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XI. SZ&H

1. EHENETORTIKR
Sodium Pertechnetate (*"Tc) Injection Generator %, HEAE, WCAEENENEL L DETHREZEINTWD
(2022 47 8 HRER)

WM BT BAGRNAE OB (2022 4F 8 A R A)

E 4 e [E

WR5844 Pertector 2.3 - 57.1 GBq radionuclide generator

AEEHAR | 2020811 H2H

A, & | 2 QUALITATIVE AND QUANTITATIVE COMPOSITION

Sodium pertechnetate (*"Tc) injection is produced by means of a (*Mo/*"Tc)
generator. Technetium (°"Tc) decays with the emission of gamma radiation with
an energy of 140 keV and a half-life of 6.02 hours to technetium (*Tc) which,
in view of its long half-life of 2.13 x 10° years, can be regarded as quasi
stable.

The radionuclide generator containing the parent isotope Mo, adsorbed on a
chromatographic column delivers sodium pertechnetate (*"Tc) injection in
sterile solution.

The Mo on the column is in equilibrium with the formed daughter isotope *"Tec.
The generators are supplied with the following *Mo activity amounts at activity
reference time which deliver the following technetium (*"Tc) amounts, assuming
a 100% theoretical yield and 24 hours time from previous elution and taking
into account that branching ratio of Mo is about 87%:

991

Tc activity
(Maximal
theoretical
eluable
activity at
calibration
date,

12:00 CET)
Mo activity
(at
calibration 23 |46 | 57 6.9 8.5 9.1 114 | 13.7 | 149 |[17.1 | GBq
date, 12:00
CET)

2.00 [4.00| 5.00 | 6.00 | 7.50 | 8.00 | 10.00| 12.00 | 13.00 |15.00 | GBq

PImTe activity
(Maximal
theoretical
eluable
activity at
calibration
date,

12:00 CET)
Mo activity
(at 194 21.1 229 |26.3| 28.6 | 34.3 40.0 |45.7| 57.1 |GBq
calibration

17.00( 18.50 | 20.00 |23.00| 25.00 | 30.00 | 35.00 [40.00( 50.00 |GBq
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date, 12:00
CET)

The technetium (**"Tc) radioactivity available by a single elution contained in

the sodium pertechnetate (°"Tc) injection depends on the sodium molybdate (*Mo)
amount on the column, the volume of the elution solution and the time period
from the previous elution.

Excipient(s) with known effect:
Each mL of sodium pertechnetate (**Tc) solution contains 3.6 mg of sodium.

IhFE - A

4.1 Therapeutic indications
This medicinal product is for diagnostic use only.

The eluate from the radionuclide generator (sodium pertechnetate (*"Tc)

injection) is indicated for:
labelling of various kits for radiopharmaceutical preparation developed and
approved for radiolabelling with such solution

- Thyroid scintigraphy: direct imaging and measurement of thyroid uptake to
give information on the size, position, nodularity and function of the
gland in case of thyroid disease

- Salivary gland scintigraphy: diagnosis of chronic sialadenitis (e. g.
(Sjsgren’ s Syndrom) as well as assessment of salivary gland function and
duct patency in salivary glands disorders and monitoring of the response to
therapeutic interventions (in particular radio iodine therapy).

- Location of ectopic gastric mucosa (Meckel’s diverticulum).

- Lacrimal duct scintigraphy: to assess functional disorders of lacrimation
and monitoring of the response to therapeutic interventions

- Shunt scintigraphy: after injection of the sterile
sodium (®*"Tc)pertechnetate solution into a Rickham reservoir to test the
patency of ventricular shunts in hydrocephalus

M - &

4.2 Posology and method of administration

Posology

This medicinal product is for use in designhated nuclear medicine facilities
only, and should only be handled by authorised personnel

If sodium pertechnetate (*"Tc) is administered intravenously, activities may
vary widely according to the clinical information required and the equipment
employed. The injection of activities greater than local DRLs (Diagnostic
Reference Levels) should be justified for certain indications. Recommended
activities are as follows:

Adults (70 kg) and elderly population
- Thyroid scintigraphy: 20-80 MBq

- Salivary gland scintigraphy: 30 to 150 MBq for static images up to 370 MBq
for dynamic images

- Meckel’ s diverticulum scintigraphy: 300-400 MBq

- Lacrimal duct scintigraphy: 2-4 MBq per drop per eye

- Shunt scintigraphy: 3-4 MBq

Renal impairment
Careful consideration of the activity to be administered is required since an
increased radiation exposure is possible in these patients

Thyroid scintigraphy:

Activity administered [MBq] = 5.6 MBq x correction factor (Table 1)

A minimal activity of 10 MBq is necessary for obtaining images of sufficient
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quality.

Identification/location of ectopic gastric mucosa:

Activity administered [MBq] = 10.5 MBq x correction factor (Table 1).

A minimal activity of 20 MBq is necessary in order to obtain images of
sufficient quality.

