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FAS R DOFHT 546 (Full Analysis Set)
FDA KERMERENFE (Food and Drug Administration)
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(Faculty of Family Planning and Reproductive Health Care)
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HIV t hMEEAREL Y A /LA (Human Immunodeficiency Virus)
HOT#H = (& HH 7 DIEFR)
HPLC EREIR 7 v~ k7% 7— (High Performance Liquid Chromatography)
ICD A V7 = TR SERESE  (Tsocitrate Dehydrogenase)
IgG % 7' 17 > (Immunoglobulin)
INN = 3 L [E S — %4 FR  (International Nonproprietary Name)
IR RO (Infrared)
ITT Intent to Treat
IUD 1= N B (Intrauterine Device)
IUPAC EFSHE - I A b5#E A (International Union of Pure and Applied Chemistry)
IUS FENBEEY A7 & (Intrauterine System)
JAN HARER S — R4 7 (Japanese Accepted Names for Pharmaceuticals)
LDso Pt E (50% Lethal Dose)
LNG LR VA K L)L (Levonorgestrel)
LNG-IUS LA VT AN LV E NS A7 A (Levonorgestrel Intrauterine System)
MedDRA EPEEFHKHFEE (Medical Dictionary for Regulatory Activities)
MPA Hifg A Ko7'/ 27 1 (Medroxyprogesterone Acetate)
n (N) A% (Number of Samples) | JEfI% (Number of Patients)
oC P& M3EEE#E (Oral Contraceptive)
PBAC % A e BRI > —/L (Pictorial Blood loss Assessment Chart)
pH KFA A 48 (Hydronium Ion Concentration)
PID BN AIEMEZ L (Pelvic Inflammatory Disease)
pKa fefi e £ 4% (Acid Dissociation Constant)
PPS TRBRFERE ST E S L7 x5 4EM  (Per Protocol Set)
PT 7'v hr v U (Prothrombin Time)
RH FAXHEE (Relative Humidity)
S.D.(SD) FEHER 7= (Standard Deviation)
SHBG PRV E RS 7 17 U v (Sex Hormone Binding Globulin)
T2 HIEE (Elimination Half-Life)
Tmax ImlifE (0F) g RERR] (Time to Reach Maximum Plasma Concentration)
TT ke el (Thrombin Time)
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VAS R e 7 R (Visual Analogue Scale)

VRS A SEZGEHIE R E  (Verval Rating Scale)

WHO TR EERERS (World Health Organization)

WHO-ART A LR R O RIER HEE4E (WHO Adverse Reactions Terminology)
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HRue—~omE, g, EffoLf Minerva (X 3%/ 7 7) | Z#HAKL L., Mirena & /44
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AR ARRBRIZ BV TR, IRENT G Sk oo, LTed o T, ITT %M &L UPPS
EHICB T DIERFEIL, L0 Th o7,

« LR ;1 DO Kaplan-MeierfE € (2 K 2 IEBEE B IER 2R V-4 (TR LT,



ARICE T SR

£V-4 12nBIZBFHRFEPIER

LA E R
k| kR 95% g | kR 95% (p fiE*)
(n) (%) (ELEESE (n) (%) (ELEESE

UaRITS 0 0.00 - 0 0.00 - -
ZEfL 0 0.00 - N/A N/A N/A N/A
it HH 1 1.20 0.00-3.55 N/A N/A N/A N/A
PID 0 0.00 - 0 0.00 - -
HH . 2 2.52 0.00-5.96 0 0.00 - 0.16
IR 6 6.66 1.51-11.82 0 0.00 - 0.012
T;E%H/ﬂkgg@ 4 4.95 0.22-9.67 9 9.75 3.67-15.84 0.18
SR H 1 0 0.00 - 1 1.25 0.00-3.68 0.31
fit oD = S B 2 2.13 0.00-5.04 1 1.09 0.00-3.21 0.53
AR 0 0.00 - 2 2.56 0.00-6.07 0.16
ftt. oD fE A HYBE 4 4.56 0.19-8.93 14 15.35 | 7.93-22.77 0.020

