* 20194E9 H & RT (B 1) BAEEFATEES
FEREGRINVECRHEY AT L 872549, 872529

Bk - SIRAE LEINVFZAPLUVERBFERNY AT A

HHER 604 WL 5 I s L) ARES BR5SRIMA

B

A
BAYER

E

R

) ER - EMSEORGEICIVHEATL L

=b—=T%.

Mirena intrauterine delivery system

21900AMY00008000 | 200744 H

D4

5T ERMABIHOHMTEI Lo

AHENE. HIVEESE (T 1 X) RO OMEREEAE (B 2 ($HE. HBRAIVNZ MWK, 77 IV 7EBEE. RE0>0—-7,
B OFEF A, BEIFFRE) 201k 565D TlEana e, S SDEYERILICIZ. 2V F—2DMHBENTH

2. BR(XDEEFEICEEBELEV &)

2.1 RAN OB LB BUE OB O H 5 &tk

2.2 B M U Z D80 H 5 BEFEOELOBZFh
B bo][8.45M]

2.3 WAV E VAT R O E DR DB b B[+
VT ARIF RS OBEAL D B ENA3D 5. 1[8.45 ]
2.4 BWOMEE L TWARWEEESRNI O H % 835 (1
BROBCDD B MIMAELEIC X 2HE1F, B

ILDBENDDH 5,]1(8.3, 8.48M]

2.5 XK. BREOTEHOBBEY (THEOLRE
FKLTVD L) TEMHEZGE) XIEFH L AER
WDD DL ARA % EMHERMEICESET 52 LW
WTHhb][8.45M]

2.6 TEEHEYIE (H Y VVIEZRL) O b b BET%
W FEMERE (PID) DY R 7 B ERT 2 BZhdH
5.108.4, 11.1.1H]

2.7 #2330 AVPIC R E @ s . A v Y
FHE. BIREANVRZA T LV 2 &Y, BRUF %, W
A MATEIANVAEGERL) OMEROD 5K
PE[PIDOY A2 B LERTH2BENDD %,1[8.4.
11.1.181]

2.8 HIBERXIEROBH[PIDERETBZNND
5.108.4, 11.1.1H]

2.9 WM OIHAEPID O B DERD EAL T 5 2 LAY
H5.108.4. 11.1.1BH]

2.10 234 H BAPIC 70 Wtk 115 NS 98 S &GP
FEDMAIED B 5 [T HNBRE R TBENR
H5.1[8.45 ]

211 BRI IR O BEAYIE O 3 2 40Pk [Pk I 4% A5
CHBENDED H,I[11.1.250]

2.12 ARHN LT 5 AT B (TUD) 2825 IR 3 S
RIEIZIA, RIRGOXREMBERIFZRI L2 L
D B LW [ARH D5 B OB FTBE LTkl pie
HERITBENED SH.]

2.13 EERIFREDBH[9.3.15M]]

2.14 JWWIES o B UFIEA~OZHEBHM L. FERDH
BT LBENDD 5]

2.15 M IR L T 2 Wi 0 B 2 (8. 4.
9.4, 9.5.1%MK]

3. MR - 1R
3.1 #m

ot 44 I L —752mg

ARG |1 R T D LR VPR b L VE2mgis AT

RYIVAFVyaFH VLTS A < —
WAl M. Ry Y xFriudd viifbFo—7
M

3.2 HWAIDOMIR

W4 I L —752mg

TR 7 L — 2 OBz &G Ro Nz
WH AT, S ONEER OB % L
BHOHI B TE-72bDTHb, ZOTH
fty - PIR | 7 V=23 AT, ME O EEA2ARDE
ROT7T—2E%-THEBY, EEMO TFHIZ
V=Tl oTWh, ZON—TFIZIZkZE
SR T S Tw5,

