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1 §E 12 R HIFR 2 [ 3 5 R OAA 1 8E 24 FRefEIFIRG 2 [BIRE D i 513600 D g LR
VT AN LV OIEYENRE T e LTCRER, 1 R ARG 5 24 FiHZR ISRV Th e LR/
T AN VVIREEITRHIRMELL EICHERF S, BEERAEFRITRO o7,

3) PPC2002 tE& ¢

AR S 5 (A X8I, [Al—#EBRE 5 BICAHK] 2 88 1 BRI 5, K 1 & 12
R IRE 2 [ OB G- A 1 88 24 BEIIG 2 [FR 05 L7288 o migh LR /2 L7 2 K
LV DS BN A bl U 725 AHI 2 BE 1 [BIRE P 45 & AR 1 8¢ 12 REFIRE R 2 [BIRk D i 5
MCRED AUC e bhiz, ZeEICB T AL AR TRESBRD Z Li3nnot,
b, RFOFEGIE 20 (% 0.75mg) (ZoERRO#ET 548 E7/2 <, 11 (1.5mg)
OB THLEENAIMEREOND Z LRI TE T,
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4) 075-01 588 ”

H A R 2ot 24 B (ML - B L L 86) 2RI, AKI 28 1 EROES, &
1 8% 12 RrERIME 2 [ERE 0 4G AK 18 1 R ARG ICBIT 2 iEfh LR V72 FLov
DOIEYERE 2 el U7 R, A 2 88 1 IR 05 & 1 88 12 RefffFR 2 [k P 4 G- ClRkR
O AUC BELNIZZ ED, AKI2 68 1 BIEAO#ES & 16 12 R 2 B 05 & CFH
BEOBERADER G BN D Z L BNHIFFCE T,

(4) BRMRER : DERGCRRABR
s e L
(5) HREEAIFER
1) AR TR R
MR L
2) MBS

@D WHO1998 8% (SAEAT—%)

LR VAR L)L (LNG) S8 2 B85 (12 FrREIREINE) o2& ROE
% Yuzpe 15 & bl LEF 95,

RERT VA | BEAERAL S fE R LR T RO TR ] B

H i}

%t 4 | BAHL 2 L8 LT 5tk
LNG #f : 1,001 1
e B oE K

Yuzpe {E#E : 997 151

© AREEAN 24~42 H TLREL TN D
FEAR R I | o B BPHAART 72 FRRIC 1 BI04y 2R A5 U AU MRS AR ER LT
AYA)
© RIVE SRBHEFME RIS, 1B EOZE L AREDN 2o 7
< IR, 1 FEIL EORE LT ARREIN 2o 7z
TR BRANERE | - R
- JRERBAAAIEI O H R B IS ARV R IR 2 L7z
- HIEOARKE T ABAHTH D
Yuzpe it (ZF =LA TV F—/L 50ug+LNG 0.25mg &5 H 7 HBLE
A OB F B | BE25Ex 12 RFMMR T 2 Bl 5) XL LNG $E 0.75mg (Gedeon Richter
FHE) 1882 12 FFFEFIRG C 2 BG4 2,
AR IR GERR) | AR T ERR. ARARFH LR
et BIWER. ARRRFO i & —2

AF fli HOH
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fER | ARE
Yuzpe FH LNG 7%
BERHEL 997 1,001
FroMaiEe: 18 25
TR 31 11
SEARGIE FEAT B2 31/979 11/976
TR (95%CI) 3.2% (2.2~4.5) 1.1% (0.6~2.0)
EPS W/ 1.0 0.36 (0.18~0.70)
T ARSI E 72.0 75.3
ITHRBAIE S (95%CT) 57% (39~71) 85% (74~93)
BT R 43% 15%
* OBPREEEGI T, EERT) DR S N IE RIS

=% . Wilcox MAERICIES < A B 2 & OB % I\ TR 7= TAUEIR G5
B % with symptom (95% CI)
AR Yuzpe ¥l (n=979) | LNG Bt (n=977) p i
L 50.5 (47.3 - 53.6) 23.1(20.5-25.9) | <0.01
M - 18.8 (16.4 - 21.4) 5.6 (4.3-17.3) <0.01

S de FEED E 16.7 (14.4 - 19.1) 11.2 (9.3 - 13.3) <0.01
95 28.5 (25.7 - 31.4) 16.9 (14.6 - 19.4) | <0.01
GIEpL 20.2 (17.8 - 22.9) 16.8 (14.5 - 19.3) 0.06
bR 12.1(10.1 - 14.3) 10.8 (8.9 - 12.9) 0.40
TREERYE 20.9 (18.4 - 23.6) 17.6 (15.3 - 20.1) 0.07
Z DAEIER* 16.7 (14.4 - 19.1) 13.5(11.4 - 15.8) 0.06

p 1 SER RO BER b
o KRS FHIT, 2 OAEARHLRIAY L Sk e i

@ WHO02002 8> (BAEAT—4)

H Y

BXROREEIZ6 45 MFP (2 7 =7 U A hY) 10mg %5, LNG (LA /v
TABNLV) §E 0.75mg 2§ 1 [5G OY LNG # 0.75mg 2 [Blf% 5 (12
Ref bR DR eMER OEMEZ T 5,

REBRT YA

PSSR oe 2/ S I =Y

*f %

LSSl SR B R N e

W B EH K

MFP 10mg #% 5-#% : 1,380 #i
LNG #Z 1.5mg (Gedeon Richter #L8) 1 [a]f% 5-8f : 1,379 #1
LNG #2 0.75mg (Gedeon Richter #:8) 2 [F3#% 5#f : 1,377 {51

I 70 B gk L v

< HEJEHAN 24~42 H THELTWAS
JRERIE OG- L RN O E -, MR L72WZ EICFRIETE D
IR L VIEEL TWAR W ERERISNTVS

I 7p bR A4S AL

« il ha

- I

 BMEEICBW TR LT RBEEAIE AT TH S
c URXLERZFEmLTND

- IEIO AR T HAARHTH S

*MFP 2k LT LA —%F->TW5
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RO 5 Ik

16 H &5

2 [m H 5

MFP 10mg #¢5-#

MFP5mg 2 £E,
LNG 77 &R 2 §E

LNG 77 t7&K 18

LNG 0.75mg 2 [Fl# G-

N LNG2 g, e e
LNG Lomg 1 GHE | Poim 00 o g | LING 770 16
LNG1 §i.

