20238 AUET (1K)

B - BRRE
BN © 35

70Ov9—CiEEA

BAEEE R =
874291, 872529
RS HR7ERRA
22700AMX00378000 2015%F 6 A

L OV —ILiE

LY =) 2.5mg [JG)

Letrozole Tablets

B, GRS
E)ER-EMEOLTRICLDHERT LI L

2. B2 (ROBEICEFBRS LBV E)
(GhagstiEm)
2.1 IR SUIIER L C WA AREHE D H 51 [9.4. 9.5 SHR]

2.2 \AMR9.6 ]

2.3 RFIDRR R UBEIEDOBHERED » 5 B

(EFERBIEREIC ST 2 AR . S EIBMEIISRAEIREE(C
BIF2HINFEFR. FERTETIEICS T S HEERFER)

2.4 WEEE O MigERMREBOBE FERPELT 2B8Z1)
H5.119.1.1, 11.1.5 BH]

3. 8K - IR
3.1 #HRE
N AR .
HR7E (1 g RAnAEl
LAY, ERELlo—Z, bYER

Loy AVTFTSY T Ty T) a -V

4 2.om vhay—)L | NUTL, BEEKTSAB ATTY Y

”chg 2.5mg B3I A, EFaXu—X, v

o I—)L 6000, BfkF& . ZILT.
HEZT@EE. HLFoNay

3.2 EFIDMIR

i & - Al kxS ER | O
FH = (AT
Lhay—) (
EREEOT 1))\
ﬁ[zjgjng Ld—F 4 VTEE JG G09
[EXES B HE
6.lmm 3.2mm 103mg

4. MEEX SR
ORffRilE
O&fbrEBIER(C 331 5 FAERINEERR
OZ ERMEIIREIREFICH 1T D HEINFEF
OFREETHEEICS T B HEINES

5. MEENIFHRICEHET BiFR

(ESEMBNEREIC ST B FREIRENE. SHIMUINRAERSECSIF
SHNFER. FEETATEICS IS HEREF)

51 RAIOKRESOERIZ, BERV/S— N F —DOBEZ 731217
Sz ETHIIT B Lo [EEMENEALNED 5N 2HEEPHE
HRANRE 70 M 25 T SUIEIR ISR TEY) 722 7B AR O & (5 O IR ik
IKAEG LB EIC3AR 2 HRE Lanl & £/, FRIERAE
BTN, BIEHEET. &7977F VIMER O FEEIHEK

ERIEGED RO SNBE . ARBOBREELTHI &,

6. AERURASE

(EREERIE
EE. BAICIZL hOY—LE LT 1 H 1E 2.5mg #EO%
59%,

(ETERBIEREIC S (T 2 FREMIIERFR. 2 RIRIEINRIERTEICST
SHINFAER. FEETATEICS S B HIREER)
EE, LhoYy—)L&ELTIHLME2.5mg % AZEKH3IHE
75 5 HEREO®RET 2. T RPBESNLZVEEIR. K
LD 1 Bl 58% Smg ICHETZ 5,

7. BERUBEICEET FE

(SEAIEINRFEIRBEC BT DHINFAEFR. ERTBAREICS(T5HE
DREESR)

7.1 KEZRAWESHEZEVR LT Lo 2RI BN
WIEAICIE. BEOFERELEE L. BREARA AW/ EHE
EREORTOTIE AL EERHBEE LSOO 258 %
EZEITAHE,

8. EERLREARNEE

(GhggdtaE)

8.1 &% . HFEWV., FNIMEREIEI A ENFHZD T, KA
S BEFEICE. BEHEOERSEERE O BHERET S8
ICIERSER L,

(EARREI=

8.2 REIOEEIC L - T. BHERE, BRI L0
T, BEEZOBREZEHNICBEET A ENET LU,

8.3 RANINDWEIERITH Y . NAICKT 2EYEEICONT
TR HHRERBEE2EOEMOL & T KN X B IHEHE)
LHENHBEICOVWTOAMEFT S &,

8.4 AFNIT Uy —YRBEET S LICIVIHBENRZFHET
5HDTHY. ERLINEMELEF T HHAEMAEORE T
7UvY —PEEETAIVREIA TS THDETEENS
L BOICHRRTAEOBRE CIERARES VW L 2ZE L
T, FHRIEAEBOBRE I ULERLZ W &