32mm

SVE - K&

4. FEEIIRNR
Ot
OBd% R
O B REEAE

5. MMEEXIIZNRICEET 2FE
A% B #%)
MRS HRROBHE T FEBOBREEL T2 L,
6. AERUVHAE
AHNE % T ENICEET 5,
7. BERUHAZEICEET 2EE
AANTEEEHRSFEEZRZ V) BICBRE NIRRT L,
8. EELEANEE
(hEELLE)
8.1 AHIOHHR Z. FEl AFHE (RO 3 3G 2 R i
H ARG NFHARRRER) 219 2 &o
8.2 KK D AW, BIEH ORI OV T X BN
THIE, T2, MOMUEE L RIS, RANC X 5HE
R ZLTLHI00%TIE WIS L 2HIT5Z .
72 IR R IT IR A B b B A DR IB 2D »
THHMLTHBL 2, [9.5.2, 17.1.1. 17.1.28H]
8.3 RAlDEEH K, M Sy — U HBRBUNC R %, 2655
#B¥or HENZ AP ATET 5 2 & A% vt
SEF XA REBOPICIE LT 5. RIS 255813,
FENBEOEBIZEILZDDTEVWI L 2HHET LD
WCHEY R EEET AL, [2.45]



8.4 AW HMNGEEL . A ORE. BNEOKRE
FHEUBEEITOI L, MRLTw WS &, P&y
JEICHBEL TV ARV L Z2#ETL L, [2.2-2.10.
2.15. 9.5.1%#]

8.5 AHNX., MEWI L7274 AR—FTVHETH 5
DT, Vo lZAEE L%, BREXZRB LA
WEMHLZWZ &,

8.6 B3I AN, 4% CUILEIZS UE DA
Wz EE, VEMEES T80, Ugdilild
VEICIERZ2 T2 L9 HE L. RADONE DKL
OIS Ui 2 EiiT 5 2 &

8.7 KD X ) GBI ZBTAHLHWET LI L,
S ROVSIINA D 572 &, AR HURK

CHBP RS BMAR L TR &, DV
WO E EMImD Sy — 3B L7z L &
cHTEOHBREL OB UNICHE R &5 20nis
R L, EH, AERAIRS OMEIR % 5E 5 IR A
Szt &[9.5.258]

o J3 R AT IR o0 L EE R O0 A i A Rk oo Ao T i A8
BE LR ERELEZ 5 ) RENRALNIZ L &
[11.1.238]

- VI SRR R LAY - 7z & &

CRELWT. BT EESDH oL &

CFEELED TIRE D -7z L &

- FEle kI Ak o N IR G R R T O R) 28
Holb X

- ERIFIZ S — b =Bk, BERZHZ
YRS

- Zofb, BErAELES

8.8 THZEILOWERMENIEZ bhizt &3, KAZK
FgHIE, [11.1.35MH]

8.9 AH ORI PITEICTEHHNE~D RFEHICES D
OTHY. BEHIVEHE D 505 IR EN.,
PRI SRS 5 S E A3 Bo T IMRAIF IR HE
DI MABBRENT YA, FHBIR2ITHIZ L, 13
A EREIEIRTH 5205, B8 I Ba
Hbo Tz, WH2~34 HOBLINR LT 525,
TN, RELBRDTEZINFED I ROYERRINED 9
Fam ZHAE 9 I ORLE S %2 LB L T 55505 5.
M RRBIEO 0K BEOLEEZH L, Fkitk
A 0 B B R ISR OE98) 25 2 » 72356
. HRLPICZBTHEH/ET LI L, [11.1.45H]

8.10 275 - REWCHLTIRRD X ) REICHEET A &,

8.10.1 ZEFDEFHA

(M IR BT 525213 5 720 H B #HTH
PIPNCEER T 5 2 & MR o 5t i S kiR 9 o
AT OSSR EAICESE LT v, KRAME
HMEPH LWL 0ZEEL2BTHAIR. AREEO
WOTHEENIETH %,

(2) 5t D2 I EILC BRI O H L R 5 DT,
TEONBEGHEBLE) 2ffoZ2 b, 2. BATOR
PDTHERIEILD) R 7 BEL 5D THEETHI &,
[9.6.1. 9.6.2. 11.1.3&K]