LA R0 T T RE

BEEHOHER

- BEBL  IRRTICHE S AERGIE. RFBETSH (90.4%) . OCHETIL78%
(788%) Tohole, AKAMOERAFEFLIL, EW36H6H (38.3%) . A 2614
(27.7%) . E%GEREYYE K OVH R IREEE RN 2230220 (28.4%) Thoiz, Rk
25 O EE R A ERR (RARE2 R OMEHAREOCES 1) NiE S, 205 bLAAIRE
OUE BEF) 1, RBRE(LENNIC L AF EBEDH 5 FEHEL Ll sz,

=
| g

B AR PEI A 2 R 821 . AAK LB AR A EOCOER KB i Lz 2 A, 124 A
DR RIIAANRETT79.79%. OCRETT2.68% CThH 7=, HIRIFFRD LT, 1EMKGERIT
AFIEE, OCEHEL LI ETE DD Th o7, MHEHTAE & & ARM - SBRMIXBAFTH

7,
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QBN EMBIETRIEXEARER (AYI9:RER ; AEADT—4) 9

H 1 SAFHIMIUD (Nova T) & ARH| O EGER A 35 & OGBEAT 20 & bl L 72 BN TR
AR R FRBRICSIN L= ARK O #2550, KA e L OEME2 L
ha AT T 4 TICHMET 5 Z &,

REBETH A v | S ILRIEERIERIEREE (L N r 2T T ¢ 77 F7H)

[(TFr~—7 Q%) . 74> 7> 8 (4hs%k) . N H U — (L) . /v
U x— (k) . Av=—7r hisR) . =E (%) ]

xt & LeirasiBBR821612 51 L 7= 18~ 38 D A5 JH 1855141

FrOEPULUE | o {1 EOISIRIR OGRS B B 18~ 385k Dl FE 7 A
%ﬁ&kLT%EW/XTA%ﬁﬁﬁé%Eﬁ%é%w

ARFEHNITFE LT BIII AN L P22 T A EER” LA H D

BTk A G « 20 }lg/24H%EF'EJ) ZHERR G Uiz, AFIEHE 4B LR G
Ak LT A 3R RIG ERE CoTF — 2 #INE LT,

AT H ARME AEERER AkmeER, HIRBE B TR SR ONE AR ORI (FERER. A
U2 DRSS AR OISR M O AR D 28 7L)

et AFEFR, BRREME, S A2 FEEHAAT &

AT ik TN (X Intent-To-Treat (ITT) ZEMNCHED & Fhi L7z, IEIRE, kR kO
FRIEFRE A B IE RO B HIZX, Kaplan-Meiert € % fV 7z,

BENHEDOER
« RFN RN LT2185501 2 ITTHEM & L= (684206F AH)

< BEPRER ¢ REBR AR A TH O EREE 3 ENR L=, Kaplan-Meierfff €12 K 5100 A& 72 0 O4E:
PRERIE. 14EM0.12% (95%(E4#EX [ : 0.00~0.29) . 24E[]0.21% (95%1E#EIX [ : 0.00
~0.44) . 34[]0.40% (95%1EHEIXH : 0.04~0.75) . 44F[0.61% (95%15HE X[ :
0.15~1.07) . 54E[0.61% (95%(EHEIXM : 0.15~1.07) TH o7, /S—/LIEEIT14H
ESFEMONTNG0.12TH -7,

- REER © AHI DAL A5 E MG LT IER1343.0% (798%1) Th o7, ITTHEMIZEIT S
100 A 272V ®Kaplan-Meier #£7E (1 K DFERIL. TFERTT7.1% (95%EMHXMH : 75.2
~79.1) . 5[ T43.0% (95% (54X : 40.7~45.2) Th-oT-,

« FIESR - KK 2 S L7257.0% (1855 BilH105741) 23 & OB Tkl A ik Lz,
ITT (£ B 1) D Kaplan-Meier #£ &2 X 2 HIEEBABIFIERIT, Z0HE005, HEO
H14.6% (185 f]) . OfEARIHEH12.3% (157 ) . HiM11.6% (165 i) |, H/LE
IZBE T 5P H11.4% (144 ) | ZOMOEFAIERH.9% (134 ) . HEAR6.9% (92
Bl) | W5 7% (87 fi) | EIh4.5% (56 fil) . PID 1.5% (2261) . ZDOOEH0.8%
(8 ) . #FHR0.6% (761) Tho7z,