(EFEHBIERE(C BT 2RISR, SR EINRAEIRBEC BT
ZHNER. ERTRAREICS T D HEINEER)

8.5 AANX. NEREICHD 2 HEEFEBROH A EMO L & TF
HAd52&. RAREICLD FREIND Y AT ROFRITANE
JERIZOWT, 6P COBEICHAZITY &,

8.6 ARAIZFAWAIEREICKD . INEBFRIBERENH 5D
NBZERHHDT, KH D5 BEOBREKTHRLEDD 2L
EHYFNTRBEHB I, LT ) 7%2E L. I
BB REERBEO IR ERD 6 NIZBE I IX B 2 L@ 21T
AT &, [8.7. 9.1.1, 11.1.5 H&]

- BEOHRER (FESR. TIEmREER. B, BES%)
- B R E RN
- BEERESICX B INEER

8.7 BEIINLTIZ. 6P UBHLTOEZHAT S &, [8.64
9.1.1. 11.1.5 =H&]

- SIBEGARREEERS D SN ENHHD T, BEER
(FEEERRE. FAEZRESERE. BD. JERS) LAals AEEm
MROSNTBEICIIES ICEMEICHEKT 5 &,

- ZERMINREREICB T 2 NGB RECRRANHEARITICES
T ABENEERICARA W EE . INEBFHFEOKBRE L
TEREROTTREESH 2 Z Lo

9. HEDERZEIHEREICHTIIR

9.1 GIHIE - BIEEFNSG 2 2E

9.1.1 FARUKEDEIEEZD—K CISTEISERIRU XD
BLERHSNDEE
KAl W AEGE 21T 256, FAIORSORAIHRICDONT
13 REIDPMEEEEDOHKR ) A7 2HBINSEL5E2EREL
THIEg 22 &o B BRAMKICK > THMBERED ) X

3B BT LICEBT AL, 2.4, 8.6, 8.7, 11.1.5 &
f&l



9.2 BiEEEESEE

9.2.1 EEDEBEEEE
EEOBEBERELZNRE UBRRBIZERL T2,

9.3 FFisEERESERE

9.3.1 EEDIHKEEEESEE
EEOHKEREREE2NRE LLBERZBIZEREL Tk
WV, [16.6.1 =f#]

9.4 &JEREZE T &

(EFEMHBIERIC & 17 2 FENERE. ZEIMIREREIREFIC ST
ZHUNEER. FERRNATIEICS (T DHEIRFER)
FIRMA OB S 2B T 2720, LTOMNEETS &,
9.5 2]

- KA SBAE R OCWREHOBRERIITRL ThWiEnWI &%
ERIT AT &,

- ZERAMEINEAEERICB 1 2 PR N CRERHEAREICB
FAHENEERICBVW TR, BEIC. KFIRSHDLELED ]
7 AR OB RIS ER AR 2 AT RS S E. N0 AE
mrBERTLH L,

9.5 1FiF
FRIER L TV ARREEEOH A ZHEICIEIHRE L a W &,
BB W, EISH & U TIIRRT N IR IS AH] % &5 &
NIBETHEZEISREZHELZEOREDNH S, BYE
B (Zy ) icB0TIE. BREFECROESESE (F—24K0E
R OHEAES) NI HEEESBEESIN TS, /2. F)
MEE (v ) TREANOBITIEDSN TS, [2.1. 9.4
]

9.6 1Z7LIF
EHHOLEARZBE LEWT &, RUEBTHETHEEIE
BAEBTSEDL &, BMER (T ) THHBITHER
LENTW5, /o, BMER (T ) TRAMICKA % B8
MNCRE Lz5E. OBEROEEEMVERSHEES LTV
%, [2.2 BHE]

