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3. BERXXIFTRMER

F3CO

STNHQ

N

4. »FXRUODF=E
712 0 CHF,N,08
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(1) B A R MR
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(2) ZE Mo REETHERR -
TERERR A 112V V> — L BE S0mg [ X 1 §E % ZSfEIRF B[R 0 ¢ 5 L 72355 O Tmax
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AW [ PR R ©
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AKEEHICHEREA®RE LT, MR I LY — GREMK) EEZRE L, &bk
HEWENRE T A — 2 &34 L 75 R, WiFIo> Cmax L O8N AUC, ,, DXHIEHT — % % T
FHAE U7 i A O SEEE DO 72D 90% E X ML, EhE 4 log (0.8026) ~ log (1.1293)
KN log (0.8967) ~ log (0.9925) THY, WIFNbHA KT 4 OREUETH D log (0.80)
~log (1.25) O#PEANTH 7=, LLEDOFER IV, FERILA] & EEHERA] XA 0912 [R5
ThdEHEL],

<HRWEHRE /N T A —H >

U v —)VEE S0mg [ % ) PEvERLA (8241, 50mg)
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KB T HEH EoEE T, FElm, BlmE~ORE ] OHEOFLHIFLLTDO LB Th
D, KFDA, A—A T VT LT ERD,

(65 EoE] i, M, BmE~0®&KE
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FDA : Pregnancy Category C (20124F 11 A) *!

F—ANZ7 U T DGFE B3 (2016 411 ) *2

% 1.DailyMed [RILUTEK - riluzole tablet, film coated (sanofi—aventis U.S. LLC), 2012 4 11 H & 7T <https://
dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=e49d207d-8e32-4183-94ba-cd264f124090> (2016 4= 12 H 2
H7Y Z7EA)1LD

k2. Prescribing medicines in pregnancy database(Australian Government)<https://www.tga.gov.au/hp/medicines —
pregnancy.htm> (2016 45 12 H 2 H7 7 & X)) LV

% PO

FDA : C
Animal studies have shown an adverse effect and there are no adequate and well-controlled studies
in pregnant women. OR no animal studies have been conducted and there are no adequate and
well-controlled studies in pregnant women.

F—=ABMZ7 VT D5 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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