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1. EENETORTIKR
AANE R —EaETH D, 7 hahAI T 7 3T 0L Te) HEHKARA O %~ MUFIX, 1993 4F
12 A, Amersham Health A/S (F > ~—27) I\ L D IANIHTE S iz, Tz, BIGFHLETTH D Amersham
ple (#[E) (F GE Healthcare Limited) (% 1993 4F 12 HICIRGEFFA] #Hf5 L CH Y, 1994 4E 1 H
K VBRFEEZFG L TWD, BifE, KE, FKE, KRMEE (25 VE) FTRZESNTVD,
¥, BERBROERAIE LTE, WAOFELRETITRTE S THRY, (2021 4F 12 A KER)

& WM S MYOVIEW (Kit for the preparation of technetium Tc99m tetrofosmin injection)
DGRBS (2021 4 12 A Kf)

[ 4 b/ S
Hx7e44 MYOVIEW 30mL

HRRRAEH B 1996 49 A 2 H
B, &5 FHE CHAR) , 1.38 mg(tetrofosmin) /731 7L
e « Zhik 1 INDICATIONS AND USAGE

1.1 Myocardial Perfusion Imaging

Myocardial perfusion imaging under rest and/or exercise or pharmacologic
stress conditions to delineate regions of reversible myocardial ischemia
or infarcted myocardium in patients with known or suspected coronary artery

disease.

1.2 Ventricular Function Imaging

MYOVIEW is indicated for assessment of left ventricular function (left
ventricular ejection fraction and wall motion) in patients with known or
suspected heart disease

WL - H& 2 DOSAGE AND ADMINISTRATION

2. 2 Recommended Dosage

- The recommended dose range for MYOVIEW is 185-1221 megabecquerels (MBq)

(5-33 millicuries (mCi) by intravenous administration for rest and stress
imaging

- When rest and stress intravenous injections are administered on the same
day, the first dose should be 185-444MBq (5-12mCi) and followed by the
second dose of 555—1221MBq (15-33mCi) given approximately 1 to 4hours later.
- The recommended dose range for MYOVIEW is 185-1221MBq (5-33 millicuries
(mCi) by intravenous administration as a intravenous injection for

ventricular function assessment

2.6 Imaging Instructions
- Imaging may begin 15 minutes after injection.

- The recommended imaging duration of the scan may vary depending on dose,

imaging acquisition, and reconstruction parameters
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W74 MYOVIEW 230 micrograms kit for radiopharmaceutical preparation
AFH H 2001 4£2 H 8 H

A, &

EHH oK) , 230u g(tetrofosmin) /731 T /b
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4 CLINICAL PARTICULARS

4.1 Therapeutic indications

This medicinal product is for diagnostic use only.

After reconstitution with Sodium Pertechnetate (*"Tc) Injection the product

is indicated in adults for:

Myocardial Imaging

Myoview is a myocardial perfusion agent indicated as an adjunct in the
diagnosis and localization of myocardial ischaemia and/or infarction.

In patients undergoing myocardial perfusion scintigraphy, ECG—-gated SPECT
can be used for assessment of left ventricular function (left ventricular

ejection fraction and wall motion).

Breast Tumour Imaging

Myoview is indicated as an adjunct to the initial assessments (e.g.
palpation, mammography, or alternative imaging modalities and/or cytology)
in the characterisation of malignancy of suspected breast lesions where all

these other recommended tests were inconclusive

M - &

4.2 Posology and method of administration
Posology

Paediatric population

Myoview is not recommended for use in children or adolescents as data are

not available for these age groups

Adults

Myocardial Imaging

Patients should be requested to fast overnight or to have only a light
breakfast on the morning of the procedure.

For diagnosis and localization of myocardial ischaemia (using planar or
SPECT techniques) and assessment of left ventricular function using ECG-
gated SPECT, the usual procedure involves two intravenous injections of
tetrofosmin (*"Tc), one given at peak stress and one given at rest. The
order of the two administrations can be either rest first and stress second
or stress first and rest second

When rest and stress injections are administered on the same day, the
activity administered for the second dose should result in a myocardial
count rate at least three times greater than that of the residual activity

from the first dose. The recommended activity range for the first dose is




250-400MBq; the recommended activity range for the second dose given at
least 1 hour later, is 600-800MBgq. For studies employing ECG-gated SPECT,
use of activities at the higher end of these ranges is warranted

When rest and stress injections are administered on different days, the
recommended activity range for each dose of tetrofosmin (*"Tc) is 400-600
MBq. For studies on larger individuals (e.g. those with abdominal obesity
or women with large breasts) and for those employing ECG-gated SPECT, use
of activities at the higher end of this range is warranted

The total activity administered for stress and rest myocardial imaging
studies, whether performed on one or two days, should be restricted to 1200
MBq.