LNG 77 &R 18,
MFP 7 Z &R 2 &

LNG1 ¢

WM H A

A - ERBIE (EUR) | IR TRk, AEARRE IR =R
zatt s BE% 1 BRUBEORIEM. 5% 0 B iR

i K| A2

(1) AEHR R OUEHRIE IR« A R PR AT S AR

(P22 S 5B IR £ TH 120 FFREILIN)

LN LN
MEP (1.5mg >(<}1 1) (0.75 mg SZ ),
BERITETHL 1,380 1,379 1,377
FRsMaie: 20 22 19
IR 21 20 24
TR ST 21/1,359%* 20/1,356%* 24/1,356%**
JEE/RZS 1.55% 1.47% 1.77%
WY 22 95%C) 1 0.95(0.52-1.75) 1.15(0.64-2.05)
0.87(0.49-1.56)  0.83(0.46-1.50) 1
TARTHRGHL 108 111 106
THIRPHLIEZR95%CD  81%(69.2-87.8)  82%(70.9-88.7) 77%(64.9-85.4)

s L JBPRNRRIERI T, TEMAT b ERA S TG
sox 0 1 REBRAR T 0E B DAREIC 50 A0 BERE S 25 L2 e’ b v | BRsh Sz
sowk 2 BT REBHAR T 7E B LA 20 Ao EAERT & 2 38 U W H 0 | BRsh ST

(2) PEAZH & F 5B F C ORISR K OYTHR I 1L SR

LNG LNG
MFEP (1.5mgx 1 [=]) (0.75 mg X 2 [A])
1~3H | 4~5H | 1~3H | 4~5H | 1~3H | 4~5H
TR
e 18/1,215 i 3/137 | 16/1,198 i 4/150 20/1,183 . 4/164
TR 1.48% 2.19% 1.34% 2.67% 1.69% 2.44%
82% 58% 84% 63% 79% 60%
s 2R

ﬁ(ﬁz/ﬂgif (70.5~  (-23.8~ | (73.0~ (1.5~ (66.2~ = (-5.9~
’ 89.0) 86.0) 90.5) 85.7) 86.8) 84.6)
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(6)

3)

4)

S
a

REEE A

1)

2)

LNG ##

LNG ##

MFP % (1.5 mg x 1) (0.75 mg x 2) p I
T 196/1,364 (14%)  189/1,359 (14%) 199/1,361 (15%)  0.86
s 12/1,364 ( 1%) 19/1,359 ( 1%) 19/1,361 ( 1%)  0.37
T 61/1,364 ( 5%) 53/1,359 ( 4%) 44/1,361 ( 3%)  0.24
W5 208/1,364 (15%)  184/1,359 (14%) 182/1,361 (13%)  0.30
FEED E 123/1,364 ( 9%)  132/1,359 (10%) 126/1,361 ( 9%)  0.82
SEIR 140/1,364 (10%)  142/1,359 (10%)  130/1,361 (10%)  0.71
FLIE T 114/1,364 ( 8%)  113/1,359 ( 8%) 115/1,361 ( 8%)  0.99
N RE R IR 191/1,364 (14%)  183/1,359 (14%) 198/1,361 (15%)  0.72
REFE MM 258/1,364 (19%)  426/1,359 (31%)  426/1,361 (31%) <0.0001
IEAE ] 118/1,327 ( 9%) 62/1,334 ( 5%) 63/1,332 ( 5%) <0.0001

(7 HHZLE)

p i : ZE MK LT Bonferroni OFiFE 417 -7

T EHER

G L

BE - REAER

EEE R L

ERABERE - FEEARGEHRAE (Fh

LR L

ARBEEHE L TERTFTENAEITERR L -HEBROHE

LR
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VI.

EMEEICEY SER

1. REZPHICEEH HLEMRITLEHE

JNVT ALV (BEEERRLVEY)

2. EBEEH

(1) VEFAERAL - YEFRMER ) 10

AH] (LRI IVF AR LI mm)@%EWEK&H?@%\%%ﬁ@%&mﬁﬁﬁwm\
SREINERICKIETIER ., FE SRR IT T ERA R OPEIN « SR RIETERICE T 2%
Tl IERE PR3 BR 21T o 7o R Kﬁif&LT%%%%W%K&D%@@%%%?:&%%%
S, £ OMUZSAEILFVEM M O REINE IR ENEE B 59 2 /et & 2 b,

(2) EMEZRNTHHERAKE

D)

2)

3)

DY FIZE T H PTG B AR

RREMEENE X (2~3kg) ZREEYINT L7-REVE Y 5 L RIEAZ R S8, RIERRE% 27 B HIC
LRI IVT ALV HDWVIERERRLE THD )V F AT 0 2BEROKEE LT,
[ 28 HHICBIH Db HHE L R S8, 24 W% B L CINE N ORZIINaE K OFpE
HOIIEFHAI L7 fER, LR 2 L7 2 R Lo 1,000ug/PEn3 5 Xiu7=4C (4 PB) (ZHESR
MENBE SN, FRRIC, /b= F AT a2 4,000pg/VETix 4 Do 2 PUICHEIRENH] 23 8122
Sz,

VYFIZETHFERERICET 2R (McPhail 58)

REHENET ~FF 9% (600~1,050g) ICLZBEFMRT A T V4 —/L 2ug/lLkw 8 HREIK
WRTEG L%, LR IAVTARNUALHLNNE/ VoF AT % 6 HEICH D EF 10 [F
KEROEE Lz, TEROBEOREEZ A7t (McPhail A=7) LfiH, LA /L
ARV NAORERARE (BEE&E 60ug/ltl |) 2L, FEROBENRD LN, —
J. JIVEF AT 0 TR SR 1,000ug/VC T E RO I ENRD BT,

VYFICHETLHFERERICET 55 (McGinty 8

REEBMENET ~FF 7 9% (750~1,100g) ICLZEFBRT A T VA4 —/b bug/lLaw 3 BT
BehHL7tk, VR AVFARNUAAHDWE VT F AT B BT ERNICHRBES L, 72 B
MBI FEAROZELZ A 27t (McPhail (¥ U7ZFENEEFT A7) LR, LR
J VAN LU 20pg/VET 4 L 2 PLIZ NI W2 b 25558 L (Ra 7 2),
Ji. VT AT u L 10pg/VBITIFER GRS v o T,
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4) IIORITH T BBEERERRICET 2R

et~ ADINEAZRHHL (1 HH), 6 HRAICFEEZF Ao R TEELE, LR/ SR
MU HDWE /v F AT A SHEND SHHET 4 HREINERAOKEG L, 9 HAIZ
FE EEORE &K O ZAIC SRR LD 2 a7k (0~4) Z{To7zfER, LR /v
ARV, v F AT L AKHEO 250ug/VE/ B PLE CREEIEAEZ B AE ] % o) L=,

5) FEEMALICRAT SR

FCEMENE D (2~2.5kg) A AEEUIWT L 7o HEVE 7 3% & RIEAQR S W o, NI 26 H
BCHEME 7 B BRI LR A ENICIEAT D & LI, PR 72t MEEMES
FRra o EREIRNESE L, LR AT A N LLHDLWNT ) VT F AT 0 & R R
%20 A H2 527 H A & Tl N5 L. 28 H BIC U VX %2 B#&% L CINENOZINIEL,
EIHE N O IR ORI A Z T LA R, & MBI T R b B 2 AUE U 7o Rl
PETHXT, VAR VT AN LVITARIP RO OISR I3 B L 22 o 7223, 1,000pg/
VL/H TR E T I, LRI AL Z ML LY FESEE 2 80T 587 0l
LD b0 ERBENZ, —J, /= F AT 1 0% 8,000ug/ll/ HIZE W T bR AE T
SHElehol,

