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(1) ¥4 :
b 2 u ®H #E 200mg

(2) 4 :
Hysron®-H Tablets 200mg

(3) B FRDHE :

XY T FED hystera [ 75 &, —f&4 O Medroxyprogesterone |[ZH %9 %, H
200mg 1%, 200mg & A O @A A (high dose) ZEWT 5,

2.— &%

(1) #M%& (&) -
ARexrras A7 Fige= A7/ (JAN)
(2) F%& (@) -
Medroxyprogesterone Acetate (JAN)
medroxyprogesterone (INN)

(B) RT L :
NGl

3BEXRILRIER
LEEE -

IAFARUNTE
F= : Cy,H,,0,
F= : 386.52

P



54kF& (a%i%)
6a—Methyl-3,20-dioxopregn—-4-en—17-yl acetate

LEBS

6.BA%A. A&, BS.
= : MPA

7.CAS &3&S
71-58-9
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(1) 4487 - MK -
H ORI R T, 2B WA,
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T R ATRRRITRTL, T M= U IR ITIZS L, =& /7 —/L (99.5) |Z
T <, KITIEE L EEIT 720N,

(3) Ttk
F & A ERIRIEZ RS TR0,

(4) g (fiRm). . ZES
B 204~209°C

(5) BB R RRBEE L -
B L

(6) HERRH -
MR L

(7) T DD E TG RIESE -

1. IRFE
E!% (241nm) : 400~440 (#f%#%. 1mg, =% /—/L, 100mL)
2. TEHE

(o) ¥ : + 47~+ 53° (fzkgtk. 0.25g, 7& b, 25mL, 100mm)

2 EMAS DRMEH TISH 1T S REN
LR L

3HMAS DHEERFERE
BAERF A Faxv 7ol 27a VEiBT A7 V0 TERRER) 12X 5,

ABIERDEEE
HAMRF A Rafxvra 25 L iR A7 Lo [EEE [2Xkb,
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1.%I#
(1) FRORXA., NERUHEK :
R4 b A1 > H #E 200mg
B (mm) 9.0
JEE (mm) 3.5
HiE (g) 0.23
Fif Ay} U}
vz m
& O =
m H (SR YNUES
=pt: e KH405
A= R GEFIAIE. PTP S— R 2 207)
(2) HEIDYE -
iE £ : 4.0kg VI b

AR OB OB ARSI H R GEERE, gEEBE (D) SEAIOEIC LV ERBRETT O &
X, ZhicEseT 5,

BERERE . AN AR MERBRE, EEFEAERBRIESEAOHBEIC LV RBRETT ) &
. ZhICHEET D,

Q) HAIa—F :
MV.1.(DAFE DX B, S8R Ok ] DTES R

(4)pH, ZBEEL. HE. HE. BEEOERURER pH EHF
Y LA
2 BFI DMK

() B CEERSD) DEE

Wi5e4 b 21 HEE 200mg
BRIy 1EEFHFA FrXo 7o s 27 a kT 27 L 200mg

HIAD—=AH VLTI AT TV U~ 730 n, AR, b R

Vs
I Frruia—2

(2) #shn#
V.2.(DAZIRSy (EMERRSY) OFE R OIS

i



(3) £ Dt -
A L

3EEF. AFKDABIEIIHT HER
LR

AHFNDBZEEHTICEITHIRENL

TEMHBREROBE
PRAFSe:
FRATH R PRAFFETE wmOR
L 1
25+2°C 60+5%RH 36 & H PTP 414t FRFEN

HEEE - 4B, SR, FRWE, EHEE

S5REER VBREDREN
A L7

6.1tu%l & DEAEEL (MEILFIEL)
AR

7AHH
H AR G A E SR RS FER A R ar s 7 0 7 257 1 2 200mg $8 W HRBRIC X 5,

8. £ YR ERE

AR

9.HE I DB S DHERHERE
SRS TR BE I E I

10.&F D DHEZED DEE:
Rk~ 777 4—

1. (i
L7



12 BAT BARIED & 2551
AR L

13 EBMARERRSR - SNENERGRRICET H1FR
Y L

14.Z Dt
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V. JAEICEAT HIER

1.30RER (TR

Ozl

OFEWE (NERE)

2RERUVAE

FLEIZ

[E A7)

X, A Rexvraf2ro oo A7 0 s L CGRERA 1 B 600~1200mg % 3
JCRARET 5,

TERE (NEYE) (23, A e el A7a UFige A7 0L L GERFRBRA 1 H 400
~600mg % 2~3 [HZ/miF TR O & 53 %,
RE, JERIC K 0 EEEEET 5,

3. B R AAE

(M ERERT—2/\vr—2 .
L

(2) BRER3NR
<EFLE>

1.

EREEKRAR (ZEFHREAER)

I SUTRIB TN A BE D K MEFLE B 57 Bkt L. A% 1 H 1200 mg % 3 [Bi2%
JC 12 MG L, T - BRILEEE TR IR R OHE L EIZ LS E )
REHELIRER, AL 404% TH Y . WRITEREME (CR) 8.5% (4/47 i) |
oy EfE (PR) 31.9% (15/47 ) ThHo7= Y,

BIVEFAEBBEE X, 32.1% (17/63 ) Th o7z, TARWEAIX, W BEES 15.1%
(8/53 f1l) . B 7.5% (4/53 i) . WEF 5.7% (3/63 f5l) To -7z,

ERNERRAR (RAERFHER (—RERRFER))

HEAT « BRI O LMl A 110 Bl L. A% 1 B 600, 800, 1000. 1200, 1600,
1800 1% 2400mg % 2~4 [E[iZ53 1 T 4@ LL &5 L7z, 1T - HRILEAE I
BT DB ROMERLMEICK S SR AHE LR, AFIL291%TH Y,
WL CR 3.6% (4/110 f5l) . PR 25.5% (28/110 ffil) ThH -7, BRI G =%
EE L= 6Bl &R S ERNOARERIT, 600~1000mg A2 14.3% (6/42 #1) .
1200mg #E7° 38.2% (21/55 f5]) . 1600~2400mg REAS 28.6% (2/7 f3]) Toh~7=2,
BIVEH R HAEE 1T 31.8% (35/110 f5) Th o7z, 728, RBFICHEGEEZEE LI
6 Bl & b < #5851 o BIE AR B 1T, 600~1000mg #E2S 21.4% (9/42 ) .
1200mg B£7N 38.2% (21/55 1) . 1600~2400mg #E A 28.6% (2/7 #il) TH ~ 7=,
FARRIWERIZ, WA BRESL, PRSI, WHRRRE . B, 1. £ 5. FERWE
Bk, JETHoT,



3. ENERRRER (—ARERREAER)

JFRELT « R O PR EE 42 Flicxh L, AH 1 H 1200mg % 3 [AIZ571F T 12
WG Uiz, #17 - FRIEBF BT D15 ROHELREIC LS TR 24
LTS AT 836.1% TH Y . WikiX CR 13.9% (5/36 i), PR 22.2% (8/36
#l) ThHol= Y,

RIVEFH B 1X 19.0% (8/42 ) Th o7, EREIWEMITMAMKEIR CH 7=,

1) & HHEZ )« BEAREEM. 1985; 13: 381-418
2) BAKEEIED - s L ALFRREE. 19825 9: 1994-2004 (PMID:6223590)
3) F T s & LS. 19855 12: 516-523 (PMID:3159345)

<FEKE>
4. ERNERRREER (—ARERIREER)
FE IR R 88 Billcxf L. AAI 1 H 200, 400, 600 X% 800mg % 2~3 [H]|Z4y
T2 ML BB LT, RS A K OMRDS AL FRIE E B R E S D
TR EHE LR, AOERITL23.6%TH Y., NiRIZ CR 9.1% (5/55 %) . PR
14.5% (8/65 ) Th o7z, dBRFICHGEZZEL L7 5 xR &5 ENOA%)
F L, 400mg BN 36.8% (7/19 #) . 600mg LA 15.4% (4/26 1), 800mg HEN
20.0% (1/56) TH-o7=m 9,
BIVEHFE BB IL 18.8% (8/60 ) Tholz, 7ok, BrpicxkGEZEE LTS5
191 % [ < e 58RI o FIVE R EAEFE 1X. 400mg BES 4.5% (1/22 f51]) . 600mg A2
11.5% (3/26 1) . 800mg HEAS 40.0% (2/5 f5) Td -7z, E72EIWEM LT H BEEEH
ThHo7=,

