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4.3
6.1

4.4
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—
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25- D
D D

D

1mmol 23

4.5
P450 CYP 3A4

(aldoketoreductase) ( 5.2) CYP
ketoconazole CYP3A4 exemestane

rifampicin ( CYP450 ) 600
rifampicin 25 exemestane exemestane AUC
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54% Cmax 41% Aromasin
CYP3A4 rifampicin ( phenytoin

carbamazepine) (hypericum perforatum )
Aromasin

Aromasin CYP3A4 (therapeutic window)
Aromasin

Aromasin (oestrogen) Aromasin

4.6

Aromasin Aromasin
( 5.3)

exemestane Aromasin

( 4.3 4.4)

4.7
Exemestane

exemestane
/

4.8
25 Aromasin Aromasin

tamoxifen Aromasin
7.4% (22%)

(18%) (16%)

2.8%
(14%) (12%)

( )
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(†) 3/X

Exemestane (Intergroup Exemestane Study ; IES)
30
Aromasin

Exemestane

(N = 2249)

Tamoxifen

(N = 2279)

491 (21.8%) 457 (20.1%)

367 (16.3%) 344 (15.1%)

305 (13.6%) 255 (11.2%)

290 (12.9%) 204 (9.0%)

270 (12.0%) 242 (10.6%)

235 (10.5%) 340 (14.9%)

224 (10.0%) 200 (8.8%)

200 (8.9%) 208 (9.1%)

116 (5.2%) 66 (2.9%)

90 (4.0%) 121 (5.3%)

84 (3.6%) 125 (5.3%)

50 (2.2%) 54 (2.4%)

45 (2.0%) 53 (2.3%)

16 (0.7%) 42 (1.8%)

14 (0.6%) 12 (0.5%)

13 (0.6%) 4 (0.2%)

IES exemestane tamoxifen
4.5% 4.2%

( 9.9% 8.4%) (0.6% 0.2%)
(1.1% 0.7%)

IES exemestane tamoxifen (3.7%
2.1%)

exemestane(N=73)
(N=73) 24 exemestane HDL-

7-9% 1% Exemestane A1(apolipoprotein A1)
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5-6% 0-2% [ LDL
B(apolipoprotein-B) a (lipoprotein-a)]

IES exemestane tamoxifen ( 0.7%
<0.1%) exemestane

( )

/

4.9
Aromasin 800

600 Aromasin

2000 4000 ( /
)

5.
5.1

ATC L02BG06

Exemestane androstenedione

Aromasin 5
10 25 (> 

90%) 25
98%

Exemestane

ACTH Aromasin (cotisol)
(aldosterone) Aromasin

LH FSH
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(IES) 4724
tamoxifen 2 3

3 2 Aromasin ( 25 ) tamoxifen (
20 30 )

IES 52
30 52

2 3 tamoxifen Aromasin
tamoxifen (DFS)

tamoxifen Aromasin 24% (
0.76 p=0.00015)

exemestane tamoxifen

Aromasin ( 0.57 p=0.04158)

exemestane (222 ) tamoxifen
(262 ) 0.85 (log-rank p=0.07362)
exemestane 15% ( ER

HRT bisphosphonates
) exemestane tamoxifen

23% ( 0.77 Wald p=0.0069)

( ) 52
Exemestane

/N (%)
Tamoxifen

/N (%) (95% CI) p *
a

354/2352 (15.1%) 453/2372 (19.1%) 0.76 (0.67-0.88) 0.00015
ER+ 289/2023 (14.3%) 370/2021 (18.3%) 0.75 (0.65-0.88) 0.00030

20/2352 (0.9%) 35/2372 (1.5%) 0.57 (0.33-0.99) 0.04158
ER+ 18/2023 (0.9%) 33 /2021 (1.6%) 0.54 (0.30-0.95) 0.03048

b

289/2352 (12.3%) 373/2372 (15.7%) 0.76 (0.65-0.89) 0.00041
ER+ 232/2023 (11.5%) 305/2021 (15.1%) 0.73 (0.62-0.87) 0.00038

c

248/2352 (10.5%) 297/2372 (12.5%) 0.83 (0.70-0.98) 0.02621
ER+ 194/2023 (9.6%) 242/2021 (12.0%) 0.78 (0.65-0.95) 0.01123

d

222/2352 (9.4%) 262/2372 (11.0%) 0.85 (0.71-1.02) 0.07362
ER+ 178/2023 (8.8%) 211/2021 (10.4%) 0.84 (0.68-1.02) 0.07569
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* Log-rank ER+ =
a

b

c

d

0.83 (log-rank p=0.04250)
17%

IES tamoxifen 2 3 Aromasin
30

Aromasin
tamoxifen ( 4.5% 3.3% p=0.038)

IES 2 Aromasin
33% tamoxifen

Aromasin 54%
(<5 mm)

