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NTHBIERAZITH £ T
GnRH 7 > % ==& | #lF| % &
51L7-,

B 18mm (2 L= 0P 1 (&
PILERBS N 5A . IRk o
729DIZhCG 285 L, 36 IRl
\ZERIN L 72, BRINE I RERR RS A
T AR 21T o 7,

SHEEE © 18.2%

(31/170 1)

< B3 LH #— (hCG #%5-IH
\ZiiyE LH 7% 15 mIU/mL #8) &
FEAEIE >

AIRBE : 0% (0/170 H1))

SIREE : 5.88% (10/170 )

[ 241 ]

WTHLOBEIZ 3T G SRR A
SERE T E O OHSS 133860 5
T, EREF LFED Lo
7=,




BRI 5L 5 . me BN OV Z 2T 5
lljjﬁ 5__3_/( % ZISK@FH{E )EHE% %Eﬁ@ﬁg
Int J FIHERE % | <ARIERE> [#5-pi%]
Women's | XfZ2, AR | ARJEY 3 B BB 10mg/B | AR : 49 #
Health 12 GnRH 7> | & FSH*8150~2251U/H Z#HtH | xIFR#E : 50 {41
Reprod A= | LTEBERE L, CELED)|
Sci 2018 | FEDALT | <sppape> <ERIM ORI+ BERsE) >
6:187-91 | COS ZEMi L | gawfsm 3 0 HA»o FSH150~ | ASEEE : 10.02+0.88 i
Y TBROBINE | 9o5TU/H %5 H 5 L, 48 13 | HFEEE : 9.95£0.91 f

KMOLEMEE | 14mm 103 LIRanin bh | <R >

BRELTE, WAT | g a GnRH 7o 4 T=2 b | ASERE : 27%

RERIERGR | 2 e L, SKEBRRE © 23%
WPROBICBWT S . B <HBEBLH Y— (FEHEoOWT
17mm (3 L7 90faAs 3 Ll b | fellie L) ORISR >
R BT, SRR 7 | AFEEE 0%

I~ hCG X% GnRH 7 === | AHEE - 0%
RUF 25 L, 34~36 BrfIC | [Ze4tEk]
TON L 7o, BRONEEICORERRIAR | RodlZ L
W A&1T 572,
BJOG FIEREEZ | AREAM 3 B AL AT 4 X | [B561%]
2017; MBIZ, AFK 4 | 10mg/H & hMG225TU/H B | 4mg/ A EE - 150 51
124: X 10mg/A L CHH &S Uz, IMIapsd 417 | 10mg/ HFE : 150 45
1048-55 | ZOFH LT D ECAIEAEEE LTz, (7501
Y COS ZHMi L | i 18mm (C3E L7-500ass 38 | <&M CESIE + EHERE) >

t%@ﬁ%ﬁ PAERERSD BTG IR | 4mg/ H#E - 9.6+5.9

KOZEME | -2 hCG & GnRH 7 ==% | 10mg/ B : 9.8+6.3 A

BRET L7, R | s p R G L, 34~37 W | < BRBRATHRE >

AACFHIEE | R B op U 7z, RIPEIC RS | 4mg/ FBE © 48.7% (73/150 f31)

BOATRERFILE | gt 247 - 72, 10mg/ A B : 58.0% (87/150 f4il)

AR <>

4mg/ HE  42.0% (63/150 1)
10mg/ H#¥ : 48.7% (73/150 f51)
<HIELH ¥ — (hCG #5-1f
(2 ifiE LH 23 15mIU/mL #) @
HAEIE >

4mg/ AL : 0% (0/150 1)
10mg/ H#E : 0% (0/150 i)