(3) H N FAlT (G EVIBIAN . 1 W DA% AN S5 2 D &k
TlE WROMBELZHERL THOEETHI L,

8.10.2 EEBDIEE

DAFFZZF LV FFH AL FTABRHFEATH 5. MEH
M2 HELCERETLIZE, KAl - Y —
VAREDHERICHIEL TR nWZ L2 HRT AT L,

Q) EAWICTEFE RO TEEOE e RS 2
T52 L, TEIPERD B W T A A HE
OB

@B ZR &, FREMIEICHRIEZI 272012, KEl%
ELWEICEETHI L,

(4) RANZEAEWE TG A L MM ZPED) S &0 B0 EEMEE
e LTy fh. IR, 2 TA»AOBEIZME
BREITEENHZOTEE TSI,

8.10.3 HXEHERDEE

(1) BB
FARBEH oW i 5 2 E 23 L, Bk vz
LERMPICZBTHLIWET LI L, HERISLEK
RECZETRBEB O 2 7 258 b #a B0
HTH. RMETT2BENMNH 5, Hobithid s
WIZEAEB oIk EEE LTl LB/ D H5bh b
VB DH WHEISRM PR S BICBBT 52 &
bHY I B, IELWMEIZRWEGER. BELT, #ik
BARZEETHI L, BB, HHEASYP BRIk ZH
BT B L THIMOEEZMEDPDD LI TE S,

(2) f 18 DHE R
BB ICARR O E 2 ERT A L, T, BRIk
BHEROP SR EIFEILLE LB oiEN b #%
ZONDDOT, KAONEZ MRS 5T Lo RFIDOME
BT WAL > THRTE LN, HRL TRV
AR SHITHEML v P v gE b RETH B,

Q) FEA BB HMNE, ML, T, ME. W FEOM
RBHOELNEZENH L, o OIEIRIMESET %
LR VOEWEARZETALHIBET L L,

8.10.4 BREICEET 5 EE

(1) B2z oW
HRM B UAMCERZE L. 208872 %A% LZIUD %
A LBROEA. BRERTHEM NI S H ST
R HWHELD 5. BEBITRZ LT LWEAEA
U kRET 2 &,

Q) BEBROTE
ARHBEEWEICH A L HIMLZPES 2 L2D 5. HLARE
e LTy fh. IR, 2 TA»AORBEIZME
ERTUEERDL2OTHEETLHII L, &b, BE
BRI LA GER AT 2 5 2 L 235 %,

(3) B Ltk O AR HI DIV RE.

MR ASF N CTRIET — 2 8% AR A B R P 1638
PTENERINZ2HAPRE IR TEDT, BEE
WCARK OHIE O BH I KER W EERT L,

(B R EEE)

8. 11 ZREMP 2 E 5 RN #3252 ARF O ff
MZH 7o TE, WENWRBOMEOHEL R T 572
O, ANIEEZSFHIMOFBITEE L. EMWICNZ LY

BWMAFICL 2B EITI T Lo ARAZERE TPICHEH
KT 5 7 EEEIIEBOMIENGED LN YER.
WRIRFER DY HE DA SN WA, MoB#EEL
U729 A CTEAWROHIBI 2479 2 Lo FFIC. THEW
BEFREPEIRH D S B (JRHF 3 2 L — b H ) iE. HEEZ

v d O HRBEBIZE W TERALZ R/ 5 &8
B % DT, WHEB MRS~ — 7 —FORAEDIT) 2 Lo

9. RENERZFIHBEICAT I ER

9.1 ABHE - IEEZEDH 2 BE

(haeda@)

9.1.1 ERMDERBVTDBRBENDEE

ARAZHHE N IBRET 5 E X 3PEWE 2 PRI
L322 EETE Lv, B OPIERO G D %o

9.1.2 BRIREZE
FHarre—LE2TH . RSN TSI L
2H 5o



GEESE)