6) EEICHITREFERIZET 558

PERE D ERNEIRHIC & HIEME L & A HEMEE b D — 1T 6 BEEIANT-#. 6 FERILINIC L
RINGTARNVVHEREAOR G LT, Z0%EROEND D VTAREBIELIEHER, K2
B OMEMEE BIZLAR 2 VA R LD 400pug/VEZ HERR A& G532 2 L2k v, BEEIER
WD BT, MRS OFRITBE S ho T,

) MM e B OBENICA DR DRWVEMO X 9 ALt o T, AhEEbss (SMEE) 12H D,
FIEINITEW O X TS A, e B O E & O TRRBIZW 25,

(3) ERRIBERR - Frfukf

REEE R L
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VI

EYMBEICET SRR

1. MAREOHR - BIEE
(1) BREEDGMPRE
REEE R L

(2) ZEmARETERRE"

HANBERER N ZCME 8 BINCAH 2 88 (LR /7 A B Lkl LT 1.bmg) ZHEIREA#RS L

72558 D Tmax 1% 2.88+2.03 i) CEHME = HEHERZE) THoi,

(3) ERAREHERTHER SN -MPRE"

H A NBEFERE N 2otk 8 BN AR 2 88 (LA LA A MLl LT 1.5bmg) ZHERO#ESL L
TG DFEMENRE N T A — & J ORI ERERE 2 TR LK O PRI RT,

Chmax (ng/mL) Tmax (hr) AUCo-120 (ng°hr/mL)

Tz (hr)

23.87+8.01 2.88+£2.03 435.66+115.44

24.72%3.49

(mean*S.D., n=8)

{ng/mL)

30r

25
ffi
g
Ej,_: 20 mean*5S.0.,n=8
A
- \
s 154
2
h
L~ L ]
o 10 |
lﬁ
E 1 i

5 .

-
0 | Hﬂi;____!___ll___——I ']
0 24 48 72 ag 120
B R (hr)
K LAR/JISRFLILOMEREE
(4) thEE
MG R L
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(5) BE - ftRAEOTE
BHROME Y ERR L
GRS . VI, 7. MEER 0ESR

(6) B&EM REaL—3y) @BICk YHBELE-EMERNBEESER
MR L

2. EMRERI/INT A—A4
(1) AVIR—FrAVMETIL

<BE> AEANTOT—X

B oS RE#E 3 ] 26421 30pg D SH-LAR VA A MLV E 4 HBO Y v 27 7 b
HHCTRAOBEROEIRNES L, LR VT A RLADONAALFT XA ZEY T 412D T
Bt Lic, MIER LA VT AN UVAREZ, V34 L7 vEABEICIYRE S, 3
MIBNEE R T A — 21X, ERNBZR G OEE% 3-a 0 /"= s Av FETIL, ROBHEOEA % 2-
=k A METFALE LTHERBEREZ WY,

TREE L MEBREE 5 Bl axtgil LT, 7 v 24— N—JEICT, ARAI 18 12 FEFMHRRE 2 B0
Be b ARAI 1 BE 24 FERIRRE 2 [BIRE OG- R OARA] 2 82 1 [BRE O &5 O Mg+ LNG O3y
FREIC OV TR L7z, MiEP LR VAN VIVIBEIZT DA A L T oA EICE 0
E L, EPEE T A—ZDOEHIX, /v ar /"= Ay MET M TR LIZEE vz
FER. FHEOME - HEICB T 2MIEH LA VT A R LVREL, 5% 48 K ETO
%Ti2@ﬁ@%%&5_;ofk%<%@L1w5%@@ 1 B H O hb1% 48 Kfil £ TD
F M - HI&ED AUCo4s IZOWTIE, IZERBETH o7, £z, 48 FE#IEN D 216 FFfH]
%if@ﬁfm\%m%-ﬁgk%ﬁﬁ_ﬂ9¢5%% RLTEY, 0~216 FIZH7-5
AUCkta HIZIEF LT TH 729,

(2) RULERETEH

<BH> SEATOT—x W

fEE SRS 3 B2 IC 30pg @ SH-LAR /L F A MLV ERAOKG LI Z A, LR
VT AN LIVIEEY) 2015 43 CROEIZWIN S 3L, & D% 1~2 KR T i i 47 i
0.84+0.48ng/mL |23 L7z, A#ERE OWIGEE EX0X 0.39, 0.05, 0.54 (hrl) Thotz,

@) NAATARLFEY T«

<BE> HAEATOT—4 W
R L ERES 3 Bl & k51, 30pug D SH-LAR IV F A ML vE 4 HEIO Y 4 v 27 7 b
M TR OG5 K ORIRE 5 U255, B 0 5-1% O AEWFHIF 2 OSEEIEK 87% Th

77,
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(4) HREREEH

HARN MRS B ICAR 2 A4 5 L7 & & DIHREREER 2 TRIR LT,

" 0.75mg 12 KRR | 0.75mgx2 (1.5mg)
gsg | CTEIEET | omms ;ep) 1 E#& 5
2BEEE% (n=8)
HRBEEH | 43140.004 0.029+0.006 0.029=+0.004
Ke(/hr)

CPEE =R YE R )
%) 2VT7S VA

<BE> SAEATOT—H W
g LSS 3 Bl A %8I 30pg @ 3H-L AR J L F A R LV ZRAOKE Lz & & £
EOU VT T AT 4bmL/4y. 104mL/4y. 72mL/4r CTdh - 77,

(6) S
B R L
() MEEEHEE

1) ZOMDO LA VT AN LVBIEIZ IR U7 N ot iR 32 Bl 1 & 58 2 B B KDY
23 HEOMAEIZ sSH-LAR /L7 A b LAEIIEE (10ng/mL) #F# L, FHEnENEIC LY
VAR VA N LV OEERAEEZRIE LR R IR S RO 9T% Th o721,

2) MR 10 Bl HEER L2y 1c SH-LAR 2 LA 2 LV ARRINL, S OEIC LV EE
EERERE LR, LR AVFA MLV SHBG (MEArEUfEEG7er)y) KO
CBG (aLFV—ntEEra7)y), TAT U ~DOFEERIIETNEN 48%. 50% T, &
FIERARIL25% Th-7- Y,

3. IR

AR L

4. H

(1) Mk —RKEErTRiE S
U ER R L

(2) Mi&k— R ARREFT @Bt

AR L
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<BE> T v MR D IRREENE Y

k17T HHDZ v b (Wistar 27~ ) 12 UC-LAR V7 A R L 0.375mglkg & O 3H-
TF =T A ST VAL 0.2mgkg ZHEREO#EES L, PrEkelCHk 2 U, Rk
T 3H20 & MCO2IZ/ME L., UC-HSREAKEY FL—a VEHIITHRIE L7z, 5% 1
I O 2K O B REIR B 1T R I D 5% T -7, B VTR, IR V2B g & OR 2 P (4
R IRE LN ENRE IO Z T 47,27 KO 256% CTh o7, 5% 48 RFEITIE,
JEVE O PR TG 1RO 9% FIZE Lz, LR 2 V7 A R LV ROV O
WIEIERE 2@ L, RS T 208, B 1 BRI OG RATIR IR E C o - T b R8N M
HERIREE D 50% L FTh o7z,

(3) Eir~n#iTHE "