[ 72421

WFILOBHC RN T b EIERE
SRS EE O OHSS 137880 5
Y, ERET LD LR
7




BRI 5L 5 v . HE BN OV Z 2T 5
lljjﬁ 5__3_/( % zﬁimﬂq{E )EHE% %Eﬁ@ﬁg
Reprod RIS R | <AIERE> [#5-451%4]
Biol FrEXGUT, AR | AREN 3 A ELARI 10mg/ A | ARHERE : 102 1
Endocrin | #EOFH LT | Z#A#S L, UIEE R | STHREE © 102 41
0l 2017; COS ZEfiL | Bz (=R T AR | [55015]
15t 71 YA SUTIN | BER-L. FSH 28 8.0mIU/MmI BLF | <ypgpsc CEME [95%CI]) >
1 BRI a Lo | IR F L) R B hMGT5~ | kscpt - 1.09 [0.93, 1,18] 1
oo s | 150IU/H 2P L CHBHG- L | et - 0.76 [0.65, 0.86] {il
DAPERT | 7=, . < BRI IR >
LAMEERE | EA 18mm 1ZEE LIPS AHEERE - 11.77% (12/102 f4i])
L7z, B2t | bizimE. IIED 7z HI SHRBEE - 5.88% (6/102 14))
AWATHEM LS | hCG & GnRH 7 T =& MUAIZ | ~ a-pper>
Ak PEA$G- L, 34~36 MFHITRICER | Akt - 8.33% (10/102 )
SRL 7z, SROPERICHORHAARICREIE | wpmape - 3.92% (4/102 fi)
EroTz, <HIELH $—2 (FRIfa
<t HEEE> 15mm A & X (2 LH 23
LH ® EFA2 < B 18mm (2 | 20mIU/mL #8) oFRE4AE S >
L7 AS iR e B L To A ASERE © 0% (0/102 1)
NSAIDs & BRfap# D 72012 *FPREE © 8.8% (9/102 1)
GnRH 7 == MUA Z EAE | [2240]
5L, 32~36 MFBRICERIN L7 | spazn L
BTN DGR B AL, 2 D H FEH
72 LH ¥ —< (LH20mIU/m] #)
DR S NIZ3 4. NSAIDs O#4
ZHE L, 18~30 W14 I ERIN
U7z, BRIRTR T UG MR i 2
1To7,
Medicine | PCOS* < AFERE> [ 36 5-51%4]
(Baltimor | Z*I4c, A3 | AFREH 3 HHHAME 10mg/H | AR : 60
e) 2016; XX GnRH 7 | & hMG150~225IU/H Z0FfH L | *IER#EE : 60 44
95: 2939 | =2 MiAl | THHAESG LT, [H5hik]
v EOPMLT | g 18mm i L2 SPRazs 3 18 | <HRSPEC>
COS ZHM L | pf |-380 iz, IRRapEAe | AHRE : 15.28+7.89 1
TBROHE | 72312 hCG & GnRH 7 F=2 | %R : 15.8+8.49
ROLRNEE | | A L, 36~3T I | <BHEEMHT- ) ORKGHEIRS: >
BRRFL 72, M6 | R icirgn U7, SRIFICHRERE | AIERE : 58.67% (44/75 JA)
BE_BER | fpprphi 217 - 72, RIBEE : 42.86% (36/84 JEH)
WATHEIALR | e BRI D - ) OBRITIRS >
PR ASERE : 65.33% (49/75 )

AREEM 2 HES GnRH 7 =2
=X MUKl ER G L. HE
13 H B2>5hMG150~225IU/H
G Lz, Il ETT 9
% CGnRH 7 == & &IH| %
H1L7=,

[EAE 18mm (23 L 7= IR 338
LT A . IR D DIz
hCG 5 L. 36~37 FfH#ic
FRIN L 7=, BRINIR IS Al iR
ME1T-> 7,

St RREE © 53.57% (45/84 [EH1)
<HEIELH V—v (FEHEIZOWT
LR L) ORAEEES >
AIRPE - 0% (0/60 1))

SIHRHEE - 0% (0/60 f51])

[Zz 4]