) 1 5 200mg OFERIL, SEIFRBRPICHR S RELEE L,

4) BRI T« P AR FZER. 19855 34: 517-536

(3) BEPR I ER -
MER L

(4) BRI -
MR L
(5) REERIFER

1) |EEALLITHE RSHER
FER L

2) LeEREAER -

AR L

R

mMER L

4) BE - FREERIGRER
BRI L

3

~



(6) ‘B BHIE A

1) FARERE - BEFERARBERAE GFHIRE) - &ERFTERERAER (HEREEK
HER) -
Pt

2) RREMHLE L TERFEDONBXIETER L I-HBROME
L



VI. ZEHERBICEYT HIER

1 EBZ2HICEEHHILEMXITILEYE

ERFNLVECH (TaFATar, Jalwy ) VEBRT AT V)
BHEFRLVELH (AETFHREZ )

Pl 2 b o f (XX 707 o k)

LH-RH 7 =2 k (& LV HEiE%)

2. EBER

(1) fERERLL - 1R -
DNA G RHIEM ., TR - GBI - ERR~OMGIER L OPi= A bu 7 B &
XV PEBDRERHAT L EZEAENTND 710,

(2) EshEE M1+ HAERAHE -
1. EZ A
1)DMBAZFEH#E T v FELEIZHT 5318
DMBA #% 7 » b (RLEAK7FME) (2xf L, MPA 24, 60, 120mg/kg %
512 X0 AEIEIFN e UEEBER SRS bz W,

500
400
300 A
200 A

150

o—o Control

A—a MPA 24mg/kg
o——e MPA 60mg/kg
=——a MPA 120mg/kg

() oxok MO St

100

50

o 1 2 3 4 5 6@@

24mg/kg vs 60mg/keg p<0.01

tIRTE
60mg/kg vs 120mg/kg p<0.05
24mg/kg vs 120mg/kg p<0.01

2) £ MELEEEME MCF-7 X 2518
b MR EAG MCF-7 & OV @ Tamoxifen MittEfk R-27 # AW Can =—jF
FRAEIC AT TR ARG LR, Mk E b B, (A NT U4 —)L) OFEIC
BAfR72 < 108~10"mol/L T K FH) 70 MR S RN HIEH &= L7z 12,



1°°¥ MCF-7 100+ R-27
4 o—0E2 (—) 7 o o Ez (—)

—eoF: (+) —eF: (+)

50 504

| (res—n-vu) (%) HBI—1OU]

. . . . 0 : . :
1078 1077 1078 105 mol/L 1078 1077 10~ %mol/L

3) b FELEMRE ZR-75-1 12T 28
b MELEEMAL ZR-75-1 (2%t 20 R A MAREGHINC X v BFT L2k, B, OFF
TEIZBIfRZ2 <. 10710 KON 10 Pmol/L TR EHR AR 2 Musg sl ER 2= L, %
DIEMIZ By fAET LV E, JEAFAET T - 72 9,

4) £ FFERNIREMAE AD-30 (CX T 2E
X— R~ R L2t b B NEREME AD-30 (253 5205 % 0.1, 10,
100mg/kg/ H OFE O 512 L 0 Mgt L7 fE R, SR GRE CIEBE IR oA & 722
FEEDFEO B AL, MERFIICITMROZFZ MR L & HIio, IRPEN~DOIRIRE D
REREINRRO BT 7,

RIVELIC & BAD-30iREDZEAL

BE8 B VDT (Volume Doubling Time) E : Estrogen, P : Gestagen
(ke/H) (¥92) 150 200 250 300 350 400 hr
Control 22 I
E2500u8 21 I *x
MPA 0.1mg 9 *
MPA 10mg 6
MPA 100mg 12 * %
* p<0.05
% MPA 100mg 18 * ok # % p<0.01
t-1RE

HEHIRIEICEALL 23 VDT BREOHERBMNEE E2:50HFKS MPA:28~120BMKRS

2. £ FFERNEIREE S Ishikawa OHEERAIC R IXTFE
Ishikawa il (ER K& Ot PgR Z1%+F) (25 LT 10 5mol/L 2 } 08 10 "mol/L i
@ MPA % 96 FREEAIN U ARSI A0 OFIG OB 2 et L72fER. T ORE
TH SHOBA Z R L, GA+M #iX 10 mol/L THHIZH Lz, £72. 10°mol/L
TIZ RNA BEOH 5032 b8 Hhiz ¥,



Go+1#A

160
140
120
100
80
60
140
120
100
80|
60
40

sm

Go+MHA
24 48 72 96hr

1204
100+
80+
60
40+

20- o——o MPA 10~ 5mol/L (n=9)
o———— MPA 10~ "mol/L (n=5)

3. TER - BIE - HRRA~OHIFH A
FE B 12 1T 1,200mg/ H 20 J [E H £ 052470, WERMERVE VB R
FfL7ofES., LH, FSH, ACTH, Cortisol, Estrone XU Progesterone M%7 /LE
YORTRRO B, AFNC XD FEE - GIF - HERR~OIHE-NE 2 5T,
7238, PRL, GH kO TSH (ZFEWRZEEZ RIS D o7 Y,

Cortisol
LH 200 PRL

150+ 1004 ]
- |
E100 4 L [ §20~ 1 /l—
2 £ )
E ] © ‘

504 10l /T’l
50—\ 30/

204 0 T T T T

704 Before 2 4 10 20 weeks
0 0

1

Before 2 4 710 20 weeks Before 2 4 710 20 weeks
Total Estrogens and Estrone 104 GH
150] FSH 100
., -'IE'o%aI Estrogens . I ]
E100) \ . o Estrone t 5
) E 50 ]
= Y j=
E 2
T

T

0 0
Befloreé 21 1|0 26 weeks Beflore 2 21 1!0 26 weeks

Progesterone 104

ACTH 1.04

1004 —E'

= = I

— n:D £ T 1
£ 50, 0.5] 5 5

T} 1A 3

2 M\ YT

I

0 0 0
Bef‘ore 2 4 1‘0 26 weeks Beflore 2 4 1|0 26 weeks Beflore 2 4 1|0 2(5 weeks

(3) VEARIRMER - M -
LR L



VI. EYEREICEIT HIER

1.MHREDHER - AIEX

() BREEMGMAPIRE 51
ME— STz BRI 720,

(2) B M HREEERR
#7 6 F[H]

(3) ERIREABR CHER SN PRE -
1) HOkEs
SAENEERER A B A Fex v T a2 7 a VEEBE= A7 /v (MPA) 400mg
(50mg $E X 8) ZHERAHKE L= & & DMyg i (19 4 OSEWHE) XL TFo &
B ThHDH, ®H5%6HMTC,,, % 6lng/mL ICEL, AUC,,,, 1T 4.13pg * h/mL,
AUC, .1 4.90pg « h/mL TH -7z 9,

ng/mL
704

60
50 1
40+
30

20

0 24 48 72 % 120 144 .

2) REHE
FLE B E 4 6 4112 MPA 600mg (200mg $2% 1 H 3 [A) & T 1200mg (200mg &2
X2% 1H3E) %14 HENEROKEES L L EoMETRREOHBIILITO L
BOTHDH W,

ng/mL o———e 1200mg/day (n=6)
o————0 600mg/day (n=6)

300 Mean—+SD

200+ /l

1004




(4) pELE
A EE R L

(5) B - HHAEOTE -
MR L

(6) BEH (KE2L—33>) BHTICEYHELEENEADEEHER :
LR L

2 EMEERM/NT A —4

(1) RBHT A3 -
B L

(2) RAUREFE T2 -
MR L

BNAATRLZEY T4 .
MPA400mg # 5 pl N5+ 19 BlCHRE D Rl 5 L TR LT /NT A —Z OFEJITT
RO LB TH D,
Toax Chr) : 6
Crox (ng/mL) : 61
AUC,_.s, (ug - hr/mL) : 4.13

(4) HRERETH
Mg R L

(BYFYTF VR :
AR L

(6) P TETE :
P - L e

(7) MFEARKEE
UC-MPA ot kb (BERER A M) MAEE A G 31% 93.3% (120ng/mL) TH o717
(in vitro) .
<BE>
94.1% (120ng/mL t MILET /L7 2 V)

3.0k 4%
WRARERSL : /N



4.5%

(1) % — KX ES P @@ 4 -
(TVI.4.(5)E DAL DT DO EATIE) DHEBI)

(2) % — R RERAFT @@ 1

<% :Jv bt (RAHRERRETO®RE >

PR T v BIZ MC-MPA 7T0mg/kg Z Bl Lo & & JR~OBITHRO b, Mk
DORF, B R OCHERO BUSREIR EE X, RHMAMAE T BUHBRIRE L IZIERBRE CTH - 72 17,

(3) ELit~DFATIE -
<% :3v bk (RERRETO®RE >
AW DT v T UC-MPA 7T0mg/kg Z H[E# G Uiz & & At oo aeR i sE
TSTREIREE 0D 3~8 fFmno 7217, [ : 9.6 ]

(4) BEBADBATHE -
LR L

(5) Z DDA~ DIATH
<£E: Sy b+ (RSEERETO®RE) >
MEPEZ ~ 2 MC-MPA 7T0mg/kg Z Hilali 5 L7z & x| [5G, ATlE. BefEl. Bels
Wi FR. B R ORI OBEHTENRED b 17,

il e 6 MRFf 24 IR

i i 3.72 ( 1.00) 0.20 ( 1.00)

i E3 2.24 ( 0.60) N.D.