BRLMHORER

- AEFES B TIC, 180661 (97.4%) ORBRFICEWTHFHRENHRE Sz, =
I EEGIT A R 140301 (75.6%) . ARETHRHIIHIM613%] (33.0%) . #H #5774
(81.1%) . RUMERMBE5981 (30.1%) % Th -7, EELAFRZLITLI686] (9.1%) H3H
HEEN, Z<HEINTZOR., FENER, BRERENRIE K OPIE K% OMESHEGYE, WO
IO S RATH o7z, FETHl FEELITHE ShihoTz,
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W5
AN EALEH LT B BAEIR O fERRYED & 5 185566100 5 b | ATEURIZSF/H TTHIICFRD
5. Kaplan-Meier# @12 £ 5100 N4 72 0 OBER TOHIERIZ, 0.61% (95%EHEHKX
il : 0.156~1.07) THY ., ZOIRFIIAEFN L& F%E ThH -7z, Kaplan-Meier#fiE |2 &
5100 N M7= V) OfffeRIL, 1M TT7.1%. 5 FHT43.0% Th o7z, ARFIDLEVETZE
LBRbDThHoT,

@ENENEEEALEREERHER (BO7T8HE  AEADT—42) »
H AFNOEMA] (=T A b~—) ONFETEF] (BAKLKLB) & ZATZORA] (A
FHRRC) ZRWT, R PEm 2 RS ARE OB R e V2 22 5 2 &,
TV A v | B IEREEA L ERLEGRR (71T )

(2R F NZ 31T 2 i HLNGIR E O AE 2L E Mtk 217 5 7o DY 7 7 v —
7 % e akliR)
xt & TR 72 iR PEIm 39061 (RUAIKLERCRE : 34061, TUAIKHERBEE : 5041)
EEINALUE | - 18~ 385K DR 2 AT i
CHEHEE R L TERY . AAIOMEHNEESTIERWE D
BRIk WL S LNGAHA s H 33 B2 23 20 g/ 24 R5 ] O BFKIFR R C U T AR B 2 75 N
WG L, TRREIRIESEM & L, 2BB O mIEL L ERILE A EiT 5729,
BIKIFA R CHE & A BRE D2 > DY 7 7 — 712 iEE AL L, g FLNGHR
& & JE LTz,
FHE H FE - S O RFEAERER, M, kR, K OYH AR ORI
EECN(M et BERL, FESERAATRE, —BRREXROEBRAEF TR, N1 2L
HA . MIEHLNGER E
AT ik EMFICL D BERIEIERS LORBERY LR, 2O EiXMantel-CoxDlog-
rankiElZ K 0V 1iT- 7,

BAEEDFEE
o RFER ClrInBR 39041 (%ﬁl FHECCRE « 34001, BUKIFHRLBRE - 5041) ZITTHME L.
ITTA 39001 2 it G ARHN DM 23 i LT, Z ORIBREMICHIT ST R, 16938

MAA CThoT-, Fiz. ztxit%ﬁf . BATORARARCE: (n=49) I HEFTOMAFAKB

B (n=50) D2 ODOY 7 7N —FZHEAL L, MIETHTLNGEE ZRIE Lz,

-ﬂﬁﬁ%:%ﬁ%ﬁﬁ;ﬁ%ﬁﬂlﬂ:@%%ﬂ%ﬂﬁi(}ﬁ IZBW RSB RS Hiv, Wiy BEMEERTH
o7z, BAFARBRE CIXIEIRIZRD e o7z, TORER, ITTHEMICEB T 554B £ T
D3— LV FEE30.21 (;@%’H‘\HE}ZC%L 0 0.24, WAFAREBAE : 0.00) Th-o7-, Kaplan-Meier
HETEIZ £ 2 5 O RAEMEIRRIT, 1.07% (95% (51X : 0.00~2.29, FLFHEKCRE :
1.22%. BIAFHEBEE : 0.00%) TH o7,

« fERE R : Kaplan-Meier#t & (2 X 5 5 OMkFERIE, 56.41% (95%EHIX[H : 51.49~
61.33, BLAKHALCHE @ 55.67%. WHFHRBEE : 58.00%) ThH o7z,