HEFE S P X EE O
OHSS OIEBEN A1, AEHEK
ORIRBEETZENEN 0% (0/60
#) KO 3.33% (2/60 ) TdH

>7,




Hi gt

RBRSUTAITSE

AREOME - HEF

BNME R V2 MEIZBE T D

FTHA RO DO
Fertil FRIHERF L2 | <AHEE> [#% 5-1%%]
Steril R, ARIE | HREH 3 B BN BAZE 10mg/H | ARIERE : 150
2015; I GnRH 7 = | & hMG150~225IU/H Z0FfH L | %fIR#E - 150 fil
104: =2 MAlZ | THEAEG L, (571 )
62-70 DL T COS | EA 18mm (23 LIRS 88 | <ipgpsk GRS+ EUe(msE) >
12) % Ik U 7o B DL EGBD Bz, IRaEkE o ARIRFE : 9.9+6.7
OABERD | 72HI2 hCG & GnRH 7 2 =2 SIRREE - 9.046.0 {H
ZetEfat | MUFIEOFRRG L, 34~36 I | < mmEi s 7 b OERATIER >
L7z, FEMIES | MIRICERIP L7z, BRINTE IS mh AFERE - 47.8% (55/115 & 1)
LAATRERT I | MR AR 21T > 72, SHIBEE - 43.3% (61/141 J81)
T8 < SHHRRE > BRI 572 ) DEFER >
HEJEAH 2 HE25 GnRH 7 = | AR3EHE - 42.6% (49/115 J53)
=2 NURIAZ#E A RS L, ARSE | RIIREE © 35.5% (50/141 JEH)
3 3 H2>5hMG 150~2251U/H | < 5% LH V— (FEHEIZHOWT
ZE PG L, Sk L) OFERIE >
EFE 18mm (i L= SR ss 3 {8 | AKEE 0% (0/150 fi)
SR B A, SR> | KR 1 0.7% (17150 1)
7-90I1Z hCG 4% 5 L, 34~36 I | [Z24tE]
IR ICERIN L7, ERINEICHTRERE | WP oOBHCRB W T EEE A
RN 21T - 72, SR X EAE O OHSS X380 &
T, EREE LBO LR
72
Arch TurAF | TICHO SRR ER 113 | [Ehik]
Gynecol | B CRISUL | Brod 5 b, AEBHWLNZFERE | FEBAICOWT GnRH 702 =
Obstet Vikurxr | REBRICET LN 6 iEEN T | =& MR SHFNIRT DT a s
2021; oY) ZRAVWE | BY, WTHORBRICBWTHA | AT U REIE R0 4~ XLt
303: COS & GnRH | ¥ H &L 10mg/H TH -7, [95%CI] IZLLFD LB TH-
615-30 VT == 70
13) I BUH0 2 <ERIE IR =R >
7= COS OH%) VR PR (FRAT (%%
P& el 5 964 1))
AHTF 0.96 [0.69, 1.33]
A FEMEAEA AL B (FRAT 315 -

2900 1)

0.99 [0.83, 1.17]
<AEPESR >
Ve A bbb (FRAT IR
805 i)

1.08 [0.74, 1.57]
FEMAE A b LR (FRAT 15K
2010 %)

1.03 [0.84, 1.26]

[Z4tE]
< OHSS OFHEIS >
M2 bbbl (FRATHI4R
240 )
0.52 [0.36, 0.75]




(BN DR RELER AR S (2 1R S R TH]

