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(MIERICBEET B 1EHR (FDA, F— R S U T HEE)
AIICBTAER EoRE TG, Eii,. BHLESE~0&R 5 | OED
FRHEHIILUL T O®BYTHY, K FDA. A —ANTV T EITR AR D,

(ERLDIE] I, ElF. RIABF~OKRS
WA SRR L WD RTREME O H D N ITIT R W] - B % 5 20 1T %
Zl IR o G5B 9L ARSI L TR

FDA:Pregnancy Category C (2013 £ 2 H 2ET)

A —ANZVT 4y HA B3(2017 4 6 H Bl7E)

<BE HEOBME>

FDA:Pregnancy Category
Category C:Adequate, well-controlled human studies are lacking, and
animal studies have shown a risk to the fetus or are lacking as well.
There is a chance of fetal harm if the drug is administered during

pregnancy; but the potential benefits may outweigh the potential risk.

F—ArZVU7 43 %8 (An Australian categorisation of risk of drug use in
pregnancy)
Category 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.

(2)INBRZEIZEHT BEE
AKIZBT2EH LOEBE/NEE~OR G |OHEOFHITLL T 0l
DTHY, KE DM LEICHEKE SWTEHEH LT,

(FRALEDIE] NEE~ADES
FRIZ 2 R O% G IIE, MEICKR S 35628, [HLIR - /NRICH T 5%
AVEFMESL L TV

PRECAUTIONS
KEOTEAT CE Pediatric Use:
(2013 4F 2 H) Safety and effectiveness in infants below the

age of 2 years have not been established.
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