9.8 EHEE
—fRICERE CIHAEEBESERNLTBY., BEE S 5 b1
9,

10. #HE1ER
KA. FFR#EBESE CYP3A4 KU CYP2A6 TR#EIS N B DT,
REROEMEICHE L2 RITTHEAEMHAT 255I0EERLT
#5952 &, CYP3A4 K1 CYP2A6 iEME % FHET 2 #H|,
Y% CYP3A4 KU CYP2A6 I & - TRETS N 2K & OOt
&0, BEIORBAHEES NINFEEDS FRET 2 ATREEDH
%, F7-. CYP3A4 2FHET AL OMAICKD . KEDOMR
HAEES NP EESERT RS H 5. —FF. KA,
CYP2A6 OIHEEHAEZET A &6, AEHZTRESN M
DEAOMAEEL FRSEAHHHEEDIH 5.

10.2 HAEEE HRAISEETS L)

HH| BRFRREMR - S5 1%

(2.1,

WP - falRE T

CYP2A6 # [HE T 5
A
ANFYLUE

ARA| O I g LA
TRHAREED D2,

A NFH L EDOEFH]
& CYP2AG6 J&EMH: % [HE
THIELD, KE DR
HEHET 2,

CYP3A4 2 HET %
A
7V — LR EEA
(rrarvy—i., «
RS IFY = Y

A O Mg EE S LA
THIREED D 2,

7V - VRIMBEEAS
DAL CYP3AS W&
REETSHELD K
RloOR#EIHET 2,

V77 oy UE

OREFARSICE D,
AHID AUC 749 40%
BT L7 EORE D
53,

727 L SHEARAI 2
T 50 ROEB RO
(RS

a5V L) s
CYP3A4 # FE T 2 KAIOMABESETIC h 5 © FE A &
A THAREED B %o CYP3A4 #5584 5 C
YEFT TV KEETEFT T 20| EI2&D ., KFIORHE 2

fE#d %,

11. EWEH
ROBWERBH S bNBZENHHDOT. BEETFITITV,
FEENPRD 5N HEIII G & PILT 50 O 2 0B %17
HT &,

11.1 EXBEIER

11.1.1 MHRTE. S|IRE (W3 N SEEERE)
FHEERRE, ROEZE. BIARIUAGIE. MARHEEIRA. DHFESH
5bNAHZENDH B,

11.1.2 DR, BDEE (WIH b SEERE)

11.1.3 FrERERRE. BB (LI N LHEEARH)
AST. ALT OF L\ ERE2 M5 FRERSES. HEFH5bN
HTEDNDH B,

11.1.4 hEB4REIEFEAE (Toxic Epidermal Necrolysis: TEN) .
ZRATR (VI N EEAR)

11.1.5 SNELBRIFIMAEIRSE (SHEERHH)
KA ZRAVZAERRICE D JIREA, FIESE. NEBR
R K. MK, PRIREEE & A S I ERRISEREER S 5 5
b ENHY ., IR, IR, NEE, Ekz
SUMBEERIE. MKE, BLA2ENrR0oNL2I 055,
ARAR S5 IR R REE R SR SN2 HE I, BE
FEICIS U OBt A B 21T 5 C & o B2 O U7 B 5 o 1 B
PROLENTH/BAICIE, ARSECHEULLEZIT L.
[2.4, 8.6\ 8.7, 9.1.1 &H]

