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I. MEICEHI HIEH
1. AROEE
AFNL, THxERARZ U ERESRS LT 5T 0~ —PIES] RGBSR TH 5,

[t A 22 88 25mg (778 | 1, RET AT 7 —<Halath (IHRPESEM T
2th) EFEEIRG L UCHB 2RI L, B RUORBITIEER0E, REMRER, EW7FH
MR BR 2 Fhig L, 2012 4 2 A 15 BICKAREZEIE, 20124 6 H 22 HICRFTEZ G L
oo (ERIEH 0331015 % (PR 174 3 4 31 A) 2RSS KGBHIGE

202345 H 1 H, REAT AT 7 —~H St 5 B E T B TSI &R 58 &R
DAEME S, TORBICIRGEA DR ST /3 B INIGHZERE Lz,
2023 4F 5 H 24 HIZHAMGINE <4, HETHRNSHENIRGE 2 BMG LT,

2. HROBEREN - WHZHEE

(1) AENT, =X BARZ BRI ET DT u~ 2 —CHERHREILEBIRRATH 5,

(2) PTP v— NIV vy TF a3 ba—A a7, 18EZ EICEn4, G, 1A 1E18) %
For LTz,

(3) EEEFIIIGE4, AR, #EES, GS1 T —# N \—%m#li LYV Y % /& Th
%o

(4) BERAEWER (BERP) & LT, L, F#EEE, SErgEIshTnsd,



I. &¥#ICEI HIRHE
1. B4
(1) M4
THE A AZ U EE 25mgINIG)
(2) *4%
Exemestane Tab.
(3) AMDHEE
—xA &
2. —fg4
(1) & (4%
X ARXZ L (JAN)
(2) #*4 (4%
Exemestane (JAN)
(3) RT L
7 r~4&—EHEHS : -mestane
3. EEXANTTRERX

4. 3FRRUSFE
317 0 C20H2402
Sy 296.40
5. L4 (GfiK)
(+) -6-Methyleneandrosta-1,4-diene-3,17-dione (IUPAC)
6. {BR4, 4, KBS, B8
Brlza L
7. CASERES
107868-30-4



M. FXE2I<ET 5EE
1. PELEENEE
(1) 48 - K
A~ HAAOHRTH D,
(2) Btk
NN -AFNRNVAT I REORT Ik 77 BT, AZ ) — v XE=% )
—b (95) ([ZRRRITOT K, T = hUMZRRETICLS L, KITIEE A ERIT 20,
(3) WiEt
MBI L
(4) R (OBR) , #K RER
MERR L
(5) BIGEMEETEH
MBI L
(6) HERFEK
MBI L
(7) ZDHhDFE i FIENE
FENEE [l % +282~4300° (BiAMZHE L7~ D 0.25g, =% /—/1(95), 25mL,
100mm)
2. AMHSOEEELTICEITHIREN
MBI L
3. BMAS ORERSERE
PRI A7 S JVIE
BAL AV 7 LABEANEIZ L DB ATV, KD AT L ERBOZRA~T MLt
5 L&, WHEDART MVITFE—EERO & Z AIZFREROTREDOWINZRD 5,
4. BYHSDEEE
Wik~ 777 40—
Meas « SRSMBOE PG
BENH K, 7T =k VLIRIK



V. 8%|ICE8d HIEE

1. #iE
(1) FIORXA, SRR UHER
e TX A AKX BE 25mg NIG |
PR BE~BIKAGBDT 4 v bha—T 4 TEE
NI
EE (mm)
EX (mm) 4.2
B (mg) 103
WA= — F
(PTP) tEX
(2) HEIDOYME

( TIV. 4. BRI OKFSEM TIZBIT D2EME] OHESH)
(8) #Aa—F
( Nv. 1. ) AFEOKR, SMEKLOYER ) OESH)
(4) pH, BBEEH, #E, LE, EHROSRUREL pH 8%
R L
2. HWHDOHERL
(1) BMES (EERS) OEE

e T A AL bE 25mgINIG)