AR O Z MBS D

B SRENST 0 S NS =W <
qu/\ ﬁ%ﬁT‘H‘/}’ N K%O))ﬁ{f ﬁHE% EE'%?,@’I‘E%%
AASH | BRIREAT o7 | <AKFERE> [ 5-pil4x]
HERTE | ZE0RWA | AREN 3 B ASAZE 10mg/H | AZERE 12 4
HMERE. IHEBEIZ, A | & hMG Z20FH L T B G L | SFHEE 15 4
2017; 341 | XL GnRH | 7o, IMIBEAEAT 5 R TAIZ S | [gu0k)
34-8 TogA=A | BT, < BRI >
" PRAVEGEA | <ot > AR - 15.6+5.2 8
LT COS £ | i 3 A HAD hMG %38 A | ST : 18.6+9.2 {8
Wi LZBRORT | gL AR L4mm (S LS | <BRUESID 7 0 OIEIRE >
IMEROZE | fa3380 5 TS GnRH 73 | ASEEE © 57.1% (8/14 JEH)
PEEREL | oy o= 2 g e LT, SHRRE © 75.0% (9/12 A
g%ﬁﬁﬁﬁtt@ WTHORECIBNT S, B <#%ELH — L}%Z@:ob T
P 18mm 123 L7-9PfaAs 8 Ll b | folie L) OFAER>
B SN, IR | AREEE 0 0% (0/12 f)
IZ GnRH 7 2= = gl Ay | FHREE  fldle L
L. 36 RERIMZICERIN L7z, 97 | [Z4k]
BRI 21T - T, oA L
(& 55— %
% | IEEE YEGE HAGE
1| COS Controlled ovarian stimulation BRI
2 | GnRH | Gonadotropin releasing hormone b=yl N N B 0  da w DAV e
3 | OHSS | Ovarian hyperstimulation syndrome | [ E 5l il J0UE et
4 | LH Luteinizing hormone b N (i
5 | hMG | Human menopausal gonadotropin b NPARRME T R ke
6 | IU International unit ES[“ =X va
7 | hCG | Human chorionic gonadotropin v MEEEITF R e s
8 | FSH Follicle stimulating hormone PR AR V'
9 | PCOS | Polycystic ovarian syndrome 2 SERI T BUE




VI. ZEHERBICEYT HIER

1 EEZHICEESHSILEYMRITILEYE
WRARLELH (Fusrzxsar, salwy ) CEET 2T V5%

2 B

(1) YERERLL - 1EAKE -
FERORER (7B AR - HPEICBET 5 2cttlifigs) o7 s/ A7 n s b 72 —ICHE
L. BERARVE AR & IERAMERHE R 2 J8 8L 2 15717,

(2) BN ERT1T 2 HERAUE

1. &5KRILEEHE
FRVVERIRRLVEANERHZR L, Z2OMINET a7 A7 a0 ® 20~ 50 FICHYT 5
(WHEF R McPhail 7 A k) 9,

2. W RMEFEE R
IFHRHEREFR I, 2037 e X 27 a0 ® 25 (GICFS 25 (JETIRITIE
Z v k) 19,
3.RILEVENS
T2 M AR EAE R, i A b S UAERIZT e S AT 1 o Df) 100
., 7R BRI o 2T a s LIRERBREOEEND H L E ST
5 (7v )7,
4 RAEIBNEFBTIZE T2 RPN /E A
TaFAFa 5 k0 BERERALEY (LH) —Y08 i Shsd ot (=
A, Ty b, BP0 ) w0 2ol ISR FERIERIEREEA~O 7 e
2T a7 —HEEOELG T TIIROONRNZ ERHRESNTND (T
N 20 KRN, TS RT s LERIC, GUR FERiEM=EEREE O 7 v 7 AT
ny L2 —ICfAG L, LH Y —Y 235 2 & T, FHEINERE NIk T 55
HYIPEFHIET D B2 D,

(3) ERRIRMFRT - Friuhrfa
EE R L



VI. EYEREICEIT HIER

1.0 REDHER

() ARELEDLMPERE
P - Y 2

(2) ERAB THAEIN-MTEE .
MR L

(3) h&EE -
P - L 2

(4) B - HHAEORE -
MR L

2EYRERNTA—4
NAFTTRASE) T«
HER R L
<BE  HNEAOT—% EHE (400mg/body) TORMF 2 >
MPA 400mg Z f&H A B F 19 IR D HEER G- L TH LT/ T A —F OFEIT TR
DEBYTHD,
Tmax (hr) . 6
Cmax (ng/mL) 61
AUC, .,,, (#g - hr/mL) : 4.13