PN fizd 2.75 ( 0.74) N.D.

I fizd 2.71 ( 0.73) N.D.

T O#E K N.D. N.D.

T VIR il 6.29 ( 1.69) N.D.

ook R 7.84 ( 2.11) N.D.

i JiR 3.37 (0.91) N.D.

i fik 6.09 ( 1.64) 0.50 ( 2.50)
i 5.56 ( 1.49) N.D.

it fik 44.15 (11.87) 5.34 (26.70)

&t Ji 7.35 ( 1.98) 0.42 ( 2.10)

Al H 21.74 ( 5.84) 1.80 ( 9.00)

i fik 4.06 ( 1.09) N.D.

e fik 8.93 ( 2.40) 0.56 ( 2.80)

i Al 3.30 ( 0.89) N.D.

S =] 43.11 (11.59) 8.59 (42.95)

18t BR W 34.23 ( 9.20) 1.70 ( 8.50)




#H ik 6 IREfH] 24 IRF[H]
)i ] 12.46 ( 3.35) 0.44 ( 2.20)
= 25.82 ( 6.94) 0.74 ( 3.70)
+ Z W 9.33 ( 2.51) 0.60 ( 3.00)
| % 59.97 (16.12) 2.99 (14.95)
P % 14.31 ( 3.85) 5.84 (29.20)
a it} 4.76 ( 1.28) N.D.
T " 5.13 ( 1.38) 0.72 ( 3.60)
Ut i 10.95 ( 2.94) 1.31 ( 6.55)
L i 31.38 ( 8.44) 6.25 (31.25)

BT pgMPA #7124 B/g 3% mL
() NOEMEIZmAE KT MO G D % 7R,
ek, EBBRICAT v A NEKO A NLORFEZE UC TR U722 =,

5.4 55

(1) RBERGL R UM BHIRRE
HRBIERRL - TR
RBBRIZITEROL O ITHEESI NS,
bt MZBH-MPA ##%5 L= L &, RPICIET v ST HRE B6 ICHYS T 5 Ta, &
Ol a MM TR AW A5 7 /- Db, He, BT v M EDRHY F4 124
95 Ma NIFE L7,



CH,

Cc=0
~0COCH,
0
|
CH;,
H20H Hs
_ ) ~OCOCH, ~OCOCH;
S MBI Br
E NEH Da
Fy hER Fu
(HEEHEE)
0 HO
CH, CH,
CHZOH COOH
B rRF Ia -OCOCH; -OCOCH;
Z v MEH Bs
S MR Bs
’ (HEEIEE)
0 0
CH.0COCH; CH-OH
too c=0
-0

B hERP Tb

ErEFP Ic

<BEZ:Svhr>
WMEPET ~ I T0mglkg & 45 L7z & & OFEPITITRE(LIKRDOIE ) A BRDSS ‘mfuéﬂt
FEAoND F,NEEREE LTGRO, KE5ED 12.0%% 57z, MHITHIZ)
ELT6 RO 2L IRt Esnz L EZX LN W B;. Be. B, BWIF(ELTZ, )7:Jl<

DHRMT Z < DT TH - e B SEORBAE LT, TR ZELEDIE
FED FERFHNRD BTz, REEOBINIAEVAETF, JR M O 32 OAH
FREZHE TOEB DR SNTED, R ONT = AN ECTZEEZbND L D78

LTI holz,

(2) KBI<BE5 9 oBEFR (CYP450 F) D7FiE -

A RaXxoFar2Tra s FEET 27 V3 FEIC CYP3A4 # L CR# SN D (in

vitro), L DOWERH D B9,



(3) FEBBMRDEERVZDEIE

B L
(4) REPOFHDOH RRULE -
B L
(5) BHEABMO EERA/ S A— 5 -
LR L
6.4t

(1) HE AR R UHEER -
FLyE B 12 Bl MPA 1200mg (200mg §EX2 % 1 H 3 [\]) ZERNEL LIz L &,
JRH~D 17-O-hydroxycorticosteroids #Eit &I X IEF kD LR % 135 22 k8l 5 %
7~ L. 17-ketosteroids DFEME G [RER ThH o 72, T IUIAFI O EED 3 K P I Pt
INTREREEZEZ BN,

100 - 10
L 17-OHCS r A\L\‘

0

N
T T

mg/day
(o)
o
T
mg/day
(4]
N
R
—

0
Before 2 4 10 20 Before 2 4 10 20
N weeks weeks
[ E%sE

(2) HEitt = -
<BE:Jv bk (BEEEETO®EE) >
WMEMET » b R OMEMEA X C-MPA 70mg/kg Z B G- L7 & &, 5 MEREIT &5
#% 120 Bl £ T2 2N ENIRTIC 3.9%., 1.8%. FEHIZ 94.7%. 92.1%HEilk X7z 17,

(3) BEHIRFE
P - L 2

7. b3 D AR—2—IZET H1ER

LB L
8 BH%IC & HREE
AR L
<BE>

MR AFEERICONTE IVL2.(DIEE AR SR OEHS R



I ££% (ERLOIES) (CEJ SHEHE

W

REEZDEH
%

W

1 KF ORI CEE LT - FARMARENEIR L, HTICEST=HWERH D, [2.1,
8.1. 9.1.1, 11.1.1 &)

(FZER)

REN R OAA & J—/HTH D7 a0 T 200 OFGHIC, IREZE, MERSDOIETH 2 &
TeEE R MARIEN B L7272 E L, kot (198745 A) 706 1990 4 7 H £ TOM
TAERTIT, 93 HIOMARTENTI L., 25 11 FINETICED 27 FllEIREIELE L < 13%E
JEZFELTWVD Z ERMEIN TS 20, [IVIL2) TVIL5) TVIL6.(1)) VIL8.(1)) DIEEH]

2ERANBEETNER

222 (ROBHEIZIIERE LGN &)
2.1 MMEZEZTBZROEWUTORE [1., 8.1, 11.1.1 ]
- P 1 EBLDNOBE [9.1.1 B8]
- REZE, DAREZE. AR MEERIRA & o MARPER B T F DB D & 5 B
- BhIRAEALAE O R
< DBEFRIEE, LB, DK, BEERLDASEOLREDO D HEE
« RVEUH] GEIRAALEY, JIARLE Y, BIERERLVEVE) 2SN T
WnEE [10.1 2]

2.2 TR X ITAEHR L CW D ATREMED & 5 &t [9.5.1 ]

2.3 ARE| DRI X LIsBUE OREERE O & 2 B

2.4 DWiARMEOVER MM, R, LEREOH LEE DEKREZRoRTBEAn
H5,]

2.6 HERTEEOH HHBHE [9.3.1 M

2.6 AN U LMIEOBRE [EREREHERAEOMEICLVIEREHEISYIBEN
N5, ]

(FZER)

2.1 [1.245] OMICFHE L 7 MARKEIC BT D ARG R, K ORAE R G X 5 iedE
DRELDPME SN TNDZ &0 D, MRIERBLDO Y 27 03@WNEE 2 Lo BE I3
TOEEZRET D720 E Lc, [IVIL1) [VIL5) TVIL8.(1)) (VIL.6.(1)) MVIL7.(1))] &
HE ]

2.2 WHIRHRNE CHIOMAIC L EEE 5 O EFRHERENH L, £, KRl
Hizxv, riRoBHE e, UEB FREoZE b R -T2 ERHMEEN TS
7ORE Lz, [IVIL6.(5)] DIESM]
<JBRD : 2022 4F 3 HEGTHE (H EMET) >
b A U EED AR IE S ARG O AT IS A b TIT - 72 it i i & Ak
e Bl oIkiT Lz,




2.3.,2.5.,2.6
AFIORIER & LT, @BEUE, IFREE, @by y AMENRE SN TWHTZORE
L7z, [IVIL6.(3)DIEEH |
2.4 RANIHUEMERESERR OB ARRLVE CAITHY | ., FEEE (NEE) ol
DHEE SNT-BE IR G ERET H2MENH HT-OKE LT,

SERER IS RICREET 5B L TNER
BRE STV

ARERVAEICEET 5FE L ZTDER
REIN TR

SEELGEAMIE L ETNEH

BEELEAMIEE

8.1 AFIDOFLGAZ L 0 MFFZE, LHHZE, MERSOEERMAREN D bbb Z &N
HHOT, UTOZ EICEETAHZ &, [1., 2.1, 9.1.1, 11.1.1 BE]

-&Qmﬁbfi FDP, %f?x¢y4yt6&—-7?ziyﬁé¢%®@
BEITO, BEPRDLNZHEITE, B LW &,

- B HIC Lfi%%@ﬁ %Eﬁb IARAE R BLOfERIR - DA 2DV T4
”ﬁﬁé L.

