodium in each capsule. This should
be taken into account in patients on a low sodium diet.

3. How Sodium iodide Na'*'|l POLATOM, capsules for diagnostic

use is used
There are strict laws on the use, handling and disposal of radiopharmaceutical
products. Sodium iodide Na''l POLATOM, capsules for diagnostic use will only
be used in special controlled areas. This product will only be handled and given
to you by people who are trained and qualified to use it safely. These persons
will take special care for the safe use of this product and will keep you informed
of their actions.
Sodium iodide Na''| POLATOM, capsules for diagnostic use is a product for
oral administration with different amount (activity) of radioactive sodium iodide
(**"). The nuclear medicine doctor supervising the procedure will decide on
the quantity of product (activity) to be used in your case. It will be the smallest
quantity necessary to get the desired diagnostic information.



Depending on the type of test the following capsules

are recommended:

o for the scyntygraphic diagnosis of benign thyroid diseases: 0.15 - 4 MBq
of sodium iodide ["*'l]

e in the examination of patients treated for differentiated thyroid carcinoma:
37-240 MBq (usually 37-74 MBq) of sodium iodide ["'l].

(MBq - megabecquerel — the unit used to express radioactivity)

radioactivity

Use in children

The administration of Sodium iodide Na'™'l POLATOM, capsules for diagnostic
use in children has to be considered carefully by nuclear medicine doctor, based
upon clinical needs and assessing of the risk/benefit ratio in this patient group.
There should be borne in mind that the late udesirable effects connected with
sodium iodide (') administration in children (esspecialy under 10 years) and
adolescents are more probably compared with the adults.

The diagnostic activities to be administered to children should be a fraction of the
adult dose calculated from the body weight/surface area of the child.

After administration of Sodium iodide Na'*'| POLATOM, capsules for

diagnostic use, you should

e to minimize radiation dose to the urinary bladder, drink plenty of fluids (about
1-1.5 L/day more than usually)

e urinate frequently in order to eliminate the product from your body.

The administration of radiopharmaceuticals creates risks for other people from

external radiation or contamination from spill of urine, vomiting, etc. Therefore

after sodium iodide ("*'l) administration you should:

e avoid close contact with other people, particularly with children and pregnant
women for the period indicated by the doctor

e remove carefully the urine, stool and sweat residue, for the period indicated
by the doctor

If you have been given more Sodium iodide Na™'l POLATOM, capsules for

diagnostic use than you should

An overdose is unlikely, because you will only receive a dose precisely controlled

by the nuclear medicine doctor supervising the procedure. This product is

supplied as a capsule of known radioactivity, what facilitates control of the dose

administered to the patient.

However, in the case of an overdose, your doctor may recommend the use of

thyroid blocking agents, or emetics and ask you to drink more fluids than usually

in order to remove the traces of radiopharmaceutical from your body.

Should you have any further question on the use of the medicine, please ask the

nuclear medicine doctor who supervises the procedure.

4. Possible side effects

Like all medicines, this medicine can cause side effects, although not everybody
gets them. The side effects after Sodium iodide Na''l POLATOM, capsules
for diagnostic use administration were reported in isolated cases (frequencies
cannot be estimated from the available data). The possible side effects are
hypersensitivity, nausea and vomiting. The exposure to ionising radiation may
lead to cancer induction and a potential for development of hereditary defects.
For diagnostic nuclear medicine investigations the current statistical evidence
suggests that these adverse events are expected to occur with a low probability.

Reporting of side effects

If you get any side effects, talk to your nuclear medicine doctor. This includes any
possible side effects not listed in this leaflet.

You can also report side effects directly via the national reporting system.
Adverse reactions may be reported to Marketing Authorisation Holder.

By reporting side effects you can help provide more information on the safety
of this medicine.

5. How Sodium iodide Na™'l POLATOM, capsules for diagnostic use

is stored
You will not have to store this medicine.
Radiopharmaceuticals are stored under the responsibility of the specialist in
appropriate premises. Storage of radiopharmaceuticals will be in accordance
with national regulation on radioactive materials.