(1) BBHT A -
MR L

(2) BRURBERE TR AL
B L

(3) HEKRETEH
P - L

DoV TIUR:
BA=)-v 29

(5) BT
R L

(6) Z Dt
MR L



3BE&EH (REalL—Lav) @i

(1) BRI F5:
DR L

(2) K5 A — S EHER -
MR L

44X
WRURERSL : /N
<BE: T v b, AX (BEEERE TORR) >
7 v b RO XU MC-MPA 2 N5 L, ERNEIEZ BE LIZRRITTRO LEBY THD 2,

n b ke | ey | Gl | e
7w~ () 3 5 0.42 5.90 6 6.1
7w b (i) 3 20 1.53 20.85 8 5.1
7w~ () 3 70 1.80 24.06 6 5.2
Z v b () 3 70 1.17 18.40 6 6.0
A X () 3 70 1.11 20.07 2 9.8

5437

(1) 1% — AP @adtE
VIL5.(5) & DMDOMF DT <Z%5 : 7 v b (BHBERIRE TORE) > OHESBH

(2) Mk — Ra BERAFT @B %

<BE Ty b (BHREETORE) >

IR Z » M2 MC-MPA 7T0mg/kg - Hilplfe5- L2 & & | JRIE~OBITARD b, IBIE

DOFF, B R OMED A RETR EE 1%, RHAMAE T i BEIREE L IRIERIRE TH 72 2,

<BEZ SNEAOT—F>
TRIREAHHE 21T O i1 *SH-MPA 2/ D% 5L, I8~ DOIEFIBAT L O & st L
7TeRBRIC L D & "H-MPA &5 8 IfElZ gl (12 ) OERNICBITL TS Z &
DHERR S TN D 2,

(3) FiA~DBATH
<% :7v b (BHEERETORR) >
AW OZ v MIZ MC-MPA 7T0mg/kg Z H[a# 5 Uiz & & FLit o sERe B 1 T #E v
TSTREIR EE D 3~8 fFmiin- 7o 2, [ 3« 9.6 2]

(4) BB~ OB
R L



(5) Z DDA DT
<BE: 7y (HHIERECTORR) >
HEMET 12 19C-MPA Tomegfkg % WIRIH G L & & | [, FFl. B@IE0, B
Wi, SLBR, RO B IR RS R0 B 20,

HH 6 FF[H] 24 IF[#]
i e 3.72  ( 1.00) 0.20 ( 1.00)
1. i3 2.24 ( 0.60) N.D.
UN Ji 2.75 ( 0.74) N.D.
/h ik 2.71 ( 0.73) N.D.
I N.D. N.D.
T U 2/ i 6.29 ( 1.69) N.D.
IR N 7.84 ( 2.11) N.D.
it it 3.37 (0.91) N.D.
i fik 6.09 ( 1.64) 0.50 ( 2.50)
Jiti 5.56 ( 1.49) N.D.
T fik 44.15 (11.87) 5.34 (26.70)
& fiék 7.35 (1.98) 0.42 ( 2.10)
&l & 21.74 ( 5.84) 1.80 ( 9.00)
Ji fik 4.06 ( 1.09) N.D.
E3 fii 8.93 ( 2.40) 0.56 ( 2.80)
] A 3.30 (0.89) N.D.
B & s 1 43.11 (11.59) 8.59 (42.95)
8 & i 34.23  ( 9.20) 1.70 ( 8.50)
Bz ¥ 12.46 ( 3.35) 0.44 ( 2.20)
H 25.82 ( 6.94) 0.74 ( 3.70)
B 9.33 ( 2.51) 0.60 ( 3.00)
| 1% 59.97 (16.12) 2.99 (14.95)
UN 115 14.31  ( 3.85) 5.84 (29.20)
i B 4.76 ( 1.28) N.D.
¥ = 5.13 ( 1.38) 0.72 ( 3.60)
it B 10.95 ( 2.94) 1.31 ( 6.55)
#L i 31.38 ( 8.44) 6.25 (31.25)