- BRI ERMIC FDP, %772 YAV EH = TTAIVEEEREOR
HTEEmL, By w%mt i ERIET S L,

&2Kﬁ%ﬁ%%k%@%#ék & T»%/%W%#%%bhé ENHDHOD
T, BIEE+SIATIZ L,

(FZE5%)

8.1 [1.%245] OIEICEHE L EERMMIEND SLND Z ENH DD T, AFIOEGIZEE
L ClT Mk G E MRV R DA 2 BT O WER S D EEX DT ORE LT,
([VIL1y TVIL2) TVIL6(1)) [VIL8.(1)) DIaZ ]

8.2 AANDIHWER E Lo/ NaaLFa f FEEIERAZ2ET2720%T LT,

BRENERERIT SEBICHTHER
(1) BHHE - MEEZFDH D ESE -

9.1 GHHE - MEEZFOHIEE

9.1.1 MBEZECTHEZINDHLHIUTODESE [1.. 8.1, 11.1.1 ZH]
- Fiitk 1 AUNOBRE (Filitk 1 ERUNOBE ZERL) [2.1 ]
B ESE O B
FIMEEN BT L2 &b H D,




- BEIRIG O BE
WEREPEAT Db DD,

- R IMAE D B

- R O BE
912 NEEDHHEE

TR U LAXIIMEEDOIE RSN D T XD D,
9.1.3 2 DWMXIIZTDERRFEEOHHESE

R RE R NVE ARERICL Y | RIS EZ B2 DBENNH 5,
9.1.4 TAMARIIZDEREREOHLEE

BB REARNVE CARMERICL Y, JERDELT 282001 5,
9.1.5 FEERE. WA, BEOMKEEEX I ZOREREDHLESE

JERDEALT DBENRH 5,
9.1.6 RILT 1) VEDEE

JERNEALT 2 BZN0 N B D,

(fEER)

9.1.1 [1.25] OMHICFHE L ARMEIC BT AR R LD . MARTERBD Y X7 2
BN EBZ DN BFICK L CHEEICE ST 20EN D 57205 E Lz, [VIL
1) VL5 TVIL.8.(1)) VN2 DIEZM]

9.1.2~9.1.5
AHE R ORI G RVECAIORIER E LT, 2 bofEk, BEEIRE SR
TWNWHTZDRE LT,

9.1.6 AANCIH T 2 ENBMEIT RV, I Uil AR LT WIKARLE RG A
) ICBWTBEIZANLN T 4 VIEBFE~OEBMREN SN TNWD Z L &2 E
Z. AFNCEBNTCHRLHET A & & LT,

(2) BHREEE RS -

9.2 BHmEEERE
T U LREOUTRE B oD ZLid 5,

(fi#ER)
AFN R ORI RERNLE CFIOBIER L LT, ZAbOER, EENREIN WD
OERE LT,

(3) it RefEE 2%

9.3 FFifpEfEEEE
9.3.1 EELHEETEDHIESE
BEHLRWZ L, BIERZEIELIBINARNH 5, (2.5 BE]

(FZER]
AFOEWEMR & LT, IFEENRE SN TWDL72ORE Lz, [[VIL2] OEZM]




(4) &IEREEHT 5 FE -
BRIE I TR

(5) 424 :

9.5 147

9.5.1 MM TR L CW D ATREME D & D MR35 L 2 & A ME
O EFHEOREN DV | ARG, PHEICRE LIEEA IR, &
TR IROMEZR D BHALSUT B TIRIEO LA Z 5 Z &b 5, [2.2
S ]

9.5.2 BIKANE CAIOMM & A REF VLHE L ORREBERITVEZHL SN
72H O TRV, Dl - PSS 0 e KB W & HPE LIz fEgCid, *t
FRERIZHE U CHRR WIS SRR ST IR - IR Ve v R A LTz
ERFEICENE T HEEREORENR D 5,

(fFER)

<HBFC : 2022 4 3 AKGETHRF (A E&GET) >

b A1 BED KGRI AR E O BGETRAC G o8 TIT o TRl iU & A%
LA OICET L,

[[VIL2) DOIEZE]

(6) =247

9.6 ZELIF
BALZWZ ENREF LY, BER (T > 8 THHBITHARD LN TWVD,
[16.3.4 ]

(7) INREF
BRE STV

(8) B E :

0.8 BN E
— R, AFEEENMET LTS,




7 HE/ER
(1) GtRES L EDER -

101 FAES (FFALGWLIE)
P Salbas BRARAEAR - HEE 75 P - fEBRIN T

HRLE H MARNE 2 Z BT nn@m< | & bIcm@EL B Z 3 B8Eh
HlRARLE 5, N5,
PR R LR
B Ve

At

o
[2.1 %]

2)HEEELZFDER
RESH TN

8.El1EH

11. 811 F
WORWERRH 5D Z ERHHDT, BEE2 71247V, BRENRD ONT-5HE

(3G 2 P 5 e R EET O &,

(1) EXLEMER & HER

1.1 EX%GEIERA

11.1.1 Mte5iE (BBETER)
Mot ZE, LA IEZE, MiZEfedE, MpRmAeie, MEPmieiE, fmAerEFRrIRE
LOEERMBEND ObNDZ ENR”H 5, [1.. 2.1, 8.1, 9.1.1 BHH]

11.1.2 5 > MHELLRE (FEEFREA)

11.1.3 7+ 714 3% >— (BHETH)

11.1.4 2LEE/KIE (BEEAHR)
A OERT ITHEK ., REKZEH, B, FBUREARICH bbb GEIC
&, #&EEZ—RFRIE L, IRBREZITY 2 &, TOME, HEKETH
LEBW SN AICIE, AP L, WURAEEZITI L,

(2) ZE D DEER
11.2 T OO EI1ER

5% I 1~5%Aili 1%Alits A
i H BB T L 7w TERREIR,
A (12.8%) ARRRHE A TR
7 b, BE. 26, A

TR, A R

- i BRECRAN i/
LR BN




5%LL I 1~5% A il 1% A A
e THERE S S BEIRIP | BEIR. BEIRIFME B
S Ak PR B B
e A BRI, B, g
LR, LU, £
et PRI, AR, 1R
Fu A i, SHJE. ZEEE,
IR&. ARER, MRS
L, OFEWV, FH
LB RN, MR i;ﬁkﬁﬁ@ FEEN
R
A TR
Wi AST k&, ALT LDH E&-. HH#H5
5 S IR
TEER 25 ol 1 E 5 R
Hib# P, s - WEM- | RS, T BRCNR, 8
S {é;% T OPEIR, % | BT U AR
Z DA WE 7S AL B, Buk

OEEGEERAERMER VERRREEEE -8
1. BIfERRRE
ARFKGBIE B OME IR A 238 1 D BIPERISEBLRILE, LT O LB TH 2,

RRIFETO 6 F AR AT D SR 5 5t

P b 21y H200| 7 2<3 200 8 :
OFFA i a% % 60 392 350 742 802
QA IE G5 297 2266 1541 3807 4104
QRIMEHIFS BLIE B 74 645 447 1092 1166
@FIE R B2 122 929 698 1627 1749
®%ﬁﬁﬁ®%§ﬁiﬁ@$ 94.92% 98.46% 29.01% 98.68% 98.41%

(fif FH A AAA OB - 1987 4F 3 H 31 H~1991 43 A 30 H)

* 7mNT 200101% 1996 4 12 HIZ 7 7 A~ VT MRASE BRAY v Y s UM S oA Bl 7oA
— RS IRV ERREEEE S Tz,

RITER IS (%)

BIl/E A o figE AREETO fiii F AR A O B R -

W b 21y H200| 727 200 3 :
[R)E - RIEftERES] 11 (3.70) 25 (1.10) 18 (1.17) 43 (1.13) 54 (1.32)
P IR EAE 1 (0.04) 1 (0.03) 1 (0.02)
PR 4 (1.35) 3 (0.13) 4 (0.26) 7 (0.18) 11 (0.27)
E AR 1 (0.06) 1 (0.03) 1 (0.02)
ZERIBHRFE 2 1 (0.04) 1 (0.03) 1 (0.02)
SR PE 4 (1.35) 1 (0.04) 1 (0.03) 5 (0.12)
7 A 1 (0.06) 1 (0.03) 1 (0.02)
iR 1 (0.04) 2 (0.13) 3 (0.08) 3 (0.07)
E () 1 (0.04) 1 (0.06) 2 (0.05) 2 (0.05)
2% (F) 2 (0.09) 2 (0.13) 4 (0.11) 4 (0.10)
JIVAE 1 (0.06) 1 (0.03) 1 (0.02)




