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S

25 S OB

FDA:Pregnancy Category

C (2004 12 A)
[AMYL NITRITE, INHALANT,
USP (James Alexander

Corporation)]

1. Animal reproduction studies have shown an
adverse effect on the fetus, there are no
adequate and well-controlled studies in
humans, and the benefits from the use of the
drug in pregnat women may be acceptable
despite its potential risks.

2. There are no animal reproduction studies and

no adequate and well-controlled studies in

humans.
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(AMYL NITRITE Pediatric Use - Safety and effectiveness in children have not been established.
INHALANT, USP :

2004 4 12 A

James Alexander
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