Based upon clinical trial data a minimum activity of 550MBq has been shown
to be adequate for ECG-gated SPECT. The activity administered for ECG-gated
SPECT myocardial imaging should adhere to the guidelines specified in the
previous paragraphs

As an adjunct in the diagnosis and localization of myocardial infarction,
one injection of tetrofosmin (*"Tc) (250-400MBg) at rest is sufficient
Planar or preferably SPECT imaging should begin no earlier than 15 minutes
post—injection.

There is no evidence for significant changes in myocardial concentration
or redistribution of tetrofosmin (**Tc). Therefore, images may be acquired
up to at least four hours postinjection.

For planar imaging the standard views (anterior, LAO 40°-45°, LAO 65°-70°
and/or left lateral) should be acquired

Breast Imaging

For the diagnosis and localization of suspected breast lesions, the
recommended procedure involves a single intravenous injection of
tetrofosmin (*"Tc) between 500-750MBq. The injection should preferably be
given in a foot vein or a site other than the arm on the side of the
suspected breast lesion. The patient does not need to fast before the
injection.

Breast imaging optimally initiated 5-10 minutes post injection with the
patient in the prone position with the breast(s) freely pendant. A special
imaging couch designed for nuclear medicine breast imaging is recommended
A lateral image of the breast suspected of containing lesions should be

obtained with the camera face as close to the breast as is practicable

The patient should then be repositioned so that a lateral image of the
pendant contralateral breast can be obtained. An anterior supine image may

then be obtained with the patient’ s arms behind her head




Method of administration

This medicinal product should be reconstituted before administration to the
patient.
For instructions on reconstitution of the medicinal product before

administration, see section 12.

For patient preparation, see section 4.4
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8.1 Pregnancy

Risk Summary

There are no data with technetium Tc99m tetrafosmin use in pregnant
women to inform any drug associated risks. Animal reproduction
studies with technetium Tc99m tetrofosmin have not been conducted
However, all radiopharmaceuticals have the potential to cause fetal
harm depending on the fetal stage of development and the magnitude
of the radiation dose. If considering technetium Tc99m tetrafosmin
administration to a pregnant woman advise the pregnant woman of
risk to the fetus

The estimated background risk of major birth defects and
miscarriage for the indicated population is unknown. All
pregnancies have a background risk of birth defect, loss, or other
adverse outcomes. In the U.S. general population, the estimated
background risk of major birth defects and miscarriage in

clinically recognized pregnancies is 2-4% and 15-20%, respectively.

8.2 Lactation

Risk Summary

Technetium Tc99m tetrofosmin is present in human milk in small
amounts (<1% of maternal dose). There are no data available
regarding the effects of technetium Tc99m tetrofosmin on the
breastfed infant or on milk production. The developmental and
health benefits of breastfeeding should be considered along with
the mother’ s clinical need for MYOVIEW and any potential adverse
effects on the breastfed child from MYOVIEW or from the underlying

maternal condition.

Clinical Considerations

To decrease radiation exposure to the breastfed infant, advise a
lactating woman to pump and discard breast milk for 60hours (10half

lives) after technetium Tc 99m tetrofosmin administration.




e [E DOERASCE
(202046 H)

4.6 Fertility, pregnancy and lactation

Women of childbearing potential

When it is necessary to administer radioactive medicinal products
to women of childbearing potential, information should always be
sought about pregnancy. Any woman who has missed a period should
be assumed to be pregnant until proven otherwise. Where uncertainty
exists it is important that radiation exposure should be the
minimum consistent with achieving the desired clinical information.
Alternative techniques which do not involve ionising radiation

should be considered

Pregnant women

Myoview is contraindicated in pregnancy (see section 4.3). Animal
reproductive toxicity studies havenot been performed with this
product. Radionuclide procedures carried out on pregnhant women also
involve radiation doses to the foetus. Administration of 250MBg
tetrofosmin (*"Tc) at exercise, followed by 750MBq at rest results
in an absorbed dose to the uterus of 8. ImGy. A radiation dose above
0.5mGy (equivalent to the exposure from annual background

radiation) would be regarded as a potential risk to the foetus

Breast feeding

Before administering radioapharmaceuticals to a mother who is
breast feeding, consideration should be given as 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 radiopharmaceuticals, bearing in mind the secretion of
activity in breast milk. It is not known whether tetrofosmin (**"Tc)
is secreted in human milk, therefore if administration is
considered necessary, formula feeding should be substituted for

breast feeding for at least 12hours




/NREIZBI T 5 FLd (FDA)
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9. [ EDOY RAEAT HEEICHETLIER
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ot FLA A
K E DA SCE 8.4 Pediatric Use
(201744 ) Safety and effectiveness in pediatric patients have not been
established.
FE DU CE 4.2 Posology and method of administration
(202046 ) Posology
Paediatric population
Myoview is not recommended for use in children or adolescents as
data are not available for these age groups.
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