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[E 4 KE
AR5 NEPHROSCAN
KGR H B 1982 4F

AE, &

EFRIRRAT AR, 1mg// 31 T v

PUGERIEIES

1 INDICATIONS AND USAGE
NEPHROSCAN, after radiolabeling with technetium Tc 99m, is indicated for
use as an aid in the scintigraphic evaluation of renal parenchymal disorders

in adult and pediatric patients including term neonates

& - H

il

2 DOSAGE AND ADMINISTRATION

2.3 Recommended Dosage

Adults

The recommended amount of radioactivity of Technetium Tc 99m Succimer
Tnjection for renal parenchymal imaging in adults is 74 MBq to 222 MBq (2
mCi to 6 mCi) by intravenous injection (bolus).

Pediatric Patients

The recommended amount of radioactivity of Technetium Tc 99m Succimer
Injection for renal parenchymal imaging in pediatric patients is 1.85
MBg/kg (0.05 mCi/kg) of body weight with a range of 19 MBq to 74 MBq (0.5
mCi to 2 mCi) by intravenous injection (bolus). Weight based pediatric

dosing is shown in Table 1

Table 1 Recommended Radioactivity of Technetium Tec 99m Succimer Injection for
Pediatric Patients by Body Weight
Body Weight %:g;g::g:g&d Body Weight lg:g?;g:&?;d
(ke) MBq (mCi) (kg) MBgq (mCi)
less than 11 kg 19 MBq (0.5 mCi) 251026 49 MBq (1.3 mCi)
1to 12 21 MBq (0.6 mCi) 27 to 28 52 MBq (1.4 mCi)
3o 14 26 MBq (0.7 mCi) 29 to 30 56 MBq (1.5 mCi)
15t0 16 30 MBgq (0.8 mCi) 31to32 59 MBq (1.6 mCi)
1710 18 33 MBq (0.9 mCi) 331034 63 MBq (1.7 mCi)
19 to 20 37 MBq (1 mCi) 35t0 36 67 MBq (1.8 mCi)
21t0 22 41 MBq (1.1 mCi) 37 to 38 70 MBq (1.9 mCi)
23to 24 44 MBq (1.2 mCi) 39 or greater 74 MBq (2 mCi)

B, RO LCEITBIT L 2hHE

LITR B,

IR, RER ORI TO LR TH Y, I TORGRD
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INDHEICORKETDH L,
9.6 #ILIw
2 EOFIEER ORI RBOREEEZZE L, RALOMG I ILEZREFT 22 &,

anfiil RN
KIEOWATCE | 8 USE IN SPECIFIC POPULATIONS
(1982 4) 8.1 Pregnancy

Risk Summary

Available data with technetium Tc 99m succimer use in pregnhant women
are insufficient to evaluate for a drug—associated risk of major
birth defects and miscarriage. Animal reproduction studies with
technetium Tc 99m succimer have not been conducted. Although all
radiopharmaceuticals have the potential to cause fetal harm depending
on the fetal stage of development and the magnitude of the radiation
dose, the radiation exposure to the fetus from technetium Tc 99m

succimer is expected to be low (less than 0.50 mGy) (see Data).

The estimated background risk of major birth defects and miscarriage
for the indicated population is unknown. All pregnancies have a
background risk of birth defects, 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

are 2% to 4% and 15% to 20%, respectively.
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Data

Human Data

No adverse fetal effects of radiation risks have been identified for
diagnostic procedures involving less than 50 mGy, which represents

less than 10mGy fetal doses

8.2 Lactation

Risk Summary

Technetium Tc 99m succimer is present in breast milk. There are no
data on the effects of technetium Tc 99m succimer on the breastfed
infant or the effects on milk production. NEPHROSCAN is used for
imaging in infants with renal disease; exposure to technetium Tc 99m
succimer via breast milk is expected to be lower. Based on clinical
guidelines, exposure of technetium Tc 99m succimer to a breastfed
infant may be minimized by advising a lactating woman to temporarily
discontinue breastfeeding and to pump and discard breast milk for a
minimum of at least 24 hours after administration of Technetium Tc
99m Succimer Injection. The developmental and health benefits of
breastfeeding should be considered along with a mother’ s clinical
need for NEPHROSCAN, any potential adverse effects on the breastfed
child from technetium Tc 99m succimer or from the underlying maternal

condition.

NREEIZRE T S E0H (FDA)

AIOUATLED 19. 7T/NR%E] OHEOFHIFLL TOLEIB0 THY, KEFDA LI1xfRR 5,
AFIZIHB T HHEH EOER

9. FFEDERE AT HEEICHATIEE

9.7 /NR%E

IR A G & LT BRRERBR IS M LT Zeny,

o FLELNE
KEOUWFTCE | 8.4 Pediatric Use
(1982 &) NEPHROSCAN, after radiolabeling with technetium Tc 99m, is indicated

for use as an aid in the scintigraphic evaluation of renal parenchymal
disorders in pediatric patients, including term neonates. Use of
NEPHROSCAN in this age group for this indication is supported by
evidence from effectiveness established in adult studies and data from
published pediatric studies supporting the safety and effectiveness of
weight—based dosing of Technetium Tc 99m Succimer Injection in renal
parenchymal imaging in pediatric patients including term neonates [see

Dosage and Administration (2.3)]
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The recommended amount of radioactivity in pediatric patients, 1.85
MBg/kg (0.05 mCi/kg) with a range of 19 MBq to 74 MBq (0.5 mCi to 2
mCi), is based on published studies that used technetium Tc 99m
succimer for the evaluation of acute pyelonephritis, renal scarring,
and split renal function in pediatric patients [see Dosage and

Administration (2.2)]

Hypersensitivity reactions, including urticaria, rash, pruritus, and
erythema have been reported with the use of technetium Tc 99m succimer
in pediatric patients [see Warnings and Precautions (5.1) and Adverse

Reactions (6)].
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