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FDA : Pregnancy Category C (2009 11 A)
A=A KT VT D5

(Australian categorisation system for prescribing medicines in pregnancy.)

B3 (8 February 2013)

2E R OME
FDA : Pregnancy Category
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 There are no animal reproduction studies

and no adequate and well-controlled studies in humans

F—X ST D57%E : (An Australian categorisation of risk of drug use in pregnancy)

B3 : 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 shown evidence of an increased occurrence of fetal damage, the

significance of which is considered uncertain in human.




X i &

Z O OBEEEH
LR L




	表紙
	目 次
	Ⅰ．概要に関する項目
	Ⅱ．名称に関する項目
	Ⅲ．有効成分に関する項目
	Ⅳ．製剤に関する項目
	Ｖ．治療に関する項目
	Ⅵ．薬効薬理に関する項目
	Ⅶ．薬物動態に関する項目
	Ⅷ．安全性（使用上の注意等）に関する項目
	Ⅸ．非臨床試験に関する項目
	Ⅹ．管理的事項に関する項目
	ⅩⅠ．文 献
	ⅩⅡ ．参考資料
	ⅩⅢ ．備 考