AT

2 2
(1 gE) ¥t A ZH L 25.000mg

JuARE Ry, BEEKS A8, fakre—2, afe RNy, Berrr, X
whny TTVUVR TR TN, To7r 7V a—igr ) oA E7aAe—X, <
7ma—1400, D-~>=kF—/

(2) Fmh

( Tv. 2. (V) Azl GEMER) OER) OEZMR)
(3) £t

R L

3. BEF AXOSEEICHT IER
AL LR



4. HEDBEEHTICETEIRER"

(1) MESER

IEEER (40°C, T5%RH, 6% H) OfEFR, =X A XX 5E25mg INIG) (L@ H O TS
B FIZBWTHEMZETH D Z & BHERI S iz,

SRR FEHE N - 2010/2/11~2011/1/31

OxTFtE A AKX U FE26mg INIG) BRIk oiEpie (PTPEZE+#K5E) ]
HERTEH =N PRAT-HA R
< JHHE > H BH AR IRE 2% A 45 A 65 A
PEIR n=3 S0027
<HO~EIKEBD T 4 )V A S0028 SRy 1 A SRy SRy
a—F LS S0029
et S0027
ik n=3 e A . . .
o A Bo N N
SEATTRIOERENER) | Sooes HE Ea B aa
B S0027
Wl EE = N . . .
HERER HPLO) =8 50028 o o o o
: S0029
" S0027 | 92.4~100.6 91.9~101.2 94.7~102.8 95.9~101.8
PR 0, -
ig%@f(ggéléi S0028 | 93.3~102.8 90.5~103.3 93.4~102.5 94.2~103.4
7, 60% S0029 | 95.0~101.7 85.8~ 99.1 96.5~103.7 92.9~101.4
o S0027 | 99.9:1.0%8 98.6:0.2°%3 97.320.7°3 97.020.573
&8 (%) *2n=3 . . . .
o5 0105008~ S0028 | 97.6+0.3%3 96.7+0.373 96.1+0.5% 96.9+0.27
' D7 S0029 | 98.5+0.6%3 97.4+0.0%3 96.6:0.77 95.8+0.3%3

X1: b U7 bUEBIE - 0.6%LLF, =RFHA MEEGME : 0.5%LL T,

T, ¥IEEDHE : 2.0%LLT
X2 RORRIIKTLEEE (%)

K3 PEIEHEER A (SD)

(2) RBEOREMLR

TR LS DA 2 DFEFIE = 0.2% LA

Ox:F kA AL §E26mg INIG) a2l 40C [HDE, K[UEBEA ]
RERIE H (R AEIIR
<HiHE > BRAGIE 35 /1
[N BHED T LA BHED T LA

<HE~MIKARD T ANV DT —T 1 T HE>

a—7 4 T EE

a—7 4 T EE

WM (%)
<30 47,

60%LL >

84~87

83~84

RAFE (%)

100

99

OxFv A AL $E26mg INIG)  #o)dE 25°C - T5%RH  [HOL, Bk
EC T A7 B
<S> R A 35 /]
[N BHED T LA BHED T LA

<HO~IRAGD T 4V ba—T o TEE>

a—7 4 U EE

a—7 4 U EE

WM (%)
<30 47,

60%LL >

84~87

84~89

APE (%)

100

100




Ox:FARL 4E25mg INIG) #E4dE e [HOt, XEAESG]

ERIEH R &

<JHHE> BH AR IRE 60 I Lx * hr

[ERIN HED T LA DI DICHARE O
<HBA~RAGD 7 4V ha—T 4 THE> a—7 4 7§ HEDT 4V ha—F 4 2 7

WM (%)