HfE 1 pgMPA FH4 fi/g % mL
() NOEKEI M D MO BEHEE O 2 75,
B, EBRICAT OA FEKRO 4 MOKRSEE UC TR L7 E & vy,
(6) MTFEBHEEE :
UC-MPA Ot b (ERERLA &) MR RS E%1T 93.3% (120ng/mL) ThH o722 (in vitro),
<BE>



94.1% (120ng/mL t hIET A7 3 )

6.1

(1) BB R L HIRES
REBHERLL - TR
RERBIZTRRO LY ICHEE SN 5,
b MZSH-MPA 25 L= & &, RPICIET » MEAHHHED B6 IC/R4 5 Ta, MK
O a MM I RZ A AW 252 7 7= T b, He, BT v FEPRHY F4 12HY

95 Ma NIFE LT,
ot
Cc=0
~OCOCH;
0
I
CHs
/ \ o
Cc=0 c=0
- . ZOCOCH;z -OCOCH;
Z v MNBFF By
b FERF Ia
Zy hErh Fu
o (HEEREE)
. HO o
CHs CHs
?HZOH (IDOOH
C=0 c=0
£ rR+ Ta ~OCOCH; - 0COCH,8
Z v MR Bs
Z v MNBFF Bs
- (HEEEE)
(0} - 0 ~
HO CHs HO CHs
(|3H20H

('IJHZOCOCH3

c=0 €=0
-OH -OH
ErERE Ib
B rEF Ic
) 0 §
HO? "CHs HO™  CH,



(2) R85 3 5BE (CYPE) OnFiE. 5% .
A Raxo 7ol 27 g 27 VX EIC CYP3A4 #r L T &5 (in vitro) .
k @%&%:753 &) é 26, 27)O

(3) NEBBHROEREUZDHE -
LR L

(4) RBIDEEOFRRUTERL, FAEILE
PG L

7 HEit
HEt B0 B UHR B
HMER L L
Bttt 3
<BEZ INEAOT—H>
R N ROV« BB A DRR L TV WS 7T A ISk L, “C-MPA Z§EIC LV %
B U723 BRIZEB W T, IR O M E PRI SR X2 5 &Ik LK) 33%(6 4 1)), #fE
HCIIH 8%(8 4 EH))Th o 7= 2,
<BE: 7y b (EHRRETORE) >
WMEPEZ > b R OMEME A X (C MC-MPA 70mg/kg % Hilm#e G- L7z & & | 856138 5%
120 B £ TICENZERRTIC 3.9%., 1.8%., #PIZ 94.7%. 92.1%HE S A7z 29,
Bt R E
M EE R L

8. S VU RKR—E—IZEHT B1EH
BRI L

O EMHFIZLDBRER
mMERR L

0EBEOERERT 285
AR L

1. ZDfth
B = I R FE B E B R
ZERR L
<BE HNEADOT—H mHE (400mg/body) TORF 2 >
0 6 Il



. €% (ERLOZFESE) (CEAT 5IER

1.

ERNREFNDHERA
EIH TN

S

2EZRNBETDER

222 (ROBHIZIEBRELGEWNI &)

2.1 JWMFEZE, DAEZE, MAMESARIS %4 O AR B UTF OB RO H 5 B [k
JEZEZTRBZENAD D, ] [11.1.1 BHE]

2.2 HELIEE - fREBROH 5 HEE [9.3.1 ]

2.3 ZWrRMEE ML, REHILOH 5 8E EKE ROoNTBIANH 5, ]

2.4 FERAFWEORE UHRMEFFERIC L Y TEANTEL LTV SRR OHEH A R

HBFENLH D, ]
2.5 ARAE|D Rk UISBEUE OBEERE O & 5 B

IMERIEIMRICEET HFE L ZTDEH
(V.2 ZhEE XTI R ICBET 2R 22T &,

AFERUVAEICEAET 5 TELEZTDER
(V.4 HELKOHEICE#ET2EE] 228552 L,

SEELGEAMIE L ETNEH
8. EEREARMIE
(EREFHBERICE T HHMNERBFORFIRRHOFE, BARBESEC X D TEIE.

