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WR7e 44 THALLOUS CHLORIDE T1 201 INJECTION

KGR H B 19794 10 A 23 B

K, & & FESTA, 37MBg/mL

ZhEE « R INDICATIONS AND CLINICAL USE

Thallous Chloride T1 201 may be useful in myocardial perfusion imaging
using either planar or SPECT (Single Photon Emission Computed Tomography)
techniques for the diagnosis and localization of myocardial infarction. It
may also have prognostic value regarding survival, when used in the
clinically stable patient following the onset of symptoms of an acute
myocardial infarction, to assess the site and size of the perfusion
defect.

Thallous Chloride T1 201 may also be useful in conjunction with exercise
stress testing as an adjunct to the diagnosis of ischemic heart disease
(atherosclerotic coronary artery disease).

Thallous Chloride T1 201 is also indicated for scintigraphic imaging of
the myocardium to identify changes in perfusion induced by pharmacologic
stress (with adenosine or dipyridamole) in patients with known or
suspected coronary artery disease and who cannot exercise adequately.

It is usually not possible to differentiate recent from old myocardial
infarction, or to differentiate exactly between recent myocardial
infarction and ischemia.

Thallous Chloride Tl 201 is indicated also for the localization of sites
of parathyroid hyperactivity in patients with elevated serum calcium and
parathyroid hormone levels. It may also be useful in pre—operative
screening to localize extrathyroidal and mediastinal sites of parathyroid
hyperactivity and for postsurgical reexamination. Thallous Chloride T1 201
has not been adequately demonstrated to be effective for the localization
of normal parathyroid glands

L - & DOSAGE AND ADMINISTRATION

Dosing Considerations

» Parental drug products should be inspected visually for particulate
matter and discoloration prior to administration, whenever solution and
container permit. Do not use if contents are turbid

» Waterproof gloves should be worn during the handling procedures

Dosage
The recommended adult dose of intravenous Thallous Chloride T1 201 for

planar myocardial imaging is 37 to 74 MBq (1-2mCi). The recommended
intravenous doses for SPECT myocardial imaging are 74 to 111 MBq (2-3
mCi). The efficacy of a 1.0 mCi dose for SPECT imaging has not been well
established.
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Administration
The patient dose should be measured by a suitable radioactivity
calibration system prior to administration.

With a shielded sterile syringe, aseptically withdraw the material for use

For resting Thallous Chloride Tl 201 studies, imaging should begin 10to
20minutes after injection. Myocardial-to—background ratios are improved when
patients are injected upright and in the fasting state; the upright position
reduces the hepatic and gastric Thallium T1 201 concentration.

When utilized in conjunction with exercise stress testing, Thallous Chloride
Tl 201 should be administered at the inception of a period of maximum stress
which is sustained for approximately 30seconds after injection. Imaging
should begin within ten minutes after administration to obtain maximum
target—to—background ratios. Several investigators have

reported that within two hours after the completion of stress testing the
target—to—background ratios may decrease significantly in lesions that are
attributable to transient ischemia.

When utilized in conjunction with pharmacological stress agents, the dose
of either dipyridamole or adenosine is routinely adjusted to the weight of
the patient and infused using a dose rate of 0.14mg/kg/minute over a four
minute period or six minute period, respectively. The total

administered dose of dipyridamole is approximately 0.56mg per kg and that
or adenosine is approximately 0.84mg per kg. Thallous Chloride T1 201 is
then injected as a bolus 3 - 4minutes after the infusion of the
pharmacological stress agent. PLEASE CONSULT THE FULL DOSING INSTRUCTIONS
IN THE PRODUCT MONOGRAPHS OF THE PHARMACOLOGIC STRESS AGENTS BEFORE
PROCEEDING WITH THE STRESS TEST.
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2. BVMIE T HERRZIEER
IR BT D MEAME
AFRIZIT DA LED 9.5 M7 KO 19.6 A OHOFLHIIUTOLEBY THY, SET
EE R EE VAR
AT HEH LR
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WrEndGHIcosEGTH L,
9.6 EFLIw
W EOFIEMER OREFLREBE DA ML ER L, RALOM UITIEZBmEFT 52 &,

o RLEIN A
BHFXOESCE (2019 | Special Populations
4R Pregnant Women: Animal reproductive studies have not been

conducted with Thallous Chloride Tl 201. It is also not known
whether Thallous Chloride T1 201 can cause fetal harm when
administered to a pregnant woman or can affect reproduction
capacity. Studies to assess transplacental transfer of Thallous
Chloride T1 201 have not been done in humans

Assess the pregnancy status of women of childbearing potential
prior to performing imaging procedures with Thallous Chloride
T1 201 Injection.

Ideally, examinations using radiopharmaceuticals, especially
those elective in nature, of women of childbearing capability
should be performed during the first ten days following the
onset of menses

Thallous Chloride T1 201 should not be given to a pregnant
woman unless it is considered that the benefits to be gained
outweigh the potential hazards to the fetus

Nursing Women: Thallous Chloride T1 201 is distributed into
breast milk. To avoid unnecessary irradiation of the infant
temporary discontinuation of nursing is recommended for a
minimum period of 96 hours
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F4H) Pediatrics (< 18 years of age): Safety and effectiveness in
pediatric patients below age 18 have not been established.
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