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HEHITH D,

ZEFL T 2 ATPUERIE LTA XU ZITB W TIBOEMRICEHEE SN IZEKY T, =X ha 4
YT A A ha AU EBEAICEA L, TOERERLD E VO A ha s Uk
T, FrCHEBRICHW L RDY,

AEXT Tz U8 10mgMBEAIIL, HREEHRKMN E U CBREZMEE L, 3HEE 698 5 (1980 4F 5
H 30 A)ICHES & BLEF A QN B K OGRBR H L2300, INERER, AW r RS
BR2 5 L. 1989 4F 12 AIZAGRAZ IS, 1990 7 HIZ 7= 7 WL gE) & LTHE LT,
FO%, EEESSIEEOT D, 200743 H (7 2 W08 10mg) 12, & 512 2010 4F 8
HEEXT Tz U8 10mglBE1CReAEZ AT LT,

BEXFST T U8 20mg TBAALIL, S ESM & U CRIZ A2 L, 3AFE 0331015 5 (2005
3 A 31 F) SO x| BEEI ONTHURS e OSSR TIE & 58 IR, AR i [e) 2%
PERRERZ S0 L, 2011 4% 1 AICRRRZ B, A4 6 HITHE LT,

2. RamDaRFH - RAEIFHEE

) FEHBSEO A v a X L = LT A ha P U AR E L, i A hr

TFANERETRT I EIC Ko CHIFUEIER A R T 5 Y,

2) TR 1ES LE2EEREGOROFFHBATH L, (V.2 BERUVAE] OHEZM)
3) ERZREIWEM BEEEARM) & LT, MRRRIERE, AMmERISD . AF tpEkisd B, i Mg

RN RE WREE, MARZERRE, §RE. BUEFR. L, B 5 o, HFRE, s
Ty AMSE, FEGE, FEABRERY =7 FEANEREE, e NBE, BB, T
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TAMOXIFEN Tablets 20mgIMEIJI ]
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AR FEEE 0922001 5 CERL 17 429 H 22 A)ICHESW T4 LT,
2. —ha%
O EXGESS)

HEXTT =7 T RN (JAN)

(2) %4 (fi4iE)
Tamoxifen Citrate (JAN). Tamoxifen (INN)

(3) AT L

—ifene : antiestrogens or estrogen receptor modulators, clomifene and tamoxifen derivatives?
. BERAXIETRMER

/ o oM
LT e X e

O o™,

4. HFARUODF=E
43 F 2 1 CheHaoNO - CeHg0,
45F-& 563, 64

)

w

o

t=4 (arfai%)
2-{4-[ (1 2)-1, 2-Diphenylbut—1-en—1-yl]phenoxy} -/, N —dimethylethylamine monocitrate
(IUPAC)

(=]

. BRA. A%, KBS, E585
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CAS Bix&S
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(2) BN
WERR (10O ITIRITe <, AH J — LRI IC < <, AT % 7 —1(99. 5) I2iEITI <

VY,
- HE pH AR\ 351 D IRIRIE ©
BRI BRE (mg/mL)
pH1. 2 0. 004
MacIlvaine 3.0 0. 035
pH4. 0 0.033
pH6. 8 0. 000
7K 0. 030
) Witk

W7 LY

A Em (DR . R, BRER
Al F9 142°C (5 fiF) ¥

(5) ER1E B fiZ it TE 4K
pka:8.27+0.30 ¥

(6) HEFL
AR L

() Z DD ERRILSE
AR L

2. AR ADERFHTICETHIREMR
HAT KV SET D Y,

3. B DRERHERE
(AR EXY 7 27 T U BREOMRRARIC L 5,)
(1) -1 AT AR I FE T e V5
(2) RO AT SVEIEE (BAbh U o LEERITE)
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= 2 % ﬂ:/ ) NES
[u]n) ZI %IJ ﬂ:/ / (mm> i;@(mg) é(mm) l‘i 'H(
BEFLTIY Y @ =
- %120 3.0
REXVTIY 7 4 VA @ — .
fE 20mg 1BAA ) a—7 4 VT EE
10.1 #9362

(2) BFIDYE
<AEXDT T U8 10mglBRA] >
TR « ARSI A AR HIMNERLBEE 33 ¥ TX 27 =7 UMK 10 ng SEIAH
RBOBEIZLVRBEZITY L&, ZhICHEET 5,
<AEXT T U8 20mglBHA >
WHRER - ASIX A AKR A ERGBE 3T ¥ TX 2 7 =07 T UM 20 mg S8R
REBOBEIZLVRERZITY L&, ZhIC#EET 5,

@ &#Ala—F
W& BRI AR PTP
SEXLT U OnglBE) | ) meiji 115009
REFLT T U8 20me (B354 o meiji  VS010

ApH, RBEL. ¥E. LB, BEOERURES pH %
A% L0

2. WEIOERK
M BB CEERSD) DE
<9:E#/7I/§Ji10mgfﬂﬁ]/nj>
18EPICHRAZEXR Y 72 7o U 152 me(ZEFT 7208 LT 10 me) 25 AT 5,
<BEXT Tz U8E 20mglBRA] >
18ETICHRAZEXR Y 72 7o Ul 304 me(ZEFT 7208 LT 2 me) 25HT 5,

(2) #m#
<BEXL Tz 8t 10mglBHAl >
HIV AT —RA Ca, FEfhELT—A, AT TV B Mg, HbE. R 285675,
<BEXL Tz 8t 20mglBHAl >
ANFoURay JaAR A —ANa, AT F o BT L2 AT T U W Mg,
Ay bhuEnavTrT Ly I e An—A w7 na—L 6000 2EAT 5,
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FH L

3. BEAF. LFDOLEIEICHT BEE
PSRN

4, HWEDOEEBEHTICETSREN
<HBEXTT T U8 10mglBEE > ©
PTP @3 (PTP v — h &7V I o —a@id) Lz b O & HW 72 InERER (40°C75%RH, 6 » H) &
R IR 7R (FEIR, 3 4R[M) OfE R, W OTEE FIZBWT 3HFEMEZETH D Z &k

mETz,
—J7. AR EEOEEORIE T, BESMET (25°C 75%RH) ([ZBRF Lz E 2 A, HIRELE
wani,
fr
ZZEMERRE ES JHE : FABRIE - -
MR PRAFSMF PRAFTE PRAFHA ABRIE H . B T I
PEAR - F R BB *1, %2 *1, %2
IEERER | 40°C 75%RH 6% ffiz *3 *3
PTPEL%E JE R 99. 7 100. 1
(PTPY—} % (ﬁ%m%@
] PIAL n—l i) P R *1 *1
N etk VA H AR *3 *3
EMRG R 3
e DR EEAE 100. 6 98.6
(CeF 27 &8%) ’ ’
JE e 4 E7N *] *]
. /2. 3% )EJ r—'—»g‘—%ﬁ"’
(40°C) g;gi%géii 100. 0 99. 8
iy R *1 R AT x4
£ i%t,,» oS ﬁ}é/—ﬂt =] 3y A H—»E‘% ¢
R (25°C 75%RH) il Z;gi;i;%i 100. 0 99.9
4 EIN *1 *1
6077
b iEe) e
lx - hr %?2% 100. 0 100. 7