<3074y, 60%LL > 84~87 80~84

EEE (%) 100 99

5. ANERUVBHREOREN
ML
6. thFIEDEREEIL (MEILENEIL)
ML
7. BHHE
(1) BHHER
<X RARLZHE 256mg INIG) >
BIEIR L DAY F R SEMERBR T A R T A O ESIEIZ W T (CERR 184 11 H 24 H
AT 1124004 )

BN ESE
EE . AARERS EHREE N WA
[nl#nds N OVRBATE : 50rpm (pH1.2, pH5.0, pH6.8, 7K) , 100rpm (pH5.0)

CHIE]

- pH1.2 (50rpm) TliE, FEHERIFIOSEEEE DY 40% K T 85% 1D 2 T\ T, A
il O P81 HH SRR YE A O SRS R £ 15% O FHIC B o Tz,

- pH5.0 (50rpm) T, FEEAERIFIOFLIGVEHERDY 40% MK X 85% UL D 2 FERIZHBWT, A
i DR HH 2R AR R R D SRR HH SR+ 15% DO #FiHIZ 8 - 72,

- pH6.8 (50rpm) TIiZ, HEERAIOEIGEE N 40% K 85%(TL D 2 Kl N T, K
it O - 2475 HH SRV AR YE R O SRS R £ 15% O FPRIC B o Tz,

- /K (50rpm) TIE, FEHERIKIO IR 40% K O 85% UL D 2 B SIZHBWT, A,
- 241s HH R AR YE R O s R+ 15% O FaPRIC B - Tz,

- pH5.0 (100rpm) T, EAERGFIOFEHEHERD 40% LT 85% T D 2 FEHAIZIHBWT,
AR it O A RAT I SR VR Y B 00 SERA P R £ 15% DR IC 8 o 72,

Bk, ASOUHSE) A BHERA L ol LR, 2T ORBIRICB T (RIEER S0k
WPERRSEERB T A B4 ) OHELECER LTz,




10.

11

12.

13.

14.

(¥ H i)

RO TR SE BE E v

BT (%) pH1.2 (50rpm) BHE (%) pH5.0 (50rpm)
100 | 100
80 80 |
60 60 I
40 | 40
20 | —e— I+ A RH UEE25mg INIG) 20 | —e— I+ A RH U§t25mg NIG)
- o —RERF (GFEH] 25mg) - & —REHF| (FEEl, 25mg)
O LY L L L O L' L L L L
0 30 60 20 0 30 60 20 120
B (9) B (9)
AHE (%) pH6.8 (50rpm) BHE (%) 7K (50rpm)
100 | 100
80 80
60 60 |
40 | 40 |
20 L —e— Tt A X% UEE25mg INIG) 20 | —e— Tt A RH UEE25mg INIG)
- —RERA (FEF, 25mg) - —RERE (FEHF], 25mg)
0 LY L L L L O LY L L L
0 30 60 20 120 0 15 30 45 60
B (9) B (9)
BHE (%) pH5.0 (100rpm)
100 |
80 I
60 I
40 |
20 | —— Lt AXRAZUE25mg NIG]
— & —{ZEMF (GEF, 25
o o = FZHERH (ﬁiﬁJ mg)
0 30 60 90
BRI (5) (n=12)
EMENERE
BN
. BEDOBFDH S OHERERE