11.2 Z0fthDEIER

S%LLE SR SR
- B MEREE . ) | f A,
. > SHREGHD . 1 (BB R
I e HE SR, B
A
ML A7 0| GHAR. GEEH LS AN
— LA e B TLTIY
7a7y >
i eI
gﬁﬁv*ﬁ O —)LEd, i
e N LD,
BEMmE. M
oL, A
o, (REED
\ - SEEE. 5o
R o % R
i EHIEDE . KR EE.
. B . Lo, (o]
R T,
. B
- - F R, R
==
R =
BRURERE |— HIB -
DR - iE R
R ETo B (M. #
WREREE  |— - TR . PR
- O I B CEEE. BIE.
g RE. 5. O @R, M. E
% Wi, T
. s AST #fn. ALT|y-GTP # i .|y e~
FE - BERREE  pin “ALP #in |LDH 200 e
- 7o, R BT BIEER
R R SIF. W5, BB, B EE.
e ®E
B W, MEEE. | B B &R
=
R i, D% |
i - REMSHE B, R R
BRUREREE N
EREAROAE | — FLEN. L. |
e S
- FH. AR B, B, %
faE 8. . LR |2, MRS, 1§
I, 2T |

14. BRALDZER

14.1 FRIZAHROER
PTP @ DOHANX PTP > — b 6BV ML TIRAT 2 & 518
Bg2HTE. PTP ¥ — FOBIICE D B HIAR REHE



ARIA L. IS EB I L THERRAREOEE LS IE%E
HETLIEDPH 5,

16. ZMENE

16.1 MARE

16.1.1 B@EiES
FAARMR R (126]) 1ICL ba Y —)L 2.5mg % ZEfgH 1 BEHR O #
El7-& &, MEPFEMBR ST A —FIELTOEBY ThH o722,

Tmax Cmax AUCo-inf ti2
(h) (ng/mL) (ng - h/mL) (h)
1.5+0.6 43.2+16.1 2,066+1,147 68.6+36.7
FEE £ R R
16.1.2 RiERS

FERE R L (LOMI) 1. Lhay—L2.5mg#% 1 H 1 [E., REH
B U7 L 0 MmEFEYNRE L RERHAPEA 51 Lz > THha Il kb
AU, E5 4 EMTIZIE—EEISEO W, MEESICNT 2 4 E%E
5o AUCo24 t (BFFE) 137.2 TH o729,
F7o. BRBAELERE 314 L huY - 2.5mgE 1 H1E
REROHRS Lz & o miEd b5 7 BEIR %5 4 B8 DEIZIE—El
THB L, EERETHHEEZ LMY,

16.1.3 &EYRHIES MR
L hay—)LiE2.5mg [JG] &7 z2v—F4E2.5mg %, 70 A4 —N
—FEICkDFEREN 1 §E (L OV —LE LT 2.5mg) BEREREA
LIS BEREREORS U CmSERRZ(UARE 2 HIE L. 55 N/
LS5 A —% (AUC, Cmax) 122\ T 90%EHEX T CHEtfEiT
E{T- 748, log (0.80) ~log (1.25) OHPENTH V. WHIDEN
FRESESHER SN,

—o— L ba vV —)L$E2.5mg [JG

(ng/mL) —e— 7 17— J§E2.5mg
60 Mean=£S.D., n=18
p
o 40
%2
S
U\
Vi
L
20
b
=
0o ‘ ‘ ‘ ;
01224 48 72 120 240
5% O (hr)
HEMEBEINTA—F
HIEINT A =% BENRT A=
AUCo-240 Cmax Tmax T2
(ng - hr/mL) (ng/mL) (hr) (hr)
L ho v —)LEE
2.5mg 1G] 2326.86+658.36| 46.20+£9.39 1.4+1.1 75.3£26.8
7EV=TH 0350 05+679.24| 45.2548.53 | 1.240.4 | 76.6+29.0
2.5mg

(Mean+S.D., n=18)

MEEFEENOIC AUC, Cmax H0/85 X — 413, HEE OBIR, (KK
DA - BEFORBREFICK > TE LR LTREENH S,

16.2 IRUX
RAARR R (126]) 12V ho Y —)L 2.5mg # BEREOHRS Lz &
ZFDRENA T TRAFEYF 1 —13K 100%TH - 720 (SEADF—
%)

16.3 &
b MIBIFAL bV —-LOMEEEBERIEN 60%THY (in vitro).
ELHEEARITILTIVTH B,

16.4 {38
L ha V= VIZEEZENICREEDO LY ) —URICRE S 81, 7
LrarEEaeEE LTEICERD, SHhttEn 599,
b MFIZaY—L2AGVE nviroRBICBWT. L koY — LI
REEESE CYP3A4, CYP2A6 IC& > TRHEENB ZENTBSN T
%o Flov FCYPOTREICHT AL ba Yy — )LOBEERRZHE L7
B CYP2A6 U CYP2C19 IZxt9 % Ki fEldZ 24 0.12 umol/L %
U'8.5umol/L TH - 721010,