Orit% 6~12 OYERE 12 FIIZAAK] 1.5mg &5 L, &5H1, 1. 2, 4, 6, 8, 24, 48,
72, 96 KO 120 FEEE O MAEF W TR F DO LA 2 V7 A R L VREZRIE LIZFER,
RINVF AN LE, Fh 2 B E TICEeNIC it IcB T L, 2 BRI S 4 BRI R
WZE—ZIZE LT, ZO®%R FITT LR VT A N UVREIT 5 8Kl TE— 27 D 27%,
FE 24 BB CTE—2 O 9% E THAD L7c, JUIHH VAR 2 VT A S LVIREHER & i L
RINVGT AR VVRERBIZ T LV ELZ R L, IR LR 2 V7R N L VRE
® AUCo+ EIfEF LR 2 V7 A b LIVIEE D AUCot DX 0.28: 1 TH o7,

20
18
16
I M4 - am
:? 7 & it
= 10 Mean £ 50
E_
4
2
q T T T T T T ! T ;
0 12 24 36 4B &0 72 Bd &5 108 120

MW (hry

¥ R UELRLEK VT AL ILOHR (n=12)
(4) BEEA~OBITHE

B L
(5) ZOHOMBADBTH

AR L
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<BE> T v MBI DN A 1O

HEPEZ >~ & (Wistar 5287 > B) (2 4C-LAR /L7 A R LJL 0.8375mglkg MOV 3H-=F =L
A b T VA —/v 0.2mglkg & HEIRE O G U, FrERRHICHMZ M L, BREEE T 3H20 &
1CO2 (Z/HE L, UC-SRER RS o F L— a VEHIITHIE L=, #&E% 1 BEEEiIcs
THSHEREN b m o IR ITITFIR CH v . RO TEIE., Bk, K&, BB, ~—
Z—fg, FURMR, AR, BT, 24O OFMBRIEMAE LV mV SRR AR LTz, 2 Ofh
ORI 1T M AT & RIRREE D SUMRE 2R Uiz, BG% 96 BEICIE, RS T G51% 1K
D 10% ThHh oD aFrE | MO IREIL 7% I L,

5. B

(1) HCHHERLL B VR EHRRR

FFCcrvrarBinaiR, MBaaRicREasns (p24. 18&F. LR/ ILTXFLIILORK
BR® M) 7,

(2) RMISES5T HBE CIP50%) OHTHE
DR L

<HE>

LR J VA N LviE, CYP3A4/5 #[HE Lo 7273, CYP2C9/10 % 50uM T 50% FH
E L7z (invitro), ZOEEIZX, & MILAR/VF AR L)L 0.75mg HE 2 SEREIRE D& G L
T RED B E I P EE 0.115pM (5 1 AHEINEGRARBR, Cmax S KME) @ 400 524 ETH D Z
ED, BEE EVAR 2 V7 A R Lovid CYP2CY/10 ([CEE LW EEz bR Y,

() PEEBEROERERVZDEE Y
Tl Z F 0 TR R 2 52 T 7R\,
(4) REYPOFHEOHER S LE Y

SRE &M 1UC THERRL7Z &/ VA R UL 1.5mg % B O #% 50 0 £ RE I,
3a, 5B-7 T & RE-/ LT X R LLTHR 11% (BREEIZHT 5EIEG) T, £OMIZ 168-
bt Refxv-3a, 587 Tk K-/ L7 A R L)L 2%AK0, 2a-8 s L7 A Lb,
16B-t R~/ LA R LILKEN 13- F )L-4-FRE TS -3, 17T-U A 1T E5 % 1% AR T
Hotz, (p24. [BE. LR/ IR FLILORERE &0)

(5) EHERBMORERG/NT A—3

DRI L

23



6. Bt

(1) BEMARL K UHERS
PR R OV 1)

(2) Bt

SREN LMl 14C CTHERR L7= @/ V7 A R UL 1.5mg A HEROEE#% 7 0 B £ TORTHE
M 44.8+8.9%. FEPHEHHE 31.6+82% TH V., R - A AHE L TR G HEHREDK
80%MEIN S 7= 19,

(3) HEittRAE

DRI L

7. BRNHIZCLKBBRER

AR L

o

d-F FE b

. . ) 13-=F -4 E 3,174
(L S A b L)

HO

16-& Fodi-3a bf-Fr7FE Fo-Sa-¥= kL

£F LRSS FLILOHHEEE
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et ERLDIES) 1Y 5EE

. ERARETNEH (RAREZSD)

(%

Bl ROBEILMHEIITHREG LR L)

1. AFN ORI xF UIBBUE O BEERE D & 5 £tk
2. HERFEEOH HBE

[AREHREAME T L TR Y Fla~DOREBINT D720, JERPHEET L2 L0305, ]
3. 4w (10. 14, ElR, RIGFADEKRE] OHZM)
(fifin)

1. — 7B FEE LTHRE LT,

2. FFBEEOH 5 BE L, RO TIZ L i~ AENEI L, BRI ES 5 arge st
HAHL-OEERITEEDH HBEYHRE LT,

3. RO UTIERICITZh N 72 < L R L TWD IHEICITAE RN 2 N2 E bR E LT,

MBER TN RICBEET HFEALDFE L ZTDER

V. BRICET SEE 2ZMT DL,

4. RZERUVAEICHEYT SHERALOEE L ZDOER
V. BRICET SEE 2ZMT 5L,

5. BEERERBLZOEH

BERE (ROBAUILMEITITEEICEGT 52 L)
(1) FEEoH 2 8E (2.

=)

b2 SR

AREZDER (RAEZZZEL) OHEEMW)
(2) DRE - BERBXIITOMEREOH 5 BE

[T+ U U L IIEHEOITREI L VIERPHEE ST 52 03D D, ]
(fifin)

(2) EAREAH~OR B

(1) FEEOH L EBEIE. AHREOKTIZ XD AFE~OEHEBEEIN L, R HE 2 W RENE
WD ENHRE LT,

WCEDFT R U LARKEDITREIZ LY SRR ET D A[BMENH 5
ZEMBRRE LT,
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6. EELERMIRLENEARVLESE

(1) AENIMER B IR ZERET 57200 b DO TH Y | FHEANETET 5 5541, TREARR Y
BEATZh B O E OR D REAT R 72 & & IOl 35 2 &

(2) A% BIERT 2 AN H 5720, @Yt FEAfRET52 L,

(3) AFNDOFEEIZEEL TiE, N2, REFINTIEZWIEIC L VIEREL TWRWT &2+ fk
RTHT L, o, MBZHICLY, PR, ORE, BREKOZOBAREOR K%
N A AN

(4) AABHZIIE, REMSELCERIH O M2 AL K TERWEabH 5 2 L
5. ARJEW A B E Ly e RIS T RbE T 57 CHRE AT O 2 L

(5) HEDHLEBEE IXTHE ORI RIEGEEREN & 5356 . AAIORZDIERHIRF TE 220
BENDLD D,

(i)

(1) AANT. BEE B OIE AP Btk DR DR s 5 REERTE I i U 7 3okt
DEHEE 25l U 70 Dy o T MR # O BRI 72 B RIRE I A L. BB 7B 120, AT 2D S
DB B PR EESE A2 VN D KO HEEMAE L7,

