2024 £ 9 AKET (5 8 hiv)
BARERRSTERS : 874291

E X & 4 Vv %3 FE 12— 27 #4# — A
HBAFREERESD IF S2EESE 2018 (2019 EFHAR) ITHEM L THER

7 a3 4 —CHEEH. ARG ILEARA
IXEARR VR
IXtARH U 25mg INIG]
Exemestane Tablets
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Motz BOROIFIL, ERMERERRGHEME (LUN, PMDA) OERHEERMIERRBEO—
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IF& (X
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I. BEICEYTSEE

1. FAROEE
AFNL., THXERARZ L ERDRS LT 57 u~ 2 —PIHER HREILBIEERThH 5,

[t 22K 88 26mg (78] (X, RAT AT 7 —~ RSt (IHRPEEEM T3NS 236
HAARE L, B K OREBR L Z R E, EMRER, AW PNRSMRBRE FM L, 201242 H 15
AR A S, 2012 45 6 A 22 AICIRGEZBAA L7, (EAFEE 0331015 5 PRk 17 42 3 A 31
H) 123D & AEHEE)

2023 4E5 H 1 B, RAT AT 7 —< K& 5 A E TR TR RS RS IR T &GRS &k S
N, FOBICIRIEA DR T ZTT /3B INIGHIZAERE L,
2023 4F 5 A 24 HIZEEMUEL 4, HIE TSN IRGE & Blds LT,

2. HA0BRFHETE

(1) AANLX, =X BARZ 2RI LT 57 v~ 2 —EREA PAREABIEEATH 5,

(2) ERARAIEME LT, TR, IFERERS, BEARESh TS, (VL 8. (1) HKRZREIEM &
HIER ) DIHZM)

3. BRORFFENE
(1) PTP > — b, By Far ba— L TW1IEIZ LIRS 4., 8. 1T H 1R 18] 28R,
(2) E2EFIIARGEL . AR, USRS, GS1 T — X NN—%2 @ LU VEY ¥ V& Th D,

4, EEFEFERAICEAL CTRAMT NS

R I B 5 G b

S 1 KT | A b BRE
RMP piz

EMO U 2 RMEER » L |

IR ST B b

Sl A F 71 o i

AR 1 oD g T T S pili3

5. RRBEHRURE - ERALOFIREER
(1) RB&EH

Y L
(2) i - EALOFIREIR

A L7

6. RMP D=
LR



I. &WICEYTSER

1. B5EA
(1) M4
THEARHZ HE 25mg [NIG)
(2) ¥4
Exemestane Tablets
(3) &/FMDHERE
—RA LY

2. —i4
(1) M& (WwAE)
=X ARXZ L (JAN)
(2) #4 (WaE)
Exemestane (JAN, INN)
(3) RT L (stem)
7 u~ & —EAEA . -mestane

3. EEXANETRERX
feP

4. HFRRUDFE
52 1 Co0Ha4002
S1E : 296.40

5. 8 (MLiE) XEXE
b4 (+) -6-Methyleneandrosta-1,4-diene-3,17-dione (IUPAC)

6. {BER4A. fl4a. BE. BEHES
W7 . EXE



. HHEP BT SHER

1. YE{LFHER

(1) 9 - 1R
AE~HABROMAKTH D,
(2) Bfafk

NNTZAFNLVENLT I REOT RZ7 8 Fa 77 CETed <, A% =1 T4 7 —/n (95)
WIZRREITRT K, 7T = M IZRORETIZS L, KIZIFEAEBE TR,
(3) WiEtE
MUERR L
(4) AR (SRR, K. BER
Pl v/
(5) BRIGEBEMTEHR
MUERR L
(6) DERE
MUERR L
(7) TOMDERRIEE
MERR L
FESE [al 3 +282~+300° (BAMICHE L7t d 0.25g, =% /—/ (95). 25mL. 100mm)

2. AMESORMERTISH T BRER
AR L

3. AMMSOHRBHERE. ERE
(1) TSRk
HRARIL A2 S VRIEE
FALH U U DEEFIEIC XD RRZTV, KEOARY BV ERBOBMART MV & T 5 &
& WHEDANRZ VTR O & 2 AHIZFEROBE ORI 278D %,
(2) EHE
Bk vu~ s77 74—
frthes © SRR R R
BB : K, 7 b= RV VIRIR



V. RAICEIYSIEE

1. FIR
(1) FEORXZ

T4 ha—T 0 U TEE
(2) RAOHBERUHER

W 7e 4 TX A AKX BE 25mg [NIG)
&, - FI HE~MIKBEEBD 7 4 Vv Na—T ¢ T §E
B : 6.0mm
NI @ JEX : 4.2mm
' EH& : 103mg
R = — K
(PTP) L Bx

