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Anastrozole Tablets 1mg “Chemiphar”

E) FE-EMSOLSEICRIVERTLL

2. B2 (ROBEICIFRSLEBVLI L)

2.1 IR UIHER L C W AR RE O H 520t [9.55 8]

2.2 #wHE (9.6

2.3 KRNI O I UBBEDOBERED H 5 EBE

3. #HRE - MR
3.1 #8m
Hi5E 4 TFHAruYV—)iElmg [r3I7 7]
7%;7]%52;6)} (HR) 7FA2rav—) 1.0mg
FBEAKIY, RERY, FToTFo ) a—Lgr b

TRHNA UL, ATTY VBRI IL KVEZLT

La—)b, v7aId—)L4000. L7, B{bF&

3.2 EFIDMEIR

HR7e4 TFA oY —LElmg [rI7 7]
TR HEDT A VLAd—5 1 2 7%k
i
ki @
BE 6.lmm
B 3.2mm
=S 103.0mg
Ala— K DK 505
4. FNEEX(IZHR
PR L=
6. FERURE

BHE. RAIKE 7SR gy =)L LClmgxlHIE, &
O%59 %,

8. EERELRNER

8.1 KAIDOFHEZ & CICHEAREEA 72\ C & 2 E R L T RARERT
BEAOERITETSZ &,

8.2 RENINTUWEEAITH D AT 2EYPEFEICOWN
THoamHE - BBREROEMOS & T RANC K 210%
MY EHIRTESNABEICOVWTORMERT A &,

8.3 AFNDEEICL>T. BHEE. BIWHPRIDPILE20D
T, BEESOBIREZEHNICEET A ENEE LI,

8.4 FIHEERE, HEN P HOSDLNEZENHHD T, BN
FFEEREZITO R & BE 2 71T H 2T &L [11.1.35H]

8.5 A& OB EMEIZARE T VA, ERREBICHE W TES
EPERESRESNTVEOT, HEEHOEZSLEHO
BIEICIIEFET A &,

9. BHENEREFIZEBEICHT IR

9.2 BiEEEEEE

9.2.1 EEDOBHEREERE
AR OEEOERERE TOREGIERABRCIIRAS
NnTns,

9.3 reEEEEE
9.3.1 EEDIFHEEEIEEEE
AR OEEDOHEEEE CORESIIERRE TR S
ﬂ’(l/x%)o
9.5 1FiF
IR SASER L T W ARTREH O H 2 L EICIZZRE L n
Lo KA FARBREZELNRETL2HDTHHIENH,
RIS 2 EIZEE L TV R WA, HRAORED%E
BEICOVTIIROMENH 5. BMER (v ) TH
BOKBEENDOONTWVWS, . BMER (5 +
KOTHF) THREANOBITFRD SN TS, [2.120E]

& %k

9.6 1ZILIF

BAZBRISED L, RN, FABBREBEZNRET S
LOTHAHIENSE, BARIIRNTHHBEIIBEELTES
ER K%ﬁmﬁi?ttﬁﬁm:}sL;‘é@iﬁﬁ%%%ﬁbi&m [2.25:H]
s

BEBEICKRET 5 L. REIOEKRRBERED? . SFE &
JEEHRE ICB LTI EE R CRIERORBRRIL NI Z
DREEIZEZIZRSNTVW AL, LML, —fRICEKRE T
AR TN LTED. BEUEA S 5 b T W,