(2) AFNORAEL BATIET D AlREERH D Z o h | WYIRBT FRZEET L L ORE L,

(3) IEHE L TV ZME~D B D IR WHEA|DOIREE A BT D72, Wiz, RZEFHIZIEIZLY
R L TWRWZ iR L, £, BEEREEOH 2EHIL 15z, HEEOH 5 A
F. ODEE - BREXIZOBEREO S 21T EERE ) ThsZ b, 2%
X ZnooiEB, RO ELHRT 2MNEND DT ORE LT,

(4) AAIMRMAZ O ML, NEMRH L, SR OIS, AREXKNTERWEERH D
b, AREMABE L CHEU RN HEREET 2 X 5 IRAEITHEET 2 LE R &
DI2DFRE LT,

(5) HJE DI LA EE SUTTHLE OWINA BIEBRED & 2551213, AAID 22 S s,
AFNDOHIERIFETERNBENNSH D T-DRE LT,

7. HHE/ER
(1) HFRERETDHER

Y LR
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(2) BFREE L TDHER

(HrREE] DFHICEET L ZL)

i il VA
HIV JEGLET R
U e
Vo757 7F
Vo770
VA R R

T )NV EX—)L T =
k>, FUI R, TN

b5,

AN BERAREIR - HEE T 15 PFF - fERIA
PUTVILASE AANDNEPIS T 2B | T b DFEANIT DI

IR Z#HE L AAIO
R alelE+T 2520
N,

—r X U—b) HAR

A3 A XY VT (St
John's Wort, > b+ U3

AHNONEDET T DI Z 0
HHDOT, KEIBERTEA 3
UARXY Y UEAEREMLEEI
LBRWEYERTDH &,

Z ORI O KR
R A ahE L, AR O
PEETHLEEZOND,

(fFRL)

PPV AR, HIV BYSEISHIE (U R ER),

V77 T7F o, V77 BV RO ) ®

F 7N NE, IO IEY IR FEEMAIC L0 RF O 2 e L, AF O R 3 WE 3
LBENNRHY O Fim A I A XY YU (St.John's Wort, > ke YV a—r X -
T—R) EHRS? b, MROEDHEREFEERIC LY | RAORB A2 L, RE D%
RPN TLBENN DD Z EMORE Lic, AFROLTTRHZIE, FolcfMZ2ztrv, RS
DEFNE LM T D MERH 5,

<BE>
bk iffE,

b MNIET VT I I L al-BEMEREER AR 1C-U LT 7 U U KONV R S

VANV IVERINL, EHENTEEHOTHRF LIEEE, LR VA R (30 T

100pmol/L) X7 /v 7 7 U v (3~17umol/L) DEF#EA =1

8. ElYEHA

(1) BIEROME

-
—

HBERIZS ol

E N ERERER

By R R SER

EIPNF MR G RRBR IC BT, RRAER] 65 filth 47 1] (72.3%) IZEIERI RO bz, F728]
TEFE. {HEH M 30 61 (46.2%). ARIETE=HMm 9 %1 (13.8%). 98 8 # (12.3%). Hi» 6
Bl (9.2%) . PEEK 5 B (7.7%). IR 4 6] (6.2%) EThH-o7- (KIRK),

o LR 7 A b LoV B TR S s AR RER (1,359 #) (2R D EREIE
ML, AEFE I 426 5 (31%) . Hol 189 B (14%) . #2557 184 il (14%). THEHM 183
B (14%) . 985 142 B (10%). FEMED £ 13261 (10%) . FLEESR 113 61 (8%). A%
PIE 62 il (5%) Th-o7o (KiBHE),
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5%LL L 0.1~5% A BEEE AN B
R | SR, GIR FEIMED U KA F
AN
£ O | HERHIn, AEFE | ARES H R IE
HH ifn.
H e /| EL TR, TR SR ML
im " A
z O i | BRI R, ne, BV, Y. | WEETE
A PV

FEBUEE X ENERRBR O RIZIES L, 2B, BAMIB O TORRD LTV REIERITHE
ERELE L,

(fiFa5)

ENERRELER
ENEFIREERIZ IV T, RIERF] 65 Bl 47 1] (72.3%) ICEHWERIZNGRD Hav, FBLL 72 E722E|
TER & RIS ERE LI,

HBHVEGEREAER
MR RBR I 2B\ T, AA & [E— 0 ik - HEICT 5% EOBEE CRE LZBWERIZ YW
TRE LT,

RS

[E PR RFRER O R 2 BITE I O FEERBRE 5%LL L, 0.1~5% A & LT E &, s AR
DG RIFENFRRR TIEH oo TZRIEHOAZHE R & LTRICE LT,

(2) BRGEER & DMER
AR L
(3) TDHORER

REERR L
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(4) BERBMERARREERVERREERE &

MBS C M S AT R BUEERARFRER 2 | [E PN C oM L 7 55 IIAR B PR ARBR 2 (23515 2 T A BIRIE

MEBBE 2R (D112, BRRAERT K2R @) -2 LT,

L. ERRBRAEMEETE O—RIZH o> T, EPNBRRRER CREM 722 B R A B O R - 7
PrdFEhi STV Z &2 s, HIHER RO R & ITH T HERRRERD o R 205

[e=RAc
= @4)-1 IEBRIEERARIREE
] N B R SRR SN RBURREG PR R

e FFAi 1% 65 i 1,359 4

iR | B 8 (12.3%) 142 (10%)
fEE AR 4 ( 6.2%) -
ZEMED F 2 ( 3.1%) 132 (10%)
IRALPE D F 1 ( 1.5%) -
R 1 (1.5%) —
/R 15 (23.1%)

G MERES Rt i} 30 (46.2%) -
ARIEA= H . 9 (13.8%) 426 (31%)
SR SIEHEZ 1 ( 1.5%) —
A #RIEBHE — 62 ( 5%)
HLEES — 113 ( 8%)
/R 35 (53.8%)

HibR L 6 (9.2%) 189 (14%)
T RE IR 2 ( 3.1%) 183 (14%)
T 1 ( 1.5%) 53 ( 4%)
& 1 ( 1.5%) -
g - — 19 ( 1%)
/R 9 (13.8%)

JiiR7q 2 1. 1 ( 1.5%) —
/B 1 ( 1.5%)

Z D sV 5 ( 7.7%) —
FLH & 1 ( 1.5%) -
) 2 ( 3.1%) -
Ehak 1 ( 1.5%) -
%t 2 ( 3.1%) 184 (14%)
i EREAE 1 (1.5%) —
/R 10 (15.4%)
Ha 47 (72.3%)

(1E) EIERZESEIE (E8L=R)
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RMU-2 BREEEEE-E