9.1.3 RIEZFER
BRBINOBIEEE LS &, TUDIC B TR it
O L W UCB. R, W - E. RYE.
RAEMRFOBEI T L OWEDTD 5,

9.3 FFipEEERE

9.3.1 EELITEZEOESE
BHELLEVWT Eo FEA~OBAMABEM L., SEIRAH
TEBENDD D, [2.135H]

9.3.2 fIBEENH 2 BE (EELTEETDEE LK)
BB~ D AMABEI L FERPEEST L2 BEZN0 D 5,

9.4 £FEREEH T 2
TERCHARDFEB L. $920%0 LMt R34 S
Moo HFiE DA SEEBUPIZ R S RwiEE
ITIEOW R D EET 52, [2.15, 9.5.1. 9.5. 28]

9.5 1113

9.5.1 MR X IF IR L TV A WHETED & 5 ethicid, &
HZREHE LW . [2.15. 8.4, 9.4 ]

9.5.2 AAN DM IR L 728 A1CIED T o £ 95 125
YRMEEITH S k. [8.2, 8.7, 9.45 1]

() R RO %A
[11.1.258]

) TENITROYE
SEHNE LT ARl BRET S 2 & A ICIEAH

OBERRTEY VFBIRBRREICEL LR DS
ZEEHNTHIL,

CWIRANVE VORFIMERICL 2 BERE~NOEHE %
BIBETHZ LI TE LW, HHZICBE~D
B OREERECOWTHSICHPI Lz L TRoh
Wb EET 52 L, RARGSDOMIROMRE I %
Wiz, HIROTEIFIZET 2 MG IZR ST 525,
ARH & OB 2 5 5E T E v AR o/ 8 1
OWEDRDH L. T, BWRFVE VHIOMA &R
IR L ORBEBRIZOVT, WELRRE L EN D
DOTRZEVL DD, LliE - IS REFIE 2 M
BELZ-REBL TR, PRI e U C R AR 0 B LS B L
AR - SRR VE VAR L Tz RICH A
Wb ETHEFMEOERIPHESR TV,
ITROMEEE ML L. RADPBETE RV,
RO R Z LS BIEL, THBEMTEIE, T,
FEHZITE, 2605 Lo F TR Z2 kB L 223 &2,
Ve PE (k3 2 % B ) R RPE DBV R L & b
ZE. HWIKRVEVORBAOBRE, REICX )R
SO ERANOEBEHHEL., £ 7V Rk
OREIR. B L) IEEAE. Wil % & OO &
PHE 2 RB T 2 BEBAON G REBICZET
5r5ETHIE,

9.6 BIF

9.6.1 R LOARMEL ORI RBOLRMEZZE L.
RO THIEE T 5 2 &, [8.10. 18]

9.6.2 AP OLEIZWEE BNRE L &, B
ANOBITVHEENT WS, [8.10. 1]

11. BMER

RKROBER D H S5bNB I EDRHLHDT, BlEE 5
ATV, REFED SN LEAICRBRET 2 % L
BEEIT) L,

1.1 EXEEIEA

11.1.1 BRRREMRER (PID) (0.2%Ai)

BB TBIER. oW o BE S 0REIR% £ 9 PIDAS
HObLNDLIENDH D, HIMIBWT, BBNEIIE
AEAEAL L T HOiAE (ARE B MLPE L > 9 BRI he
)V ICE o TIERI G E T Ww b, PIDIZEEAREDTG
e E R OGAE T, — WIS H20H LNIZ T

— 3 —

T5HIENL W, HIRIHED H 5 LM TEPIDDOY 27
ARe BIEREARIVE Y ORBESHEEZIT T
Y. BRI T AN REESLETH b,
BRNORFEIFRZ 5 EHFREAIMET U, Btk
DIEBYED L T b PIDASHED SNz, HutED
HoPH %8 2 0E %2179 2 &0 HREOFEMR
RUNIBBNELEIRE 57258, o0t 2o
JRASRE VN3 2 B RSB BEH B AICED S h
BOWER. RAEZRET LI L, BERW TS, K
P BEb N HMDRERD D BHE TS, MEANHRA
Eiiw, BlREBIRT AL, [2.6-2.98H]