BER
ROBWERADRH 5ONB T ENHBHDT, BEEL DT
WV, BEISROSNLEEICIERER2FIET 5% @)
MBEEITH T &,
1 EXGEIER
1.1 RERSIRBRAE(REY (Stevens-JohnsonfE(REY) (SHFEAEH)
A2 PFT745FY— BEEARH) MEMEE GEEARA).
ZRE (1.0%)
TFT7 4%y —, MEREE. BRZEHEOBEIER
WHEDLNBEZENDH B,
1.3 FHgEEES. &8 (WINLHEEARH)
AST. ALT. Al-P. v-GTPD _EFZE % 5 FFH¥aEREE.
HEDPDODONDHIENDH B, [8.45H]
1.1.4 EEMRHR (1.0%)
W, MR EE, RAFEOEFERE T+ SICEE L.
BHEAPREDONEEICIE. WX, WERCTED M
ErEMT A L. MEEMRPEDLDNIIGEICITRH
Exdib L, BIBRERILE VEHIOBRESDMEY) 20
BEITHT &,
1.1.5 MMRESGE (BHEAHH)
REPERIRIMARTE . MERESENHO5DNE I ENH S,
1.2 ZDithDEIER
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5% E 5% SHEANEA
25 Eﬁﬁ ETH. BRES. BIE
TR AST EF ALT E5F-
Al-PLE &, y-GTP
E&®. vyt
7
k8 IE5. NEmH: THL BN R
TR R BEREE (SBEHE.
HHEER &),
AR, FAR B AE 2 B,
>
FZ R e, 2. EEim
B, [gAMER
i - BAER PSR, BEE. BT,
BAET 2. B RRE.
B, HIEE. HA
. R
LESBRR PEASHIIN, FERZIE
Qb3 Hinkigd kR
Z DAt BaL A5 0= )| N LIIE
IMJE

14, BRLEDER

14.1 SRIBAHROER

14.1.1 PTPREOHFNIPTPY — bSO H L CIRAT
OB T B &, PTPY— bOBKICE D, BLH
AR RERBEARA L, FICEELE B L THR
AREDEELGIELHETHIENH D,



15. ZOMDFE

15.2 FEERARERERICE D < EHR

15.2.1 7 v M2ERPARERERBICBVLWTEHE 25mg/kg/
H) @& THEDRFIEIERS &% OV O R BRIEE A0 A3 58
OoNTze OB PADBERERSEDOIRE
DIHETHRMLL . M THKOE L LD IzD AT
52 L6, BEANORBIHGROBKRN T2t E
OFEEIZEVWEEZ SN, v R2EMDPAREER
BT RMINREZEOEMAED 5. ZOEIZ
FTUuvy —VPHEICLDTTARENLGZ(LTH S
LEZONBEANORABRGRHOBEKN 2 LZEELED
BEM I EWEEZZ 5N D,

T MR F e W AEEEEERBICB VLT,
AEOEHERIGERT 5 & Z 2 6 NHEKRE. TR
BROCHERBOET. BBOEXENSTHSN TN
Do

16. FHENRE

16.1 MAEE

16.1.1 FRBEBELEICT S A MOV —)Limgk ZEHERICE
EROHE L&, HerIcRIRS N, HE552E
BN IR B AR AE17.8ng/mLICE L. I AR
HIEHS6R R Th o 720 Fow REHRS (1H1[E]Img.
14HR) I k2 MPBEOHR L. HE5%7T~10HEZ
TERL., ZOBIZIEFI—ETH-7/z. EEREIIBY
HEBRII3I~4TH- 7)Y,

FAREBB R ZCIEIC BT 27 F A b u Y — LImgR i SR 03
MERE/ ST X =% (PISE1ZEERRZE. n=6)

15.2.2

Chnax Tmax AUCo-= i
(ng/mL) (h) (pg - h/mL) (h)
Hi[H 17.8%+1.0 1.3£0.2 |1.04£0.127 | 56.3+4.5"
RIE 47.6%+3.8 3.4+0.3 | 4.13£0.63 | 55.9%+4.3
a) n=5

16.1.2 EMFHIEE R

PFZ28OV=Iigimg (=7 7]

THA Y —LEElmg (737 7] &7V ITV Y
A$Elmg# . J U R —N—EIc kD ZFNENIE (7
FA MOV —LELTImg) %=MARBKERZEICHES
HBEREORES L CER 7+ 2 oy —IVBEZHIE
L. ?%%ﬂfi;%%%jﬁg/\o:j)(—‘y (AUC\ Cmax) Iz
DUV TINE R LIS THEHENT 21T - 2/ HR. log
(0.80) ~log (1.25) Q&EHENTH . WA DENF

