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MM E R L
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MYER L
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6. X

(1) REBLER TR BB
<H¥E>
AT A e OFEER P THHT I A Y UhilfE Na KO A b o UfifgE Na 2 0% 5
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DOHEMD 5 H 50~80% A 7 /L7 1 RS, 5~20% N FHEE SISO b TS, 7
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REERR L

) MEEBHEDEERVZNEE
MM E R L

(4) KEDOEHOHERVEMSL., FAELER
R ERR L
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7. HEit
<BE>
SBHIC BB SN Eicx L, AR 2 ey 2.5 mg 2ROKE LESA. 5% 24
WRER] M OV 48 REfE] T 2072 U O & DR FIZHEM S 4v, FFlZ = A B U A — L 45 [l o B4 7] 2358 &
b, 1R & 720 OPel &L, KA 12 BEEIIT0 0.5 wg, 24 FERIZA 4 ne. 48 REMIZK
2 ugThsb,?
HEANDT —F ThHDHN, AR ha % 1,25 mg/H, BRE O LM 3 I 30
H L, R A ba U ROZEOMRBEY O EERIE B5A% 17~19 B) ITE - oK
SACORTHEM R (5 24 B X, 1Ta- = A NTF A —/148.6%, = A hrr 25.5%., 17
a-PbE R/ A4 L= 16.3% N ERLDTHoT-, ¥

8. FIURR—42—ICHAT %1EH
MEE L

0. BHEICLIREER
WHB R L

0. BEOBEREETHEE
AR L

1. 20
G RH L

) AR TERE SN TV DRI UIRR, HIELAOCHEIZLTO LB TH 5,

RESUTRNAD IRB R BER . B RE N e, AR R (A, /N KUSERRRME) | BERENE 1= Hif

AEROHBE A A ba s LT, BREEA 1 H 0.625~1. 26mg 2% 05975, HREMET 5 Him i3k
WKL CIE, 1 H 0.625~3. 75mg A& N 5T 5, Z2ds. Flin, SERIC X V@ T 5,
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1 HERMEEDH 5 EE [9.3.1 BH]
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T2 ERME SN0 LT,
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“Clﬂ%f) 10)
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9.2.1 TR MO AMKKIFREORR L 705 2 L3 51280, BIRBOEE X-THEnNH5,
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ROBWERD D obND LN HDHDT, BEE ToIATV, BENRO oL EIT&KEGE
kg% 72 WY R AEZ1TO 2 L,

(1) EXGEIMER & MHER

1.1 EX%EIEA
11.1.1 MR (BEEARH)
MARSE & 2 Wi fe Z8eiE (W, A, O, M, #IRS%E) Reobild I ENdHD T, Bles
FZAT, TRCDOER - FIE, 2R ORERIREE, B0iv, B, HHXepiiEik (O Fv, Bl
PRk, DUBRRESE) | SMER D EEEOYHYERN & b o GE I3 b2 i L, #Ebiea
BAE2ITH 2 &, [2.3. 2.4, 8.3, 9.1.6 ]

< iR >
femi kv TEKRZEIER] OHEIC TIARRE] ZE#H L W2, AFNC X2 TR ORIWER R
WEINZZEND, EEEZ L VWMET D DFFEENH Iz,

(2) ZDithDEI1EA

1.2 ZthoEIER

A AN B
AR A TR U U ARMERIROITE (., (REEIN%)
Ay ik O, RIEHm, B sEoZ2ql
JLE L, LB TR
I HUE 5, FWS, ETEE
b JESR . D - MR, BARARIR, S
& tBFRLE. BE
FEARARE R JEgR ., O E W
JH gk JiFbgRERE®E (AST, ALT, Al-P &%)
I 5 I IR
T B M FEAR T