- 1R : Kaplan-Meier#ff 12 L 5 5 D H IR 1T, %%%'J%ﬂﬁi(]ﬁif‘%.%%&(ﬁ%ﬁ%ﬁﬁi
BEET42.00% CTd> - 7=, AR MICHEHFHNEBEEZIIRD DL ho7z (p=0.99, v
Z O MEIC X DR EeER) o ITT £ oo 85| n‘\ﬂﬁkCﬁl‘ \Z8 1T 5 Kaplan-Meier #EE 12 X 5
FIEBRE B R, 20005, RO E12.2% (3261]) | A/vE 2B L 72 PR
H9.9% (2761) . HiMn7.4% (2141) . EHW7.4% (19%1) . EFAHEH6.8% (1841]) .
Bi2.7% (8%1) | fHARYEH2.5% (661) . PID2.1% (6f1) . ZOMOEHEL7% (5
Bl) . MARKL3% (BB | (EHR1.2% (3f) | REBBIZEAEE0.8% (Q2Fl) Th-o7z,
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£ V-5 ITTERIZH T SKaplan-Meier# E 2 &k 25F M D IEIER A Gk

Kaplan Meier#ff E123 17 2 1EZE (%)

PR WAL (50p1) | BAMRCEE (340p) | P
TEAR OO ] 15.31 12.17 0.489
HRVE AR L7 B 11.47 9.94 0.567
I 7.04 7.40 0.882
i 5.88 2.65 0.465
fiE A B9 R 5.34 2.52 0.272
Z OO H 4.26 1.72 0.191
HH I 2.77 7.42 0.270
e igpeiiys] 0.00 6.84 0.110
PID 0.00 2.09 0.353
AR 0.00 1.25 0.522
TR 0.00 1.22 0.511
R Bl E A BE 0.00 0.77 0.609

¥om T v EC LD R LS

BREHOFR

- BEES  ARRTICHRE ShEAEFESLIT, 390619138241 (97.9%) Tho7-, EER
AEFRGIIBMELRHRE SN, 205 13 (8.83%) I1T/AEJEMRFR E L IFABEORFIC L
HABE [PID5M: (1.28%) . JPELD 5 st (0.083%) . FLAEFIH., =S EER. M.
SR BREE N, BV E MO SV A 1T (0.26%) 1 . 1) SRR ZNEN
14 (0.26%) ThH V., FE016MFHX, m ARSI OERBIZL DAL TH -T2,

miEm
WELT: % A 2 5 23902 A H 260 » A H S B 7-854 DKaplan-Meier#ft &1 L 5 BAFE
PEARERIE1.07% (RGAFHRCCRE © 1.22%. RAGELABEE : 0.00%) | /S—/L4E50030.21 (]
FIRLACCHE © 0.24, BAFARBHEE : 0.00) | fEFEH1356.41% (RAFLAKLCEE @ 55.67%.,
FIFLECBEE : 58.00%) Th o7c, RANIANORERBIETH Y . AT 72 <
EOLBERTH T, ARBROMER, RAIKLRR DL S IIARK O 220 OB % b
ZIRNT ENRE NI,
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<BZAE>EMRELEHR GMEAOT—4%)
BEAREEZENRE LBNE NAREALIFERER R LR

H 0 AANEBROFRE A Fudxy e 257y (MPA) O, BRERBZHR (7L
Y e~ FUETHE L ARESH H -0 o HRMEA80 mL) (231) 5 H%)
PR O ek % 4 5,

R TV A | S lia LR R A L IE B MR SRR PR LR CRE %)

PO 185k LA _E DR IEIR S H #1650
AHIEE - 8205, MPARE : 83

FARRINELHE | - 18 LA EORPRMERSZ AREE (AREM S0 o Afin&2380 mLLA L)
T AFELTEBY, FENVATLAZEHATI BRGSO £

Bk 7 AFIEE (HREBREN S TR UPNICFEHENICEEA L, EEAH300 2 188) X
IEIMPARE (H&EM D16 H H2H1H1[H10 mgl0H M52 1EH) ([CE/ESIC
BT, 6EMIENER AT -T2,

FHEIHEE | R—RAT7A U OEERTHE TOARMEOEE., FOVEENEI TH-T=
BEOEIS (FF : ARMENS0 mLAKRM TH Y X—R2 T A4 N2 H~B50%LL ED
A& o) ]

FENT 1 N—2F A UNHIEIERE TH £ o A RMmEDZ({LE % Wilcoxon rank-sum test.,
IBIENE N CThHoT-BFEORSIIET Vo DO I A ZFefE s VT L7-,

BEMEDFER

ARHFNFESL OCMPARETDNR— AT A 0B e f&GHRE O A R i o & (FYfl) 1L, £
Zh—1288 mL, —17.8 mLT&® YV, MAMICAERENR O L7 (p<0.001,
Wilcoxon rank-sum test) . £7-. [BENERNTH > TZEHFOEIEIL., F1LF1184.8%

(7901 676 K 1N22.2% (81KIF18%1) TH V. MEEFIC

BhERROLNT (p<

0.001. 7 V> DOHhA “FTHRE) .