HMESE SRS Y,
(ng/mL) (P19 fE+1E%EF2E . n=20)
35 - —e— 7 AbaY =gt lmg 377
0 FUYIF AL mg
1m 30
#
EFI
B 25
2 20
5
315
L 10
@
Eo ~—5
0 | | | | | — T g\!
0 12 24 36 48 60 72 120 168 (h)
s
HEINT A =% BEINTA—4
AUCo-168 Crnax Trmax tin
(ng-h/mL) | (ng/mL) (h) (h)
TIANEYT =M 009 45+016.18| 26.734.13 | 1.240.4 |42.010.3
Img [737 7]
7”‘;é7xﬁ 1019.88+219.68| 26.63£4.03 | 1.1£0.3 |42.3%10.1

(PH9ME + IEHEREZE, n=20)
M#EFEEY NICAUC, CoalED/S5 X — 713, #hE
FHORIR, (RTEORIEE - BEZEORBEHFICE -
TEL A EETPDH 5,
16.3 91
L MCBIFATFA MY —LOMBEEEEERITN
40%TH - 72 (in vitro) .
16.4 {35
B R IEIC 7 - A b 1 Y — L D AT RERZ A1 0mg ™
PHEARROHGL-EE, TERBWIE. PV T Y-,
Iz aviEtasik. 7F A MO =LKLMD 7L
oyEAAETH 727 BEADT—%),

16.5 HEtt

B R MEIC 7 - A b 1Y — L O FETRERZRE(A10mg ™

FHEEREOKS L& &, 3BRER ETIC. HE5EED70%

DL EASRPICHR S N7z, Fz. KBEDOHNT5% L _EA A

#HEZICOEETELDOEEZZ 6N T (HEADT —

y)o

EYMHEEEA

m vitrofRBIC B W T 7 F A b1V — )LIZCYPIA2,

CYP2COK U'CYP3A4DEH A HE L /-2, 7V F Y

LTIV T YU ROYEFRFT T 2 EOMEER RS

T 2EERBICBVLT., TOHERIITFA T Y —

LOBEKRERICBVWTHBEE RSO TIER W &HHE

mENY 9,

16.8 ZDfth

16.8.1 BCERFAE
T v MRUA X TldImg/kghl Lo B CRERFEE
BROSNT VB, NEAFRGRAREBEEICT A
ko — LImgsk L ik10mg™® (51508%1) #1H1EE
%S (HEHBoFRREI4L2BE. &ES34HE) L
TEERRBICB W EEREBICBUA7 A bO Y —
L OR/NMAE B E 2 5 LR, BRFEIEAS
N o729,

16.7

F) AAIOERAERORAER [AREllmgzl1H1E. #O%S
T2 THb.

17. BRPRREE

17.1 BMERURLMEICEET 555k

17.1.1 ERERRIER
% 1R R OIS TS T, 0.5mg/H ~
10mg/H® & TORE TAEIF OFRRIEEREIC
BWT, TFHA MOV —LOEWER TR S e
ERTWwa W, Fi- FRGERLE (BE, RE
B1261) AR E LIEREERBREICBVWTTF A b
oY —)L0.5mg/H & Olmg/H I B 1) 5 31289 EH
(%¢lXFU?>E§ﬁTﬁﬁ)KOmT@ﬁéh
7zt
5 AR T, ImgBE ool R 1F1IC BIER R &
N IER. BREVCODE VARG TH - 7210,
AITHASE MAHAREBR CI1d. 1mgBE 344519 (55.9%) (2
BIfER A58 & 1. E 22 BIEFIE LDH_EF5641 (14.7%) |
F BRI D451 (11.8%) K O & & AST LR ALT EA.
MEILAFO—LER, 7T I TR, FEEERIES,
ETCODEU (5.9%) TH-o72,
MG EELE2NRE U EREERE 1L, BE
B 5 1mgBE 6B 1FIZBIERA SRS 51, FHERT
H ol RIEHSImgEEOBIH1H (16.7%) (1 EIfE
AN 6N, FEF, OIFERBREOUED T < AR
BlETH -2,
) AR OARARROHEE [FFllmgx1HIE, OS5