RIVER S (%)

BIVER OFEE AREETO 15 AR AR AT D B G .
EE £ Am > H200| 7 2<7 200 3 !
HLE T 1 (0.04) 1 (0.06) 2 (0.05) 2 (0.05)
BT 2 (0.13) 2 (0.05) 2 (0.05)
HIT 2 (0.67) 3 (0.13) 3 (0.19) 6 (0.16) 8 (0.19)
HEIF L 1 (0.04) 1 (0.03) 1 (0.02)
G 4 (1.35) 9 (0.40) 9 (0.24) 13 (0.32)
F2 5 1 (0.04) 1 (0.03) 1 (0.02)
P2 1 (0.06) 1 (0.03) 1 (0.02)
(SR 1 (0.04) 1 (0.03) 1 (0.02)
R Gt sRhas " 1 (0.04) 1 (0.03) 1 (0.02)
[# - BRREE] 2 (0.09) 2 (0.05) 2 (0.05)
RE i 2 (0.09) 2 (0.05) 2 (0.05)
[hiF - RIEHREREE] 4 (1.35) 26 (1.15) 10 (0.65) 36 (0.95) 40 (0.97)
TR 1 (0.04) 1 (0.03) 1 (0.02)
g 7 3 (1.01) 1 (0.04) 1 (0.06) 2 (0.05) 5 (0.12)
D ZbiEy * 1 (0.06) 1 (0.03) 1 (0.02)
St 1 (0.04) 1 (0.03) 1 (0.02)
e A 1 (0.34) 1 (0.04) 1 (0.03) 2 (0.05)
Bk 1 (0.04) 1 (0.03) 1 (0.02)
PH 2 (0.13) 2 (0.05) 2 (0.05)
THaiE 3 (0.13) 1 (0.06) 4 (0.11) 4 (0.10)
BIEpL 4 (0.18) 1 (0.06) 5 (0.13) 5 (0.12)
Ifn & PESE R 1 (0.04) 1 (0.03) 1 (0.02)
HLON 1 (0.04) 1 (0.03) 1 (0.02)
TR LN (&) 1 (0.04) 1 (0.06) 2 (0.05) 2 (0.05)
LO%L (&) 1 (0.04) 1 (0.03) 1 (0.02)
WL O () 1 (0.04) 1 (0.03) 1 (0.02)
FELON (0K 4 (0.18) 1 (0.06) 5 (0.13) 5 (0.12)
KAk 1 (0.06) 1 (0.03) 1 (0.02)
JT 5 1 (0.04) 1 (0.03) 1 (0.02)
AT 1 (0.04) 1 (0.03) 1 (0.02)
BHEN 1 (0.04) 2 (0.13) 3 (0.08) 3 (0.07)
B B 1 (0.04) 1 (0.03) 1 (0.02)
SHoE () 1 (0.04) 1 (0.03) 1 (0.02)
s S5 ) 1 (0.04) 1 (0.03) 1 (0.02)
KAh 1 (0.04) 1 (0.03) 1 (0.02)
[BEHERIEE] 1 (0.04) 1 (0.03) 1 (0.02)
DL * 1 (0.04) 1 (0.03) 1 (0.02)
[$REEE] 1 (0.34) 2 (0.09) 2 (0.13) 4 (0.11) 5 (0.12)
AR B A e e o, * 1 (0.06) 1 (0.03) 1 (0.02)
AR B e . * 1 (0.04) 1 (0.06) 2 (0.05) 2 (0.05)
I i * 1 (0.04) 1 (0.03) 1 (0.02)
H WP L 1 (0.34) 1 (0.02)
£ e 1 (0.04) 1 (0.03) 1 (0.02)
[ZDhDEHREREES] 1 (0.04) 1 (0.03) 1 (0.02)
I 1 (0.04) 1 (0.03) 1 (0.02)
[##ZEE] 4 (0.18) 2 (0.13) 6 (0.16) 6 (0.15)
gaat 1 (0.04) 1 (0.03) 1 (0.02)
%35 hE 1 (0.04) 1 (0.03) 1 (0.02)




RIVER S (%)

BIVER OFEE AREETO 15 AR AR AT D B G .
EE £ Am > H200| 7 2<7 200 3 !
N 1 (0.06) 1 (0.03) 1 (0.02)
Mmoo 1 (0.06) 1 (0.03) 1 (0.02)
PEBRTAHE* 1 (0.04) 1 (0.03) 1 (0.02)
LR KT 1 (0.04) 1 (0.03) 1 (0.02)
CHILEREE] 11 (3.70) 47 (2.07) 23 (1.49) 70 (1.84) 81 (1.97)
HEL - g 4 (1.35) 4 (0.10)
M 5 3 (0.13) 5 (0.32) 8 (0.21) 8 (0.19)
G 2 (0.09) 1 (0.06) 3 (0.08) 3 (0.07)
i 1 (0.04) 1 (0.06) 2 (0.05) 2 (0.05)
AR AR A 1 (0.06) 1 (0.03) 1 (0.02)
T 1 (0.34) 3 (0.13) 2 (0.13) 5 (0.13) 6 (0.15)
MR 1 (0.04) 1 (0.03) 1 (0.02)
F78 5 (1.68) 1 (0.04) 1 (0.06) 2 (0.05) 7 (0.17)
HH i 4 1 (0.06) 1 (0.03) 1 (0.02)
Jg <21 * 2 (0.09) 2 (0.05) 2 (0.05)
Rt 1 (0.06) 1 (0.03) 1 (0.02)
BT 10 (0.44) 1 (0.06) 11 (0.29) 11 (0.27)
2 (iE) 2 (0.13) 2 (0.05) 2 (0.05)
BRE I 7 (0.31) 3 (0.19) 10 (0.26) 10 (0.24)
BAAIR 3 (0.13) 1 (0.06) 4 (0.11) 4 (0.10)
BEARR 2 (0.09) 1 (0.06) 3 (0.08) 3 (0.07)
BROEIR 2 (0.09) 2 (0.05) 2 (0.05)
BRI 1 (0.04) 1 (0.03) 1 (0.02)
EY SN 1 (0.04) 1 (0.03) 1 (0.02)
iz 3 (0.13) 2 (0.13) 5 (0.13) 5 (0.12)
GRS 2 (0.09) 1 (0.06) 3 (0.08) 3 (0.07)
H I * 2 (0.09) 2 (0.05) 2 (0.05)
R g 1 (0.04) 1 (0.03) 1 (0.02)
N 3 (0.13) 3 (0.19) 6 (0.16) 6 (0.15)
G 2 (0.67) 3 (0.13) 2 (0.13) 5 (0.13) 7 (0.17)
I s R 1 (0.06) 1 (0.03) 1 (0.02)
(A& - BREREE] 5 (1.68) 17 (0.75) 43 (2.79) 60 (1.58) 65 (1.58)
T 1 (0.04) 1 (0.03) 1 (0.02)
PR RE S 1 (0.04) 4 (0.26) 5 (0.13) 5 (0.12)
IRE T, 2 (0.67) 7 (0.31) 9 (0.58) 16 (0.42) 18 (0.44)
JFBe s 1 (0.04) 6 (0.39) 7 (0.18) 7 (0.17)
AST(GOT) -5 3 (1.01) 4 (0.18) 17 (1.10) 21 (0.55) 24 (0.58)
ALT(GPT) |- 5- 3 ( 1.01) 7 (0.31) 24 (1.56) 31 (0.81) 34 (0.83)
v UL E ES 3 (0.19) 3 (0.08) 3 (0.07)
[KEE - REREE] 16 ( 5.39) | 45 (1.99) 65 (4.22) | 110 (2.89) 126 (3.07)
LDH L5 4 (0.18) 24 (1.56) 28 (0.74) 28 (0.68)
I VT F xS kA 1 (0.04) 1 (0.03) 1 (0.02)
E VST A E 1 (0.06) 1 (0.03) 1 (0.02)
& g 3 (0.19) 3 (0.08) 3 (0.07)
Ik 1 5- 7 (0.45) 7 (0.18) 7 (0.17)
I BEE - 4 (0.18) 1 (0.06) 5 (0.13) 5 (0.12)
M=z L AT a—L [ 5H* 6 (0.39) 6 (0.16) 6 (0.15)
e I I g * 1 (0.04) 1 (0.03) 1 (0.02)




RIVER S (%)