®V-6 FHFFEIUMPARD AREMEDZR

Higiopd & (mL)
Hh fiE P
AFIHE (824) —128.8 —393.6~+1242.2
MPA#E (834) —17.8 —271.5~+178.6
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BEEHDER

AANZEN D 1T S 7282610 5 BB 23261 (2.4%) . Se2BHN26] (2.4%) #HE S
oy 2Bl A OB A AZ IR Le, ARFIEE (8061) OE/eAFEFRIT, 1341
(16.3%) . YNED 5 fu10f] (12.5%) . MIEMERERIF] (11.83%) . REEEG6H] (7.5%)
Tholre REBETHILICE > - A EERITAF TEONRIL, FHEEIHLE, (7ERE -
W AR - FEEELIE, TR - AEERR R O ESEE 2 - B ARG, ALE R
il Chote, HANCEHE L7 EE A ERFRIIEE L 2ol

KV-7 HBRAMPORERICHESTRBELE-FEER”

AEFR AHKIEE (n=80) MPA#E (n=82)
SR 13(16.3) 9(11.0)
gREa o 5 T 10 (12.5) 2(2.4)
g 9(11.3) 3(3.7)
PR S TGS E 6 (7.5) 3(3.7)
IR 5(6.3) 5(6.1)
& If 5(6.3) 1(1.2)
FIEALEDS 5(6.3) 3(3.7)
FRBEDORIE 5(6.3) 1(1.2)
AT 4 (5.0) 3(3.7)
1 18Rk 4 (5.0) 2(2.4)
BT 4 (5.0) 2(2.4)
(R EEE N 4 (5.0) 5(6.1)
THEER 3(3.9) 5(6.1)

MPA : g X Fa¥o a2 5oy

KO, TG (%) %5,

FLWNTIDDOIRERET, D7 EUB%DIERNH S IR THRA L2 TOREFR
ToOD 5 pid, BEARAFELTHY ., ABRICHV-BRICEEL TV & RUICEZ bR TV,



aEICET SIEH

<FEREECHSIER (ARRHE) >EdRELEER GMEADT—%) 12
FEREBREREZRNRE LB EVHEETRIEXTBHRER

H M AHNZ L DIEH A 52T T DIEENE 7 WIBE B 21 2 H 2, ke ik O
RWER Zatd 22 &

RERT A | S sk I FIFE S IR e CRES%)

NEES 18~425% D = NIBE 5%%34{%

FRRPILHE | - 18~A25E DIEIESRIT K 0 W S AU T 8RB ~ P 5 D JE i 7 PN IRE JR

- W35 HLIWNIZ T/V%/fﬁfﬁ%ﬁﬁﬂ\f;u%@

IHRAFLEL TR LT, AAINESTRNED
- PIDOBEAEEN 2N D %%

BRIk AFEEH, 3» ARD6n H, BLXOZOHIERMFE T6x HmICEBHGHEEZIT-
72, BIWERZ BEEICRER L, HRENT a7 RE (VAS) KO M gaGEHm R
(VRS) #HWTHER Z5iek. W% A & E &AFEMH > — /1 (Pictorial Blood
loss Assessment Chart : PBAC) % fW TR %ZF L7=, PBACA =7 >100
N HREERIND,

FFAmE H Ak, ZetE EWEH) | ke

BEMEDOHER

FER DUEIE36 5 H 218 L TRl

~HEIETL (p<0.002,
<0.002., KD H HtHE)

L (p<0.002, *ItDdH HHRE) |

DI HHRE)
<0.002, XS0 H HURE)