The following information is intended for the specialist only.
The product must not be used after the expiry date which is stated on the label.

6. Contents of the pack and other information
What Sodium iodide Na™'l POLATOM, capsules for diagnostic use
contains:
o the active substance is sodium iodide (**'l) in activities from 1 MBq to 37 MBq
o the other ingredients are:

- Sodium carbonate

- Sodium hydrogen carbonate

- Disodium hydrogen phosphate dihydrate

- Sodium thiosulphate pentahydrate

- Hard gelatine capsule

What Sodium iodide Na™'l POLATOM, capsules for diagnostic use looks
like and contents of the pack

Gelatin capsules for diagnostic use are provided in the two types of direct
packaging:

First type of packaging:

the polypropylene vial closed with a polyethylene stopper, placed in a shielding
lead container. Single vial may contain up to 10 capsules of the same radioactivity.
Each box is accompanied by a radioactive source certificate

Second type of packaging;

the polypropylene vial closed with a polypropylene stopper containing iodine
absorber and placed in a shielding lead container. The package contains a single
capsule. Each box is accompanied by a separate polypropylene applicator for
capsule administration and radioactive source certificate.

Marketing Authorisation Holder and Manufacturer

Narodowe Centrum Badan Jadrowych

ul. Andrzeja Soltana 7

05-400 Otwock

Poland

Phone: + 48 22 7180700

Fax: +48 227180350

e-mail: polatom@polatom.pl

For any more detailed information about this medicine, please contact your
physician or the local representative of the Marketing Authorisation Holder.

This leaflet was last revised in: 12.01.2015

The following information is intended for medical or healthcare
professionals only:

This product is supplied as a capsule of known radioactivity (the activity is
determined at 12° on the day of calibration). Regulations for safety of work at
exposure to ionising radiation should be strictly observed during administration
of radiopharmaceutical.

Instructions for opening the container with the radioactive product:

First type of container:
1. Check the radioactivity and calibration date placed on the outer package.

2. Tear off the upper cover of the shipping container (metal tin).

3. Remove the upper styrofoam inlay.

4. Take the capsule shielding container out.

5. Remove the upper cover of the capsule shielding container.

6. Remove the plastic cap from the polypropylene vial inside the lead container.

7. Using a tweezers, take out the capsules separately from the vial.

Second type of container:

1. Check the radioactivity and calibration date placed on the outer package.

2. Tear off the upper cover of the shipping container (metal tin).

3. Remove the upper styrofoam inlay.

4. Take the capsule shielding container out.

5. Tear the paper-foil mouthpiece wrapping and take out the mouthpiece.

6. Open the capsule shielding container. To do this, hold the bottom part of the
container and pull the upper part upwards. The vial containing the capsule
should remain in the shielding container.

7. Connect the mouthpiece to the vial. To do this, screw in the mouthpiece into
the vial containing the capsule.

8. During the administration of the capsule it is recommended to keep the vial
containing the capsule in the shielding container. The patient holding the
shielding container in his hand takes the mouthpiece in his mouth and then
tilts it to get the capsule from the vial through the mouthpiece. When required,
it is possible to administer a capsule without using the shielding container. The
patient grasps the mouthpiece, takes the capsule vial out from the shielding
container, takes the mouthpiece in his mouth and then tilts it to get the capsule
from the vial through the mouthpiece.

9. After the administration of the capsule, the mouthpiece and the vial should be
disposed of. The shielding container should be returned to the manufacturer.

To disconnect the mouthpiece from the vial, put the vial with the mouthpiece in
the shielding container, and then holding the container with your hand screw off
the mouthpiece in order to disconnect it.

In order to measure the capsule activity, take the mouthpiece fixed to the capsule
vial with the gripping device of the dose calibrator and load in the dose calibrator.
When the measurement is finished remove the mouthpiece fixed to the capsule
vial and place it back in the shielding container. When transferring the capsule
to another room is necessary, the mouthpiece should be disconnected from the
vial according to above instruction. After disconnecting the mouthpiece, cover
the shielding container with a lid.

Any unused medicinal product or waste material should be disposed of in
accordance with local requirements.