*1: ABOHRHE

*2: [VEIKIIZBEIY 2IEE-9. HEIFOEMS OHERRERE) (C@EA L
*3 : JHAMBLES 3 IS IE D bR ICE A LTz

k4 PRI 1 p A ORFRT. RSN,

<BEXLT T 8E 20mglBAA > T ¥

PTP @3 (PTP > — F &7 /LI B —@idE) Lz b D& FHW 7SR (40°C75%RH, 6 % H) D
TR, BEOHSRE FICBW T SEMEZETH D 2 &N HERl S iz,

— ., Rz ROEORE T, LT ORE, BE, W ITRTFELIEZE ZA, MoF5M:
THRETH D Z PRI N,



HHF| B89 5 EE

REMRBR | A RIEIE | AR | R ﬁﬁ%ﬁ%ﬁ%ﬁ@%Tﬁ
PTPAILE, PR - HERR SR *1, *2 *1, *2
MR | 40°C T5%RH (PTPY-—} % 6 1 %Ejﬁ% = -
THAL n—m ) (gf;;g@ 101. 4 100. 4
_ - Eg;ﬁﬁ *1 *1
(40°C) e 100. 0 102. 6
. MR *1 *1
wT P R (95°C T5%RH) Ml dh s )1 (’;;%2% 100. 0 102. 1
60 (ERTN *1 *1
ILHRAL Ix -jir (ffégi 100.0 100. 6

¥1: AEDT7 4V bha—TF 4 TBE
*2 : [IVRFICRE9 5IEE-9. HFIPOERS ORERHERE) (e L
*3 : AAMRE S EICED SN HBICEA Lz

. AEERVBERBREOREMN
BARYAYA

s DRA T WEIEENEAE)
BB L

. BHE
REXT T U8 10mg BRI KO EX 2T = 48 20mg MBRGA I, A AR 7 S 3. Bk
55 3 TR B BICEA LTV 5 LSRR STV 2,

<AEXTT U8 10mglBAAl >
BN I D RIS
WS TR EIE S O 5B R IS4 2 ARvE HERER () FI2on T
Rk 11411 A 11 B [EFESRES 1654 75
RER L« AASRR T —aRBEa HRRBRES 2 1k (O Rvik)
AR gert ABR R & 900 mL
B JE 2 37+0.5C
& Br Wk pHl. 2, pH3.0, pH6.8. /K
o] 5 % : 54y 50 [Al#R
BEXS T UiE 10mglBAA]
FEAI, 10 mg

PRERILA
FEUERLA
R
<pHl. 2 ZOK>
FEUERLA 2N S U7 R BREERT (pHI. 2 1 120 43, 7K : 360 43) 1281 B IRHRD 1/2
DR 2 7R TR (30 47) R OVRIE S AU7= W5 (pHI. 2 : 120 43, 7K : 360 43) IZ8BW»
T, AR DS SR IR E R O SRS R 8% K DN 15% D#ifHIC &H o 72,

-6 -



HHF| B89 5 EE

<pH3. 0>
FEAERLA D SRR R DY 40% 53T (15 53) e O 85% 14T (60 43) D 2 BEAIZIBUNT, kR
FHl D EL5) R 2R IAFHE R D IR =R = 15% LINIC B o 72,

<pH6. 8>
FEAERUA N E S 72 5BRIREE (360 43) (21T 2 BRI =R D 1/2 O =R % 7Rkd
REAL(10 43) e OVRAE S AU72 IR (360 40) (238U T, FREBRBRLH 0D S H =2 I A HE LA oD
PRI R 8% DH#IFHIZ & - T,
PLEDORERICI Y, [RBEELOEYTFHIRSEMERER T A N7 A ) OHELEREICES
WA O ZEINIFRZECTH 5 &l sz,

<34y 50 [El#z5 : pH1. 2> <4547 50 [Rl#Z : pH3. 0>
(%) (%)
100 F 100 b
80 8o L
H H
B o4t E 40t
. . " —— AEX T EE10mel BRA
20 | —— BEXT T 10mel BHA 20 | e On - FBAEBIF|EEF]. 10mg)
-0 - - FEAERRI(FEHF]. 10mg)
0 1 1 1 1 0 C/
0 20 40 60 80 100 120 0 15 30 45 60 75 90
B i (min) B F81(min)
< {84y 50 [Al#5 : pH6. 8> <A&45y 50 [Bl#5: K >
(%) (%)
100 F 100 |
80 80
- —— AEX LT EE10mel B "
" 60 e On .. FEHEHIE(S B 60 |
¢ o- - - {ZAERFI(EEHI. 10mg) i
40 | £ 40
—— AEX T EE10mel B
20 20 1 - 0- - JEAEBFIGEH. 10me)
X, 0&
0 60 120 180 240 300 360 0 60 120 180 240 300 360
B (min) B (min)

<HBEXTT U8 20mglBHAl >
WRHZEENC R B IERE 1
MRS (R REIRGLOEY FRIEMERBR AT A RT A ) a9 12 A 22 A [EIRGEH
487 B CPEK 1345 A 31 A ESEIRE 786 5 M OV 18 4F 11 H 24 HHAHA
K 1124004 512 L 0 —fekE)
ARG« A AR T —BEBEE HRBRES 2 15 (N Fvik)
ARG R BRR & 900 mL
i B 37+0.5C
X BR W& : pHL. 2. pH4.0, pH6.8. /K
Al #5 % f34y 50 [E1EE (pHL. 2. pH4. 0. pH6. 8. 7K). f#4y 100 [A#E (pH4. 0)
ARERRA] . A EX T T x U8 20mg BHGA )
FEAERLA ¢ GEAL. 20 mg