SEINERHETICH T2 EHHIMORFL)
RAENT, FEEBEIC D20 e RO L EMO L ETHEMATDHZ &,

(f&ER)

<JEFL : 2022 4 3 H ETRE>
A A (CEFEABY R I51T 2 FHERIN A O BRAAIRF I OFREE | S IRBRRE R 21T L D AT
iE. AN N2 T 2 RIEPEINDOP 1) o TERRESUINER) AT 256, ~ER
TR IR ORBR O B HIERANC L > TSN A RETHH 2 &, o, FEEORNMN
LEORHEHHSE L LT, Bt L,




BRENERERIHBEICHT IR

(1) BHHE - MEEZFDH D ESE -

(2) 8

(3)

(4)

9.1 AHHE - MEEFDHDHEHE
9.1.1 MREXIIZDBRERDHDHEE
TR U U LAIREDRTRE R b D Z LB H D,
912 SDRRXIIEDHREEDH D EE
RIBREARNVE ARMERICK D . WBICHEL G 58T d 5,
9.1.3 TAMARIIZEDNEREENHSHEE
BB BE AR NE AR LD | JERDE LT 22003 H 5,
9.1.4 REERE. WE. BHEOMEEEEIZOBREIENHSEE
FERDELT 2200 H D
9.1.5 ERmDEE
BERRDEALT D Z &N D,
9.1.6 RILT 1Y VEDEE
JERPNE(L T DB 2N H D,

EREEERE

9.2 BHEEEERE
921 EREEXITOBREEDOHSHESE
T U T LB HREOITRE B H SN Z LB d 5,

FFigaefE=EEE -

0.3 FFikRElEERE
931 EELHEE - FREDHLBE
BHE LN &, fERNERESNLDBENR DD, [2.2 B H]

HEREERT F ¢

9.4 £EREHT HE
(EAR. ARANER WMEAR. 2XAR) . AREER (BLAR. %
AR ’fﬂé““'l‘ét%ﬁﬂjliu BT 2IC J:é’l't&r>

BIEZN . FEERIBEOWIE, REERTRS Tk, EELTWRNS
& %Jr/\ﬁ”@a?m‘é L,




(5) 424 -

9.5 1EiF
9.51 REXIEMKGZEET 52 &, IR, TR S LIEEEICE,
LA NG DAEZR D BYALSII BRI O LN Z D Z L3 %,
9.5.2 wKARNVE CAIOMMN & e RKEH VEHPE & ORRBIFRIT N E RS S
ZbDOTIERWD, Ok, WS DS R I 2 HPE L7 R i, %
IRAE I HE U CARRAIENS B ST B R - DA v A 2 LTz

40l
RIABEDDD LT HEFHEORENRD D,

(fEER)
<JEBFC 1 2022 4 3 H LGETHE>
[BhRE IR, THEKOHE] OKEICHDOY CR#ZH 21T -7,
(LR E
9.6 ®ELiF
BWHLZWZ EREE LY, 8ER (7> ) THHABITARD LN TS,
[16.3.4 Z1E]
(7) INRZE
BRE I LTV
(8) 5HhE -
BREZ LTV
7ABE{ER
) BtRZZ EZF0ER
BRIE I T2
2) BrREFE L ZFDER
10.2 $EREE (BHRICEET H 2 L)
S 4, S B PRAER - HEE 7 W - flgalA 7
RILE L H MEEEZEZTREARE | L bICBRERE- T2
HRRLE 725, nNrH 5,
gL E
B BRIV 5




8.El1E M

1. 8I{ER
ROBWERBRHSONDE ZERHLOT, BIEL ToITITV, BRENRO NS E
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SmPC (Provera®10 mg Tablets : 2020 & 2 H&ET)

Therapeutic
indications

Progestogen. Indicated for dysfunctional (anovulatory) uterine bleeding,
secondary amenorrhoea and for mild to moderate endometriosis.

