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Radionuclide generator *°Mo/?°™Tc

Natrii pertechnetatis (*™Tc) fissione formati solutio iniectabilis

code: MTcG-4

B Qualitative and quantitative composition:
Sodium pertechnetate (**™Tc) injection s
produced by means of a (**Mo/**™Tc) generator.
Technetium (*°™Tc) decays with the emission of
gamma radiation with a mean energy of 140 keV
and a half-life of 6.01 hours to technetium-99
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

Examples of activities of radionuclide generators:

column delivers sodium pertechnetate-*™Tc
injection in sterile solution.

The Mo on the column is in equilibrium with the
formed daughter isotope *™Tc. The generators are
supplied with the following Mo activity amounts
at activity reference time which deliver the
following technetium-99m 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%.
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9mTc activity

(maximal theoretical eluable activity
at calibration date, 5 days after
production, at 12 a.m. CET) [GBq]
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%Mo activity
(at calibration date, 5 days after
production, at 12 a.m. CET) [GBq]

26 | 45 | 6.8 | 9.2 11
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The technetium (**™Tc) amounts available by a single elution depend on the real elution yield of generator
itself declared by manufacturer and approved by National Competent Authority (NCA).

Eluate volume control from 4 ml to 8 ml
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W Excipients:
Sodium chloride
Water for injection

W Indications

This medicinal product is for diagnostic use only.

The eluate from the generator (sodium pertechnetate
9mTc 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. Sjogren’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 radioiodine therapy),

» location of ectopic gastric mucosa (Meckel’s

diverticulum),

» lacrimal duct scintigraphy: to assess functional disor-
ders of lacrimation and monitoring of the response
to therapeutic interventions.

B Technical parameters

Elution time varies from 2 minutes for eluate volume
4.0£0.5 ml, up to 4 minutes for eluate volume 8.0+0.5
ml. Generator is a ,,dry column” system.

elution yield: 90 - 110% of nominal activity
radiochemical purity of the eluate: > 98%
assay of Mo in the eluate: < 0.1%
assay of Al** in the eluate: < 5 ug/ml
pH of the eluate: 55-75
weight of the generator: 16 kg

B Posology and method of administration:
If sodium pertechnetate-**"Tc is administered
intravenously, activities may vary widely according to

NONrEHTEK

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.

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.

(for detailed information see SmPC)

M Expiration

21 days from manufacturing date.

The calibration date and the expiry date are stated on
the label.

Sodium pertechnetate-*"Tc eluate: after elution, use
within 12 hours. This medicinal product does not
require any special storage conditions.

W Special precautions for storage
Generator: do not freeze.

Marketing Authorizations:

Poltechnet
Polgentec 2-120 GBq
Poltechnet
Polgentec 2-120 GBq

Austria:
Belarus:
Bulgaria:
Columbia:

Czech
Republic:

Denmark:
Georgia:
Greece:
Germany:
Lithuania:

Poltechnet

Poltechnet

Polgentec 2-120 GBq
Technegen 2-120 GBq
Pertector

Poltechgen 8,0-175 GBq,
radionuklidy generatorius

Poltechnet
Poltechnet

Poltechnet 8.0-175 GBq
generator de radionuclizi

Polgentek

Poltechnet 8-175 GBq,
radionuklidni generator

Poltechnet 8,0-175 GBq
generador de radionuclido

Poltechnet
Pertector Radionuklidgenerator
Poltechnet

Poland:
Portugal:
Romania:

Russia:
Slovenia:

Spain:

Sweden:
Switzerland:
Ukraine:

United
Kingdom:  Pertector

Contact:

Export Department +48 22 273 1820
email: export@polatom.pl




Accessories for radionuclide generator

Kit for Poltechnet elution code: MTcG-01

B Content:

» 16 vials with eluent of 10 ml volume
containing 9 mg/ml (0.9%) sodium chloride solution ‘

» 16 evacuated vials of 10 ml volume

W Expiration:
12 months

B Storage:
< 25°C

Lead shield for eluate vial code: MTcG-02
Supplied f.o.c. with the first ordered generator

Evacuatd : : I

for Poltechnet radiof for Poltechnet radionuclide generator
p 9 mg/ml (0.9%) sodium chloride solution

MA No.: 22500

The cardboard b

MA No.: 22500

The cardboard box contains: 16 vials
1 vial contains 10 ml sodium chloride solution

Read the package leaflet before use.
Keep out of the sight and reach of children.
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