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(3) RTL
N7 Y —NLR7T r~&—EHEI : -rozole
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(1) R - FRBF
T A Ra Y — U id5E ) CERA e U 7 —/L Al (Aromatase Inhibitor) TH 5,
L ha Yy — L LR, CYP19 OALIIHAM, FRMICHEAET D, 7TA MY —1% 1
H11[E], 28 Hififi L CHRET DL, &FOT v a7 oiFEFE L, A& 1mg TiX 96.7%
WO+ 5, MxTTrFA by —nid, K& ER (=X har v v % —) GHEEEIC
BT, FRFTOEEFRCSZ T 5,
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MERR L

(2) EEmPREDZERRE
( TVIL 1. (3) EEARHBR CHEGR SN -IFIRE] OHESMR)
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B EI S O AW ERR SRR T A BT A O—ERSIEICSW T (CFRk 18 4F 11 H 24 H
FERFARE 1124004 7))

TFARa Y —LEE Imgl HIE T L OMERERIFZ, 7o A4 —_R—kIZ L ZnEi 1 6

(7 F A r Y —/& LT 1mg) MRE RS A MR R O # G L CiiEh 7 ) 2
ha Y —VREZREL, Fon-EyEiE 7 2 —4% (AUC, Cmax) (22T 90%(5#E
X VR THEFHIRNT 21T - 7245 8, 10g(0.80)~10og(1.25)DHFIFANTH v, A D AWy =-H[F]
EVED MR S LT

CRYE AR /N T A — 4 ]

HENRT A—H BENRT A=K
AUCt Cmax Tmax t1/2
(ng-hr/mL) (ng/mL) (hr) (hr)

T A Ru Y —)LEE
Imgl HET ]
FEHERLA
(#£A4l, 1mg)

1022.45+216.18 26.7250+4.1301 1.15+0.37 41.98+10.30

1019.88+219.68 26.6300+4.0329 1.08+0.29 42.30+10.10

(1 gg# 5, MeantS.D., n=20)
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<DAILYMED (USA) , 2023 4 5 H >

4 K

s Avet Pharmaceuticals Inc

W7es ANASTROZOLE- anastrozole tablets tablet
K - Bk | 1mg

INDICATIONS AND USAGE

1.1 Adjuvant Treatment
Anastrozole is indicated for adjuvant treatment of postmenopausal women with hormone
receptor-positive early breast cancer.

1.2 First-Line Treatment
Anastrozole is indicated for the first-line treatment of postmenopausal women with hormone
receptor-positive or hormone receptor unknown locally advanced or metastatic breast cancer.

1.3 Second-Line Treatment

Anastrozole is indicated for the treatment of advanced breast cancer in postmenopausal women
with disease progression following tamoxifen therapy. Patients with ER-negative disease and
patients who did not respond to previous tamoxifen therapy rarely responded to anastrozole.

DOSAGE AND ADMINISTRATION

2.1 Recommended Dose

The dose of anastrozole is one 1 mg tablet taken once a day. For patients with advanced breast
cancer, anastrozole tablets should be continued until tumor progression.Anastrozole tablets can be
taken with or without food.

For adjuvant treatment of early breast cancer in postmenopausal women, the optimal duration of
therapy is unknown. In the ATAC trial, anastrozole was administered for five years.

No dosage adjustment is necessary for patients with renal impairment or for elderly patients.

2.2 Patients with Hepatic Impairment
No changes in dose are recommended for patients with mild-to-moderate hepatic impairment.
Anastrozole tablets have not been studied in patients with severe hepatic impairment.
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Drug Name Category
F—A N7 VT DL anastrozole C
(2021 4 4 H#%R)

BE PO
F—A N7 U T D455 (An Australian categorization of risk of drug use in pregnancy)
Category C :
Drugs which, owing to their pharmacological effects, have caused or may be
suspected of causing, harmful effects on the human fetus or neonate without

causing malformations. These effects may be reversible. Accompanying texts should

be consulted for further details.
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