[E] PN I PR
- - F 1 (n=8) FBIFE (n=65)
gE TR H i B 5% i B 5%
%fg 2 4H 6 fig 138 33 5
(n=8) (n=8) (n=8) (n=65) (n=64) (n=63)
R i Bk %L 0(0.0) 1(12.5) 0(0.0) 3(37.5) 4(6.2) 2(3.1) 1(1.6) 5 (7.9)
i ER % 0(0.0) 0(0.0) 0(0.0) 0(0.0) 3 (4.6) 2(3.1) 0(0.0) 4(6.3)
I ER 0(0.0) 2(25.00 | 2(25.0) 0 (0.0) 5 (7.7) 4(6.2) 2(3.1) 5 (7.9)
U LjER 0(0.0) 13125 | 2(25.0 0 (0.0) 4(6.2) 3(4.6) 2(3.1) 3(4.8)
M5 | EImER Y | BER 0(0.0) 0(0.0) 0(0.0) 0(0.0) 2(3.1) 1(1.5) 4(6.3) 5(7.9)
Ry TFERER 0(0.0) 0 (0.0) 0(0.0) 0(0.0) 2(3.1) 5 (7.7) 5 (7.8) 6 (9.5)
IS HLER 0 (0.0) 0 (0.0) 0(0.0) 0 (0.0) 1(1.5) 1(1.5) 2(3.1) 0(0.0)
~ESa U 0(0.0) 0 (0.0) 0(0.0) 1(12.5) 3(4.6) 4(6.2) 5 (7.8) 6 (9.5)
~<h7 U v ME 0 (0.0) 0 (0.0) 0(0.0) 0 (0.0) 4(6.2) 6(9.2) 5(7.8) 6(9.5)
1 INRER 0(0.0) 0(0.0) 0(0.0) 0(0.0) 2(3.1) 2(3.1) 0(0.0) 0(0.0)
MEH 0(0.0) 2(25.00 | 1(12.5) 0 (0.0) 1(1.5) 4(6.2) 2(3.1) 4(6.3)
TINT I 0 (0.0) 0 (0.0) 0(0.0) 0 (0.0) 2(3.1) 1(1.5) 1(1.6) 2(3.2)
Beyrey 0(0.0) 0 (0.0) 0(0.0) 0(0.0) 3(4.6) 6(9.2) 5 (7.8) 3(4.8)
EHEEYLE S 0(0.0) 0 (0.0) 0(0.0) 0 (0.0) 4(6.2) 8(12.3) 5 (7.8) 8 (12.7)
AST (GOT) 0(0.0) 0 (0.0) 0 (0.0) 0 (0.0 1(1.5) 2(3.1) 1(1.6) 3(4.8)
ALT (GPT) 0 (0.0) 0 (0.0) 0 (0.0) 0 (0.0) 1(1.5) 1(1.5) 1(1.6) 3 (4.8)
AL-P 0 (0.0) 0 (0.0) 1(12.5) | 1(12.5) 5 (7.7) 7 (10.8) 6(9.4) 5(7.9)
LDH 10125 | 2(25.00 | 2(25.00 | 2(25.0) 2(3.1) 3 (4.6) 3(4.7) 3(4.8)
v -GTP 0 (0.0) 0 (0.0) 0(0.0) 0 (0.0) 3(4.6) 2(3.1) 2(3.1) 4(6.3)
BUN 1(12.5) 1(12.5) 1(12.5) | 1(12.5) 0 (0.0) 1(1.5) 0 (0.0) 0 (0.0)
M & | JRER 2 (25.0) 2 (25.0) 2(25.00 | 2(25.0) 2(3.1) 0(0.0) 2(3.1) 0 (0.0)
% | CK 1(12.5) | 1(12.5) 0(0.0) 1(12.5) 5 (7.7) 5 (7.7) 5 (7.8) 2(3.2)
A | ol zxso—1L 0 (0.0) 0 (0.0) 0 (0.0) 0(0.0) | 16(24.6) | 20(30.8) | 25(39.1) | 22 (34.9)
FYZUETA R 0 (0.0) 0 (0.0) 1(12.5) 0 (0.0) 19(29.2) | 19(29.2) | 18(28.1) | 18(28.6)
VA = 5 (62.5) 5 (62.5) 5 (62.5) 6 (75.0) 2(3.1) 3(4.6) 1(1.6) 4(6.3)
Na 0 (0.0) 0 (0.0) 0(0.0) 0 (0.0) 0 (0.0) 0 (0.0) 0(0.0) 0(0.0)
K 0 (0.0) 0 (0.0) 0 (0.0) 0 (0.0) 1(1.5) 2(3.1) 0(0.0) 2(3.2)
Cl 0 (0.0) 1(12.5) | 1(12.5) 0 (0.0) 0 (0.0) 0 (0.0) 0(0.0) 0(0.0)
AIG 0(0.0) 0 (0.0) 0(0.0) 0(0.0) 0(0.0) — — —
CRP 0 (0.0) 0 (0.0) 0 (0.0) 0 (0.0) 0 (0.0) — — —
e[ - T4 TN )= 0 (0.0) 0 (0.0) 0(0.0) 0 (0.0) 0 (0.0) 0 (0.0) 0 (0.0) 0(0.0)
W% | PT* 0(0.0) 0(0.0) 0(0.0) 0(0.0) 0(0.0) 0(0.0) 0(0.0) 0(0.0)
B & | APTT** 1(12.5) | 2(25.00 | 3(37.5) | 3(37.5) 0 (0.0) 0(0.0) 0(0.0) 0(0.0)
TANTUA—)L NA NA NA NA NA NA NA NA
= = NA NA NA NA NA NA NA NA
LH NA NA NA NA NA NA NA NA
W& WS | FSH NA NA NA NA NA NA NA NA
MRt | Yes 90 NA NA NA NA NA NA NA NA
hCG NA NA NA NA NA NA NA NA
b 0(0.0) 0 (0.0) 0(0.0) 0(0.0) 0 (0.0) 0 (0.0) 0(0.0) 0 (0.0)
RBE | EA 1(12.5) 0 (0.0) 0(0.0) 1(12.5) 5 (7.7) 4(6.2) 2(3.1) 1(1.6)
vy ) =4 0(0.0) 0 (0.0) 0(0.0) 0(0.0) 3 (4.6) 2(3.1) 1(1.6) 0(0.0)

) BRMAMEEY B, BEAREMESEOEESME LT, VAR AF AL L5mg 1 [EIEE5#% OKBERKRETRE O EM%E
HEHOEMEFICE D L TIEREE L, TOMEE “BRHEOHIE (% ; BBUHLE)” TRLEZ,
— o FEEET
NA : WOWFIEERR AL, A RBEENC X - THUER S B2 5 72D IE B E T T L Ty,
LA =0 N = SN e |
SR 32 ¥ 23 1575 S N = i N g o
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(5) S, AftE BEERVFHOARESRANORMEMRIUIE
ek L
(6) EMT LAX—IZHT HTBRUHBL

AHN DR UIBBUE OBEERED & 5 i i3 &5 LianZ &,

9. ElE~NDEKRS

AR

10. 334R, Eim RIABFAORS

(1) i3 G L2 &,
UAESRATI - RIS HE G L7255 a i3, MR IR OAMERR O B SO FBMERR VL O etk
WEZDZ LD D, ]

(2) ARNIORITITHITTFITBAT T 2 DT, KAIDOHRG#% 24 BRI LEET 5 L O FRET S

&,
(fifin)
(1) BREICHRARASEAZ L TV D T iﬁ%ﬂﬂ&ﬁﬁ (C &AL < ORI T I
BWT, R - TN G LI2BEI2iE. KR IR oSS O B SUT BRI O

TN D Z EnHD & @iﬁ%?ﬁ)%é ZLEMORE LT,

(2) AFNORSHTANFITBITT D LR MESNTWD D ZLnd | BAFTOLIEIZI LT
(. AFRARNCIRFLT 220>, A% 24 RifE) £ TIIRAE . T ORORFLITFEET D X
IRETOMEND D Z ENBRE LT,