5] ThHb,

17.1.2 TV w IV IHER
WHLVERIR T — % 2 BEAANIMET 5 2 L% R T 272
DI REIE R OEHICET AT v DV TRBEAE
ENTWLBRWE,
T FA ST — L OEFEERH R O BRI A FE
BITEP RN & ZMERT 5 BN THERM L /- R
KT 27y VU FRBEICBLTIE. HRAEAA
DOFRRBEERME (F246]) ZHEEL. 7FA+ay—
IV DOETEMR R L OEYFEEILHARA & AN THEEE
Th5HIENHER SN,
/2. BRACBIF A7 F 2 bay— LOEMEDHE
REENE LT, HARBET - BRIERE (HRA
311) 2RISR N ER & Bk D TV A~ TEME
L7-cEdT 27Uy Vo 7B, BEAAICS
JAT7FA MY -LOEERVRE2ESHA LR
BETHDENHEREN.
WLV CEM S N-FARBRET - BRIUVBEEEZNRE
L —EEMIERE CTRE: ¥y EF2 7207
VERIE) ® EREMICET ATy VU IREEAD
BRI U7 AR, R 5169961 (#E5k668%l. H
A31H]) OUICCHIEHEREIZ S & D HEBIRIZEY
RTCYEFXFT T = BE32.8% (114/34801) 1cxtL. 7
F A bV —LEET33.3% (117/35161) TH o7z, F
7oo WHEOEITE TOMARM (Time to progression :
TTP) OHSEIF2SIHE (£98.3% A) 13 L252HM
(#98.3#H) THO.7FA Y —LIZYEFT Tz
YEDL EHRZEOFERAENRD 5N GEFHRM
DOFRE 194 A).



IR AR | FUIEEANR | FUEER TRAOEITE C|RBOETE T
SR/ s =) | EHE® | OfiE (TTP) | OfIE (TTP)
(RBES) (Exfl | (EEl OFRRE L

PG | AREGD) | GREGD) = | GREEF) *
TFALA | FEFY |TFANOY—|FEFVT Y
VoV | 7z U VB B
HA 45.5% 35.0% - -
(JP0027) (5/11) (7/20)
2N 32.9% 32.6% 251H ™ 252H
(IL0027) (112/340) | (107/328) (340) (328)
HA+HEH 33.3% 32.8% 251 HRE 252HFS
(JPO027+1L0027) | (117/351) | (114/343) (351) (343)