11.1.2 EFrMEIR HEAH)

AR BEAETIIIR L 2256, 2 OR B R T4
Th b, BtEIEIR. SRNO T, i3H 8RS
HEDWEAEIE D B B DR L7235 A Bk ko
THETEDSE Vo HRBEERF o T Bk 3 e H ko &
PECHIMAIAE E - 223 EE, BT IR O W REE & %
BT 52 e, REITEOEE I, HR A H % K
FL., LERLEEZITS &, [2.11, 8.7, 9.5.28H]
11.1.3 ZEFL (HEAH)

TEEILII T ERIBRL HRN OIS E AR %
CERDHDBH, THFEFRFITGEZ L2 2L L. AR
PRTTA2BENDND L, HAPKBETH 720, 254
B SRR BRI o AR LA - 72 anid, R
PRI 2EZE T 52 &, #ILUIRTWEA
L7383, ARIERET S22, (8.8, 8.10. 1]
11.1.4 SRED S KB GHEAH)

PHED ) R iR b GAIE. Bl 51247
W FEEE O B o BE R i R T I i (FE ) 5%
DOREWARD SNPAEIIE, HER Y U E %

-

192 &, [8.9%M]
11.2 ZOOEIER
5% I 5% Al BFEAH
R - % NG ARSI
FEhE mhYZYESA
FI3E. 7Y F
v bA REB
iR EE Y. #o o Ko DEAL.
A PERROR. R
IEEn N T 523
ik
HALER Bl BB
B2 g S, B %2E. BE.
Z 9
W B L ARk 9%, MAFT
i
ik y-GTP 5. JTF#%
HESLH
EiNE L FLs S
Apldy | R RGBT R T RR IR e A sl g Rk G
AR, HRE. M AR, IE. 755
JHW RS BB, B, AR e
(78.6%). H|Ba%k., BIEZ 9 .
Fodr R AT, AR E
M, BEHEO| =) 7, AFO
TR, J0 B, 255 - B
Y05 REDYEIF - HilL
Zoft  |BUE Wi, BRI |ME LS
ENIE e ES




15. ZOMDEE
15.1 BERRERICED 18k
15.1.1 ¥O, HEFOWHAEFVE VBITHIICBWT, 8T
BRWHBEN LS RO A7 FRZ2RBT 5505
A0OT, FHEOE - . ZRoBWnh. Wi, ML
W, SRS, FLwIIE ERSOREIR - IR
BHOONTGHIIREEZR L. MYLREEZIT) 2 L.
15.1.2 Fe PR B (IUD) i FH (LR 2 V4 2 b L
VIR BN Y AT 2 OSSN IMIUDR ) x4 &
L7z, A CoRBBTRBEREICBWT, #AEL
TR ED S b, 5i%E36HH F CTIKIUD %2 55
L2 &Mix. 236 H 22 CIUDZ 24 LR
PICHRFEREILOY A7 PR olz & DHERD 5,

16. EYH)EE

16.1 MRE
WL OARANKEICARA ZRHZE L X, LRI VY
A b UVIET-E AR S R 2 I & 4 5 i~
BAT L. 25 1R L4E T o0 I3k P il BE 13290~ 360pg/mL T
Holzo AHBEERBIE. MF PHLER VS Z T LIVE
FEIZER DR T L, 7HICIZMFE I E e vy,
16.5 ettt
HMEBOLEICEELLRRLD, LR VTS XML
VORI REDOKO0. 1% AR IR SN E 2 5
hzEAF—%),

%16.8 Z D1t
ARANDL AR VA Z b LIV D55~ ) 0 2 B 1%
20ug/HTH b, B, VESICIZ18ug/H. SFEHITIZI0
ug/ HIZHA U, SEH O R 1 X 15ug/H TH %,

17. EEEREAR
17.1 BIHERVCLLMH(CEET 5558

(EESE)
17.1.1 ERSE LIHHER

WAL TR E IR E L% ik s
BiERBRIC B W T, 4R H £ TL248261 26 o I Yk A3 3t
Ehize BV 1248261142861 (88.8%) i b, F
ZREVVERNZE. HRREGERHRE. HRENNES) 379
B1(78.6%) . JHEED 9 Na6141(12.7%) . Bkt B H
5741 (11.8%) HF&vh W H 4841 (10.0%) . A5 38
B(7.9%) T - 72V, [8.28M]
17.1.2 BS ERPRBR