E) . 6. 12, 24B L1364 HIZ

ThoT=,

bivlc, VASIZBRIGKRFDT7.7£1.3 725124 A T3.56+1.8

KHSDH HUEE) « 365 HZLIZIF2.7E15FETIKT L (p
o VRSIZBHLARED25+13.802512 4 A T4 94A~FEITIK T

3647 A1%12138.4+35F TIK F L7= (p<0.002, *fits

PBAC % =t 7 [ X B A 0204+ 196725125 H TE0E50~AEIZIE T L (p
367 AHIZIXT0£301272 > 7= (p<0.002, *JEDH 5t

BT Dk RIL. TNEFN8E%. 68%. 62%F L 1U56%

=& V-8 3FRMDOVAS. VRS, PBACRI7DZIL

55 FH AR 0% H 37 A 61 H | 1248 | 18»H | 24»H | 304 H | 364 A
SEBIEL 34 34 29 23 23 21 21 19

VAS 7.7(1.3) | 6.1(2.4)2 | 4.6(3.0)> | 3.5(1.8) | 3.2(2.0)< | 2.8(1.6) ¢| 2.4(1.3)c | 2.7(1.5)c
VRS 25(13.8) [22(15.7)2| 19(18.9)>| 14(9.4)c | 11(5.2)¢ | 10(3.7)¢ [10.4(2.9)< 8.4(3.5)c
PBACA =17 204(196)[129(273)P| 90(157)> | 60(50)c | 64(32)c | 58(28)c | 63(40)c | 70(30)¢

pEITHEARTOME & DR CHE D H DR E)

a:p>0.05 b:p<0.05 c:p<0.002

BREHEDORER

FEIERIIARERImSE (14.7%)
ThoTo, EROERIYIRF
» A X VA

W5

501, 61 H#%&IZ661,
Rt EdR, (REEINTH -7z,

< ARIPEORER46] (11.8%) F6 K OMKREHIN3H] (8.8%)

(2. 1561 (44.1%) BAAOEMZ Pk Uiz, B 56

125 A AR 4flA ik U, Ee b Bimid, AR,

AFNE3FMH 20 L OEROFIEICHTH Y | AT IEIL6H ARE TORICEZ <AL,
AFNIHER DB LI 8 TIIRIIMICIFA CE DB TH D,



ARICE T SR

2) B2 MR
ARFNOREGEN R, 2t KL OSEMBIRE A MG 272, 20~405% D 49115 D #R FE s & k52
(2. VEM OIS X 2 BRI A Fhi U7, T e SGE 51 482451 Hh 261l A MR 3788 & 41,
PR LFE8130.5TH - 7=, 1M ORERF . 88.8% (428M1/482%1) 1272 < &b 1D FEIE
M FEBL U, [ VL 24t EEFHEEEHR) (T 2HE) 01 (P.37-60) &M

(5) 8% - HHERIHER
BB L

(6) JaFEafE A
D) ERBERE (—RERARGERE. BEERRERE. ERARBLEERR) |
BERTERT —FN—RARE. RERTERERDBRONE
a) WECEIC B D Rl A (R T) 19
ABROBEH) | AFIORMOBITEM, BHEERTICET 2RIEHORARROLEE, KO
ek, AR RE G A5 L EZ DN ERIZ OV THRHET S,
LSV R g7

WES WEAE A e
E1%L WAETE B %5630 (H EEAEBIX55001)

TEHIMSE | 200744 H ~20124£10H

(BIZUR « AFIESE# D HEMMK T £0)

FERFHMEER | ettt At

F 7o BRAE R | Btk

22 A MEFRAT R BUE B 563411 31541 (56.0%) IZEIWERANEO bz,
ZREIMERIE., AIEFEHM37.3% (210/563%1) . M2 Hiim 14.0 %
(79/563%1) . WiH6.2% (35/563%1) . H#%iE%5.56% (31/563%1) . T
JEERI74.6% (26/563 ) %5 Th -7,

At
AW T O HEEFH OILIRIIMER S iginodz, TDTd, AEICE
\J % /3= /WEHU30.0% TH o 72,
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b) B2 H i F 7213 H RENEEE R H xR & U RrE i s () 1) 19

HKEBEOBED | AFORMOBIWER, FHAEETICE T 2EWEHORARNOEE, KOVEL
e, AONEICREE B2 5 LB Z OGN ERICOWTHET S,

T Hr e gk =

bSE S W H R E 7213 A RN EEE OIRIR D 7= OICARFI NS SN D BE T, AFD
FERRRBR O NS GEEO A2 B L U IR %)

