&) VIATRIS

% 20234E 11 ATET (451050)

SR IRATE

7OV 42 —EREX/BAREILEAES
IxEARZ 8%

BARERRDEES
874291

SR — Iq;tngyﬁzsmngTRSJ

EXEMESTANE Tablets

i) EE - EMSEOLTEI LYY L

[ &S | 22300AMX00870 |
[ mEmm | 200600 |

2. B (ROBEICBERELEWVWI L)

2.1 R SUIHEIR L T B T REIE O & 2 0t [9.52: /]
2.2 #5lam [9.62M]

2.3 RHNOBIR LBBHE DAL E D & % B

3. #HRE - MR
3.1 #m%
Wi5E 44 I¥ERAAY v§E25mg [VTRS]

R B 5 138 TF¥FEAAF 2 25.00mg

D-v Y= b=V il VO = A T Ty 7)) I VR ) T A
JUARE Ry, e7aA20—A, RYLC= V7 La—L (FE51F
M) . IXT F FVEEFE A F OV, E) Y bR— 180, R
TAW ATTYYERY T ATy A 37 0T L6000, AR,
R~ 7 A AL WAL 2L v oNa

& m #

3.2 BHOMERK

. LASIA . .
G — Ml — 8 o 9%
o] T AT
I ARY U @ Q O M40 FHa~fK
25mg [VTRS] R = T WL
6.2mm 3.9mm 100mg

4. BEERIIHHR
FAfE 1R ILER

6. HERUAE
WH. BACIE TR A Ay b L TCLHLN25mg % £ 1Rk
542,

8. EELEKRER

8.1 KANTRNEVFRERTH ) . DAIKT DHWRELEIZOWT
537 ik - RERA RO O b LT AFND & HIBEAE L) &
ENDEEHIIOWTORFHT LI L,

8.2 KANIKRM 7 U~y —LEMET LI LI L) EEDRE IS
5bDTHY, HHERMEKREZHT LMREHOEZE TR TS
y—ERHETLIHRENT I THL EFHEINDL L, LTI
FERT OB CTIAHRRA W L 2 FE LT, MRaRE I L
fEHLZWZ &,

8.3 KA DHEGIZL - T, BMBRE, BRI IR T RHDT,
HREEOFREL EHICBET L 2L E L,

8.4 AFIOMMIZ X IR, IR, M) ) RUDIWAHES
THEY, O L) RIERDD 6. WMERIERC HEEOER L S
Hawd ) +EEET A L,

9. BENEREHTHBEICHTIEE

9.2 BREEEEEE

9.2.1 EENERENH 5EH
RHNOELOEFEEEE B 2 RIML &I IE & L 2R
TR L Tz,

9.3 FHEEREERE

9.3.1 EEOHEENH 58%H
RHNOELONFIEEEH BT 2 RINL &I #E & L 72K
TR L Tz,

9.5 17
T IR L C W 2 W RBED & 2 EIZ 135 LA T & KA
T, MBEROBEEZNRET L7720, WTHISHT 2% I3HES N
TWARVY, HIRNOHEGOZEEIZ OV TIRROHAYT D 5. B)
Wbk (7 v &) T, ik, RN R, WIEE O HI

B CHAF IR R B DA HFED HINT W %o F 7B 5EER (7 4 F) T,
TEE. WR B OB K U A EOE T EDO 5N T b LA
Ui X 2 B SR < i idile S hTidvz v, KHlo
TR LR LT\ 2 1T REPED & 2 2RI 50 2 BRI #E5RIS 70
o [2.1ZH]
9.6 BIlw

B Lawnz e, KANL, MREROBEZNRET L2720, KILFIZ
M LEGIIEE SN TR WY, BIUmANOHEG-OLZEMIZDONT
FROHMEN D %o EFEE (T2 ) THHPNORITSRO LN
T 2%o RFNOIZFLH O BT 2 BRI e [2.22H]