16.5 HEittt
ML (661) 12 [19C] L ha Y —IL 2.5mg % BEEO#HE
Li- & &, $%5%% 336 BRI TICRSED 88 2% RHIC, 3.8% 7 #
FicHRttS iz. 7o RPD SEIRS NHERED S B, K 6% KE
{BiE. K 75% D AN ) —)UED B-0-7 L7 u v EiadikTdH - 728
NEADF—%),

16.6 HEDERZHIT DEE

16.6.1 FFESRERRS
BEROHEEOFRERESR (FE&RZE (76H). Child-Pugh 5%
TZU—FARUB) L by —) 2.5mg #HEROKRS L&D
AUC 1. BRFE 46) tHBELTuWIhbEREEMEASNE» >
fzo —7H. BEEOMKEREE (F (84 L —FC) T AUC &,
L (84]) ICHELTH 2B TH 721208 (MEADT—4), [9.3.1
2]

16.6.2 CYP2A6 i&EIGZEY
FRBIEEEICL b oY —)L2.5mg % 1 B 1 EREZRO#RS L E
&, HEMRBEEE CYP2A6 OKIBH 5 VILIERE T 25 S 2 @57
Bl (CYP2A6*4. CYP2A6*7. CYP2A6*9, CYP2A6*10) F+DH
HebEx BT HE (SMB), HERBEFThHD CYP2A6*1AH 5
Wid CYP2A6*IB%A9 58 (EMEB) &bic, Mm%+ 7 BEH
S5hth 4~8ETERRBIGEL- OO, FHMmEE+H ~ 5 7 #EIL EM
BEICHB LT SMBETH 2 & D 5 7219,

17. BRARRGAE

17.1 BFERURLMICET B HER

FAR&ILE)

17.1.1 BN O 185458
MIA bR KB RBEOH 2HFHRAE BT - H%) BE 31
Flergic, Lhay—) 2.5mg % 1 B | BROKRS Lz, [ET-F
HABEE BT 20BN ROHEERE] ICEOSHRAEL LIHER.
Z2hE1E 29.0% (9/31 ) <. FRhFIIC 24 FERIDLEARZE 23Rk L 7261
EMZ7-EE1E54.8% (17/31 1) TH-o7. (2004F 7 HETOE
it BESHEOFRRE 240 H. &E 1120 H)
BIVEFRISEE L. 67.7% (21/3141) THo7zo EREWERIL. 13T
0 25.8% (8/31 ffl) M a L 25 a—L#EHN22.6% (7/31 fil). ALT
B 16.1% (5/31 ). BA&wRE. 8%, AST #Bin#& 12.9% (4/31 )
THo1%,

17.1.2 EIREHEASE IHEEER (56 2 }aH)
M2 baZ VAN U TED & % - 2R %RIUE (BT - B%) BF
57 flExRIC, LiayY =)L 2.5mg Z 1 B 1 EFOHRS Uiz, [ET-
HRELBEZEICB Y 2GEDRONERLE] ICEOESHRKEL LIz
B, E2RIT21.1% (12/57 ) Th -7z, (2005 F 4 A TOEE
BEEMOFRE : 168 H. &E 1364 H)
BIVEFARIRSEE X, 57.9% (33/57 ) THolzo EREWEMAIL. 13T
D 15.8% (9/57 fil), ML 25 a—)L#EhN 10.5% (6/57 fl) TH
57215,