HHF| B89 5 EE

i

<fg%y 50 [Al#5 : pHI. 2>
FEVERIFI AN HLE S V7 SRIBRIFFIC 381 2 B R D 1/2 ORI R 2 m 771 XY 72 IR
SRR 456 57) . MOWUE S 7o slBRIRFE (B HRFR © 120 43) O 2 RERIZHBW T,
IR A D SR HH SR A YRR O SRR 2R 2 9% D#FHIZ B o T,

<484y 50 [F]#5 : pH4. 0>
REVEBRLH D SR DY 40 %o 3T (R HHIRERA] © 45 43) B TR 85% f-H3r (B HHIRFfA] © 360 43)
2 RERUT I T, AR 00 SRR H SR AR YA D SR 3R £ 16% OFFRIZ & - T2,

<484y 50 [F]#z5 : pH6. 8>
EERF OE I 7 ZRe 2 5 v | EAERS) & BB EAI D Z VR 07513 10 53 LINTH
ST=OT, T 7RI MIEEZ{T> T,
FER OFS AR T, RERA O FofHE R IS8T 5 FHE TR D 1/2 O HER
Ze Y Y R R (A HERERE] < 5 43) o B OMEE YL D A T A e P (R HE PR+ 346 59) 12
BT, FREBRRLA 0D LR 3 AR E A DO SR R 9% OFIFRIC H - 72,

<fF4y 50 [Alfs K>
EERF O 7 ZRf2 6 v | EHERS) & BB EAI D Z VR 07513 10 53 LINTH
ST=DT, T 7REMIC L DMIEEZIT- T2,
FHEZ O MBI IC W T, 12 BIEOfEIL 53. 1 Th o7z CHEHNME 46 DL 1),

<4543 100 [Fl#z5 : pH4. 0>
FEVERLH D SRR DY 60 %o (3T (R HHIRERAT @ 10 43) B TN 85% (43T (Vs HHIREfH] < 30 47) D 2
IRF R 3N T BRI D SR HH R AV E R D R R £ 15 % O #iHIZ B > 7o,

PLEDORER I D MEAI OB L T D L HE S,

<74y 50 [Bldi5 : pH1. 2> <484y 50 [Al#5 : pH4. 0>
(%) (%)
100 100
—— AEX LTI EE20mel BRA ]
80 - -0- - FEAERIEI(EER], 20mg) 80
% 60 [ & 60 r
H H
£ 40 | £ 40 |
. —e— AEXLTTUEE20mel BRA
20 t+ 20 - -0- - - FREERKIEEHF]. 20mg)
]
0 0
0 30 60 90 120 0 60 120 180 240 300 360
Bl (min) B (min)
<434y 50 [Alfiz: pH6. 8> (T VWM IE®) <fE#4y 50 [Blfis: Kk > (T 7 EEEMHER)
(%) (%)
1 100 [ _
® —O— REX T EE20mel BAA) | f2=531
g % —O— A BFIGHHI. 20me) 80
hj ® 60
= t e At .
= 40 BEXT T EE20mel BA)
90 —O— 1ZHEHK|(GEH . 20me)
ob
0 60 120 180 240 300 360
B fEl(min) B R8I (min)




V. ®&|ICE8d 5IEH

<484y 100 [5]#5 : pH4. 0>

(%)
100
80
B 60
H
® a0 e BEHLTT §E20mel A
20 I - - -0 - FEAEBEIEEH], 20mg)
0O
0 60 120 180 240
B 8] (min)

8. EMEMEERIL
A% LR

9. HAEIPDOAEMMS DAL
<BEFXT Tz U8 10mglBRE] >

1) T4 %y F IR K D TEEOS

2) SO AR EERIFE IR X 2 RS

3) WEI/n~ NI T 40—

4) HJR—GABRIE 7 = VRO EMEROS (D12 K % s

<HBEXTT 8 20mglBAAE] >
JASVRTZ B X 7 = 7 = UERIESE | OfERRRERICHES 5 CEA rT Y R EVR) .

10. HEPDOENEADEES
<HBEXS T8 10mglBAA] >
Wik v~ ~77 7 40— (NEEHEE) IZXK 5,

<BEXTT T U8E 20mglBHE] >
NI Z | 7 =07 = VERIEEE | O BRI HET 2 (SR AT RO R E ) .

1. Fff
GRS

12. SBAT DATREIED & 5 Y
BA-v 2

13. FEAVELRSR - BNV EREERICET H1ER
ML

14 20t
ek L



. BRICEY5RE

1. SRERIEHE
3L

2. FERURAE
Wi, BAICIZIZEXR T 72 LT 1 H 20 mgd 1~2 [FIZHEROEET 5,
B, JERICEV EEEETESN, | HREEIZIFEXF T 72 L LT40 meETET D,

3. BRERAARE
MERRT—2 /v r—2
Y LR

@) BERFRM R
LR L

(3) B PR
LR L

(4) ZRFHIHER
YRR L
O £3:0ER¢
1) EAE AL A ITRERIGHER
EER R L

2) LEEsEER
Pt A

3 RLMEHER
LR L

4) BE - RERHER

DR L
(6) s HRHfE A
1 SERAERE - BEEARRRE R - WERARERAR RRERHS)
DR L

DABEHE L TERTEOHNEXRITE L -HBROME
A=A
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VI. EHEREICEHTHHEB

I BB HBILAMI LA ME
PLIT=v /Ui, 7ARARTU b, s/ uI T = U %
P < OB HILABODIE - DREIT, RATOWHKBESET 5 &,

2. EB{EF

(1) YEFRERLL - 1E TR
AEXRT T = AXHIEMERRICT L, Fim R b e X AR 2T 2 LT L 0 LA O s 5 A
45,

) E £ EA 1T 5B
R L

(3) YEFAFKIRBER - FriGhsR
MU ER L
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VIL.