1) BICREWGREGICLI VDN ZENHLDOT, BEEFHIATV. 20K 5 RIER
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&I B RIEARBLSR R ORIRREE R Y EEHE L O —& (B5)
EPN (58 #is0) E4t (54 §m30) it
5 # 5B # 5 I g
AR AE 1 5 53 2077 555 3747 608 5824 6432
B B 10 236 365 580 375 816 1191
RIVE O fEE EIWEA B (%)
B EOE 11 4 15 15
9% - CAES 11 (0.53) 4 (0.11) 15 (0.26) | 15 (0.23)
FEFRARRE R 6 61 67 67
FEb 1 (0.05) 35 (0.93) 36 (0.62) | 36 (0.56)
WEWN 6 (0.16) 6 (0.10) 6 (0.09)
B AR 3 (0.14) 9 (0.24) 12 (0.21) | 12 (0.19)
WHING 2 (0.05) 2 (0.03) 2 (0.03)
NS 1 (0.05) 1 (0.02) 1 (0.02)
fliyald 1 (0.05) 3 (0.08) 4 (0.07) 4 (0.06)
EE 1 (0.03) 1 (0.02) 1 (0.02)
N P 1 (0.03) 1 (0.02) 1 (0.02)
T D e D FE A 4 (0.11) 4 (0.07) 4 (0.06)
e 134 87 221 221
MERIESaRTiiN 85 (4.09) 52 (1.39) 137 (2.35) | 137 (2.13)
AR L 7 (0.34) 2 (0.05) 9 (0.15) 9 (0.14)
e i 27 (1. 30) 28 (0. 75) 55 (0.94) | 55 (0.86)
A R R G R 1 (0.05) 1 (0.03) 2 (0.03) 2 (0.03)
A RANE 7 (0.34) 2 (0.05) 9 (0.15) 9 (0.14)
MR W EE N 5 (0.24) 1 (0.03) 6 (0.10) 6 (0.09)
TR WS 1 (0.03) 1 (0.02) 1 (0.02)
BN N 1 (0.05) 1 (0.02) 1 (0.02)
A PR B 1 (0.05) 1 (0.02) 1 (0.02)
A= 10 44 197 324 207 368 575
FARR 62 (1.65) 62 (1.06) | 62 (0.96)
K - Bk 22 (1.06) 9 (1.62) | 179 (4.78) 9 (1.48) | 201 (3.45) | 210 (3.26)
HERD S & 41 (1.09) 41 (0.70) | 41 (0.64)
HAEMK 1 (1.89) 6 (1.08) 9 (0.24) 7 (1.15) 9 (0.15) | 16 (0.25)
FLE R 5 (9.43) | 22 (1.06) 6 (1.08) | 12 (0.32) | 11 (1.81) | 34 (0.58) | 45 (0.70)
HEHE M 21 (0. 56) 21 (0.36) | 21 (0.33)
AL R 4 (7.55) 179 (31.7) 180 (29.6) 180 (2.80)
EfE 2 27 2 27 29
FEai 2 (0.36) | 25 (0.67) 2 (0.33) | 25 (0.43) | 27 (0.42)
B H VT S E 2 (0.05) 2 (0.03) 2 (0.03)
HAL#F 35 1 40 1 75 76
H G 24 (1.16) 1 (0.03) 25 (0.43) | 25 (0.39)
L - TR 5 (0.24) 1 (0.18) | 34 (0.91) 1 (0.16) | 39 (0.67) | 40 (0.62)
BHRAR 1 (0.03) 1 (0.02) 1 (0.02)
HIER R 2 (0.10) 3 (0.08) 5 (0.09) 5 (0.08)
(EE 2 (0.10) 1 (0.03) 3 (0.05) 3 (0.05)
235 2 (0.10) 2 (0.03) 2 (0.03)
ZDOfih 6 165 37 165 43 208
PERRTCIE 1 (0.05) 21 (0.56) 22 (0.37) | 22 (0.34)
PEARIBEE 162 (29.2) 162 (26.6) 162 (2.52)
A 2 (0.05) 2 (0.03) 2 (0.03)
J¥a s 5 (0.13) 5 (0.09) 5 (0.08)
P AS R 5 (0.13) 5 (0.09) 5 (0.08)
i 1 (0.05) 1 (0.02) 1 (0.02)
g Ek 4 (0.11) 4 (0.07) 4 (0.06)
W 1 (0.05) 1 (0.02) 1 (0.02)
S 1 (0.05) 1 (0.02) 1 (0.02)
TFREEA PR 2 (0.10) 3 (0. 54) 3 (0.49) 2 (0.03) 5 (0.08)

B GEEUE, FrhRR%) o/hFHE, BEMSEBU &R L,
PR ERF O SR SR 2 b & ICEERTRER L e,
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9. RARBREFERICRIZTZE
PREZ LTV