10. HHER
10.2 HAER (BHRICEET S L)
A BFRAEAR - B i B - el T

A b A A AHOBRA WS S D0 | AF OBEIEFIELA PO
BT D %o FURBHEEICL DT

570,

1. BMER
WROBWER DS H 5D EDH LD T, BlEL LT, BE
PR SN A3 G 2 Pk 5 7% L) R LB 4T Sk,

1.1 EXEENER

11.1.1 FF CHEERH) . FFBEERES GHEAN) . BE GEHEARY)
JF%5. AST. ALT. Al-P. y-GTP% o 5 % £ fFik kR &,
WERHOLDONDL DD D,

1.2 ZOfDEIER

5%DLE 0.1~B%%ii R
WS | i, HFv LU (), B, | ik
WEEE, 5505 ().
A GE) L 505 2 A%,
AR
HifLa Tl SCRORER. IR . W,
BRI, © Lok
WL AU,
A (LB |
Ffi
B WERBESH . AP RS
KR S5 B ). MO | k5, 205
AL
AR B A R, RHUE. 55
R, POEPEIER
R IE i, IR
W3 S, PTG, B
R B, RBAERY
AR AIE (FE) i, #T
Zofi EThL Y | RS, R | B
(). 5L, PRME, Wi
R, SR

14. WALEDZE

141 EHIZFEOEE
PTPEZEDOIEFNIPTPY — b2 bW L CTIRHIT 5 L) 8T 52
Lo PTPY — MORRIRIZ LD . TGS AIAS AR A~FIA L, #HIZ
2L E B L CHERIA S OmE LR AIHEL BT 22 L 0B b,

15. ZOMOEE

15.2 FEERPRAAER (CE D < B3k
245 A O~ AP AFEERBRICBW T, BHE (150mg/kg/H) .
F R (450mg/kg/H) CHEREL 33\ CHTHIFBR AT K OSITHA 3%
SR FHADPBD SN T2, HEOEAERTERIEDISED



FRAPHEONT, TNSOFERIE~Y T AR RS O TH HHRED
H e MIBU B IRRM 2 Z et OBEITERWEZEZ HN D,

16. ZEYEHRE
16.1 Mg
16.1.1 HAAOBHKGIEEE IZ ¥ 2 2 ¥ »25mg% 1 H 1A EHS L 72
& &L tmaxl32.01 £ 1. 35K ), Craxl327.4+16.6ng/mL. AUCIZ115* 76ng -
h/mL. #&EHDt121320.2+11. TR TH - 72,
H AN\ 0 PR f B i N A PR VBl OS RO %5 (0.5~50mg) %0 -
Xt AT Y OCuax X CAUCITHRILBINTH - 72177
16.1.2 A FHRSEMHRER
I¥ v R AY LE25mg [VTRS) & 70~ »4i25mgh, 7 0 AL —/N—
FICE ) ZNEN1E (TFt AR % v L LT25mg) 655 Al O Bt ik
TSI CHE IO S LTI h e 2 A8 ViBEATIEL. 155
N7 HE AL/ ST X — % (AUC, Cmas) 122> T0%IEHEIX B 12 THEFTHR
W47 o 72455, log (0.80) ~log (1.25) OHIBANTH V. Wil DL
H R SEEATRERR S ey
MR T F & A A5~ OFEYERE ST X — 5

ST A= 5

BHINT A=Y

AUC: Cinax Trnax Tz
(ng * hr/mL) (ng/mL) (hr) (hr)
2
TREARS VG 21.81+8.57 13.04+6.08 0.75+0.28 2.08%0.71

25mg [VTRS]
THuYY  EE25mg | 23.63%£10.06

14.33+7.85 0.96+0.68 1.77+0.74

(P3gfl + MR 2, n=31)

MEEFTF L X A5~ OWRIEHR

25 7

20 —o— Tt A A% V§E25mg[ VTRS)
---0--- 7 U U 25mg

15 A PIgfi + FLER . n=31

M3 FE (ng/mL)

12 72
FEEH] (hr)