EYBECEY 5HE

1.

meREDHR - AIEE

(N aERLEEMGMPRE
EUER L
BEXVT =207 T URBEEICE L CUTOWERH S 12,
PAREHT IR NDOHEIF O = 2 N 7 DA — /L O IEFEIL 146~240 pg/mL & S TEY, ¥EX
VT2 VDTA RO UZFIRAOREARREIVHEE LT, 20K 10~500 %O iR E N
WL ZNTWD, AEOT —F Tlid, wlAEEEICFEXT 722 10 mg/m* 1 H 21
HEHE A& G LTcGa . A0 CIEEEREBO MR AL 150 ng/mnL UL ETH o7,

(2) fxr= I HH R FE B e

Q) EEERAB THEIN-MPEE

<AEXLT T U8 20mglBRE] >

AW R IR R
(% FE B DAY LRSS T A RT A4 ) YRR 94E 12 A 22 B [EHRE 487 &
CEEL 13455 H 31 H [EHERE 786 5 L OVEAL 18 45 11 A 24 H AR 1124004 5
2L —ERekE)
BEXD Tz U8 20mgTBRA ] & AR ERA 2 R 7 23 AT ENEN 1 BE(XEFXF T T
=& LT 20 mg) ZEMERFEAEIRE O 5 (7 1 A A — =5 - RIRBIE 70 HRGLA L) L, b
PHERT T = U RELBE LTz, ORI EYBIE T A — % (AUC, Cmax) |22 TRt
FRAT 21T o T FEF, WA O A FMRSE SR S iz Y

A HUH 1 FER 5RO Y ENEE T X — & (Mean*S.D., n=23)

Cmax Tmax T, AUCy 1 70nr
(ng/mL) (hr) (hr) (ng + hr/mL)
BEXT T U8E 20mglBAA] | 43.8£7.0 4.9+1.1 95.8+18.2 | 2097+417
FEHERIA] (BEA]. 20 mg) 44.2+7.5 4.9+1.1 100.9+25.7 | 2079+369
i1 S D SHEE O HIED 2 | AUC, @ 1og (0. 97) ~1og (1. 04)
D 90% (5 FEH X [H] Cmax : log(0.96) ~1log(1.02)
50+ . . .
—e— YEFT T x rE20mg iR
P ---0--- FEEERIA] ($EH]. 20mg)
ﬁ 40 F Mean=S. D. (n=23)
%
x
¥ 30F
%
7
S 28
Lo ",
=3
e N\‘
10F
(ng/mL) ‘\i
0 | | 1 I I ” 1 ﬁ‘; 1
123456 8 12 24 72 170

TQ’@%&O)H#F’E? (hr)



VI. EYEEICET S5HEB

R EE 7R B TONS AUC, Cmax S 0D/8 T X — 2 13, HRBRE ORI, (RIEOTRIRIEEL - IR
DB L > TR D AHEMERH 5,

OL==E
AL E R L

G)BE - HHEDEE
BN

B)BERREAL— 3 V) BFICE YA LE-EYANERETSHER
BN

2. FUBEERIIT A —5
(1) B84 5%
KPR L

(2) AR FE T2 4
MR L

@NAFTRLFZE) T+«
BRI L

(4) HREEEH
A ERR L

GO IVTFTIURA
LB R e L

(6) ST
AR L

(I MRECHEEE
MBI L
ZEXT T 27 T UBIBICB L CULTORERH D Y,
9%LL & DWENRD D,

3. TR
LR L
YEXRTT 2 ) T UBEICE LT FORERHS U,
FUFEEIC S T % 27 22 20 mg ERENBRG . ESDICRILS NS,
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VI. EYEEICET S5HEB

4 5
(1) i — RRSPIE B
DR L

(2) %k — R AR RAPT @B 1
<HE>
ARANL, B FBR TUEIR M O3 i~ DB IR R ~DOBATRRBO 65TV D,
(TVm. 10. $Ffm. EWR. BILBFAOKRE OHZM)

OERENOLTH:
LR L

() BB~ OB
LB L

(5) Z DI DB DBATHE
LB L

5. {tE

(1) REBERL R U BHR RS
UERR L
BEXVT 2 T UBBRICB L TUTO®RERH D Y,
FERBHW T ARATFALZEXRT T = (G, LBEL),
RIEAAENS VT AAFILEEF LT = ~DLAFIAGICIZEIT CYP3A4 25 L, £
R < TR = RX T 7 20 U-0H-VFT AAXAF LA ETX T T =) ~DOKEBIZI
F1Z CYP2D6 23535,

() R#BZBIE5 9 B3 (CYP4S0 &) D F7&
AFNL. EL U THFCEHEESE CYP3A4 J2 TN CYP2D6 (2 L W Rt S 5,

Q) VEIEEHRDODAERVZDEA
BAN-
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VI. EYEEICET S5HEB

4 RBEMDFEDHERULLE
MY ER L
HEXTV T2 TUBBBICBE L CUTORERSH D Y,
FERPY T AR FALEZEXT T = 0, REEK & FREOSKIVEH 27,

O) BB DO RERII/NT A —4
BRI L
BEXTT 2 AT LT TORERH D Y,
AEXV 72 OFEFNIXT HTHLID T AATFAZEF VT = FN4-00-F EF
Tz O¥EIITN 1A B EERLVARBICEVWONEADT —4),

6. it
(1) Pt B AR

KPR L

(VI 6. (2) Hettsk) DIES )

(2) HEitt ==
MR L
BEXV T2 7 T UBRICB L CUTO®RERH D Y,
FUEBFICHA TR T 2 20 mg HERR O G L2KE, 13 BT 65%Hksiv, 209 bH
#1/5 SRS, K 4/5 DEERICHER S iz,

(3) HEit R E
MR L
AEXL T2 72 BB L CUTORERH S Y,
AHND X b TR HEIL, BIFERICL 2 b0 IS5,

1. P UARR—2—IZE8T 515
MER e L

8. BWEIZLABRER
M ER e L
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. T2t (ERALOZXES) ICE¥Y SHHEA

s

ERNBEFDER
%2 L7

k=113

ke

. BERRELT0EH (RAEERZET)

(£R] (ROBEICEESELEWNIE)
D) W@ SOTIEIR LTS ATREME D & 5 2ot (T9EsR. EiR. BRIFEEADERE ) OHESH]
2) AFNIORSTxF UISBUE DREERE D & % B

. PRERIIHRICEET SFERLOITE L ZDER
Y LR

. BERUAZEICHET A2EARALOZIEETNDER
BN A

. BEERSRAB L EDER

BEERE (ROBEHIZKEECKREST D L)

1) BB & 2V i s O & 5 B [AMmERED /M 2B e S E 5 8%
nNhRds,]

2) BASTEMAETFED &2 8 R EFEOMER 27 IIE LS E 28201 H
%)

. BEEGEARMIRE L TDEARVRES X

BEELGERNIE

1) AFIOEEIZLY FEKE, FEARBE. Fr2REA Y —7 ) FEABEEEE, 25
JEMNFHHILD Z ENRBHDHDT, KFEG R RO G T%OBEITEMNITHRELIT
ZEBREFE L, F7o, NEHMSEORE R is N FRPER DA O N HEITIRE HIZ
A AT O I WU RALE AT Z &

