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FDA : Pregnancy Category C (2008 12 H)

2% SO

FDA : Pregnancy Category
C : Animal reproductive studies have not been conducted with Sodium Pertechnetate Tc 99m. It
is also not known whether Sodium Pertechnetate Tc 99m can cause fetal harm when administered
to a pregnant woman or can affect reproduction capacity. Sodium Pertechnetate Tc 99m
Injection 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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i RLHIN A
KE OGRS CE Pediatric Use
(2008 4F 12 A) See INDICATIONS and DOSAGE AND ADMINISTRATION sections. Also see the
description of additional risks under WARNINGS.
INDICATIONS AND USAGE:
Sodium Pertechnetate Tc 99m Injection is used IN CHILDREN as an agent
for:
Brain Imaging (including cerebral radionuclide angiography)
Thyroid Imaging
Blood Pool Imaging
Urinary Bladder Imaging (direct isotopic cystography) for the
detection of vesico—ureteral reflux.
DOSAGE AND ADMINISTRATION:
The recommended dosage range in PEDIATRIC PATIENTS is:
Vesico—ureteral Imaging 18.5 to 37MBq (0.5 to 1mCi)
Brain Imaging 5.18 to 10.36MBq (140 to 280uCi)/kg body weight
Thyroid Gland Imaging 2.22 to 2.96MBq (60 to 80uCi)/kg body weight
Blood Pool Imaging 5.18 to 10.36MBq (140 to 280uCi)/kg body weight
WARNINGS:
Radiation risks associated with the use of Sodium Pertechnetate
Tc 99m Injection are greater in children than in adults and, in general,
the younger the child, the greater the risk owing to greater absorbed
radiation doses and longer lifeexpectancy. These greater risks should
be taken firmly into account in all benefit-risk assessments
involving children.
XIM. &%
EOMDBBEY
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