MAE PN ONICAUC, Coad 00785 A — #13, #WERE OFIR, A5 OFRIL
5 - RS O BERSA I & > THRA B WRENED D 5o
16.2 DRI
16.2.1 REOFE

I¥ v R AY v 25megk ARHEERELYE (WORA) ICHIREES L7, Cna
KO AUCO I MHIL 22T G- R 2 25% M 1839% 5 L 727,
16.3 2
16.3.1 HBRRE

MEPES v M ICMC-TF b A A ¥ v Img/kg® HAE OIS L2, idiseidm
FRHC IR BP0 A Ly KER S DML CH5-121 8 5 W IX6IRE 1 e iU g
MR R R U720 BFHE. BN VR R % B\ 72 o A & O RO RE D TH S
RN TH o729,
16.3.2 BAIR - AR ITM:

RS v MIUC-T % & 2 2% v #RBOHES L2 Bo e, hik % i
LGB o A L 722
16.3.3 EBMEAE

TR DI % IV 720 vitrol2 BT B X2 A 2 ¥ » OB GEIE
H196%TH > 720 MAEAEIIL FMET7 VT I v RO o -EUEESE &
ES Ay (WAl
16.4 3

UC-ZF kA R F v OFERHFEEILCYP3AAIZ L 56620 2 F L v DRl
LLAET7IVER-7 FRITEEICLDITNOF XV DORITTH Y. ZOHBIN
IR IA TSI & ) it s s,
CYP3A4IHERITH 57 + a3 — v (FOFNLEINKAKRE) & O b5 (B
K NIRRT SR SR) ICBWT, Tt AR v OEY BRI EEILR
DHNT, CYPIAFEKTHLY 77 v ¥y v L ofAHKS (Wok NHE%
TR R) 12BVWT, TF L AZAY Y DCra k. FAUCIEHEIZILT L7
S, MR A f Oy (A PO Y ALVT 2 — b)) EEOKTEICIILEH)
RO SN o 727,

16.5 HEttt
16.5.1 MCIERE L 72 =% & A R ¥ ¥ % PR OSME N I2 #5574, 168
M F CTORSRED IR P R O # v o BARHEM 13 2 242 + 3% I 10M42 + 6%
THo 72 RHFICRENE L LT SN BIE 5 EO1%RECTH - 728,
16.5.2 IR OHE T Z v MIUC-T ¥ X 2 ¥ ¥ Img/kgZ %G L 72tk
DFLIT BT BB R (L G- PRORE [ CIR s iR 2 7R L 72 FREICHE L 72 i
S pE L s 2 L 6B R DI I FLIT TR O D EIRIE E R T L O
D, [FRERIER T LY,
16.6 HENEER4HT58E
16.6.1 BHEREEEERECH T 2HNENRE
PEEE LI EE O BKEREERE BCRAORBEBRIE, 2L T7F=v 2
7 Z ¥ A <60mL/min/1.73m?) 1ZL¥F & X A ¥ > 25mgk HAEITH% S L 7=
HOAUCKE. Wk Ao IR BRIERCHEIZ B 2 AUCOHK2~31ETdH - 729,
16.6.2 FFSEEREZEREICH T 216RERE
PSRRI EEONRRREREEESE (Fok AOPIR#LM. Child-Pugh/ T
BIZC) I2-F L X R ¥ »25mg#k KRS L 72D AUCIE. BRKAD
PRI LRI B 5 AUCD#2~3ETH - 727,