2) ARENINGZWFERITH D . DSAATKTT D IEMPRIEIZ OV T3 7 ik - BB 2 FFolE
fiDH & T, AHNC K DIRE Y & W SN DEBEIZONWTORET L5 Z &,

. HEER

AFNE. & U CTHRCEEEEE CYP3A4 J O CYP2D6 |2 L v (REt x5,

M HREZSEZDER
BN A
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I. ®£#% (EALOFESF) BT SHEE

Q) AEE L EDEH

HREE BHRICSEET S &)
R & % BEERAEAR « HEE 51k R - fabRIk 1
7= U URPURLA | PUEBMIERANERT 2N | XX T2 DN I T 7 U
INT 7 ) % HHOT, HikFZHET 5 | OFETORB 2 HET 5 AT
el EEICEETDHI L, MENEZ BTV 5D,

R N i AAFND AUC W EFHFTDHZEN | U N FEALDT h7 m— 24 P450
THRIND, WX 2B AR EERIC LD |
AHKID AUC 23 BS54 Z LT
Shd,
V7 y vy AFN DM FREPET LIz s | U7 7821428 D, CYP3AD T
DHENH D, WM, KEIORHMEEI D
AREMEY B D,

BIRW o b= | RAIOIER D EE T DB | CYP2D6 FHEFEMEMIC XL W AAIDOTE
FHEL D JA Z-BEE A D%, PFANC X0 R & | PR O mAE IR KT L
(SSRT) DHECY R PHEMLTZE D | T2 DWERH D,
NaxkF g WEND D,

8. El{ER
(M EMERADOBE

ARHN A AR A A O BIE T S ERARRE 2S BATE & 72 2 A & 520 L Ty,

(2) EXGEIER EHIER

BRGEIVER B R

(1) \EBRIBRAE. BMEKREA . FhEkiEd. B, /MR - BEERERGE, B ek,
FHRERED . £72, A, /MR B b s Z LN DD T, BEETHYITITVL,
B RRD LN GAIIT G E T IET 5 e U LB EZITH 2 &

QM|MHERE. RERE : IHRE, o, AROE M, AWkE, @EEDE, W@EZEWE, ek
FRAE, AR, HMREREORRERENRS bbND Z L RHLHDT, HAKT, 72
THEEND LDONTLGEIITIRBIREZI TV, BENLIITERGEZTIET S &,

(3) MARFEME. FRARZ  AAOEGIZ LY, MiZERAE, FREFIRMARE, MiemE, T
MmARPEERIRAR S O MARTEARIE, FFIRED S bbb 2 L 03H DD TEEZ +/mITiT,
FENRD SNZHEAIITEBICHEGEETIE L, BUIRLELITY 2L, k. fMliE
P2 AT HHUER & OO CTIMARZERIE DfEREA R I ELBENNH LD T, hH
WZhTeo T HHIcBligET s &,

(4) BIERT . BF2. BB S 0. AL BUERFR. PR, Iy 0 oSO EE AT E
NHOONDEZ END D, o, MARIZELZLNHHDOT, BEE 5TV, &
RO BN BAIIIR G 2 kT 570 U EEZITH L,
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I. ®£#% (EALOFESF) BT SHEE

G)@dAILY ) LIMSE : BB O H 5 EE TR GBS, mALy T AIEN & &I
L2 ENDD,

6)FEME. FERER) —7. FERNEEIEE. FERNEE : F=/E, FEREERY
— 7 TEANBHEE, FERNBERALND ZERHLDOT, BIgE+oI T, 2
WO LNIZGEA IR G AP 57 PR E 21T o Z L,

(N REEMRL : BEMERARS Db Dd Z EnBH DO T, BEEH0ITiTV, BEn
SNHAIIIRG 2RI L, @Y EE T Z &,

®TF7453F>—, MEFE: 77 4 7F v —, MEFEZEOWRBUEIREH S bbb
ZEBRHDLHDOT, ZOXIRIERDD L ONTHAIZITRGE2RIE L, UL 21T
I &,

(9) K & FEREARAE & B (Stevens—Johnson FEMREE) : K2 JE b IEARAE G (Stevens—Johnson JEfE
H)RHobNDZENnHDOT, BELZ STV, BENRD NG EICIIREG %
ik L, WUREEITY Z L,

(10) KAEMFBERBAE : KEEEREERO LDOND Z ENRHDH DT, BEEZ o ICITV, &
WHRRD LN GEIII RS E IR L, EYRLESITY 2 L,

ADER:MIFE RV 7V ETA REFICEDEBZAONIHRPR LD ENHDLHDT,
B AT 2ITATO, BRENRD DN HEIITHR G 2 F1kd 5 7 CilE R AuE 2175 2
B

o

L)

f=

Q) ZDHDEIER

BAE A

T B | IFHsRE S . RBMART GET v = — AMERRIMET & & & Ts)

£ 8| BAR. ARSE. M. oW, INELZENE, JRERGEND. R
B, FESEER) -7 BARY -7

Hooe & B - E, BACNER. TR MR

1R R Eﬁgf\ Eﬁf% CHEWV RIR, B9 MR8, R GRER, TRRR
W AEETe

i

B [E | BB, it BiE, KEnER, KEx) 7~ b—7 A, BRMEEE
RV T 4 U E, SRR U 2 — L RO

o BB R| AW

)]

ftb 1T - WKL, REHIN, FRIE, B, SO - R, R,
PI7. BR, @R 7 U BT A NlE, Ty

W) EEREHERRERBERUVBRREERZE -
R L

(6) BRES. AfHE. BEERVTHOARESRIORMEMRIUIE
LR L
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I. ®£#% (EALOFESF) BT SHEE

6)EMT LILF—I2d T HFBERVERE

(23] (ROBHIZIFERELGWNI L)
2) AFNIORGTx LIS BUE DBEERE D & % B

BEXRGEMER BEEARR)

®F7FI745%>— MEZRE: 7774 7% —, MBEREEOBEIELR LD b b
ZENHDHDOT, ZOXIRIERND SN IGAIII&KE 2 Ik U, w2 AL E 21T
L,

9. BEE~NDRS

10. 339R. EfR. RILBF~OERE

1) SMEIZEBWT, KAz S BE THARTE, ERMIEXRE, RIFECHRHRE ST
BO, Fio, AANZ, B IR TR R OV~ DB NI B IR A~DBATHRD b
TWAHDT, G ST L CW D RTEEME D & 5 e EITITR G- LenZ &,