17.1.3 iBNEMAERER (FEFY 7TV EDLERER : 551 .088)
AR % OETHEAIEEE 907 flZ xR, Loy —LE (13 1M
2.5mg #%5) X3y EFT 7 x VE (1 H1[E 20mg &5) ICEERIC
O —EEREEEGRBE EE Lo, FEFHEEE Th 2R
B9 5% oM (Time to progression : TTP) OHREIFL bo Y
— VT4 9B Y EFT T2 VHTO6.0nATH57ze TTP ONY
— NHIZ 0.72 (95%fE#EXMH  0.62~0.83, p<0.0001) THO. L
POV —LBHEY EF YT o VEEHBUCORRASENT ) AT %2
30%E TS E7z, 72 BIRWFHEEE CHHE%FRIIL by — LT
32% (145/453 ). #EF 7 2 VBT 21% (95/454 ) TH-7z0
BNROF Y AHIE, YEF 7 2 VB LT 1.78 15 (95%EHEX
f:1.32~2.40, p=0.0002) THO L buy—LEFFRICENTY
Too 2B BIRBEDPES 2L B BETI/7 O AL —N—%20]& L
6 n HBICAGERZHE LA, 24 » AETOARBERTIEL oy
—LVBEYEF YT VBICKRNERICEY? > 2 (p=0.0010 ~
0.0246) 10.17),
L hu V= VESEORIERFBSERE L. 40.9% (186/455 ) TH-
Too EREUWEAIX. 1ZTY 16.7% (76/455 f) . TEX 6.6% (30/455
). BiERE 5.5% (25/455 ). % 2.6% (12/455 fil). [Ffb
2.4% (117455 f5l). &M 2.2% (107455 1) 8% 2.2% (10/455
). 2 2.0% (9/4556l) TH -7z

17.1.4 BNENEFR (FEFY TV EOLBEER | iEHBEE @
HEiaE))
RIVE VZEEGHEO RS BB IS 1T 2 R HEBREOFIH
WEELT, LhoYy—)LE (1H1E2.5mg#HE) XdYyEFT 7
VE (1 H1[E20mg #5) ICEERICEIO 1T, ZEEREHE B
B e L7 (BRI ORIE 25.8 #» H). FEFHEIEE TH 2 ER
#1E% (Disease Free Survival : DFS) ICEAL T L b a v — LEEZ 4,003
Bld 351 BIAEFLZOIIH LT, ¥EFT 7 = VEETIE 4,007 filF
DREFNFHRL. L bOY —LBEZYEFT 7z VBEHELTHEDY
A7 EZHIC 19%E RS (N —FEH0.81. 95%E#XM : 0.70
~0.93, p=0.003). 5 FERFETHO DFSEL oy — LT 84.0%. ¥
EFTT VT8l A% THoTz (HENE2.6%). 7o FIBOEE L
FHRETFTHIMEY »EHEBBEGICBVL T L boy—LEIZY £
FUT I UBEHBELTHEREOY A7 ZHEMIC 20%ERSE (Y-
RH0.71. 95%EHEXH : 0.59~0.85. p<0.001). 5 FRHTDY >~
ISEEERERGHERIIC BT S DFS XL a0 — VBT 77.9%. ¥ EX > 7 =
VEETT1.4%TH o7z (Mt 6.5%) . BIRMFHIIEE Th 5 24FR
BV THERICHEIENAERZRZROONEP /20D (N —FK
H0.86. 95%EHHXM : 0.70~1.06. p=0.15). ZEREBLORKEDY
AT BRI 27T%ET S B 72 (N — FH0.73, 95%EHXE 1 0.60
~0.88, p=0.001) 18119,