BIVER OFEE AREETO 15 AR AR AT D B G .
EE £ Am > H200| 7 2<7 200 3 !
LRl NURVNN P 1 (0.06) 1 (0.03) 1 (0.02)
A VHIE 5 (0.22) 5 (0.13) 5 (0.12)
DU R S 7 e 1 (0.04) 1 (0.03) 1 (0.02)
MRHBERE 4% 5 4 (1.35) 4 (0.26) 4 (0.11) 8 (0.19)
KAV o 2 e 1 (0.04) 1 (0.03) 1 (0.02)
AR [ IE * 1 (0.06) 1 (0.03) 1 (0.02)
PR BEBGE 1 (0.06) 1 (0.03) 1 (0.02)
PR 2 (0.67) 3 (0.13) 2 (0.13) 5 (0.13) 7 (0.17)
B R 4 (0.18) 6 (0.39) 10 (0.26) 10 (0.24)
BE R 93 AL 4 ( 1.35) 2 (0.09) 2 (0.13) 4 (0.11) 8 (0.19)
e 6 (202 15 (0.66) 12 (0.78) 27 (0.71) 33 (0.80)
EReRE 2 (0.09) 1 (0.06) 3 (0.08) 3 (0.07)
I 4 (0.18) 1 (0.06) 5 (0.13) 5 (0.12)
VU R 2 (0.09) 2 (0.05) 2 (0.05)
T R A (0.06) 1 (0.03) 1 (0.02)
M5 MRS ) O T * (0.06) 1 (0.03) 1 (0.02)
[R5 ibEE] 38 (12.79) | 164 (7.24) 52 (3.37) | 216 (5.67) | 254 (6.19)
it A BRI 38 (12.79) | 164 (7.24) 52 (3.37) | 216 (5.67) | 254 (6.19)
LD - MEREE (—#)] 1(0.34)| 13 (0.57) 11 (0.71) 24 (0.63) 25 (0.61)
) I 8 (0.35) 10 (0.65) 18 (0.47) 18 (0.44)
IfJE & 1 ( 0.34) 4 (0.18) 1 (0.06) 5 (0.13) 6 (0.15)
AL AE 1 (0.04) 1 (0.03) 1 (0.02)
LR - DRE - IDEFERES] (0.06) 1 (0.03) 1 (0.02)
DA 2 1 (0.06) 1 (0.03) 1 (0.02)
A%k - ) XLEE] 4 (1.35) 6 (0.26) (0.63) 12 (0.32) 16 (0.39)
DETTIE 3 (0.13) 3 (0.08) 3 (0.07)
[oLEs 4 ( 1.35) 3 (0.13) 5 (0.32) 8 (0.21) 12 (0.29)
R 1 ( 0.34) 1 (0.06) 1 (0.03) 2 (0.05)
[ME (LS EE] 3 (1.01) 8 (0.35) 22 (1.43) 30 (0.79) 33 (0.80)
A PEERIRAE 2 (0.09) 2 (0.13) 4 (0.11) 4 (0.10)
T IR R R AR 2 (0.13) 2 (0.05) 2 (0.05)
VRAEME A P 5 AR ¢ 1 (0.04) 1 (0.03) 1 (0.02)
VRAEPEFRIR f A S (0.06) 1 (0.03) 1 (0.02)
TR R A% iE (0.06) 1 (0.03) 1 (0.02)
S B IR A 1 (0.04) 1 (0.03) 1 (0.02)
R A R % 3 (0.19) 3 (0.08) 3 (0.07)
5 e B A g 1 (0.04) 1 (0.03) 1 (0.02)
153 [ RS2 A i 1 (0.06) 1 (0.03) 1 (0.02)
WAL 3 (1.01) 3 (0.07)
T FE R 2 (0.13) 2 (0.05) 2 (0.05)
e 1 (0.04) 1 (0.03) 1 (0.02)
Jj BT 5 (0.32) 5 (0.13) 5 (0.12)
b4 af A AE 2 (0.13) 2 (0.05) 2 (0.05)
b4 HA . 1 (0.06) 1 (0.03) 1 (0.02)
i 2 (0.13) 2 (0.05) 2 (0.05)
fifi FEAR I 1 (0.06) 1 (0.03) 1 (0.02)
EAMAE YRR E) * 1 (0.04) 1 (0.03) 1 (0.02)
A v 1 (0.04) 1 (0.03) 1 (0.02)




RIVER S (%)

BIVER OFEE AREETO 15 AR AR AT D B G .
A t A1 H200| 7 1XF 200 ) !
R AR ER RS 2 (0.13) 2 (0.05) 2 (0.05)
(A EEN S| 4 (1.35) 6 (0.26) 4 (0.26) 10 (0.26) 14 (0.34)
JH S S 1 (0.06) 1 (0.03) 1 (0.02)
WA EE * 1 (0.04) 1 (0.03) 1 (0.02)
Wi B * 1 (0.06) 1 (0.03) 1 (0.02)
I ] 4 (0.18) 4 (0.11) 4 (0.10)
B 1 (0.34) 1 (0.04) 1 (0.06) 2 (0.05) 3 (0.07)
IS B 3 (1.01) 3 (0.07)
g 1 (0.04) 1 (0.03) 1 (0.02)
N 1 (0.06) 1 (0.03) 1 (0.02)
[FRmBkEEE] 1 (0.04) 12 (0.78) 13 (0.34) 13 (0.32)
A A 1 (0.06) 1 (0.03) 1 (0.02)
KBRS 1 * 1 (0.06) 1 (0.03) 1 (0.02)
% I * 2 (0.13) 2 (0.05) 2 (0.05)
ARMERIEZ (E) * 1 (0.06) 1 (0.03) 1 (0.02)
2 1fi * 1 (0.04) 5 (0.32) 6 (0.16) 6 (0.15)
R I B ek * 2 (0.13) 2 (0.05) 2 (0.05)
[BMmEk - BRNREE] 5 (0.22) 7 (0.45) 12 (0.32) 12 (0.29)
H ek GiE) * 2 (0.09) 5 (0.32) 7 (0.18) 7 (0.17)
HifEk 2 GiE) 1 (0.04) 2 (0.13) 3 (0.08) 3 (0.07)
PLEREAD ) * 1 (0.04) 1 (0.03) 1 (0.02)
U ooS (M) FiE: 1 (0.04) 1 (0.03) 1 (0.02)
(/MR - ik E=E ) 6 (0.26) 20 (1.30) 26 (0.68) 26 (0.63)
1 RN 2 (0.09) 1 (0.06) 3 (0.08) 3 (0.07)
/% (i) 1 (0.04) 1 (0.03) 1 (0.02)
FZF Hiif 1 (0.04) 1 (0.03) 1 (0.02)
B HA i B 1 (0.04) 1 (0.06) 2 (0.05) 2 (0.05)
«a2-PI i L5 1 (0.04) 1 (0.03) 1 (0.02)
«a2-PI - PC i -5 10 (0.65) 10 (0.26) 10 (0.24)
FDP fE |- 5- 8 (0.52) 8 (0.21) 8 (0.19)
APTT 44 5 (0.32) 5 (0.13) 5 (0.12)
TUoFFTAI RS 1 (0.06) 1 (0.03) 1 (0.02)
hREBFRIEE] 2 (0.09) 10 (0.65) 12 (0.32) 12 (0.29)
7 L7y F= b 2 (0.13) 2 (0.05) 2 (0.05)
IR * 2 (0.13) 2 (0.05) 2 (0.05)
AR 1 (0.06) 1 (0.03) 1 (0.02)
b 1 (0.06) 1 (0.03) 1 (0.02)
BHER* 1 (0.06) 1 (0.03) 1 (0.02)
BUN L5-* 5 (0.32) 5 (0.13) 5 (0.12)
BIR * 2 (0.09) 2 (0.05) 2 (0.05)
B IE 1 (0.06) 1 (0.03) 1 (0.02)
[ZiE4mE (37 EE] 12 (4.04) | 172 (7.59) 81 (5.26) | 253 (6.65) | 265 (6.46)
PERSTHEZ 3 (0.13) 3 (0.08) 3 (0.07)
F RS 1 (0.04) 3 (0.19) 4 (0.11) 4 (0.10)
A R JE ) B 1 (0.06) 1 (0.03) (0.02)
A RBREAIIE 13 (0.57) 8 (0.52) 21 (0.55) 21 (0.51)