TRIRICER U TR L CWWRWW 2 & 2l 5 2 & HHRT 2 AEEMEO & o ethicix, &K
Hll e G- ] O #& 4% 544 9 o A I 3B CRELE 3 2 20 B0 K Vs ) 2 BT 1R 12 DV TRl
BT 25z L, £, BEFTIERLE CHILUSOBETELZ WS Z &

2) BYEICIE, ARABEG PR OB E% 6 7 HRIZBWTAY T (v R—24) ZHn
THEHT T D MBEMEICHOWTHHT 5 Z &,

3) AP OHKGITET HLEEMEIMHESL L TRV D T, ALF OIS 5 2 L %k
I, ReERTERET LG E I EAETIREIED 2 &,

. MNRFEADES

fRHAEREIR, AR, LR, SIRSUT/NRITHRT 2 2 PEIERENL L TR,

12. BRRIRERRICRITTZE
A EE R L

13. BEHRE
EERR L
HEXT T =27 TUBREEECBE L CUL T OMERH B 12,
(& &R - Z &R 5-61]
EW (R 27 » H) £ KREMSEMH EHEORK 16 %) 12X W HRES, AROZE(, #EK
JENHENTZEORERDH D, —FH, HHEICLDIEHRGHIT, BT HRGBZROKE 4 4F
TORMEFRREEZHE L, o< BENPBO NN OREND D, HimMIZILE
BRGT LA b S AERIC X 2EIER (B 2 X8 m AL, Mhgs s oK% 4 <
LOLEEZLNDN, T v bEHAWEERTIX, @RS (R RO 100~200 %) T, =&
ra F AR LI ORERPE LN TN D,
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I. ®£#% (EALOFESF) BT SHEE

ZEXTT7 1 H2[E 400 mg/m* T ETHEM L, 150 mg/m’* THERF T2 KREHR G 21T
T BFE TG4 3~5 BLNIT, #REk, RORTUE, BTHEE. O FWEOMRIER B,
Beh IR 2~5 HCTHA LI EME SN TS, -, #EXF V71 H 218 250 mg/m?
THff L, 80 mg/m* THERF L 72 B T QT R OIER S HE I TWD, BEREMHE 1.5 DX
PEASHRIER P QT B IR A = LD X X2 7 = v OARE, M EITE#ER %S
BEODR L 6EUEEBZ BTV,

(AL &)

W EH G D R TE R E L, TERIZIS U, — A2 e IE 21T 9 .

14, BRELEDIE

ERFIZfTHF : PTP ALEEOHANL PTP > — F bWV L CIRAT 2 L9 ET S &,
(PTP > — M DOREARIZ K 0 | FHWGLA TS BIEREA~FIA L, BICIZZEIL 235 2 L CHERRR
REOHEERAGINEZOFET 2 Z EPHEINTWND)

15. Z0f0EE

1) MEAMZBWT, QT HIFRDIER, Torsade de pointes DFHLNHE STV D,

2) MEANOERRER T, AFIDOEEIZ I 0 SHAFLIE LIS O RIS I BTz & ORED H
B3, AR OBBEME T LM SN TR LT, FHli b ML STV W (7 E AR
IZOWTIEEELGEREE ) OHSMH),

3) 7 v NCHEREOBAEDRD LN EORENRH D,

4) 7 v M CHEBFEAREEFZRIENRBD DN L ORERH D,

5) F o COEMRBR CIIfAARLE L (VT AFIARR fr—/V5%E) L REOIR R
HERRO LN TND, 2B, 2N E TR ~OBGIER DD EBIRE STV 508,
S OIER TIIAFINESLSFEFE CORIAEDERN & 725 & OWEITR < KR
BRIIFAHALE STV,

16. 20t
Y LR

-20 -



X. JEERRBERICEST H51RE

1. EEHER
(1) EEEHER (VI ENEREBICEHTSEHEBISHR)

(2) Bl ey IR ER
BN -2 2

Q) e M EEAER
BAN-2 2P

(4) F D ith D IR ER
BN -2 YA

2. HiEEER
(1) BRI BHRBR
ek L

2) REIREEHHER
R L

(3) TR 1 B
MBI L

(4) Z DD ¥FHEN

MR L
(TVIl. 15. F DM DR E ] OEBR)

-21 -



X. BHNERICEHT SRE

1. RHEES
Al AT ERE Y CRIEE - EMEFEOLEIC L VTS L)

%
A2 Rk Sy B

2. AMHRXILERLAR
EAHBIR : 34 (OMEICER)

3. BTk - RERM
WO IR IRAT

4. EFIRFLLOEES
MEBTOBRHEWVEDBERICDOWNT

[ ERD ) VST 7 AFEZONWTIE, LT OR#ERH D 19,

BEXVT 2 IR T VT 7 AGE (T AN TERT) JIE, BARBEAISEE T

MRS A OB N B WS U ASERT -~ =27 v 5 3 U OB AZEO TR FLHE]
X0, fEBRETICHEINTWD,
fE 15 ) E S vE
OFFIEEL > TWVDEHD

@t h TG ERIIEDAERRES N TND HD
@t N TIEHFBIEE T ITR N AR EDIL D S D
FRROWTRNCEYT L O

(fERR S 5aFe L 0 L)

2) BRI AEFDOEFEWNCONWT (BEFICBEIRESLEAFTEHES)

VI 14 ERALEDEE] OESMK
BEMTEEMLTA N A0, <FVoLBY : HY

BETEM « RVE FEE > TV 2201
XII. %% Z0MOBEEN] OHSMH

(3) BHEF DBE RIS ONT
BB L

5. RIBEHZE
BA=PAA

6. @it
AEXL T U8 10mglBAZA] : PTP 100 £ (10 £ X 10)

AEXL T U8 20mgMBAZA] : PTP 100 &£ (10 £ < 10)

1. BEOME
AU E= LT 4V, TIVIE

PTP
va—:RYyzFLr. TAIE
] S

-2



X. BHNERICEHT SRE

8. R—Hm% - R%hE
[l — % oy: /WX T w7 ABE 10mg/ $E 20mg
[l %h . hovIT7or 7ol BAR%RILE) . 7V_"ARZ b (F8)

9. ERREERH
1963 4 ¥

10. WERFTEARZFABRVERES

<HBAEXT T UiEIOmgBRE] >

FLEARGEAAGEAEH B 201048 H 26 H

A R & 522200 AMX00915000
(IREE4 « 7 = /WL BE FAGRAEA H 1989 4F 12 H 25 H)
(IHfE4 © 7 = / L)L BE 10mg AR H 120074 3 A 22 H)