E) 7V v Iy TIck D WINTEREL AT —4 (IL0027) £ H
RAT—% (JP0027) &b TR LI,

12) 2= (CRHIKAPREF) / (FPMEFI%) X100

13) 19993R 7 —% 71w b A 7RO

17.1.3

17.1.4

FEREIICET ATy VUV TREBICBWT., TFA
b = LBEE S48 S B HA A 244 8l
(33%) I AN24FI1761 (71%) \CEWERDERD 517,
F 2 EITERE BER (HAR NS [21%] . F A8 [33%])
T (HARA3G [13%]. B A4 [17%]). AHEE (H
ANOBI A3 [13%]) RORER (HAA3MG] [13%].
HAOfFI) TH -7z,
HMCETH2 Ty IV TREBRICBWT, 7T A b
V= UGS N 234TH (HARALLG. SHEIA3364)
DD 5, 1236 (35.4%) ICEWERADRD 5Nz, Fix
BITERIE. 13T0 (MEILER) 6461 (18.4%). NES26
Bl (7.5%) KOBEREMG (2.3%) TH-7zo HART
Xy 7F A MOV = LAEE SNz 1145 (36.4%)
WCEWERDZ RO &N, 12T (IMENLER). ER. HE
E%f&@ﬁ%mmiﬁct%ﬁﬁ%ﬁ%ﬁﬁ%Wh$
D 7/Co
7BV EE MBI BB E X HRIR LB ER
521 % B TEME L 7z FARE% R FUEEE O % mhEh
FEEARBE BRI VLT, BRI O o E
#9687 AR T O - FE1C - SHEIFLE O FAERIL,
TFALaY =B (7FA oY —=)Limg/H+7S
tR) 18.4% (575/3,125(1). ¥ EF> 7= VB (¥
EFT7 2 220mg/H+TF+K)20.9% (651/3,1164)
THoToo ERBBONY — FHI130.87 (95%(EFEX
f0.78-0.97. p=0.01) THH. 7+ A~V —)LE
WY EF T BB L CIERRY R %213%
BRSE/, BRERE COHBDONT — RHI130.86
(95%(EHE X [0.74-0.99, p=0.04) THVD. TF+ X b
OV — LBEY EF V7 = VEEEHE L CGEIBER O
BRIVAZEZI4ABET S, £/ RILVEVZHNAE
IBHEEEICB T AR EIFEONY — FHI1X0.47 (95%
EHEX[#0.29-0.75. p=0.001) THD.7F A bV —
VEBEIZY EX 7 o VB E B U TRBIFLE R A R
7 #B3E TSz B, BFHR O R RENLT 5
AEETO7FA MY — L - ¥EFT 7z VHEEE
(7FA by —Limg/H+¥EF > 7z >20mg/H)
LY EFT T UEHEORBICBWTIE, BRHEO
N — RH1.04 (95%(5#EX [E0.92-1.19. p=0.5) T
HO. THFA MOV —LOHEIC K ZEBEMHRIZERED
SNEh o7,
TrANaV-LpERESN 7T ANV =)L - ¥
EF 7 OB, 0976 71,9796 (63.9%) 12 E
TERADRD 5Nz F7ow 7F A My —)LEE3, 0924
H1,73461 (56.1%) ICEIEA MR 5z (200156
H2OBTF—%hy b4 7)o
EFFHESE I ER
FIVE VZBRGHARE R IIBEE O Z e LR
ER (L —EEMEREE (HARAITH. HAANLIS354
Bl I2BWT?, lEEEELTTF A Y =LY
Y EFTT v E3 AMKRES LZEOTEERE
(BRR) &, 7F A baV—)LEE39.5% (90/228() .
YEFT T x UBE35.4% (79/2230) CTHEEICEEREZE
IZERD o7,
FFA MOV = )VE8HICERD 5N EREEER
X, BT (20.6%) . BEERE3SH] (15.4%). 13T
D 1961 (8.3%) FEJE1561 (6.6%) K OMEM:1241 (5.3%)
ThH-oTzo

18. FERpIIE
18.1 {EFARERF

TFAPOY - LRETUYY —FYOEEEHEET S &
kD, FrRas YDA b as VEREREL.
FUE O RNE & 5 5,

18.2

18.3

18.4

18.5

7Ox9—PEEER

R G ETIRBEE ICT A ha Y —)LIAEImg% X
BERELLEE, Tu~vy —EiEHITNOREE S N7
(HEADTFT—%) 2,

MBPIT R S IH—IVEEERTER
FARRSETIEEAZEICT A ba Y —LIHIEImgK
10mg#% KEHEG L L EDMPHRI A NT V4 —VEBE
FHRERIEICHT L TENZENHIORETRL, 7F A+
V= LVOIMEER T A N5 V4 — VEEENER I EHEE
TIZIFREE TH - 720,

PEBEHR

DMBA (7,12-Dimethylbenz [a] anthracene) 12 &
DFHEFRLLETY POFIEICH L, 7FA bV — i
10mg/kg/ HOREROABSICK D BEOBEIHE 2 HRIC
L 722,

PIERER X — R~ RSB L7z e b FLEMREMCE-
Teallxt Ly 7F A b0V —Lid5ug/HORER TS
IZED. T MO VIR OEEZ A RICHIH LY,
TEFDEIRME

Ty b AR, FLEAVWEZRET, 772V —)L
37uvy —YEEETSHETCATUA NRLEVE
ERICES T 2D F k70— LP4S0EESE 120t LIHEE
HERS ko729,

*19. B ICRT DR EFHAR

—MIEH  7F A ha v —)L (Anastrozole)
b4 1 2,2'-[5-(14-1,2,4-Triazol-1-ylmethyl)

benzene-1,3-diyl]bis(2-methylpropanenitrile)

(s
AN
\ /N
N/
NC CN
H3C CH3 H3C CHs

F - CirHNs
& 293.37
IR BEOREREEOMERIIHEKTH 5.
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23.

T rZ NUNIEBD THEIFTRT L. AF¥ ) =LY
IXTH 7 —)b (99.5) IZETPT <. KITHED THE
Fi1z< W,

EESESROONS,

R

30%¢ 1088 (PTP) x3]

100§ [1082 (PTP) x10]
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