K27 v U NRET B U U ARRZ A TRV IRYE, BERAE L, AET 5,

AWRNZDE WX ART MV EHIET D & &, K 248~252nm [ZWUNDIRK % 7~

KEIPOAMS DEES
ks vu~ s777 4—

R« SRANROE R

BEhE - K, 7& b= ULIRK
bl

PAROrAN

BAT 5RO H DM M

M EE e L

RSV ELRSE - HEMEHRTRRCHAT H1ER

FARBAYA
ZDith




V. AEICEET 5EE
1. FEXIEHR
PR 1% FL¥E
2. BERUVHEE
W, BRAICIET=FEARZ L LTC1H 1A 25mg (KA 1858 28%ICEROKZET
Do
3. EREKRTE
(1) BET—421\v45—o
MBI L
(2) EBERME
MERR L
(3) ESRREIBHAER
MBI L
(4) BREMHER
MBI L
(5) BRI
1) BELALETHERGHRER
M EE e L
2) HEEGEAER
MBI L
3) RLMHER
M EE e L
4) BE - WEBANEER
MR L
(6) ampIfsEA
1) SEABERE - FECEARERE AT - SLERTRERKRSER (T IREERKEER)
MBI L
2) BRRBREHL LTREFEORNEXIIRE L -HRBROBE
Y LW



VI. EEREICEET HIEHE

1. EBEZRNICEEHHILEMITLEHH
Lhay—i, 7R baY— &

2. EEEH

(1) R - FRBF
TXEARZANTT v X —EBERAHICREELLL, Tr~vZ—8B0 TBERELE) Th
% 1 HHERTH S,

(2) ENEEMITHEBRAAE
MEERR L

(3) {ERRBRRE - FinbkmE
ZMEE R L



VI. ¥MEIREICRET HIEE

1. mMAREDOHRS - BIEE

(1) AERLENGOLHRE
ZMEE R L

(2) EEmPREDZERRE
(TVIL 1. (8) ERIRFABR CHER SR E ) DS M)

(3) BEREBRTREIN-IHRE"

<X RARZUHE 256mg INIG) >
BREIRIE DAL RSB T A T A VRO S EIZ oW T PRk 18 4F 11 A 24 H
AT 1124004 5)

TXEARAL FE25mg INIG) CEHERIFIZ, /7 a X4 — "—jEickvZEnZEN 16 (=
XEARAHZ L LT 25mg) PARRB LR RIS AE A BERIRE O 5 U C i PR 28 b IR iR
EEHEL, SO e T A —4% (AUC, Cmax) (22T 90%15 #H X E1EIC THE
FHIENT 21T o T2 #5 5, log (0.80) ~log (1.25) DHIFANTH V), iAW) R M) e

T,
50
O I IFEARTUER25mgIN | G
40 ® [ ARAERF| (FEHl. 25mg)

- T +iEERFE. n=16

=

&

by

iy

H

"

1=

0 .«f o b{/ o
0 4 8 24 48 72
® 5% (hr)
Y GR) N T A —4 ]
5 HENT A—H BENRT A—H
(mg) AUCt Cmax Tmax t1/2
(ng-hr/mL) (ng/mL) (hr) (hr)
’IZ A N \/r.1
SRR AATE | 95 | 69.458+21.206 | 27.913417.043 | 1.13:0.83 16.4+6.7
25mg NIG |
AT LA
(541, 25me) 25 72.234+21.956 | 26.219+14.062 1.16+£0.93 15.4+6.8

(Mean+S.D., n=16)

MAEFIREEN NS AUC, Cmax % D/3T A —2 1%, #ERE OIN, (KIROERIRMEIE - I
MEORBREMIC L > TR D RN S 5,

10



(4) Bz
M EE R L
(5) BE - tAEOEE
(VI 7. MEEH] OESR)
(6) BEH (REaL—>3y) BRICKVHBALE-ENERNDEEEER
M ERR L
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PR Lo W, ACIEm ¥ A X & 2 LT1H1[E25mg
(KAILEE) ZEBRBRICBEORS5T 5,
<DAILY MED (USA) , 2023 4F 3 H % >
£ b/ NES|
ey Cipla USA Inc.
R5E4 EXEMESTANE tablet
HITE - B | 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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. BN E T HBRERIRTER

WERICEET HBIMER (F—RX M3 U T 2E)
AN BT 2 EOEREOHDOGEH E A —A M7 U T E TR D,

Drug Name Category
A=A NZ VT DFE exemestane C
(2021 47 4 ARR)

2% TROME

F—A N7 U7 D45FE (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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