<BEXL T UEE20mgMBRA] >

ROEARFEAAGRAEA B 1 20114F1 A 14 H

A R & 5 :22300AMX00108000

1. EMELERESEFEAR
<BEFXTT T UEEI0mglBEE] >
20114F6 A 24 H
(IRfRFE4 « 7 = /) VL §E SRAMEEENEAE A B - 1990 4£ 7 A 13 H)
(R4 « 7 =/ Vv 88 10mg FAREAEDGEAEA B : 2007 426 A 15 H)
<BEXTT T UE20mgERE] >
20114E6 A 24 H

12. HEERIEHREM. RERVRAEEETEMZFOFEABRUVZDORE
L7

13. BEERR. BMEKRARFABRUVZORE
L7

14. BEEHM
YL

15. REHMGEIRERRICET S1FH
AANL, FH (D D WVI3EE) BRI 2 HIRIZED BTy,

-23-



X. BHNERICEHT SRE

16. KfEa—FK
S WEEMAE | v NEE
Wk 358 4 HOT = g . .
& BS s o R S g
AREXS T U 10mgrﬂﬂ;’|’5‘J 109215801 4291003F1201 620921501
AEXTTx Dﬁ 20mgrEﬁ;’é.‘J 120417901 4291003F2089 622041701

17. RERIGH LDERE

AFNT S PRI L DT FE B A ITRE Y Leuy,

_24 -




X1. Xk

1. BIAXH

D) BHNSGEAAERRBFMHE: X TXT 7 207 = UM (BR)IEE)

2) The use of stems in the selection of International Nonproprietary Names(INN) for
pharmaceutical substances 2018 (Stem Book 2018) (World Health Organization)

3) AARRNEEHSW, “ERMAEES SEEHRE", No.b, FFRRH, HL, 2000, p.92.

4) A \IE B ASRR 5 EH L JPDI2021. AEMHIEAN B AEKAIMIHE o 2 — iR
(A TIED)

5) F-FJ\SE H ASK 5 S5 <https: //www. mhlw. go. jp/stf/seisakunitsuite/bunya/0000066530. html>
(2024/3/12 77 & &)

6-8) AT 1 PHTIE (BR) HENE R 2 E MRER] [D001506, D001507, D001508]

9-10) A7 ¢ VHTEE () NG RE S HEUR] [D001509, D001510]

11) FEFSFEGHREE > 2 7 A<https: //shinryohoshu. mhlw. go. jp/shinryohoshu/yakuzaiMenu/>
(2024/3/12 7 7 & A)

12) JEAEAR R R A SRy 2 Aot SR AR BEA (&, “STANDARD [Efili » SHRMERT « SEHIAT 0D 7= 8 0D [ 3K Sh IR
FRENEmE CRDND”, T2, TIED, HA(, 2000, pp.727-737.

13) AT ¢ Y3 () HENE R B 7[R % MERBR ] [D000178]

14) @i MhEERR, 7y Rvv - ¥~ EKEESEYIRROEME L BIR—", B 11, T
2, BEE)IENE, B, 2007, pp. 1768-1772, KT\ pp. 1987-1991.

15) AARJFFEEEAMSERE  FUEMEEE A OBt N RO ESE i AFEGRR ~ = = 7V 3 iR,
CIiE9, HIL, 2014, pp. 255.

2. ZDthDSZE 3K

-25-



XI. 384

1.

FHENETOHRTIKRR
AN BT D RFBIRUILA T OEY ThH D, (2024 45 3 A H)

=4 W5t 4
K [ TAMOXIFEN CITRATE A

) ERRMBICOWTIE, T4 B ABEBRO R WEENIRTE L TV 5,

2. BIE T HERKZIEER

(D HE3RICBE Y 2o ER
AFBIZBIT DEES MO EOTER [1ER, EiR. RIBFADKRE ) OHOLHIILL TO LB
DTHY ., KEOEBALE, A=A F7 UV T7HHETRRD,

(23] (ROBHIZIFRELGWNI L)
1) I SATAEIR L TS ATREE D & % e (TiER. ElR. RIALBFADERE OHEM]

[(fH EOIERE] TR, EiR. RIAGBFADRE)

) AEIZBWT, KEIZEG SN BE CTRARGE, SREXE, BIECHARE SN TE
0. Fiz, ARENT, BSEER CIEIR K OVt~ DB NI IR R A~DBATRFRD Hi TV
HOTC, TR U CW D RMEEMED & D etz id e G- LianZ &,

BRI L TR L TV W I 2R T 5 Z &, WIRET 2 aREED & 5 & tEicid, AHA
B 5 R OSRAEE51% 9 » H RN O RT3 2 B K DNl ) 72 B 51 DWW TR 3
BTk, F BERIRVE CEIDANOBHTEE NS D L,

2) BT, ARG HROEEEG% 6 » AMICBW TR TE (v R—L4) ZHNT
BEAT 3 A MEMEICOWTHT 5 2 &,

3) I OB 5B ARSI L WA WD T, OS5 2 L AR,
R ESGTRETAIHEAICIIRLAETIESEDL 2 L,

mﬂ il
K [E DA S
WARNING

For Women With Ductal Carcinoma in Situ (DCIS) and Women at High Risk
for Breast Cancer

Serious and life-threatening events associated with tamoxifen in the
risk reduction setting (women at high risk for cancer and women with
DCIS) include uterine malignancies, stroke and pulmonary embolism.
Incidence rates for these events were estimated from the NSABP P-1
trial (see GLINICAL PHARMACOLOGY, Clinical Studies, Reduction in Breast
Cancer Incidence in High Risk Women). Uterine malignancies consist of
both endometrial adenocarcinoma (incidence rate per 1, 000 women—years
of 2.20 for tamoxifen vs. 0.71 for placebo)and uterine sarcoma
(incidence rate per 1,000 women-years of 0.17 for tamoxifen vs. 0.4
for placebo)*. For stroke, the incidence rate per 1,000 women-years
was 1. 43 for tamoxifen vs. 1.00 for placebo™. For pulmonary embolism,
the incidence rate per 1, 000 women—years was 0. 75 for tamoxifen versus
0.25 for placebo™.

