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D : There is positive evidence of human fetal risk based on adverse reaction
data from investigational or marketing experience or studies in humans,
BUT the potential benefits from the use of the drug in pregnant women may
be acceptable despite its potential risks (for example, if the drug is
needed in a life-threatening situation or serious disease for which safer
drugs cannot be used or are ineffective)

F—=A ST U T OG5

D : Drugs which have caused, are suspected to have caused or may be expected
to cause, an increased incidence of human fetal malformations or
irreversible damage. These drugs may also have adverse pharmacological

effects. Accompanying texts should be consulted for further details.

TAmr TRV
74
FDA : Pregnancy Category C (2011 %)
F—=ANZ VT O
(Australian categorisation system for prescribing C (2017 #2)
medicines in pregnancy)

2% SO
FDA :

C : 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 pregnant women may be acceptable
despite its potential risks. OR animal studies have not been conducted
and there are no adequate and well-controlled in humans.

F—=ARNZ VT DB

C : Drugs which, owing to their pharmacological effects, have caused or may
be suspected of causing, harmful effects on the human fetus or neonate
without causing malformations. These effects may be reversible.

Accompanying texts should be consulted for further details
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