Posology and
method of
administration

Posology
Adults:

Dystunctional (anovulatory) uterine bleeding: 2.5 — 10 mg daily for 5 - 10 days
commencing on the assumed or calculated 16th — 21st day of the cycle.
Treatment should be given for two consecutive cycles. When bleeding occurs
from a poorly developed proliferative endometrium, conventional oestrogen
therapy may be employed in conjunction with medroxyprogesterone acetate in
doses of 5 - 10 mg for 10 days.

Secondary amenorrhoea- 2.5 - 10 mg daily for 5 — 10 days beginning on the
assumed or calculated 16th to 21st day of the cycle. Repeat the treatment for
three consecutive cycles. In amenorrhoea associated with a poorly developed
proliferative endometrium, conventional oestrogen therapy may be employed
in conjunction with medroxyprogesterone acetate in doses of 5 - 10 mg for 10
days.

Mild to moderate endometriosis Beginning on the first day of the menstrual
cycle, 10 mg three times a day for 90 consecutive days. Breakthrough bleeding,
which is self-limiting, may occur. No additional hormonal therapy is
recommended for the management of this bleeding.

FElderly: Not applicable

Paediatric population: Not applicable

Method of administration

For oral use.

SmPC (Provera®10mg Tablets) Ot Fatzslod = &
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<BE . F—A T THE>

SaE |
F—A NZ U7 D%3%E : (An Australian categorisation of risk of D*
drug use in pregnancy) (2021 % 4 A database)

5% p O

$% : Medroxyprogesterone (oral and IM high dose)
(202242 A 1 BT 7 k& R)

F—ZA N7 U T D4 0 (An Australian categorisation of risk of drug use in pregnancy)

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 also have adverse pharmacological effects. Accompanying texts should be

consulted for further details.

< SmPC (ZFF HEcd >
H FU N
4.6 Fertility, pregnancy and lactation
Fertility
MPA at oral doses may inhibit ovulation.
Women may experience a delay in return to fertility (conception) following
discontinuation of Provera.
Pregnancy
Provera is contraindicated in women who are pregnant.
Some reports suggest an association between intrauterine exposure to
progestational drugs in the first trimester of pregnancy and genital
abnormalities in male and female foetuses.
If Provera is used during pregnancy, or if the patient becomes pregnant while
using this drug, the patient should be apprised of the potential hazard to the
foetus.
Infants from unintentional pregnancies that occur 1 to 2 months after injection
SmPC of medroxyprogesterone acetate injectable suspension may be at an increased
(2020 2 ) risk of low birth weight, which, in turn, is associated with an increased risk of

neonatal death. The attributable risk is low because pregnancies while on
medroxyprogesterone acetate are uncommon.

Breast—feeding

Medroxyprogesterone acetate and its metabolites are secreted in breast milk.
In nursing mothers treated with medroxyprogesterone acetate injection 150
mg IM every 3 months, milk composition, quality, and amount are not adversely
affected

Neonates and infants exposed to MPA from breast milk have been studied for
developmental and behavioural effects through puberty. No adverse effects
have been noted.

However, due to limitations of the data regarding the effects of MPA in
breastfed infants less than six weeks old, Provera should be given no sooner
than six weeks post—partum when the infant's enzyme system is more
developed.

SmPC (Provera® Tablets 10mg) OFEAII Fiiaz RO Z &
https://www.medicines.org.uk/emc/product/3547/smpc
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4.2 Posology and method of administration

Paediatric population: Not applicable
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