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FDA : Pregnancy Category B (2011 %)
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(Australian categorisation system for prescribing Bl (2015%4F)
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& O E

FDA :
B:

Animal reproduction studies have failed to demonstrate a risk to the fetus
and there are no adequate and well-controlled studies in humans, AND the
benefits from the use of the drug in pregnant women may be acceptable
despite its potential risks. OR animal studies have not been conducted

and there are no adequate and well-controlled studies in humans.

F—ANZ U T DhH

Bl:

Drugs which have been taken by only a limited number of pregnant women
and women of childbearing age, without an increase in the frequency of
malformation or other direct or indirect harmful effects on the human
fetus having been observed

Studies in animals have not shown evidence of an increased occurrence of

fetal damage.
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