(3) #Aa—F

(Mv. 1. (2) WAOHMEKOMER] DEHSH)
(4) RFEOYE

(MV. 6. BAIOEFELIETICBIT HLEM] OHEBM)
(5) £

A Lg

2. HEIDOHER
(1) A% GEERS) OEERUVHNA
724 XA RAXHE 25mg [NIG]
CEID%) 18 =% XA 2% 25.000mg
J U ARE R, BEEBKTAB, Mt rn—2 afe R, BFs o,
WA ATT VU~ TR T L T T a—AikrF ) TA TR AR — A
~v /7 mr=a—)L 400, D-v = F—)L

(2) BREFORE
BRI L

(3) BE
MR L

. BBEREROHERRUVEE
FPAROSA

L]
BRI

. BAT BTHRIEDH SN
AR L




6. REDEEEHTICHEITIREMR"

(1) TR

BRI : 2010/2/11~2011/1/31

OxF¥t A AKX FE25mg [NIG )

ni#ERER  40°C -

75%RH [Hi&alitpre (PTPEEE +KA) |

BRI H =N PRAF I
<HIE > s EELELSS 2 5 H 4 5 H 6 %A
PR n=3 S0027
< Af~IR GO 7 4 LA | S0028 e ST W W
a—F ¢ U EE> S0029
o S0027
Fei B n=3 . . . .
AT | 0028 S e e e
S0029
ot e B S0027
,\@Eﬁ5ﬁ<(£fl;0> 2=3 | 50028 e e fRa fRa
S0029
VSHIME (%) n=18 S0027 | 92.4~100.6 91.9~101.2 94.7~102.8 95.9~101.8
<304y, GO%LLE> S0028| 93.3~102.8 90.5~103.3 93.4~102.5 94.2~103.4
S0029 | 95.0~101.7 85.8~ 99.1 96.5~103.7 92.9~101.4
B (%) *2ne3 S0027 99.9i1.0%3 98.6i0.2%3 97.3i0.7%3 97.0i0.5%3
© 95.0~105.0% > S0028 97.6i0.3%3 96.7i0.3%3 96.1i0.5>f3 96.9i0.2>f3
’ ' S0029| 98.5+0.6%3 97.4+0.0%3 96.6+0.7%3 95.8+0.3%3
#1: MUY M ORERBRWE  0.5%L T, =ARX A MEEGWE : 0.5%LL T, LS ol # Oz ME -
0.2%LA T, #MBEEWE @ 2.0%LL T
X2 RAERICHTIEHEFE (%)
%3 EHE IEYERZE (S.D.)

(2) fEadLREOLEN

OxFxE AL L HE2bmg INIG)  Mwide 40°C [, KEA &
PERH RAFHIT
<HE> AR 5 7 1
RN
<EEa~HIKEED REDT (L5 DT 4 /-
TANBA—T (TS AT A TG a—F (U TEE
VM (%)
<3047, 60%LL 1> 84~87 83~84
i (%) 100 99
O %t ARY L 4i25mg NIG)  MEas 25°C - T5%RH  DEE. BiAL]
HEBRER Az
<R > AR 5 7 1
TRIN
< Ffa~ K E 0 HEDT 5 HEDT b
T4 BT—T 4L ThES D=7 4 T a—F 4 VbR
B (%)
<3047, 60%LA > 84~87 84~89
BAFE (%) 100 100




Ox=FkE ARZ EE25mg INIG)  #|ELE gt [Bob. [UERL]
PR IE H RGO B
< HIHK > BH AR RE 60 /7 Lx * hr
PER . .
DT 4V N HO
. HED7 1) b e SR A O

T4V a—TF 4 T EE>

a—7 4 U TEE

HEDT 4V ha—F 4 T EE

EHEE (%)
<3047, 60%LL >

84~87

80~84

ErE (%)

100

99

7. REERUVBERROREN
AL

8. FILDEAELL (MEILFMEIL)
A L

9. BHtE

(1) ¥R

<EXB A AKX B 25mg INIG) >
BRI O LY FHIRENRBR T A R 7 A4 VEO—HEEIZOWT (CERk 18411 H 24 H  HKE5E
R 1124004 5)

AR SR
EE . AARERS  EHERRE SRk
[Al#R%E K OFABRIE © 50rpm (pH1.2. pH5.0. pH6.8. 7k). 100rpm (pH5.0)

CHIE]