17. ERPRRLIE
17.1 A RORLMICEET 255k
17.1.1 ERERFRZRER
8 THHRERIC BWC, PR Rl (8K, BAE2561) Zxtfe LT,
It AAY V$ED0.5~50mg/H T TOHEIZBIT B2V OF ) 094
M= A b a s EEEHIER) 2 MET L 7oA R IR AR 2 i
T A O EEOMT AR Sz, B THIERERICB VT, kR
AHEE (10mg. 25mg&3661) ZxRE LT, ¥t AR5 v EOHNE
RO E o b BRIERAEORELHAMA BRIFRIIBWTEE
FEE VWL OD2mgD i AN0mgL V- Tzl b lhsb, TFE AR
Y VORISR L L C25mg/ A & BIRL 720 RVE 2 REMEGN G
5 5 25mghE O FRMHIZ26.1% (6/23) T - 722310,
1712 Ty 78
B AR BT, BT A b o s AT oo B e 7L FR 5 3311 % %
KLELTIFEARAY VEOFENER OLEEPHET SNz, B, Rl
M THEIG S MR OB (No.120002/% UFNo.010) #5FDFHH %
MERRT A2 Ex HINE L TERS oY,

e Hk K R
SO (No.042) (No.120002) (No.010)
E RS 24.2% 28.1% 23.4%
(Z2hB1/FHAMB1) (8/33) (36/128) (32/137)
EWINCH % &A% 39.4% 46.9% 47 4%
(ZRh ) + RIINCHI/FH 1) (13/33) (60/128) (65/137)

D) RHINC : 2438 DL ONCHHt

17.1.3 B ERRAER (FLHERR)

K197 E2s s L 72 % it AR IC B W T, FEF 7 2 VICER) &
%o 2R OMETIIE T 5 T & X A Y U EEOPIEEL R R N4k
. WEEEA 7 A b u—)b (160mg/H @ EINARAKR) #rf 3 e LML
7o PUEBIEIC BT, BRTIRIBEHICAEEZ IO N L7200
D, TXEARY VEEOZREFFILL5.0% (55/366) TH Y . FEEE A7 A b1 —
VHEIX12.4% (507403) TH o7z BHINCEEOHMFEIZFLARAS T
37.4%., FEEEA 7" A P H =)V T34.6%TH o720 EHIZTFELRARY V5D
IRBSEITE TOMIM., BREES T COMM R OEETMIZ. BEEE X A b
O— Vi R LA RICER LY,

17.1.4 BHEERER (TR mBEE)

WV CHEM L 72 2 ik kM S mERILERBRIC BV T, Y A 7 OfRwiL
FEOLENRAS BRI (14780) %, T¥ & X 25 UHEEGRE (1361) 7Tk
REE (7401) 12E D AT, B%E (Bone Mineral Density) (25 -2 5 528
OERE, Catkeiat Lz B50IR : 24E0, BEREMRE @ HEH) . #%
GEBOTF v XA R Y VSR O e - KBS SR B 2 5% E QLT
BRI ZNEN-2.17%, -2.72%TH V). 77 R EIZ-1.84%. -1.48%
(p=0.568. p=0.024) TdHo7zc HEPIZABIDTFEL, 1T T F LA R Y
VR SRE, 3N T TR ETH 572, 72, HDL-I L AF O —)LidL ¥
Y XAy G (6-9%IKT) Tk, 7T REE (1-2%H0) (kL.
A (p<0.01) WET L7225 MOIRE/ ST 2 — 5 ROEERER/ST A — %
TIEM BRI ZETRD SN o 721,



18. ZEmhzkE

18.1 {EFA#F

18.1.1 7O~V 4 —EHEER
IFELRAAY T Y ROy Y 2T A MOy VBRSO ETHLT Y
Y —XRIEMHFEMICHET L2212 & ), M A ~ady ez #H L.
TA by RO I ORGE % ES 51010,

(1) in vivosB&
EBIMGE TS F raEVilEs v MoBW T, TFt X257 0N
LAduE 7 v~ & — Bt K2 S, 2 OEDsofii 133, 7Tmg/
kg Tdh - 7219,

(2) in vitrosXB&
IXEARY VG, MOAT O FEBRBERICIZITZLEALEEYG5 252
L, Tavy —EEERYICREELL 27,

18.2 MEEHIE
DMBAZEF T v MG (BRRZETL) IS L3 A A% v 2 H6H., 481
FEOFEG L 7o, Img/kg/ H LU oo & CHES O3l % A 2 FHE L 729,

18.3 T X hO4 > MHIER

18.3.1 HEBILETF FFa EVillies v MIB VT, TF: L X A% v OHE
5L D MEP LA b5 V4 — VB IAEERGENIET L. Z2DEDn
fiE1323.8mg/kgTdH - 7219