AR SRR (4300%) (2B W T, 14EH F Tlc2848%0
ABIDIFIRDS R S ze T 72, WM RER (2385%)
2245F2 B A5 H F TORBITEFEIZ0.71%TH -
72?2, (8.2 1]

(A% B #%)
17.1.3 BSHERPRBR

Rt s DR BB 2 NG L Ui e s bt —
7 v R ER RIS B VT, RH B R OFERE 2 o
Fy7urZ57u s (MPA)HESTOR=ZAFL U715
W AT R 0 H R o 3 A (PP e fi) 3. EhEh -
128.8mL. —17.8mLTd» ). WEHEICHEREDNAD
N7ze 72, BREPENTH - EROEEZ. £
NZN84.8%(67/79%)) K.1¥22.2%(18/81%61) TH b . Wi
BEMCE B EZNA LN,

H #g 1 o ik AH (mL)

g fi HiPH

ASFHIE (82451) —128.8 —393.6~ +1242.2

MPARF (8341) -173 —2715~+786

¥1:T7WAY - AT VBT L HREBI 5720 o A
EABOMLLL 1

%20 AR STHUIPNC T EENICEESE L. 25 HH5H30H
ZUEME LCoMxsS

%3 FAREMOI6H B2 S510H . 1H 11 10mgZ 6)8 Wik

#5-
¥4 1 AR ASB0mLAN THDOR— 2 F 4 Y ITHAH LA
50%LA LA
AHFRE (B0 O F 2 A7 EFGUL, BUH1351(16.3%) . IP
Heo ) 1061 (12.5%) . MwPENE 22961 (11.3%) . IR B
1&Ge661 (7.5%) TH - 729,

18. EZHEIF

18.1 fEFHFF

(EESE)

18. 1.1 AHSLSHBENLZLE ) VF X P L VIZTFEN
TRIMNZ7ae 7 2F EHZRL. THHNEICBT
HEIMEDOLR I VA A M LIVEFEIROZER MY
OWEEAL EOBREALE D 25T, KA DMLY
RIFELLTTENBEANORIIEMNIC X 255, BHIFK
BEBEELES L TWwWD, /2 LRI VT AL
AT SRR O R % 5D TR T 0l % FHIE L.
— O TIZIIR IR L N B,

(B% B, BREZE)

18.1.2 THWNRE~NOERBEWELZ D725 T/EHICX
. HRRIMEZRDEE5 L I, HRNEEREDRE
REPBERESEDLEEZOND,

19. A2 ICEEY 2IB({LZFR
—fkE&FE 1 LR VA7 A b LV (Levonorgestrel)
{E%4 : (-)-13-Ethyl-17-hydroxy-18,19-dinor-17a
-pregn-4-en-20-yn-3-one
SFI - CaHzs0:
SFE - 312.45
MR A ARORSEORKTH S,
AMEF oL FR 75 X7 aa il AR
FRFL, TP FIN, XF )=V, ¥ -
(99.5), 7 F YRV IF N T—FIIEHEFITL L,
KIZIFE A EEHE TR0,
1LZEE -

HiC OH

B 1 235~241TC

22. aix
1M x 1

23. EEXHk

DA A BH L HE. 2006, 43: 1157-1174

2) FEERL: AR SR (20074F1 H 26 H AR 2.
CTD2.7.3.3.2.2.1)

3)Kaunitz AM, et al.: Obstet Gynecol. 2010; 116:
625-632

24. XEFERKERUBEWEDESE
SCHKEE R %6
WA ZNVEGHRREHL - ATt AN, v T3 A=V a v
T530-0001 K AL XA =] H4% 9%
NA TVEHFHEESOBRWEDEL
Hat0120-106-398

25. RERfGH EDEE
A 2 B O HI TR L2561, R o X
G & 7 5 7\ (R BEHERILR) o

26. RERTFEF

26.1 SGERRIETT

N A VIR AL

KB AL X HER =T H43% 9%

— 4 —