10. BERE
BRE I N TV
<BE>
T A has O ERGITES - REOFIKIZ RS0 L, 0

1. BRALOIE

14. BHELDEE
141 EFERSEFOIE
B HRORBUCEE 2 MTT X0 528D 2 &,
14.2 EFIRFEFOIE
mpﬁ LEOFHNL PTP > — P22V ML TIRAHT 2 X598 T 52 &, PTP 3— FOFAERIC
o BEWEAENIE RS L BT LA B 2 LT%%M%%®E%&AﬁF%%%¢
6_2:75%60

12. ZOfDEE
(1) ERRREAICEDCER

15.1 EREREAIZE D < [EHR

15.1.1 RILEVHEFEE HRT) EFEREZOBRME

YRR VE A AR (O 1 4ELLE) M U2 BRI O &t Cld, = NIEREIC 72 5 falR

PEDSSFPRRED e & bele LT . ZofERMiE, MAMRICHERBE L CES L (1~54E/T2.8

i, L04ELLETO.5 (%) | IR AEUAIOPFRICE v Mz b s GFRREEO &M & el LT 0. 8

fi5) L OBEFREOKENBE SN TND Y

15.1.2 HRT L FED BT

(1) kKEIZRT RS M E R E L2 EA(LIGR AR (Women” sHealth Initiative (WHI)
RER) OREHR. RA & BB NE L OBRGHIE G T, I D fERMEN T 7 R bt
LU L THERIZEL D (NP —FKIk:1.24) EoMERH D, WL TITbh = +EifH
FATKT D RBROFE R, AFFMB GHETlX, LRI R D ERIEN 7 7 B ARG L ik LT
HEZIIRD (AN —FE 1 0.80) E0HERH D Y [8.1 BH]

(2) FEEIZHT HEFFAE (Million Women Study (MWS) ) DFEHR. IR E K| & Bk FR LT
PRI L TS eI, HIRIC 7 2 fERPES s A & i L CHEICE <720 (2.00
f5) . ZofalEiEid, PR EICZ2 210> THEL 2D (1FERR @ 145 %, 1~4 4 :
L74f%, 5~94F : 2. 17 %, 104ELLE : 2.31 %) LoWMENRH B 20, [8.1 5]

VIII. Z4itt (A LorEES) (B4 5EA 26



15.1.3 HRT & BEIARM LR B D ERHE
KENCFIT D WHL REROFER . AH & HEIRFR LT L OFRRAHIPE GHETld, EBIRME LR B O fER
PR T T e REGREE I L CERWERICH Y . FRICIRABL | FZ TR RICELS 8D (0T
— R 1.81) LOWMENRH D, WTL TIThbn - FEfHE T 2B O E, K FME
GO OEEIRME DR B OMERRIED 77 B AR GHE L i U CTHEZEIT RV (O — RE:0.91)
EDOWMENRHD B [2.4 2]
15.1. 4 HRT LBNZEF DERHE
KEICI T D WHI SRERORE R, AHI & AR LE L ORAHIFEGEETIZ, MAET (F& LT
FEZE) OfEMEN T 7 e R EGREE KR L CTHRICELS 85 (AF— KR : 1.31) L o#fEn
HD, WATL IR FERMEE ST 2R B OR R, AR BEMBEERE T, Mt (&
U CHNFEZE) DOERMEN T 78R BEGREE I L THRICELS 2D (N F— R 1.37) &
WERD D 182 (2.4 BE]
15.1.5 HRT & EBENE D fEfRE
KENZBIT D 65 kbl EOPARE Lt 2 xt8 & U 7= BE A LR ARFER (WHI Memory Study (WHIMS) )
DOFER, KA & EIRBRNE L OREGAIBGRETIX, TV A ~— % G EEDERMEN T Z
TARBEREE LB L TAREIZELS D (NP —FRIk:2.05) LEoERH 5, T L Tirbhiz
TERHE T 2RBROME R, AFIEMBGRETIX, 7Y A ~— % SRR AE O fEBRPEN
TR REEREL L THE TRV, @EWEANS B (0N — RE 1 1.49) & i
7533?) % 24, 25) .
15.1.6 RHIEGICL O IFIEENREE LT L ORENH D,
15.1.7 BRfaARVE ARG & A & ORIEBIRICOWTIIRIZH S TRV, IR
EHEAMER D D Z & ERE T HEEREORENRE SN TWS,  [8. 1 BH]
15.1.8 HRT &LINEEDEIEHE
(1) IPfEA VT A2 BRI U7 BRI LARE O 2oVE G, SNBLREIC 7 2 fERRME DS st FREE D 2otk
LI L TEL 2D L OEFHFHEORENRE S Tng 279
(2) KENCIHT D WHI REROFE R, AH & HEIARILE L ORLAFIERERICIBWN T, IHEEIC/R 5 1E
BRIMEN 7 T R ERE L B L CTHE TRV, EVEA DS (N — REH @ 1.58)
L @%&%ﬁ) % 26~29) .
15.1.9 HRT L EEREBDBIRM
KENCIH T D WHI SEROFER, AH & BIERR LT ORGAIBRGHICB W T, HEEREAIZR5E
BYEN T T v REGREE B L CTHRBICELS 2D (NP —Fi: 1%)&@ﬁ%ﬂ%éoﬁﬁb
TP FEREE T 23 BRORER, ARIFMEE 58 ClX, THSBEBICR D ERIENR T T
TAREGREE IR L THEICELS 2D (NP — R 1.67) L OHENDHD O,

