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FDA : Pregnancy Category C (200544 A)

Pregnancy Category C

Animal reproduction studies have not been conducted with Technetium Tc 99m Oxidronate. It
is also not known whether Technetium Tc 99m Oxidronate can cause fetal harm when administered
to a pregnant woman or can affect reproduction capacity. Technetium Tc 99m Oxidronate should
be given to a pregnant woman only if clearly needed. Ideally, examinations using
radiopharmaceuticals, especially those elective in nature, of a woman of childbearing
capability should be performed during the first few (approximately 10) days following the
onset of menses
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The recommended adult dose of Technetium Tc 99m—1labeled TechneScan HDP
is 555 MBq (15 mCi) with a range of 370 to 740 MBq (10 to 20 mCi). The
recommended pediatric dose is 7.4 MBq (0.20 mCi)/kg with a range of
7.4 to 13 MBq (0.20 to 0.35 mCi)/kg. The recommended minimum total
pediatric dose is 37 MBg (1.0 mCi). The maximum total dose injected
into a pediatric or adult patient is 740 MBq (20.0 mCi). The maximum
dose of oxidronate sodium should not exceed 2 mg.

Unit dose preparation instructions should be followed for pediatric
patients. The radioactivity of each dose should be measured by a
suitable radiation calibration system just prior to administration.
The dose should be given intravenously by slow injection. For optimal
results imaging should be performed 1 to 4 hours post—injection.
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