Table 1: Thyroid scintigraphy and Identification/location of ectopic gastric

mucosa.-

Weight—dependent correction factors in the paediatric population
according to the EANM-May 2008 guidelines

Weight | Multiple Weight Multiple Weight Multiple
[ke] [ke] [kg]

3 1 22 5.29 42 9.14
4 1.14 24 5.71 44 9.57
6 1.71 26 6.14 46 10.00
8 2.14 28 6.43 48 10.29
10 2.71 30 6.86 50 10.71
12 3.14 32 7.29 52-54 11.29
14 3.57 34 7.72 56-58 12.00
16 4.00 36 8.00 60-62 12.71
18 4.43 38 8.43 64-66 13.43
20 4.86 40 8.86 68 14.00

Salivary gland scintigraphy:

The Paediatric Task Group of EANM (1990) recommends that the activity to be
administered to a child should be calculated from the body weight according
to the table below (see Table 2) with a minimum dose of 10 MBq in order to

obtain images of sufficient quality.

Table 2: Salivary gland scintigraphy:

Weight—dependent correction factor in the paediatric population
according to EANM 1990 recommendations

Weight | Factor Weight Factor Weight Factor
[kg] [kg] [kg]

3 0.1 22 0.50 42 0.78
4 0.14 24 0.53 44 0.80
6 0.19 26 0.56 46 0.82
8 0.23 28 0.58 48 0.85
10 0.27 30 0.62 50 0.88
12 0.32 32 0.65 52-54 0.90
14 0.36 34 0.68 56-58 0.92
16 0.40 36 0.71 60-62 0.96
18 0.44 38 0.73 64-66 0.98
20 0.46 40 0.76 68 0.99

Lacrimal duct scintigraphy and shunt scintigraphy:

Recommended activities apply as well for adults as for children.

Method of administration

For multidose use.
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For intravenous or ocular use.

For instructions on extemporary preparation of the medicinal product before
administration, see section 12.

For patient preparation, see section 4. 4.

In thyroid scintigraphy, salivary gland scintigraphy and
identification/location of ectopic gastric mucosa, the sodium pertechnetate
(*Tc) solution is administered by intravenous injection.

In lacrimal duct scintigraphy, drops are instilled in each eye (ocular use).

Tn shunt scintigraphy sterile sodium(**"Tc)pertechnetate solution is injected
into a Rickham reservoir.

Image acquisition

Thyroid scintigraphy: 20 minutes after intravenous injection.

Salivary gland scintigraphy: immediately after intravenous injection and at
regular intervals for 15 minutes

Dynamic images performed immediately after injection and at regular intervals
up to 30 minutes.

The dynamic acquisition is recommended

Identification/location of ectopic gastric mucosa: immediately after
intravenous injection and at regular intervals for 30 minutes

Lacrimal duct scintigraphy: dynamic acquisition within 2 minutes after
instillation, followed by static images acquired at regular intervals within
20 minutes.
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JLE OUSHT CE |4.6 Fertility, Pregnancy and lactation
(2020 4F 11 A) |Women of childbearing potential

When an administration of radiopharmaceuticals to a woman of
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childbearing potential is intended, it is important to determine whether
or not she is pregnant. Any woman who has missed a period should be
assumed to be pregnant until proven otherwise. If in doubt about her
potential pregnancy (if the woman has missed a period, if the period is
very irregular, etc.), alternative techniques not using ionising

radiation (if there are any) should be offered to the patient

Pregnancy
Technetium—99m (as free pertechnetate) has been shown to cross the

placental barrier.

Administration of pertechnetate (**"Tc) to a woman who is known to be
pregnant should be justified by medical need and a positive individual
benefit risk assessment for the mother and the foetus. Alternative non-—

irradiating diagnostic modalities should be taken into account

Direct administration of 400 MBq sodium pertechnetate (**"Tc) to a patient

results in an absorbed dose to the uterus of 3.2 mGy

Following pretreatment of patients with a blocking agent, administration

of 400 MBq sodium pertechnetate (**"Tc) results in an absorbed dose to

the uterus of 2.4 mGy.

Breastfeeding

Before administering radiopharmaceuticals to a mother who is
breastfeeding, consideration should be given to the possibility of
delaying the administration of radionuclide until the mother has ceased
breastfeeding and to what 1is the most appropriate choice of
radiopharmaceuticals, bearing in mind the secretion of activity in
breast milk. If the administration 1is considered necessary,
breastfeeding should be interrupted for 12 hours post administration
and the expressed feeds discarded.

Close contact with infants should be restricted during this period
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4.2 Posology and method of administration

Paediatric population

The use in children and adolescents has to be considered carefully,
based upon clinical needs and assessing the risk/benefit ratio in
this patient group.

The activity to be administered to children and adolescents must be
adapted and may be calculated according to the recommendations of the
European Association of Nuclear Medicine (EANM) paediatric dosage
card; the activity administered to children and to adolescents may be
calculated by multiplying a baseline activity (for calculation
purposes) by the weight—dependent correction factor given in the
table below (see Table 1).

A[MBgJAdministered = Baseline Activity X Multiple
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