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XI. 3&EH
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1) MEm~OH 5T SiSME R FDA, A—2A b7 U 7 45504)
AINZIBT D LOVER Hilths, P, AW E~ORE ] OHEOTLEITILUTO®EY TH 5,

[BEH EoiEE]  (Fhs, PER. RILEE~OHRT)

(1) FEfS « IR SUTIEAR LT 2 ATREMED & 2 far N IR, TR _ LA ISR fait 2 EF 5
EHIWr SN DG AICOAREETH L,
VAR OFGAZBES 5 2 ENETHESL L TH7R, ]

(2) A AT DOIRWA~DOEREITRET D Z EREFE LD, R fGTHET 5581
RIEBETSEDL L,
(R A~BAT T 2 2 e i ShTi by, BiAERICEREZE ZSBthrdH 5, |

t i 73 e

FDA : Pregnancy Category C (2010%:8H)

A=A 7 VT D5

(An Australian categorisation of risk of drug use in pregnancy) B3 (200742H)

2% RO

FDA : Pregnancy Category

C : Animal reproduction studies have shown an adverse effect on the fetus and there
are no adequate and well-controlled studies in humans, but potential benefits may
warrant use of the drug in pregnant women despite potential risks.

F—A N7 U T D45%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 humans.
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