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0~1 MR | 2~4 B[] 6~8 ] | 23~25 ]

5.1+1.3 5.0+1.2 5.0+11.0 4.4+0.8
(22) (14) (18) (18)

& 9.2+5.0 5.6+3.6 7.1+4.5 5.5+3.9
(18) (14) (18) (18)

JF -l 13.0+t4.4 | 12.9+4.4 | 10.9+3.7 | 8.6+2.8
(18) (14) (18) (18)

fED 9 3.8+1.5 2.7+1.4 2.4%1.0 2.9%0.5
(4) (9) (6) (4)
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(13) (14) (18) (18)
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W IR £ (mGy /37MBq)

B > 5 0.67
B e 1.26

Jiti 0.41
H R IR 0.96
i 0.32
IR B 0.13
B (Gm) 0.19
B Bk 0.85

Jii 0.25
T 0. 24
OB 0.09
N 0. 44
PN A 0.67
K T8 0. 56
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2. BOZE T HERIRIRER

PRI B3 2 iEAME
AARDOEA CFD 19.5 60w , 19.6 &3] OEOTLEIILL T D LBV TH Y, FDA CRERMTC
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9 . \EDEREAT LEECHETLIER
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NGRS OHRKETH L,
9.6 FILim
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FDA - CREAS 3CE O RL#H)
8.1 Pregnancy
Risk Summary
Limited available data with technetium Tc 99m exametazime use in pregnant women are
insufficient to inform any drug associated risks for major birth defects and miscarriage
Technetium Tc 99m exametazime is transferred across the placenta [see Data]. Animal
reproduction studies with technetium Tc 99m exametazime 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 Tc 99m exametazime administration to a pregnant woman, inform the patient about
the potential for adverse pregnancy outcomes based on the radiation dose from technetium

Tc 99m exametazime and the gestational timing of exposure.

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
Data

Human Data

Limited published literature describes Tc 99m exametazime crossing the placental barrier
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and visualization of radioactivity in the fetal liver. No adverse fetal effects or
radiation—related risks have been identified for diagnostic procedures involving less than

50 mGy, which represents less than 10 mGy fetal doses

8.2 Lactation

Risk Summary

There are limited data available in the scientific literature on the presence of technetium
Tc 99m exametazime in human milk. There are no data available regarding the effects of
technetium Tc 99m exametazime on the breastfed infant or on milk production. Exposure of
technetium Tc 99m exametazime to a breast fed infant can be minimized by temporary
discontinuation of breastfeeding [see Clinical Considerations]. The developmental and
health benefits of breastfeeding should be considered along with the mother’ s clinical
need for Ceretec and any potential adverse effects on the breastfed child from Ceretec 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 after the administration of technetium Tc 99m exametazime injection
or technetium Tc 99m exametazime—labeled leukocytes for 12 to 24 hours, where the duration
corresponds to the typical range of administered activity, 259 MBq to 925 MBq (7mCi to
25 mCi).

/NREEIZET % Rtk
HARDIRASLED 19. 7 /W] OHEDOTERITILL T O LIV TH Y, FDACKEIRMICE) & I13RR S,
AFNZIBT HEH LR
9. EDEREATLEEICHET HIEER
9.7 /NS
N RS & U BB M L T2,

FDA CRE ¥ 3CE O L)
8.4 Pediatric Use
Ceretec is indicated for use in pediatric patients from 2 to 17 years of age for leukocyte
labelled scintigraphy and brain scintigraphy. The use of Ceretec for leukocyte labelled
scintigraphy and brain scintigraphy is supported by extrapolation from clinical
effectiveness in adults. The safety and dosing recommendations are based on clinical
experience.
Safety and effectiveness in pediatric patients less than 2 years of age have not been

established

5] i< A S R 1

AARDEASCED 19.8 Hilfnd | OHEOTHEITLLTDO LIBD TH Y, FDACKEIRMSCE) L I1TRR 5,
AFUNZH T HEH EoEE

9. [ EDY RAEAT HBEICHTLIER

9.8 g
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FDA  CKEA 3CE DO FRL)
8.5 Geriatric Use
Clinical studies of Ceretec did not include sufficient numbers of subjects aged 65 and
over to determine whether they respond differently from younger subjects. Other reported
clinical experience has not identified differences in responses between the elderly and
younger patients. In general, dose selection for an elderly patient should be cautious,
usually starting at the low end of the dosing range, reflecting the greater frequency of
decreased hepatic, renal or cardiac function, and of concomitant disease or other drug

therapy.
(2018 4E 9 A I )
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