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HIGHLIGHTS OF PRESCRIBING NFORMATION
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Anastrozole tablets for oral use
— RECENT MAJOR CHANGES —

nastrozole Tablets

— Rx Only —

anastrozole tablets. Increases in LOL cholesterol have been shown to contribute 1o these
changes.
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FULL PRESCRIBING INFORMATION
1. INDICATIONS AND USAGE
1.1, Adjuvant Treatment
Anastrozole tablets are indicated for adjuvant treatment of postmenopausal women with
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PREGNANCY CATEGORY X [see Contraindications (d.1)]
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14 CUNCAL STUDIES

14.1 Adjuvant Treatm Postmenopausal Wome
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if anastrozole is excreted in human milk. Because many drugs are excreted
milk and because of the tumorigenicty shown for anastrozole in animal studies, or
ihe potental for Seious averse reacons i Arsig s, 3 dediion o be ade

\heler 0 discontnue hursing or 1 discominue the g, @king o account th importance
of the drug to the mather.

al,
ot el Sl R meian Tolowp o1 55 moms.
anasirzoe abets and amovin dd ot Gemonstat ny ety bane uhen comeared v
tamositen in all paients 25 wel a5 in the hormone receplor posiive Subpopulation. This
Soament amy v digorinued from he il Based o cinica and pramacoktc fesuls
from ine ATAC il amosn s not be admistred i Snasroole. Tse¢ Orug
ineractors (71

mographic and other baseline characteristics wiere similar among the three treatment
groups (55 Tae 7).

“Table 7 - Demographic ad Baseline Charateistics for ATAC Trial
oot o e

oasa s Ty

ess requent advarse exprences rsported inpatens eceiving anasrozl ablets 1 mg
infvr Tl 0030 o Tl 0027 were Smia totosereportadforsecon-ing e

Sascd n s 1M Socon- herapy and e csablshed safetyprofleof cen,
the incidences of
in of the therapies because of heir pharmacology were siatistically anayzed. No signiicant
differences were seen between treatment groups.

Table4— Trials 0050 and 0027
o P
Rivee Feaion Roasvare s 1 OB 20y
sl st
a
o

mmmm»mnw -

Ganr s Tl e e coed by sty i i sruts s

astrozole e non-sirida aromatase iion, 1 Sgnfeany

owrs S eSval]Concamyaons an s o SOECHDE S on Fomation of et
corticosteroids or aldosterone.
D\ s

Mean srum eqnentaton of sl wers evalated in ufil Gl doging i it
05,1,3,5,and 10 mg of anastrozole tablets in postmenopausal women with advanced breast
ancet il SUnicant SUpDIOSion of Seru esradlol was san wih l dose. Doso o
0 and gher esued n suppression of mean et concenratons of et 0 e
ower lmit of detecton (3.7 pmolL). The recommended dally dose,
teduced esradol by agvmmma(e\y 70% within 24 hours a
s ofdaly i f Sorum estradiol was maintained for up 10 6 days after
Cobaton a daiy Gosng Wi anasiozleabies 1
he st ofansrzoe bt npremerapasal women with e o daced s
not a significant

:
.
"
¥
5
¥

:

TIThRihh EEEETRE]
eSO TS

WREBBNZEDEANRN BB O
o 6 5 i 1 410 B 5 5o & % M 6 5 5 3 1

uls from the results of the pr
endpons. Thre wers 10 e deshs cauring across eaien groups ofbon s o o
conclusions on overall survival differe
14.3 Second-Line n.-nny in Fosimanopausal Women with Aduanced Breast Cancer who
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0005, 2 predominately European study) in
cancer who had disease pr {
breast cancer. Some of the patients had aiso received previous cyloloxic reatment. Nost

patients were eligile only if they had had a positive response to tamoxifen. Eligble patients
with measurable and non-measurable disease were randomized to receive either a single daily
dose o  mg or 10 mp ofanstozole e o magesrl atate 40 mg four ties 3 Gy. The
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Wnen data from the two controlled trals are pooled, the objective response rates and
‘median times 1o progression and death were similar for patients randomized to anastrozole
tablets 1 mg and megesirol acetate. There is, i this data, no indication that anastrozole tablets
10 mg are superior (0 anastrozole tablets 1 i
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16 HOW SUPPLIED/STORAGE AXD HANDLIG
Theso ablts re supplied i botls of 3 talets (NDC 51991-620-33) and bottes of 1000
hmetsmnc 51991-620-10)

ora
Sorea contoled roam tempeatre, 20-5°C (68-77°)[se USP)
17 PATIENT cnuuszunn INFORMATION
17.1 Pregnar
Pt Should beacised that aastozls abats may cause fta ham.Thy shou lso
be advised that anasrozole tablets are not for use in premenopausal women thereore, i they
become pregnant they should stop taking anastrozole tablets and immediately contact their

7.2 Allergic (Hypersensitivity) Reactions
Patents should be informed of the possibilty of serious allergi reactions with swelling of

he face, lps, tongue and/or 1roat (angoedema) which may cause difficulty in swalloving

andlor breathing and to immediately report ths o thei docto.
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“Patients wih pre-existing ischeic heart disease should be informed that an incrazsed
ineidss ofcardovescuar evrts s baen obsered withanastozl b use compar
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7:480ne Eferts
Patients should be informed that anastrozole tablets lower the level of estrogen. This may

Tead 10.aIoss of the mineral content of bones, which might decrease bone strengih. A possible
consequence sed mineral content of bones is an increase in the risk of fractures
17.5 Cholest

Pllens shouid be nfomed ha an ineased level of cholsterol migh be seen whie
teceinganesr
17,6 Tam

Paens shoud beadvsed e take anastrozole tablets vith Tamoxifen.
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