18.3.2 B AABEZ I L X Lt A A Y v 265mgh MHKEI RS T52 L1250,
M FIMEFR LA sy (ZA M I9F =, TAMBYROPTA MO
YANT z—N) REIMET L0,

19. BRRSCEET 2 E{LZMIFR

—fEAHE - X2 X A% >~ (Exemestane)

b4 (+)-6-methyleneandrosta-1,4-diene-3, 17-dione

43130 CaoH20:z

g 296.40

K A~ EOMKRTH 5.
NN-JAFIVEVATIFRET M RO 7T IZETRT, A8 ) —
WRLY 7 =)l (95) IZRRETFRT T P2 Y VIZRRETFIZ L,
KIZIZE A LHET 2,

(== >rs- v

CH: 0

22. A
283t [14%¢ (PTP) x2]
140%¢ [14%¢ (PTP) %10]

23. EEXH

1) PARBRIVEERICBIT 2HWEE (7T~ v5E: 2002.7.5/K:2, W&
FEZEAN 3.1.2. ~.3.2.1.1v)

2) ST AL i &AL 2002029 (7) ¢ 1179-1187

3) ZIRE NI S AbREE. 2002029 (7) ¢ 1189-1197

4)  HAER AN FRSEEREE (Z¥ v X A Y L §E25mg [VTRS))

5) R - MR GEES) (Tu~ s o$E 0 2002.7. 5K, G RHE
FAN2.21.0. 2231, ~N.2.4.4)

6) EEMAE (TuvY U 2002.7. 5K, HEEEMEN.2.2.4)

7) R (Tu~ Y 82002, 7 5K HEFEEEZEAN 2.3..3.2.1.vi. N\ 4)

8) MEHEAICBIF 2 BB Gy —4) (Tu~ Y vEE:2002.7. 5K, H
FHERMREAN.3.2.1. 1)

9) Jannuzzo MG, et al. : Cancer Chemother Pharmacol. 2004 ; 53 (6) :
475-481

10) HHEBIEIIT 2 5 LA, 2002 029 (7) © 1199-1209

11) JENFT A ¢ AL, 2002 5 29 (7) @ 1211-1221

12) S UIRIEIC BT 55 TAERER (YT —%) (Tu~ v 2002.7.5
TR, HREERHEE . 1.3)

13) Kvinnaland S,et al. : Eur J Cancer. 2000 : 36 (8) : 976-982

14) Kaufmann M, et al. : J Clin Oncol. 2000 : 18 (7) : 1399-1411

15) Lonning PE,et al. : J Clin Oncol. 2005 ; 23 (22) : 5126-5137

16) FEHIEH 2T 288 EHET (o viveo) (Tu~ > Ui
2002.7 542, WAHFEREZE R .1.2)

=

Nds

17) FERMER W2 B4 238 ERETE (n vito) (7o~ Vi
2002.7.57K58. HIRTERIEEF . 1.3)

HHEEH W% BT a8 FUBSAMR (70~ w8 2002.7.57K
P HEEREE A LD

FRREER  FRR LOBFMME - 2otk T — ¥ OB Z NS 2 RRRBR
A R TAERER (FIN) (7 a~ 3 w88 2002.7.55K72, HIGE &R
h.1.4)

24, XEEKRERVEVEDESE
VAT Y ABEEMR A AT AN T A= a U
T105-0001 HHHBHEXE / M5T B11725
7 =84 % 0120-419-043

2. WEWERES
% 26.1 SEEERFETT
J14T7RIR - NIV TP ERSH
SEREEER/FI5TE1 1825
26.2 HR5ET
17N AREGA S

RREEXE/FISTE11E25

18

=z

19

=

009