IES 87
30 87

2 3 tamoxifen exemestane
tamoxifen (DFS)

tamoxifen Aromasin
16% ( 0.84 p=0.002)

exemestane tamoxifen
9

CMF exemestane

tamoxifen

exemestane ( 0.82 p=0.00263)
( 0.85 p=0.02425)

Aromasin
( 0.74 p=0.12983)

tamoxifen (420 ) exemestane (373 )
0.89 (log-rank p=0.08972) exemestane

11% ( ER
HRT bisphosphonates )

tamoxifen exemestane 18% (
0.82 Wald p = 0.0082)
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0.86 (log-rank p=0.04262)
14%

exemestane 2 3 tamoxifen
3 2 (BMD 36

% exemestane -3.37 [ ] -2.96 [ ] tamoxifen
-1.29 [ ] -2.02 [ ]) 24

BMD tamoxifen
BMD (BMD 24 %
exemestane -2.17 [ ] -3.06 [ ] tamoxifen -3.44 [ ] -4.15
[ ])

exemestane tamoxifen (169 [7.3%]
122 [5.2%] p=0.004)

IES 119
30 119

2 3 tamoxifen exemestane
tamoxifen DFS

tamoxifen exemestane 14% 0.86
p=0.00393 exemestane
DFS tamoxifen

Exemestane 0.83 p<0.00152
0.86 p=0.02213 Exemestane

0.75 p=0.10707

exemestane 467
19.9% tamoxifen 510 21.5% 0.91 p=0.15737

exemestane tamoxifen 0.89 log-rank
p=0.07881

ER
HRT bisphosphonates

exemestane tamoxifen 14%
0.86 Wald p=0.0257

tamoxifen exemestane
9.9% 12.4%

119 0 - 163.94 exemestane
30 0 - 40.41 exemestane tamoxifen

169 7.3% 122 5.2% p=0.004
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IES ITT

Exemestane Tamoxifen p
30 34.5

a 213 306 0.69 (95% CI: 0.58-0.82) 0.00003
b 171 262 0.65 (95% CI: 0.54-0.79) <0.00001

8 25 0.32 (95% CI: 0.15-0.72) 0.00340
c 142 204 0.70 (95% CI: 0.56-0.86) 0.00083

d 116 137 0.86 (95% CI: 0.67-1.10) 0.22962
30 52

a 354 453 0.77 (95% CI: 0.67-0.88) 0.00015
b 289 373 0.76 (95% CI: 0.65-0.89) 0.00041

20 35 0.57 (95% CI: 0.33-0.99) 0.04158
c 248 297 0.83 (95% CI: 0.70-0.98) 0.02621

d 222 262 0.85 (95% CI: 0.71-1.02) 0.07362
30 87

a 552 641 0.84 (95% CI: 0.75-0.94) 0.002
b 434 513 0.82 (95% CI: 0.72-0.94) 0.00263

43 58 0.74 (95% CI: 0.50-1.10) 0.12983
c 353 409 0.85 (95% CI: 0.74-0.98) 0.02425

d 373 420 0.89 (95% CI: 0.77-1.02) 0.08972
30 119

a 672 761 0.86 (95% CI: 0.77-0.95) 0.00393
b 517 608 0.83 (95% CI: 0.74-0.93) 0.00152

57 75 0.75 (95% CI: 0.53-1.06) 0.10707
c 411 472 0.86 (95% CI: 0.75-0.98) 0.02213

d 467 510 0.91 (95% CI: 0.81-1.04) 0.15737
CI= IES=Exemestane Intergroup Exemestane Study ITT=
a

b

c

d

tamoxifen
25 Aromasin megestrol acetate

(TTP) (TTF)

5.2

Aromasin exemestane
(first pass effect)

5% 25
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18 ng/ml 40%

Exemestane ca 20,000 ( )
24 90%

Exemestane Exemestane

Exemestane CYP3A4 (methylene)
Exemestane ca

500 / ( )

1% 14 exemestane
(40%)

Aromasin

(CLcr < 30 / ) exemestane
exemestane

exemestane
exemestane

5.3

exemestane
(

)

Exemestane (Ames ) V79
exemestane

exemestane 25
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92
(150 450 mg/kg/

)
(450 

mg/kg/ )
63

exemestane

6.
6.1

(Silica, colloidal hydrated)
(crospovidone) (hypromellose)

(A) [sodium starch glycolate (A)]
(polysorbate)

(polyvinyl alcohol) simeticone
(macrogol)
(methyl-para-hydroxybenzoate) (cetyl esters wax)
(carnauba wax)

(E172) (E171)

6.2

6.3

6.4
30 C

6.5
(Aluminium-PVDC/PVC-PVDC) 2~1000

6.6

Pfizer Italia S.R.L.
Localita Marino Del Tronto, 63100, Ascoli Piceno, Italy

100 42 43

Austria 20210209-2