JiE B IAESEBIE60061 (B FEEAEFIE60041])

AWM | 20154F6 H 1H~201845H 31 H
(BIEZEHIM - AFNOPEEEEREF LV k124 H)

FeRHmE E | ek, ARk

F R aBRAE R | 2k

MR R SIEB] 595 135501 (59.7%) (257614 DEIWERNTRD &1
oo TERBIERIZ. AEFEHIM291%1 (48.9%) . ALEIC X 257K 5H 844
(14.1%) . YNEEFERR37H] (6.2%) . EHm26%] (4.2%) . THEHH18
il (8.0%) . MIm1661 (2.7%) FETh-o7,

A2
APEREAT X BUEBISISBIAF LG S, VASZA =7 OHEBIL, KD
LB ThoT,

VAS % o 7 OHER

1% Atk 3n A% 61 Atk 124 A#
SiE B4 17041 132431 13243 12041 11741
VASA =2 7 Hifefig 46.5 15.0 4.0 2.0 1.0
(GBS i~ 258U 43 r) (13.0-68.0) | (2.0-39.5) | (0.0-21.0) | (0.0-18.0) | (0.0-13.0)

D)ERBEMGELTERTFEDRERITIER L -HE - ABROBE

BN

() 2 Dt
BB L




VI. EMNEEICEAT HIEHR

1. EEZPMICEAEHDHILEMRITILEYE
JIVIFA N LV E
HE  BEO S HEMDORIEE - WRFIX, BITOE TR LEBETH L,

2. EBE#%EHR
() ERERL - 1ERKF

AHINOHB ST VAR I VT A RV VIEFENTREBZR 7 e S 2AF AEHEZ R L, FEN
BT DEIREDO LR ) VT A N LVIZFEIROZERESCHE OB E L & OFEELE b
ebd, RFORIENRITEE L TFENE~ORFERICE 223, RETHZ2EZ YIS S %5
LTWa, £/, LRI AT AN LVEFESEMKROMMZ SO TR Fo@EEzHEL, —
ERO LM TITPEIR 3 I S 5
TERBE~OEEFLNE L2 b2 O3ERICE Y, ARMEZBD SED L EbHic, AR
JEOIERZBIMSED LB 26N 5,

(2) BN H=E T+ HAERRAE

B PN AR D
(e M)

LR VAR LV FERNY A7 & (LNG-IUS) Z54ERMEE Lzt b OFRERICERER L
72100651 D+ B WA IRIZ DOV TRBER SR A 21T > 7219, LA LS X R (LNG)
D JFFTERE I X D 10088 14 928 (AR 23 1= NI REAR T 27~ L7, ERepriid., +ENERE
DALIRIEEACI S . BRZEHE R FTERIE CTh - 72,
BrE®Z3» AICHE NIRRT FE RO Z i 5B (b0 EE R BIE13FR D b,

RVI-1 LNG-IUSZSEFREES (BE) Lt FORERICIRIR L -FEREERIRK
(100484K) DREMABFHIFTR

KA T B BEEE (%)
FE NIEOBEIR T 92%*
T IR S WARR ZS4f 45
15 NIV DA L A LS 74
SEHNE T NS REAR T 29
L8NG 49
BORMESIE 39
SR M5 10
JEHMEE L 26
SRR B IR Ao 24
JRy T 3 IR A 2

* L 3ETROD D BLIFT A THRED LR D%



EDEE(ICHAT HEE

(Y1)

WL FIC 8 ZE L7 LNGO it G EE 23 2 292 ng/ B % U8 pg/ H OLNG-TUS% T8 NIC9 % A
&G (&) L. FENEESEORBERR A 21T 57210, ZOREER, T EROZEM 7=
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Me4 Mirena® 20 micrograms/24hours intrauteriue delivery system
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A —A 7 VU7 45% (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.

FDA CKREIRFTSCEDOFLH)

8.1 Pregnancy

Risk Summary

The use of Mirena is contraindicated in pregnancy or with a suspected pregnancy and
Mirena may cause adverse pregnancy outcomes [see Contraindications (4), Warnings and
Precautions (5.1, 5.2)]. If a woman becomes pregnant with Mirena in place, the likelihood
of ectopic pregnancy is increased and there is an increased risk of miscarriage, sepsis,
premature labor, and premature delivery. Remove Mirena, if possible, if pregnancy occurs
in a woman using Mirena. If Mirena cannot be removed, follow the pregnancy closely [see
Warnings and Precautions (5.1, 5.2)].

