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YLXEFLLE LT 8mg) &7 v AA—/N—{EIC LV MEERERR DS L CliER D o7
VHREZE L, 55z pEige 7 A —4 (AUC, Cmax) ([Z DWW CHEEHENT 21T -
7o S AUCo-30 } UF Cmax O 5 ELA BB O FEE D 72D 90% 5K X% 1124 10g(0.867)
~10g(0.958) } 1" 10g(0.813)~10g(0.950) THEM LI RIZNEDHENETH 5 10g(0.80)~1og(1.25)
DFHANTH 7= Z &6 WFOEDFHIRFVED MR S i,

AUCo-30 Cmax Tmax Tie
(ng-hr/mL) (ng/mL) (hr) (hr)
BT IVH B 834.8 76.47 4.6 7.6
8mg [HT )] +177.4 +20.28 +1.2 +1.5
UL 918.9 87.25 4.7 7.4
(24, 8mg) +200.6 +23.63 +1.1 +1.5
(mean=*S.D., n=40)
(ng/mL)
140
mm 120
;{E —— HUTFHILA G 8mg [HTH)
i 100 TTT . s SRAERIK] (SEA], 8 mg)
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> 40
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E 20
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DEFHANTH 7= Z &6 WFOAEDFRIRFEVED MR S i,
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(ng-hr/mL) (ng/mL) (hr) (hr)
BT YA B 1165.4 101.47 4.9 8.5
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(mean=*S.D., n=40)
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mm 120 f
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2,886 iDL H J7 7 L &2 PR FEREAE A2 I T M ARl IRE TR REFEEE (AST

(GOT). ALT (GPT)). BHHESRRIE (2 L7 F =2, BUN), M7 /L7 I fEK
OVEIMEDOHBEL o THNE DI VT T A AR, XA 4T, T8
U7 4 L OB Z R Lok R, IFEESRE (AST (GOT) fE>40 Xix ALT (GPT)
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PR L
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PR L

(4) HEEEER

<HUTHILE bk g - dng THTH >
AR L

<AVTHILE EE8mg - 12mg THTHL >
0.09 (/hr)
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ANRH S, S BT CYP2C9 12 L 0 IEEVEAGEY M-THISARE S5 23, RiEMES
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~OEBIIDINEEZOND,
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AR L
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MiFE# Y 7 LMMEN ERTHZEBHD
DTEET D &,

RENDOT Vv RAT v 25 Wikl
JHIC L0 BV o AEFEEVE R 3 He 9k
THZEITLD,

= FERIET  BICBEEEEDH S
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UVF o7 LREICERETDHI L,
(#E<)

23




Sy

(

VI

&)
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BEMIKAE : BIEREKIEN HODOND Z LB HDHD T, B2 +oIATV, B
D LN A G AR IE L, WURLEEZITH Z L,

HEREARARIE « AP, k. CK (CPK) L& PR RPFIA 7 me s bi%
R & T D BB ARIE DS o LoD Z &N HD T, BIEE 31TV, 2D LD
RGEIITELICEREZTIE L, EURLEEZTTO 2 &,

MIE MRS « JEE Ik, PPORINEE, Mol X s EL O MEMHENH 5 bhd
ZENRHDHDOT, 2O LD G EICI3ERE 2L L, BB RV A OFE% O
OB 21T S Z &,

B . RIPENH DD Z ENnH D BERBIRFETOERE TH DRIV D
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EEND ODONEEIITREG 2L, BWYRAEZITO 2L,

)
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(5) EREA, AfHE. BEERUFHOARESRIORFRRTUAE
BB L

(6) EM7 LILF—IIxdd 5 FERUVRERE
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I L7258, BEbicEGE2 kT2 &,

R N OSRENC T v V4T v o v M BIREETRI UL T v AT v v
FERPRLEA A2 B 5 S B CHAmAE, B - FraER o e, B oK
JE. BAE, @A U U AN, BHEDORARKLOFEAKBDIEC L D EH SN D
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(2) WEHRT 2 ATREMED & 2 LM 53 2 5B 12iE. ARIOE GRS, (RO f 5%
HEZRE L CARAIB G- O MBI B EICRE L, 168 EOF RN Gt L[R2 &
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1.
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HTHNE Y xR TFOULKE, KESTRERESNL TV,

2. BB HERZIEFR

KEDEMIGE (2012 43 H)

Pregnancy

Pregnancy Category D

Use of drugs that act on the renin-angiotensin system during the second and third
trimesters of pregnancy reduces fetal renal function and increases fetal and neonatal
morbidity and death. Resulting oligohydramnios can be associated with fetal lung
hypoplasia and skeletal deformations. Potential neonatal adverse effects include skull
hypoplasia, anuria, hypotension, renal failure, and death. When pregnancy is detected.
discontinue ATACAND as soon as possible. These adverse outcomes are usually associated
with use of these drugs in the second and third trimester of pregnancy. Most epidemiologic
studies examining fetal abnormalities after exposure to antihypertensive use in the first
trimester have not distinguished drugs affecting the renin-angiotensin system from other
antihypertensive agents. Appropriate management of maternal hypertension during
pregnancy is important to optimize outcomes for both mother and fetus.

In the unusual case that there is no appropriate alternative to therapy with drugs affecting
the renin-angiotensin system for a particular patient, apprise the mother of the potential
risk to the fetus. Perform serial ultrasound examinations to assess the intra-amniotic
environment. If oligohydramnios is observed., discontinue ATACAND, unless it is
considered lifesaving for the mother. Fetal testing may be appropriate, based on the week
of pregnancy.

Patients and physicians should be aware, however, thatoligohydramnios may not appear
until after the fetus has sustained irreversible injury. Closely observe infants with histories
of in utero exposure to ATACAND for hypotension, oliguria, and hyperkalemia. [see USE
IN SPECIFIC POPULATIONS (8. 4)]
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