- pH1.2 (50rpm) TiX, FEAERLAIO VR 40% K% OF 85% T D 2 BEAIZ BT, AL D)
Vs HH SR AT VE R D SRS R £ 15% DEFHIZ & - 72,

- pH5.0 (50rpm) TliE, FEUERIFI D FEAEHEN 40% K O 85% LD 2 FESIZEBW T, AfhD
P HH =R AR VERUA O SRS HH R £ 16% D #IFHIZ & - 72,

- pH6.8 (50rpm) TiL, FEAERLA|O IR 40% & Y 85% T D 2 BEAIZI VT, RO
T H SR I IAE AR R O SRS =R = 16% D FAPHIZ 8 - T2

- /K (50rpm) TlE, FEHERAIO IR RN 40% MK Y 85% (T D 2 FEAIZHB W T, AL D B
RV VE R O S PR 2R = 15% D FEFAI & > 72,

- pH5.0 (100rpm) TIE, FEAERE|OFLEIEHZD 40% K% O 85% (UL D 2 FESIZEBW T, ARELDF
VI SR AT E R oD SRS HH 2R £ 15% D FEFHIC & - T,

PLE, RSO HEE 2 EAERIA (7 o~ U8 26mg) &l L2, & ToRBRRIicB VT 1
PRI DA ZLHIRI SRR T A KT A > ) OHEEMEICES L,



(Vs H h )

FEHE (%) pH1.2 (50rpm) R (%) pH5.0 (50rpm)
100 100 r
80 80 r
60 | 60
40 40
a0 | —— T F A5 5i25mg TNIG] 20 | —— I F 1% 2% #H25mg TNIG]
- = = 707 /5E25mg - & = 707 /Ei25mg
0 L! L 1 1 0 L! 1 1 1 1
0 30 60 90 0 30 60 120
BERE (530 BEfE (530
EHRE (%) pHE.8 (50rpm) EHE (%) 2k (50rpm)
100 100
a0 80
60 60
a0 | a0 |
00 | —e— IH AR VE25mg TNIG) 20 | —e— LF A% E25mg TNIG]
- = 707 /H25mg - =707 EE25mg
D LY L L L 1 O L{ L L 1 L
0 30 60 120 0 15 30 60
B (4 BERE (430
ELE (%) pH5.0 (100rpm)
100 +
80 |
60 |
40 |
20 L — T F A 2R F25mg TNIG]
- o = 707 /8E25mg
0 L‘ L 1 1
0 30 60 90
BERl (530
(n=12)
10. F&H - F

(1) FEHFREGRE - AF. MILRELGER - ARICHT SFR
LR

(2) A%k
28 #% [14 88 (PTP) x2]. 140§ [14 £ (PTP) X10]
(3) PHBE

L7

(4) BROME
PTP : Bt WR Vb e =7 4 Vb, T =0 L8
| =R N R = I il PN AP PN

1. FRRHESIHZEHME
B R L

12. 04
LR L



V. ARICEYSEE

1. BREXIEHER
PRS2 FLI%

2. PDEEXEHRICEHET HFE
FEEIN TR

3. HiERUVHAE
(1) RZERUVHAEOHEH

WE L, A=A XX L LTC1H 1M 2mg ZAB%ICKRAOKET 5,
(2) RZERUVHAEORERE - B

MR L

4. AERUVAERICEEYT 5FE
BRE I TV

5. ERERALAE

(1) BERT—E21Rvr—o
MR L

(2) ERARFRESR
Y EE R L

(3) RERERREER
BRI L

(4) HREEAISLER

1) AYHEREEHER
ME R L

2) REMRR
B R L

(5) BFE - WEAER
B R L

(6) BRHIER

1) ERARERE (—REARERE. FECARERE. ERARBLERRAE). RERTERT SR
—RARE. RERFTRERABRORE
ME R L

2) ABFUHLLTERPENOABTRIIREL-HE - HBROME
LR

(7) Z0ftk
ML



VI. EMEBICEYTSEE

1. EEZNICEEHSILEDITILEMEH
7 u <X —YLEH
HE  BEEOD LAY OREE - RS, BFORMNCEELSRT DL,

2. ¥BEER
(1) {ERERL - VEFBFF
18.1.1 7RI 4 —HHEEH
TXERRAZET v R v E T A Nl Ul ERT AMECTH LT u~ 2 —E 2 IR
PAETHZ LIk, M= ba M U REAMGIL, =X bl AREME O FUE OB A LE
S 3)0
1) in vivo iRER
ERME T Kb filgT v MW T, ZX AR X ORRBROEGIIIIRT o~ & —€
TEME A BRI S, 20 EDsofiiX 3.7mg/kg ThH -7,
2) in vitro iRBR
TXERARAZ L, MOAT A RERRBRIITIEZEAEREL 5257, Tavy—t
IR ARTEE L L2,
(2) EDZERMIT SRR
MUERR L
(3) {ERARINFAE - FribE
MMERR L



VI

1.