RIVERRBAE (%)
BIVER OFEE AR E T fif A R RE A D B 5 -
i b 212 H200| 72*F 200 H :
FEPERRMEFLIH S0 b 1 (0.04) 1 (0.03) 1 (0.02)
TE ARt 2 (0.13) 2 (0.05) 2 (0.05)
TE 11 (3.70) | 149 (6.58) 67 (4.35) | 216 (5.67) | 227 (5.53)
A 1 (0.34) 1 (0.06) 1 (0.03) 2 (0.05)
G 6 (0.26) 4 (0.26) 10 (0.26) 10 (0.24)
-SRI 1 (0.04) 1 (0.06) 2 (0.05) 2 (0.05)
I H A 9 (0.40) 6 (0.39) 15 (0.39) 15 (0.37)
I L5 1 (0.04) 1 (0.03) 1 (0.02)
[— L 5EE] 3 (1.01) | 328 (14.47) | 229 (14.86) | 557 (14.63) | 560 (13.65)
mE 1 (0.04) 1 (0.03) 1 (0.02)
[EaiapEaind 7 (0.31) 2 (0.13) 9 (0.24) 9 (0.22)
P I MR 2 (0.09) 2 (0.13) 4 (0.11) 4 (0.10)
it g * 1 (0.06) 1 (0.03) 1 (0.02)
FlT T3 e 1 (0.04) 1 (0.03) 1 (0.02)
RN 2 (0.67) | 225 (9.93) | 152 (9.88) | 377 (9.90) | 379 (9.23)
FEER 5 (0.22) 4 (0.28) 9 (0.24) 9 (0.22)
L 5 (0.22) 6 (0.39) 11 (0.29) 11 (0.27)
Mt () 83 (3.66) 70 (4.54) | 153 (4.02) 153 (3.73)
R S R 1 (0.04) 1 (0.03) 1 (0.02)
e () 2 (0.09) 2 (0.05) 2 (0.05)
KRR 1 (0.04) 1 (0.03) 1 (0.02)
2HEE (%) 1 (0.34) 2 (0.09) 3 (0.19) 5 (0.13) 6 (0.15)
BA AL 6 (0.26) 2 (0.13) 8 (0.21) 8 (0.19)
P T P 1 (0.06) 1 (0.03) 1 (0.02)
ENK 1 (0.34) 2 (0.09) 1 (0.06) 3 (0.08) 4 (0.10)
BIME B AL 1 (0.06) 1 (0.03) 1 (0.02)
[EREEE] 1 (0.04) 1 (0.06) 2 (0.05) 2 (0.05)
T 7 A PO Nk 1 (0.06) 1 (0.03) 1 (0.02)
HoRIE S 1 (0.04) 1 (0.03) 1 (0.02)

* BUATO T EOEE ) ISREEO 2 WEIER

2.EERBREEERER
AR E COEFHRBERTIE, AFNTEK T 5 &5 2 5N D HRREMEO & E R EE
JEFIIZ AST(GOT), ALT(GPT), Al-P }x (O*LDH @ b5 L7= 5 il & @B A JREE O HEL L
7= 3HlDF 8l TH -7,

OERKE, AHE EEEXRVFHOAEFERIOBERAERME
BEERMEERAZERINE (ERAKEHRERE : 2266 #)

SR BIVERFEBESIEL (%)
, Ly 643 /2259 (28.46)
e 5 2/7 (28.57)
~39 100/210 (47.62)
- 40~49 205/572 (35.84)
B (%) 50~59 176 /731 (24.08)
60~ 164 /753 (21.78)




EpviElS I 1E S8 BIE GBS (%)

PRI 298 /808 (36.88)

PR PR 318/1340 (23.73)
H] 27/111 (24.32)

~400 42/331 (12.69)

401~600 199/847 (23.49)

g1 AR5 h 601~800 84 /234 (35.90)
(mg) 801~1,200 308 /827 (37.24)
1,201~ 0/5 ( 0.00)

NG| 12/22 (54.55)

~100 213/900 (23.67)

101~200 218/792 (27.53)

R (g) 201~400 143/399 (35.84)
401~ 60/155 (38.71)

A 11/20 (55.00)

=N 27/100 (27.00)

L« JEER R IE R 5/21 (23.81)

PR IR R 19/78 (24.36)

HRRR AR R 0/5 (0.00)

FEApE 1/5 (20.00)

A OHER B3 WAL gR R IR R 4/15 (26.67)
B - MEIE SRR R 7/22 (31.82)

R R 2/8 (25.00)

IR 2/10 (20.00)

W00 ot S 9 £ 3/11 (27.27)

Jivd ifn. A2 1/4 (25.00)

VIR BRERRICRIITZE

12.BERBRERBRICRIEITZE
AFNOEHIZ LY . LT ORBEMAMEEZ R A feEn® 5,
C MEXIIRFT AT A RALEY (aVFy—L, m A MaFy, FaFfRrar
)
CME TR = F R bRy GERER AT %)
C HERAVEUES TR T v

10,6215
RESH TN

MNERLEDEE

14 BRALDEE
14.1 EFIRFEDIE
PTP w2 DAL PTP > — bW L CIRAT 2 X 2835252 &, PTP
U FORMBIC LY | OB REREARIA L, EICHE A T LT
WA SO EERAIHELHRT L2 LR85,




12.ZDDEE

(1) BREREAICE D C1EHR

15.1 BERERERAIZE D < 1FH]
15.1.1 AFIEDRG 2 EH T 5 M RA & BER ORI L0 | B2 5%
NRDOENTEDRENH D,
15.1.2 #& 0 8AICORRBREAE T2V, AAEICBW T, AKFIEDIRY =&
BT HHERE OB G CTHEE O BB LN EOREND D,

(2) SEERPRERERICE D 1E#R

~

15.2 JEBRPREABRICE D < FH
A N ES 5 LAFBITNEENEL, ZD 9 BN ONETEETH 2L
IWMER Y MG T D L FENBREEZECTL LW O MENRD D,




X. JEERERFBRICEEI SR E

1 IR ER
(1) FEZHFEIBAER (TVI. FEFEEBICEHT HEH] S8H)
(2) Bl kA ZEIBRER -
B - L 2
(3) REMEIEHRER -
PRSI TR L B0 THY | TR, MRS R & OV E A g - IR ITess
MIEZ72hv o7z,
H H 5 W | R5RE| KGR R wE b
o T FE KT, OaER. RBREDR MR & O 1Y
EzﬁmﬁggAt(gfk iv. [0, 1, 10mgkg |M (0.1, Img/kg). FEIME, fLiEH
u\g rald Lo MEO#RE L5 (10mg/ke)
1)
el EL LA 7(;{)} po. |200mgkg (7 H) |fERZZDA
2
5 ot DFEHBK, IS B R L, T
&R (07,)/ in vitro |108~10“*mol/L Foval) ANz XA REEEER %
MZHH (10 *mol/L)
oy a—sy| Iy b
JiFReEN (%) p.o. |2, 20, 200mg/kg |[HFZ' Y o— 7 L4 IMEH)
2| B (RIS i )
z
‘j;\ SR L ’jﬂZ_f po. |% 20’(32%°)mg’kg TEEROMWD (20malkg L 1)
| g, . Z v b BISZAR. ALPHZ8f5 O E &) (2mg/
/v?ggf“ () | po. [P 20 200 i) D B RSN (20mefke
5 (5 Yb)
. 7 (2) 0.2, 2, 20mg/kg |H EARLFHY 72 T2 Ik o H 5E -
AT (g ) | PO 5 B) i
6 /R BB (20mg/kg LA E)
59k RPEME: :Nal, Cll, KT
ISEg el NI I
SRR () p.o. |2, 20, 200mg/kg @ﬁ“ﬁﬁwﬁi'iﬁf’ KT,JR% Na/K
fik (R ) — A
m &M Nal, KI (8),
ClT (20mg/kg LA L)
(S50 SCHRIC X 5 EEK))
(4) Z DD EEIBHER -
LB R L




2. FMHHER

(1) BEE5EMHHER 2 -
LD,, (mg/kg)

&E‘Ii% 4 e
" > 16,000 > 1,500 > 1,500
~ 7 A
? > 16,000 > 1,500 > 1,500
" > 6,400 > 900 > 900
7w b
? > 6,400 > 900 > 900
4 X ? > 5,000 - -
YA Ty b A XIS LEATR R G- AT RE B O BRI G- TR T R OVE B 2R m AT T
b bR o T,

(2) RIEHEEGEMHERER 2 -
7w MZ0.5~3,200mg/kg % 30 HHE HZE AL LIEER, WToRGHIZHIET
FE8D BT, 200mg/kg LA EOBRERECTRERINIG (1) MOAMEKEDORD (7,
). FEABIOFNLE AN LT EEZDNDEIE., MRS O BRI
K OFERE, MIEREOENE (o7, ) PROLNT, ZHHOFTRILT X TRIEIZ &
DIafE L7z, 7 v hZ 25, 50, 100mg/kg % 52 EMIH H R O &G L-fE R, Ak
PELAZIFFREROFT AR b,

(3) ETEHEEERE -

1. #ERRERERER (Sv b, o8F)

Z v bk (50, 100, 300mg/kg p.o.) @ 100mg/kg #&5-HE THARR IR DT h 78
T ORI RS DN 2 S 007273, 300mg/kg G RETII AN T Y 2 R” L bz,

U X OIEIR S (1~28 H) 12 5bmg/kg 2% 0#E Lz Tid, BIRECRD
N & U DO fER, B %O NRD b,
2IBRABTEEHR (Y )

Hem 1 200me/kg I G-HEO I EIE . BEEREEORD DAL, 256mg/kg #&
ORI EBIIRO SN holz,
. RERAIERENIRERER (M1 %)