VI. 4. (3) EiTP~DBITHE] DHESR

1. MNREADES

U LR

\

12. BRRBRERBRICRIETZE
LR L

13. BERE

UL, WREMSOIIHIR 23 2 2 "TRetEDN 5 %,

(fifin)
WERGOLE, Bl EEEOYVHIBHIMA S S I Sh D iR H 5 Z LinbRE L, 2
DX RIERD S B O HE 1T, WURLEZIT O LERD D,
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14, BRELDIE

BHIZZ (T EF

PTP B ZED3EANL PTP — R bMWY H L TIRHT 2 K o8+ 252 & (PTP v — DRk
&0 BOSIAES BRI L, FICIEHAE R 2 U CHRERBIAR SO REER A IHEL
IFRT 2 Z ERME IR TW5),

(fEgn)
AKENL PTP 25 CTH D DT, @I T H1EE %S [PTP OEMIHRIZHOWT) (FRk 84 3 A
27 HAFHHEFRE 240 5) [THESZRE LT,

15. ZDHDEE

EARRANA

16. Z itk

AR L

32



X. JEERPRERERICEE9 HIEE

IR
(1) EMEEHRER (VI ENXREICETHIER] 8)
(2) BIREYZEGER
LR L
(3) REMEBHER

PR RICB 35 9 20 hERG S AMING A IV 7= Thre BIEICEIT 2880 2 D 5
ORI BT 238 % 2 EME LT, LR SR R LA invive TORBRIZISNT
PR ARE A . PR « DM RICHE L RIF X2V B2 LM, invitro TORBRTIZL AR
J AR UL 2.25pmol/L 2 T hERG F v RAZ I+ 5 2 & AR &=,

HEREY) RERE RE5E &5

Re M +
REMREER | owey | owBss | EREE | 596 =R
Levonorgestrel 1% 100 mg/kg @
BEETT v FO—RIERED
PR RIZ | n |[SDHRT v b @ 4, 20, 100 e MIRATENE SRR ICEA 2R &
B9 2 5B vIvo (M) " mg/kg o le T LD PARMRRIC
5L CRBERITIRNI &N
R X,
Levonorgestrel ™ hERG & A
Fa o Tkr F v RV O EIEMH
DB RIC in | hERG#A |5 v 7 5 |027. 081, | ZBETL72RER, Levonorgestrel
BT 23E | vitro| CHO il | v 71 S 11 2.25pmol/LL T Tkr % i &4
Hemo 7273, 0.27 % 7% 0.81 pmol/L Tl
BN o T,
T LA N —ERERERNEE
DR RN . _ . . _ LM =27 A iz LR
gl | PSS BRI 4 20 100 i L M R L
e oatem | meike T b0 M8 S ORI R AT I B
BEMIFEESRNT EDRENT,

) Tkr GRBIEMALEIEEGE D Y v AT v x0) MHERZRINT 2720, ZOBRMBHEND K F ¥ RLE 22—
K4 %iEfsT hERG (human ether-a-go-go related gene) %3 A L7=Hifaz H\C QT MBIEEDKRT v
VR SRR,

(4) Do REHER

AR L
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2. HMHHER
(1) BEHRE5HEMHHAR
MEPE SD %27 v b 20 ROMEE D =27 A P2 1T LAR J LAF A R UL 80, 400, 2,000mg/kg
ZHERR ARG LR, LR 2 LA A B UL 2,000me/kg 2 A#F S L THIAETHNLRD S
. S OESEEIT 2,000 mg/kg Z#EZ D EEZ BT,
(2) RIEZSHHHER

Pt SD 2T v 2 ROMEE D =27 4 L0 2 4 R RER DG m R BR o R R
Mo, LR AT AN LV OEEEEIZENE 100mg/kg/H, 0.8mg/kg/H &3 2 bz,
FERIC 12 7 A KER OB 53R OERN L, LR 2 AF 2 L Lo BHEERITZERER
0.5mg/kg/H V. 0.025mg/kg/H *? L &2 bz,

&5 B5E
B8 | (mgkg/H)

mENE

HBREY (mg/kg/H)

&5 1R "%

B EHM& T 100mg/ke/ B # 5/ T,
I L AT E—/LOKTRE A B O,
0.8, 4. 20, AT 100 HERENY) 1 VORI AL OERE & (b
100 TRVNKER B OREIN N A B3T3, PRSI R
BTERRZIZA DN T, BHEFHICEROD
LI LIRS BTz,
#HEMRIFIZ 10 FIOFETHINERD Hiv7-
2N, IRBERTIBRE 2 5 oo 45 T BREM CIRISE A
SD%7 > k @ T o7z, 0.5mglkg/ H & HRE CRATEHNH
(HfEE) " MU7=, 25.0mg/kg/ A& E5HETHRE, ~V
0. 0.0005, 7VET4 K, fFFERE, FRCBT57
0.01, 0.5, 12 9 1 05 a— 7 ROREMILE O, a L X7 m
25.0 ) —UET, TEEROTEREEZORD NP
DO, REEMN, MR LT
K OFFIgIC BT D 7V a2 —47 b5 3R
WL VEIE L, BffEofEinnir s v
TFANULVORBIERIZES LB XD
iz,
B 5 IR TS 100mg/kg/ B TRFIE D
5t R ORI EEO SEA 5, 4 mg/kg/
H UL o 58 TRl O st & 2 W Ik st
EREOKMEA A BT,
0.8, 4. 20, 4 P 0.8 éﬁF\E%%T%K@%ﬁ%%®%%H
100 ’ ERRO B, FENBEIZDWMAER L
B, WP LR LA R S LD R
VT URERICER L7ZLTHD Z &n
=AY @ LEMEFEMLRERIBERVb O LEEZLR
(i) ™ 7,
0.025mg/kg/ B VL _E D ERET, (KFE N
N FENREO AR, +EHEEICE
D MR TN, IS T B R R AL T
D IR PASH e OVEE IR R AN A A B AU 72 8
PEOpImH 2D LR VAR LV OE
BEEICLAWEIIS EZ 2 b, Zh
D OREIRIT, RIEHIRRE T RIS IE R (a8
L7,

0.00025,
0.025,0.25, 12 A 0.025
2.50
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(3) HEEFREFMEAR

1)

ZIRERVERE COMEER LT S8 Y

Ml SD 527 > b & AW ZARRE R R £ TOWBIRIEEICET 2R B (LR ) L7 A L
b4, 20, 100mg/kg/H, #AOEE) 2BV T, 100mgkg/ HIZBWTHAETITALNT, —
WARREIZ G B XA b e o 72, 100mg/kg/H . 20mg/kg/ B TIXRER D H D\ ik, (KE
BN EANH N B G R (RECAT, SRR 124 B4, 100mg/kg/ B Tl G-I T#% D
PREHIN B o FRAE IS SR LA B e B ESHR D BTz, 100mg/kg/ B TIEFEAT & £ 531
(ARAE AN 22 T2 A3, B G- BIRIRE T IS I IREE IS LLie L A 2 BT, S IEU O IR
BUZHOWTIE, 100mg/kg/ B B TRIMREE L B U CHERBD B BN T, £z, BHIREITH
PEANC S - 72, 100 LT 20mg/kg/ H BE TIIAFREN A BIME CH 7272, LR v
FA R LV BEEMEIT dmg/ke/H THDH EEZ BT,