EVBEICEYSEE

iR EDHTS
(1) ARLEDGOSRE
MR L
(2) BREBRTHRBSA-OPRE
16.1.1 EPF MR F1EHER
BIRIEIR L DA LRV ENERBR T A BT A VDO —EWIEICOWNT (CERR 184E 11 A 24 B 3K
BRI 1124004 =)
TXEARZ UBE25mg INIG) &7~ U8 26mg &, 7 0 A4 —_"—iElc k) 2R Eh 1 8
(=¥t RARH L LT 25mg) PARBEERE A L MEICHE R BLERR M B G- U CIi e R 28 (LA
ZRE L, SFoN-EYERE T 2 —4% (AUC, Cmax) (22T 90%(EHE X WA CHEEHERIT %2
To7=4ER, log (0.80) ~log (1.25) O#PHNTH V., WHIOEMZNRGEENHER S 25,
50 -
B o ZF+AAY /8 25mg [NIG]
40+ e TUwi A 25mg
T £ R FE. n=16

I%EPRE (ng/mL)

o
¥ 5B M (hr)
S ENRE T X — 42
&5 & AUCo-72 Cmax Tmax T2
(mg) (ng * hr/mL) (ng/mL) (hr) (hr)
ITXBARAH GE 95 69.458 27.913 1.13 16.4
25mg NIG) +21.296 +17.043 +0.83 +6.7
Ty Ui 72.234 26.219 1.16 15.4
25mg %5 +21.956 +14.062 +0.93 +6.8

CF) AR HER 2, n=16)
MR NS AUC, Cmax 500/ 7 A — & (3, #ERHE ORI DL + IRe 55 03Bk
KK > TERRDLREMEND D,

(3) HhEE
MR L
(4) BS - ftAFEORE
(Tvii. 7. MRAEAEH] OHEZH)

10



2. EMEERN/NTA—4
(1) A&
BAEN-TE0/N8
(2) UGEREER
AR L
(3) HAEEEH
AR L
(4) VUYFSVR
BAEN-TE/a8
(5) PHEK
AR L
(6) Tt
AR L

3. BEE (KE2L—>a>) @i
(1) MRAFH®
U L
(2) K5 A—S EHER
MR L

4. R
MR L

5. 9

(1) Ii&-kxESFE@EE
Pl v/
(2) miE-RAEEIFEBYE
(TVIl. 6. (5) iEtw) OHESM)
(3) Ait~oBiTiE
(TVIl. 6. (6) #=Fhw) DOESH)
(4) HE~NOBITHE
Pl v/
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<DailyMed (USA), 2023 4 3 A&k >

E 4 K]

ey Cipla USA Inc.

IR 7E4 EXEMESTANE tablet

I - Bk | 25mg

INDICATIONS AND USAGE

1.1 Adjuvant Treatment of Postmenopausal Women

Exemestane tablets, USP are indicated for adjuvant treatment of postmenopausal women with
estrogen-receptor positive early breast cancer who have received two to three years of tamoxifen
and are switched to exemestane tablets, USP for completion of a total of five consecutive years of

adjuvant hormonal therapy.

1.2 Advanced Breast Cancer in Postmenopausal Women
Exemestane tablets, USP are indicated for the treatment of advanced breast cancer in
postmenopausal women whose disease has progressed following tamoxifen therapy.

DOSAGE AND ADMINISTRATION
2.1 Recommended Dose
The recommended dose of exemestane tablet in early and advanced breast cancer is one 25 mg
tablet once daily after a meal.

+ adjuvant treatment of postmenopausal women with estrogen-receptor positive early breast
cancer who have received two to three years of tamoxifen and are switched to exemestane
tablets for completion of a total of five consecutive years of adjuvant hormonal therapy.

+ the treatment of advanced breast cancer in postmenopausal women whose disease has

progressed following tamoxifen therapy.

2.2 Dose Modifications

Concomitant use of strong CYP 3A4 inducers decreases exemestane exposure. For patients
receiving exemestane tablets with a strong CYP 3A4 inducer such as rifampicin or phenytoin, the
recommended dose of exemestane tablet is 50 mg once daily after a meal.
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Drug Name Category
A=A NZ VT OHIE exemestane C
(2021 4F 4 AKER)

BE O
F—A NZ U7 D545 (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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