17.1.5 BNEMEER (PS5 R & DHESTER i HBEE (BXEHE))
FEVIRMRICY T 7 = VIS KB MTRMBIEE 22 - R RIS
BE 5,170 flzxtgic, Lhay—LE (1 5 1[E2.5mg #5) X7
T ARBICEERICEID M. ZEE BRI a2 EE L. (BRH
RIOHSE; 30 » A, #F:1.5~61.4 » ). FEFMIEE b5 DFS
ICBLT, L by — LB 2,583 il 92 BIAEF LI-oicxt LT, 7
TR AREETIE 2,587 Bl 155 FIAEFEL, L bay—LBIE TS REE
CHEBLUTHED ) A7 ZHEMNIC 2% KT s (O — FE 0,58,
95%IEHEX [ 1 0.45~0.76, p<0.001). 4 FREHTHO DFS IEL hu Y
— VBT 94.4%. TS5t AT 89.8%TH > 7z (Mntz= 4.6%). £7z.
BIRBEHEIEE Th 5 2EFERICOVTIE, L oy — ) LEEHX 2,583 f
F 51 BIAFET LDt LT 7T REETIE 2,587 Bl 62 FilAFET
L. WEEICHEIZNERZRRD 61T OV — FH0.82, 95% 5
X :0.57~1.19, p=0.3). 4 FREHETOREFRIZL boy —LE
T95.4%. 75 ARBETI5.0%TH -7z (M2 0.4%). LALEHD
5B Y VSEHEBIBEAICB LT OV - VEBHE TS b ARRE &
LTHLEDY A7 2RI 39%E RS 72 (NP —=FEH0.61, 95%(F
HEHXE 0 0.38~0.98, p=0.04), FEiZ, FEBEEFHEDY A7 &M
12 40%E TS (N —RNH 0.60. 95%FHEXM : 0.43~0.84.

p=0.002). 4 FR [ CTOMEREBEFRIL, L hOV—LET
96.6%. 7T ARET93.7%TH -7z (HxzE 2.9%) 220,

18. ZEEhEEIE

18.1 {ERtEF

LhEYy—Lid7u~vy —EoEEEBRaNIcEET 22 &tk 7Y
Ra7Zrr6n T A buy v AR EE L. FBOEIEZIH T 5. AR
RIOLZHTIE, TR Mud VEREEORER. FSH (JIRfREAILE )
SWHSFES N, REANICBWTT Y Rasr »aEEdT 5. FSH RU7
Y RuZ Y OERICE DIMESFB S WIRFEEMEESNSY,

18.2 7O<X 9 —tEHEEEA

18.2.1 L hay—)lid, e MaEI /7 uy— LB R LzTuvY
—YOiEEZ. BAMICHELZ (KifE=2.1nM) (n vitro). 7z, %
EHIT7Y MIBUIAT7 Y ROaRXT o IF VEROFERKII IMETOY Y
—VEPENLTEESNAIZA MO VICKRETSH. L ey —)Li
0.3pug/kg/ B EOHBTZ OFEMAZME LD,

18.2.2 FAREEST - BRABEFICL oY —L 1 H 1 H2.5mg % &/E
BE5LzEE, 7uvy—UEEIIEETRIME (99.1%) £THESH
7-24)

18.3 MIFP T R ~O5 VEEINHIYER
FRRIAEST - BRFUEEZICL bu Y —)L 1 B 1 [ 2.5mg ZEHFO#%
595Z8IC&0, MPHI AT VI —)VBEIZRERIE GHAFH
3.52pg/mL) ICA L. %5 4 @RS CER FRME (1.21pg/mL) ik
FT MEHRFIR bo v BELREHIE (F@FH 13.20pg/mL) 1ot
L. %5 4 A S CEETRME (9.90pg/mL) £ TETFL, #5MHMF
WINH ZORIRITFEE L7209,

18.4 HMEBEIIR
Sv b®ONMU (N-= ha V-N-XF L L7) FHRAFEEEY
DMBA (7,12-VAFARYY T b Tt y) FRABEZCHL. L b
Ty —)Lix 0.01mg/kg/ Bl Eo@EGRORS (42 HE) 12k, #5
Bta 2 BE% 5. BEKTO 2EMK E T BRICEBIEME 1% L
7oo F72. 0.003mg/kg/ BUL EOROEE T, #i/ 2B 2 I L
7o (BEHRTHE) 2,

18.5 ZDith
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