2) & - BBREE~DFZE(ICEHT 555
AR T » b3 R DX 2 HWZIE - IBIRRA~ORBICET 2RO RN D, fHE)
W ONE « JRIRICRE 5 LR J 7 2 b LV ORI BE 1345 % 10mg/kg/ H . 1mg/kg/H TH 5
LEZ BN,
&5 BE5E nE EEME
SEREY 2% | (me/ke/R) &5 AR (ma/kg/H) f"E
ETOREIIETITH LIRS T2,
SD % . . 100mg/kg/ H B CIRE, RN OEAT
57 8 | |1 10100 | i e | e | BCEESBSAE. BRIZELT,
(2. e | ™ A Egégiﬁm 100mg/kg/ B FEII %I HRRE & B~ THE TR -
~17 H) IR EER O - BRI BE SRR BT &) -
7=, G : 1w/iv% CMC-Na &%)
A - SRR
. _ AT ORI IE LI B AR D > T2 8,
I;E}EN;V;: EDFERN 5 5mg/kg/ HEFIZIRBUNT 2 BIAEYR 24 HIZHTE
(9. FHE 6 ®gOo| 02, 1.5 |BREMAZED 1 FEL7=, BRVEIREIL, Smg/kg/ HEEIZBW T
~1\8 ) FAgHE T SHHRBEIC R EITEN -T2, (A& -
1w/v% CMC-Na ¥%i%)
3) HARRUVHELER#OXRAL VIO HEEIZEI HiRER ¥

Levonorgestrel ™ 4, 20 &X' 100mg/kg/ H % 1 £ 19-20 IEDO 4R Crl:CD 7 v MR D
OHAEROBEALE COHM (U6 Ao 01 21 ) ICKEROES L, iR 2L Ol
. ZHREY LK OHER O A RIT TR EZ T,

a. BFMICRIZTEE

FEEARIE C, WINORETH —MIRIBICEF TR oo 7o, i+, 100mg/kg/
H B TiX 20 PLH 18 PT, 20mg/kg/ H #E Tl 8 PEDRFEIMIZ /3 iFEE 23 i & 4L 72 3 4mglkg/
HEE T EF TR b ieinoTe, 2iig O —IRIEIC SV TIE, 100mg/kg/ HHE Tl
2 VT, 20mg/kg/ HEETIE 1 ICICEFER RO, 4mgkg/ HEECIEEF XA LN -
7= WEARHAR S 100mg/kg/ H BE M OF 20mg/kg/ B BE Clr3f &= 72 1B ] &80 K OMARE B I
FIAFRD BT, dmglkg/ HHECIFE &, AREROKEBENEICHERE A RIF S
inolo, WEBIM R OB, KRELKOREHINEIL, 100mg/kg/ B # TILFHM© & 72
MoTzny, 20 kOY dmglkg/ HEETIIHREE L OMICHEREIIA DN o T,
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b. RERIZRIFTHE

AR (F1) 1220 T, AR IREE & b U 20mg/kg/ A BECIIA BRI FAA B
7278, 4dmglkg/ HEE CIIA BRI DN o T, 4 O 20mg/kg/ HREIZHBWT, HAE
e (ZEt% 0 H) oMERE, AR AFGR=E, ik, SEFTR. —MRiE, 4%
4 B R OMBERLIRE (A1 22 H) OAEFREL 7 (5B) =, BEFLE & UM Levonorgestrel
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An Australian categorization of risk of drug use in pregnancy :

B3 : Drug 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.

42



X &%

T DMOBEEEH

A ER R L

43



	表紙

	IF利用の手引き

	目次

	Ⅰ．概要に関する項目
	１．開発の経緯
	２．製品の治療学的・製剤学的特性

	Ⅱ．名称に関する項目
	１．販売名
	２．一般名
	３．構造式又は示性式
	４．分子式及び分子量
	５．化学名（命名法）
	６．慣用名，別名，略号，記号番号
	７．ＣＡＳ登録番号

	Ⅲ．有効成分に関する項目
	１．物理化学的性質
	２．有効成分の各種条件下における安定性
	３．有効成分の確認試験法
	４．有効成分の定量法

	Ⅳ．製剤に関する項目
	１．剤形
	２．製剤の組成
	３．懸濁剤，乳剤の分散性に対する注意
	４．製剤の各種条件下における安定性
	５．調製法及び溶解後の安定性
	６．他剤との配合変化（物理化学的変化）
	７．溶出性
	８．生物学的試験法
	９．製剤中の有効成分の確認試験法
	10．製剤中の有効成分の定量法
	11．力価
	12．混入する可能性のある夾雑物
	13．治療上注意が必要な容器に関する情報
	14．その他

	Ⅴ．治療に関する項目
	１．効能又は効果
	２．用法及び用量
	３．臨床成績

	Ⅵ．薬効薬理に関する項目
	１．薬理学的に関連ある化合物又は化合物群
	２．薬理作用

	Ⅶ．薬物動態に関する項目
	１．血中濃度の推移・測定法
	２．薬物速度論的パラメータ
	３．吸収
	４．分布
	５．代謝
	６．排泄
	７．透析等による除去率

	Ⅷ．安全性（使用上の注意等）に関する項目
	１．警告内容とその理由
	２．禁忌内容とその理由（原則禁忌を含む）
	３．効能又は効果に関連する使用上の注意とその理由
	４．用法及び用量に関連する使用上の注意とその理由
	５．慎重投与内容とその理由
	６．重要な基本的注意とその理由及び処置方法
	７．相互作用
	８．副作用
	９．高齢者への投与
	10．妊婦，産婦，授乳婦等への投与
	11．小児等への投与
	12．臨床検査結果に及ぼす影響
	13．過量投与
	14．適用上の注意
	15．その他の注意
	16．その他

	Ⅸ．非臨床試験に関する項目
	１．薬理試験
	２．毒性試験

	Ⅹ．管理的事項に関する項目
	１．規制区分
	２．有効期間又は使用期限
	３．貯法・保存条件
	４．薬剤取扱い上の注意点
	５．承認条件等
	６．包装
	７．容器の材質
	８．同一成分・同効薬
	９．国際誕生年月日
	10．製造販売承認年月日及び承認番号
	11．薬価基準収載年月日
	12．効能又は効果追加，用法及び用量変更追加等の年月日及びその内容
	13．再審査結果，再評価結果公表年月日及びその内容
	14．再審査期間
	15．投薬期間制限医薬品に関する情報
	16．各種コード
	17．保険給付上の注意

	ⅩⅠ．文献
	１．引用文献
	２．その他の参考文献

	ⅩⅡ．参考資料
	１．主な外国での発売状況
	２．海外における臨床支援情報

	ⅩⅢ．備考
	その他の関連資料