Some of the strokes, pulmonary emboli, and uterine malignhancies were
fatal.

Health care providers should discuss the potential benefits versus the
potential risks of these serious events with women at high risk of
breast cancer and women with DCIS considering tamoxifen to reduce their
risk of developing breast cancer.

The benefits of tamoxifen citrate outweigh its risks in women already
diagnosed with breast cancer.
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*Updated long—term follow-up data (median length of follow-up is 6.9
years) from NSABP P-1 study. See WARNINGS: EFFECTS ON THE
UTERUS ENDOMETRIAL CANCER AND UTER[NE SARCOMA.

“See Table 3 under CLINICAL PHARMACOLOGY, CLINICAL STUDIES

Pregnancy Category D:

Tamoxifen may cause fetal harm when administered to a pregnant woman.
Women should be advised not to become pregnant while taking tamoxifen
or within 2 months of discontinuing tamoxifen and should use barrier or
nonhormonal contraceptive measures if sexually active. Tamoxifen does
not cause infertility, even in the presence of menstrual irregularity

Effects on reproductive functions are expected from the antiestrogenic
properties of the drug. In reproductive studies in rats at dose levels
equal to or below the human dose, nonteratogenic developmental skeletal
changes were seen and were found reversible. In addition, in fertility
studies in rats and in teratology studies in rabbits using doses at or
below those used in humans, a lower incidence of embryo implantation and
a higher incidence of fetal death or retarded in utero growth were
observed, with slower learning behavior in some rat pups when compared
to historical controls. Several pregnant marmosets were dosed with 10
mg/kg/day (about 2-fold the daily maximum recommended human dose on a
mg/m’> basis) during organogenesis or in the last half of pregnancy. No
deformations were seen and, although the dose was high enough to
terminate pregnhancy in some animals, those that did maintain pregnancy
showed no evidence of teratogenic malformations

In rodent models of fetal reproductive tract development, tamoxifen (at
doses 0.002 to 2.4-fold the daily maximum recommended human dose on a
mg/m’ basis) caused changes in both sexes that are similar to those caused
by estradiol, ethynylestradiol and diethylstilbestrol. Although the
clinical relevance of these changes is unknown, some of these changes,
especially vaginal adenosis, are similar to those seen in young women
who were exposed to diethylstilbestrol in utero and who have a 1 in 1, 000
risk of developing clear—cell adenocarcinoma of the vagina or cervix
To date, in utero exposure to tamoxifen has not been shown to cause
vaginal adenosis, or clear—cell adenocarcinoma of the vagina or cervix
in young women. However, only a small number of young women have been
exposed to tamoxifen in utero, and a smaller number have been followed
long enough (to age 15 to 20) to determine whether vaginal or cervical
neoplasia could occur as a result of this exposure.

There are no adequate and well-controlled trials of tamoxifen in pregnant
women. There have been a small number of reports of vaginal bleeding
spontaneous abortions, birth defects, and fetal deaths in pregnant
women. If this drug is used during pregnancy, or the patient becomes
pregnant while taking this drug, or within approximately two months after
discontinuing therapy, the patient should be apprised of the potential
risks to the fetus including the potential long—term risk of a DES-1like
syndrome.

Reduction in Breast Cancer Incidence in High Risk Women
Pregnancy Category D:
For sexually active women of child-bearing potential, tamoxifen therapy

should be initiated during menstruation. In women with menstrual
irregularity, a negative B-HCG immediately prior to the initiation of

therapy is sufficient (see PRECAUTIONS, INFORMATION FOR PATIENTS,
REDUCTION IN BREAST CANCER INCIDENCE IN HIGH RISK WOMEN).

Nursing Mothers:

Tamoxifen has been reported to inhibit lactation. Two placebo—controlled studies
in over 150 women have shown that tamoxifen significantly inhibits early
postpartum milk production. In both studies tamoxifen was administered within
24 hours of delivery for between 5 and 18 days. The effect of tamoxifen on
established milk production is not known.

There are no data that address whether tamoxifen is excreted into human milk
If excreted, there are no data regarding the effects of tamoxifen in breast milk
on the breastfed infant or breastfed animals. However, direct neonatal exposure
of tamoxifen to mice and rats (not via breast milk) produced 1) reproductive
tract lesions in female rodents (similar to those seen in humans after
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intrauterine exposure to diethylstilbestrol)and 2) functional defects of the
reproductive tract in male rodents such as testicular atrophy and arrest of
spermatogenesis.

It is not known if tamoxifen citrate is excreted in human milk. Because of the
potential for serious adverse reactions in nursing infants from tamoxifen, women
taking tamoxifen should not breast feed

%1 : https://dailymed. nlm. nih. gov/dailymed/drugInfo. cfm?setid=9b8a4211-120f-4981-ad69-928acch97637
(20243 A 12 BT 7 & R)

ok
— 5 N
(An Australian categorisation of risk of drug use in pregnancy)

%2 : https://www. tga. gov. au/products/medicines/find-information-about-medicine/prescribing-medicines—pregnancy-database
(20244E3 H 12 AT 7 £ R)

2% OB
FDA ™ 4348 : Pregnancy Category
D : There is positive evidence of human fetal risk based on adverse reaction data from
investigational or marketing experience or studies in humans, but potential benefits
may warrant use of the drug in pregnant women despite potential risks

A —AMZ U T DO4FE . An Australian categorisation of risk of drug use in pregnancy
B3 : Drugs which have been taken by only a limited number of pregnant women and women of
childbearing age, without an increase in the frequency of malformation or other direct
or indirect harmful effects on the human fetus having been observed. Studies in animals
have shown evidence of an increased occurrence of fetal damage, the significance of
which is considered uncertain in humans
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ELIIRRD,
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Hg RLARPA

SKkEOHRMrE* | Pediatric Use:

The safety and efficacy of tamoxifen for girls aged 2 to 10 years with
McCune—-Albright syndrome and precocious puberty have not been studied
beyond one year of treatment. The long—term effects of tamoxifen therapy
for girls have not been established. In adults treated with tamoxifen,
an increase in incidence of uterine malignancies, stroke and pulmonary
embolism has been noted (see BOXED WARNING and CLINICAL PHARMACOLOGY,
Clinical Studies, McCune-Albright Syndrome subsection).

%1 : https://dailymed. nlm. nih. gov/dailymed/drugInfo. cfm?setid=9b8a4211-120f-4981-ad69-928acch97637
(20243 A 12 HT 7 & R)
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