There have been isolated cases of virilization of the external genitalia of the female fetus
following local exposure to LNG during pregnancy with an LNG IUS in place.

8.2 Lactation
Risk Summary

Published studies report the presence of LNG in human milk. Small amounts of progestins
(approximately 0.1% of the total maternal doses) were detected in the breast milk of nursing
mothers who used Mirena, resulting in exposure of LNG to the breastfed infants. There are
no reports of adverse effects in breastfed infants with maternal use of progestin-only
contraceptives. Isolated cases of decreased milk production have been reported with Mirena.
The developmental and health benefits of breastfeeding should be considered along with
the mother’s clinical need for Mirena and any potential adverse effects on the breastfed
child from Mirena or from the underlying maternal condition.

(202248 H W p)



XOI. &ZE&H

AARDETFIRICD 12, g ROBEITREG LR L) | 19.4 LIEEEEZATDH] |
9.6 ithm) . 19.6 &=FLiw| OHEOLEIILLTOLEBY THY, A=A T U758, KE
AT SCE L1382 D,

AFRIZ BT D IEEFHFEF R

2. ER(ROBHEICIFHE LB L)

2,15 IEIm SATAER L W D ARetE D & S 4tk (8.4, 9.4, 9.5, 15 /]

). B ENEREZEITHEEICET HFE
9.4 KIEREE BT HE
T2 TR A REDRBL L, K20% DA RN A LD, BilElO H #0561 LN
AR Z BV AT RO AR BETH 2 L, [2.15, 9.5.1, 9.5. 2% ]
9.5 1F4%
9.5. 1 MHIF SUTIEIR L TV D AJBEMED & % ethicid, AFIZ2EE Lz &,
[2.15, 8.4, 9. 4]
9.5.2 AF|OEH IR L2 BAIIZLL T O X 9 ICHE R @B 2179 2 &,
(8.2, 8.7, 9. 4% ]
(1) BATMEATIREOSE
[11.1. 28]
(2) EWNEROSS
CJFANE LT, ARFIZBRET D Z L, BHBFICEIABIORESTE Y VT2 I3 BRIREIC
BALZENDHDHZ LadATH L,
- HIRBNE L DJRFTREEIC L ABEA~ORBEERIIEETH I LT TE RN,
FEHAEICRREA~OEEBOBRMEIZOWTHSIZHHA Lz B, IEOTE EET 5 2
o AREPEZFFOEIROWRE TV 72020, EIROEIFICET 2R ETR O TWND
M. KA OREMEZGE TERWHAEROAIERREOWRENH SH, £1-. HEikKL
EURIOMER &SRBV ME L OREBRIZONT, WELHYL SN DD TN
LoD, Dl - PO S KB R A HPE Lo BEE ik, sBREEIC E U CHEIR P2 %
R ST R « IRV R EZEHA L COWERICHEFEZEND D & T HEFLFEORE RN
wEIN TN,
RO E L L. AFIDRETE 2WEAIT, HROREZ X< B L., o8
THZE, £, BHABFICE, EBE LT EEREAME LSS, FiE (Mo rkig
FERETe) SRREOMHBMMENEL D, BERRLVE VORI ~ORE, BEIZLY
D EAERA~OEEERFH L, A 7T U PO, L LS . H
M7 EOEROEOHEE RERT L BRFENALNTZHAITEDICZZ T H5BET 52
Eo

[8.10. 12 1&]
9.6.2 AT OLMEIZITHE —BIRE L2 &, P ~OBITRRESN TN D,
[8.10. 1]




XII. E &

1. HAH - BREIEICH L CERERHINT £1T 5 12 BT o TOSEHHR
(1) B
ek L

(2) fatk - BAMRUVBREREF 1 —JDREBM
EER L L

2. ZOMHOEEEH
BB L



ERT7TIITHRXFE I TFEN—I—RE5# 5L, BT OEFAXEEMETEET,
SU—F RfieE

(

01)14987341105256

TAXFE®IO/ENA I FRURLES BB,
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