O9IR" NXI1A77

09/2023

" MYOVIEW
:0'"'%va 0'ann
TETROFOSMIN 0.23 MG/VIAL

1M nix
LYOPHILIZED POWDER FOR SOLUTION FOR INJECTION

,n/Ta01 n/npn ,n/x9N
. [ITAY Y'WONN 7Y KON (17N [1DTY 7V V' TING NYpan n"ya 2Nop7R TIY [T/R 1Nan
. 2023 'kn XN PTIY 1w

2N 1'WINY Anivnn atnann
Indicated as an adjunct in the diagnosis and localization of myocardial ischaemia or infarction.
Myoview is indicated as an adjunct to the initial assessments (e.g. palpation mammography or
alternative imaging modalities and/or cytology) in characterisation of malignancy of suspected
breast lesions where all these other recommended tests were inconclusive.
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4.6 Fertility, pregnancy and lactation

()

Pregnancy

Myoview is contraindicated in pregnancy (see section 4.3). Animalreproductive-toxicity-studies-havenet
been-performed-with-this-preduet: Radionuclide procedures carried out on pregnant women also involve

radiation doses to the foetus. Administration of 250 MBq tetrofosmin (99mTc) at exercise, followed by 750
MBq at rest results in an absorbed dose to the uterus of 8.1 mGy. A radiation dose above 0.5 mGy
(equivalent to the exposure from annual background radiation) would be regarded as a potential risk to the
foetus.

Breast feeding

Before administering a radiopharmaceutical to a mother who is breast feeding consideration should be given
to the possibility of delaying the administration of a radionuclide until the mother has ceased breast feeding
and to what is the most appropriate choice of radiopharmaceutical, bearing in mind the secretion of activity
in breast milk. Technetium Tc99m tetrofosmin is present in human milk in small amounts (<1% of maternal
dose). If the administration is considered necessary, breastfeeding should be interrupted for 3 to 6 hours

and the expressed feeds dlscarded Lt—s—net—knewnwheﬁrer—te#efesm%le)—rs—seeﬁeted—wmaman
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Animal reproductive toxicity studies have not been conducted with MYOVIEW.

4.8 Undesirable effects

(...)

Immune system disorders

Not known: Face-sedema, Hhypersensitivity reaction, allergicreaction, including anaphylactoid or
anaphylactic reaction and anaphylactic or anaphylactoid shock.

Nervous system disorders
Uncommon: Taste metallic

Rare: Disturbances of smell and-taste
Not known: Headache, dizziness

Eye disorders
Rare: Abnormal vision

Cardiac disorders
Not known: Tachycardia, chest pain

Vascular disorders
Uncommon: Flushing
Not known: Hhypotension

Respiratory, thoracic and mediastinal disorders
Not known: Dyspnoea, bronchospasm, throat tightness, cough

Gastrointestinal disorders
Uncommon: Vomiting,
Rare: Abdominal pain, nausea, burning mouth

Skin and subcutaneous tissue disorder
Rare: Rash

Not known: Urticaria, pruritus, erythema, angioedema-itching-erythematousrash

General disorders and administration site condition
Uncommon: Feeling of warmth
Not known: Local swelling, Face oedema, fever

Investigations
Not known: White blood cell count increased.
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