< i >

t MZBWT=R b bF AR R BN OfEREL LA SE2 L 0oRENRH D, Fio,
BT, RIIRGHR G LV LB, FESE. B RIS 2FORBINEE D &0
bRTng,

KEICBWT, Ao A ba sy 0.625 mg/HE A Ry rYaFf A75o  Fio X7 L
2.5 mg/HOELAEHIDOEGIZHONWTORRRERDY, PR OLMEICB T 2, SEEREE, B
JEIZ X A FEI7 EOTBEICEId 5 Women” s Health Initiative (WHI) EERO—¥F L L CTHEM I
7o AREERRBRTIL, EERTENSH D 50~T79 5D % Lt 2RI, RILVEVRIEEZIT -
BAOHEIRERDO Y A 7B E | R~ L P, AT ICL OV EEEZIT S L
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Bz ohn, e, MZEARRE, WS, KipE, KESEEIT. 2 oMo REIC X558 T
FHERMZ T, VAZ ER_XXT 4w FEFHMEL TW5, 10 BIHFEAEST (CFEX 5. 2 FRloiE
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B EORRIER ORFLRBROAMMEZ B L, RILOMKBIUTT IEZ/HRETT 25 2 &,

HH LA
K DR S 8.1 Pregnancy
PREMARIN should not be used during pregnancy. There appears to be little or no increased risk
(20242 H) of birth defects in children born to women who have used estrogens and progestins as an oral
contraceptive inadvertently during early pregnancy.
8.3 Nursing Mothers
PREMARIN should not be used during lactation. Estrogen administration to nursing women has
been shown to decrease the quantity and quality of the breast milk. Detectable amounts of
estrogens have been identified in the breast milk of mothers receiving estrogen—alone therapy.
Caution should be exercised when PREMARIN is administered to a nursing woman.
F—AKrZV D (202445 H)
T OISR
. <BE : HSEOME>
(An Australian F—2 N5 U T O -
categorisation D : Drugs which have caused, are suspected to have caused or may be expected to cause, an
. increased incidence of human fetal malformations or irreversible damage. These drugs may
of risk of drug .
also have adverse pharmacological effects.
use in
pregnancy)
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High LRI A
KE O BAT SrE: 8.4 Pediatric Use
(2024 4 2 ﬂ) Estrogen therapy has been used for the induction of puberty in adolescents with

some forms of pubertal delay. Safety and effectiveness in pediatric patients have
not otherwise been established.
Large and repeated doses of estrogen over an extended time period have been shown
to accelerate epiphyseal closure, which could result in short stature if treatment
is initiated before the completion of physiologic puberty in normally developing
children. If estrogen is administered to patients whose bone growth is not
complete, periodic monitoring of bone maturation and effects on epiphyseal centers
is recommended during estrogen administration.
Estrogen treatment of prepubertal girls also induces premature breast development
and vaginal cornification, and may induce vaginal bleeding. In boys, estrogen
treatment may modify the normal pubertal process and induce gynecomastia.

Je[E D SPC Paediatric population
(2024 229 A) Safety and effectiveness in pediatric patients have not been established. Oestrogen

treatment of prepubertal girls induces premature breast development and vaginal
cornification, and may induce uterine bleeding.
Since large and repeated doses of oestrogen over an extended time period have been

shown to accelerate epiphyseal closure, hormonal therapy should not be started

before epiphyseal closure has occurred in order not to compromise final growth.
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