50mg/kg Z 5 ST REBLA XD AFENTMEA XDOREDOH/IME, MR O T4
NRD LT,

4) ZDHDEHEM -
1. ERRE
O BTV,
2. =R
~U A, Ty NCIEEFHAERD b ho T, B — VR THE/RE, T
TP N T EABYEORBNEBD b L@ EnTns,



X. EEMEIEICEY 5IEH

1RHIX
CUS [ 15z V= ST

) EE-EMEONGZEICLVEMRTLS L

ARG 7% L

2. B AR X (L AEAR
AR : 34

AT - RESRM
FERRAF
4 ZFIMFNLEDFER

M EBTORYHFEWLEDEESRIZDOLT :
BN

(2) BRIZFEOIRYFWZIDOWT (BEFFICEEITREINEFTIES)

VL1138 A EoEE) OEA2 SR
BEMEEMLTA R HY
<FVoLEY : HY (HAFE - #:E)

(3) FRAFIFDBERIZDOLNT :
Y LR

5. RZBEME
AR

6. @4
[PTP] 100 #& (10 &£ X10)

TRBDOME
W E X0 H § 200 mg
[PTP)Z i : Hifbe =—/L, HEifi: 7L



8.B—m% + FxhE
B—HAE: e Ao 6E5
77 EE2.5mg (1§

(1 sz £y % bmg & F)
I IRy 2.6mg B )

BH % ZE
g ARV T2V gtE, AVTF AR ALY RS

9O.ERREEFAB
1958 49 H 3 H (Medroxyprogesterone Acetate & L )

10. ﬁﬁﬂﬁﬁﬂmb EH H &Uﬁnlh %"5

BERZEEABR 20084510 71 7 H
(B2 H200 & LC19874E3 H 31 H (7 7 A V—H A&t &R

(IBZ 72 VT Hax Lo tn ENTORREIR)))
AKEBEE  22000AMX02244000

1M EMBEEWNEFERE
2008412 H 19 H (B 2@ H200 & LT 19874 5 H 28 H)

12 REREHHREM. RERVAELZREMFOERABRUVZNOAE
A% L7

13 BEERR. BIMEERARFABRVUEORAE

FRA R @ E - 20004 3 8 H

PR Soman H - 2003 45 6 H 24 H
WTNOEE S, THEEEE 14 &5 2155 (
LOFERTH T,

ABIETHH) OV b L)

14 BEEHAM
44198743 H 31 H~19914-3 H 30 H

15 IR FIREEMICET 51FHR
JEAE A SRR 97 5 (2008 4F 3 A 19 HAY)
BHEMEIZHEY LRV,

IZBWT, &AM EIR2GR T BT



16.%E1—F

- JRLAE T S AR e .
= [SE —
HOT (9#7) #% R o o L7 hERa— R
b A u > H§E 200mg 105383801 2478002F3056 620008693

17 REEfEA LDFEE
A L7



X1. Xk

1.5 ARk

1) & HFEIE > © BRRETHM. 19855 13: 381-418

2) & AKMED 1 L LT, 19825 91 1994-2004 (PMID:6223590)

3) i AR IE A o &L 5T5. 19855 12: 516-523 (PMID:3159345)

4) TEIFERFF I el AFF O RS, 1985; 341 517-536

5) SRIGERS T ¢ B O EFER. 19835 29: 207-211

6) EANTRIE A ¢ HAE L ERIR. 1984; 18: 6162-6168

DIAHZITH © BARFERH AR HEEE. 1985; 37: 1177-1184 (PMID:
3161959)

8) Di Marco A.Role of Medroxyprogesterone in Endocrine- Related Tumors.
Progress in Cancer Research and Therapy. Vol 15. New York: Raven
Press; 1980. p1-20

9) TREFAIT ) 1 BN IWEEE. 1985; 61: 220-227 (PMID:4018308)

10) Fa A elE 2> © B ARPERHE AR HEsE. 19855 37 1161-1168 (PMID:
3161958)

11) Bk EEIZ2) « $EB LRI, 1984; 12 3933-3939

12) BAFYERIE D o &L, 19855 12: 844-850 (PMID:3157351)

13) Etienne MC, et al. : Journal of Clin. Oncol. 1992; 10, 1176-1182 (PMID:
1535103)

14) RS EIED - LR, 1994; 9: 339-343

15)Anta1EJ,etaliIntJ'ChnﬂPhamnacolTherTbxhxﬂ.1983;211257—259
(PMID:6222996)

16) (P& R} - B % G RE I 3 1T B i B P R R HERS

1T ILALRIEH: $EH LR, 19855 131 1951-1978

18) Kobayashi K, et al. : Clin Cancer Res. 2000; 6: 3297-3303 (PMID:
10955816)

19) Zhang JW, et al. : Drug Metab Dispos. 2008; 36: 2292-2298 (PMID:
18725509)

20) BB HE R i - EIRALAFSE. 19925 238 664-671

2D PES: BUEA - LA EERER. 1984; 181 6135-6161

2. 2 DO SEXH
BB L

SCikGG >k No
007-321
006-654
005-777
006-418
006-634
006-635
006-639

007-296
006-638
006-636
006-649
006-646
011-018
012-094
008-161
006-650
022-137

030-481

012-031
006-644



XIO. s&&H

1. XG5 ETOHRTIKR
Medroxyprogesterone Acetate (£, A XU X, KAV A X VT, 77 AEFTEELZILL
O, FEAEICBW TR S TS (2021 4 1 ABIE),

B AFBIZBT DR S IREIIZR, HIELXOHEFIUTO LB THY | SMET
DIKGBIRDL & 1352 D,

ARIZE T B EEBRR

IR OFL#
OF B (P

AZERUA=E HIEITIE, A R v Tu s 2A7o UEigE= A7 L E LTl 1 H 600~
1200mg % 3 [AlZ/0 1 TR O35,

FEAE (N ([, A Fax v arf 2o Ui A7 e U CREK
A1 H 400~600 mg % 2~3 [AZ43T TR AHKR G-I 5,

ek, JERIC XV EERT 5,

LI, SmPC TORREXITHR, MELOHEZRT,

SmPC (Provera® Tablets 200mg : 2021 £ 1 BtkE])

Therapeutic Progestogen indicated for the treatment of certain hormone dependant
indications neoplasms, such as:

1. Endometrial carcinoma

2. Renal cell carcinoma

3. Carcinoma of breast in post menopausal women

Posology and Adults
method of Endometrial and renal cell carcinoma 200 - 600mg daily
administration Breast carcinoma 400 - 1500mg daily

The incidence of minor side—effects, such as indigestion and weight gain,
increase with the increase in dose.

Response to hormonal therapy may not be evident until after at least 8-10
weeks of therapy.

Elderly patients : This product has been used primarily in the older age group
for the treatment of malignancies. There is no evidence to suggest that the older
age group 1s any less prepared to handle the drug metabolically than is the
younger patient. Therefore the same dosage, contra—indications, and
precautions would apply to either age group.

Paediatric population : The product is not anticipated for paediatric use in the
indications recommended.

Method of administration

For Oral use.

SmPC (Provera® Tablets 200mg) DML Fitz&Mo = &
https://www.medicines.org.uk/emc/product/4322/smpc

(202242 A 7THT 7 & R)




2 BNMIB T HERRXIEFR
(1) MRS 2BMER (A —RX 3 ) T7HE)

AT DU SCE 19.5 i) 19.6 23w OHOFHEHIILL TO®EY THY, A—A
N7 U T4, SmPC L3R5,

9.5 §147
9.5.1 #Eh X ITIENR L CW D ATREMED & 2 MBI IZE 5 L nwZ &, EaHEE5se 5 %
FHEORELDH U | ﬂﬁﬁﬁxﬁﬁu&ﬁbt%émﬁ\ﬁ%%ﬁ AMHEER D

BYEALSUIB AR O LR R 2 Enb D, [2.2 28]

9.5.2 HIRAR/E CHIOMA &P REE EHPE & ORRBHMRITWEEfNL SN/ b DT
X7, Ol - DUSE O S R B R 2 HHPE L= REBLCIE, SEBRBEIC b L CHESR
WM A SOTFHR - IR LVE CFIZEH L TR FEICE N E T 55
PEDOWEN B D,

9.6 #Z3L1Z
I LW EREE LW, BER (7 v b)) THITBITARD N TN D,
[16.3.4 /]

Z2ELLT, A=A L7 VT 05, KO SmPC (BT St#ia St L7z,

<A—ANTUTDHEE>

ap|

F—A ~Z U T D43% . (An Australian categorisation of risk of D*
drug use in pregnancy) (2021 4= 4 A database)

% : Medroxyprogesterone (oral and IM high dose)
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2% O

F—A ~Z U7 DO4%E : ( 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.
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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
of medroxyprogesterone acetate injectable suspension may be at an increased
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/or 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.
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