é?ﬂ&w'
k2023453 A T (5300
*20224F10 A 3T

Bk IR
AR : 54F

M7ILERTaUMEFRIR - BREX
AEQ/ S b

S VI ABRLI0%

Aldactone-A Fine Granules 10%
ABAERA AEQO/SY LUt

PIVI DD AR 25mg
PIVI I A SImg

Aldactone-A Tablets 25mg
Aldactone-A Tablets 50mg

) EEEMEOLLTEICLVHEATL L

013
BAREERNEES
872133
HHI10% $E25mg $E50mg
FREBES | 21900AMX00699 | 21900AMX00700 | 20800AMY10032
ARZERAE 19784E4 A 1963411 197844 A

2. B2 (ROBEICIFRE LGNNI L)

2.1 MRIAMEBAREOBE [BHEL HICEbsE BT
DD, £l Bo0h ) 7 AR T LTS 720&E Y
U LAMEZ BRI EIE 2 B8EZR’H 5, ] [9.2.1, 11.1.2
]

2.2 AV ULAMEOCERSE [FhY) v AIEXEESELIBZEN
N 5,1 [11.1. 18]

2.3 TYVURDOBE ([TYY IR TIET IV RAT 0 U IR T
WED YU APRIEEZ KL TWDHOT, mh Y U AMEE
ROBENR DD, ]

¥ 24 Zn YR Ly XL NI FH
G oBE [10. 15 ]

2.5 AFNZx LiBoE OB D & 5 &

3. #ERL - MK
3.1 #ARK
i TIWNEY K TN K T v
WFE4 et " "
AMIEZ10% AE25mg A$E50mg
e lgtf 1z
HRE Y . — . — . —
(&) Hif Av¥we/77 v | BRE Av¥m/Z77 b | HRE A¥a/77 b»
(100mg) (25mg) (50mg)
=g 73 _
fi‘;ﬁjw : IR A A B
R PSR S/ SAVNN
WA e oy | R
o, i ERexirmrtio—2x
- o
3.2 HH DMK
S bl
Wik s . s
rk#E Fm fm | 2R
e - 1 i T
7 ’;mi,,TO;/A 100ng — | mRacBe ROk
TR - b5,
TAET KA O : SEARLE
5i25mg P Tae ma me | 10 HeRE
7. Omm 3. Omm 100mg
TNEY R hS SEARLE E' o
550 Smg 102 BIBRAY
yEoTme R X it ES3
9. Omm 3. 8mm 220mg

4. FMEEXITHR
OB MmEE (REHE. BiEE)

ODERE (5 -mELFE). BHFE. FHFE. BREEFE.

BHESICHSZES L UEK, RELAMFE
ORFEMTIL FXTOVEDDHE L WEROKE

6. FERUAE
Avw/Z7 hrk LT, @A LHB0~100mg % 43 HIfE 153
D,
7B, E, RIS L EEREET S,
722U, TERMET )V RAT v UEOZKIEB X OYEROSE | OI1Fn
IIA & T 5 Z L B2,

8. EELHEAHMIE

8.1 AT 556, @b ) v AMEFOERERTNbHOLbND Z L
WHDHOT, EMICTREEZITY 2L, [11 1. 1ZH]]

8.2 BIEMEFRICESSDENERHLDOND ZENRH LD T, EFHE
¥, HOHEOEREGRZ O B e e 2 BCiIERSE5 2
&

8.3 WHIDRB PRI LB R BT, RMOPIRZRET 5720, 4+
HTHPICRET 5 ZEREELL,

9. HEDEREHITHEBICHT HEE

9.1 GHHE - MEERZEOHIESE

9.1.1 EELTHIREILIE X (XNEARTEILIED & 5 BE
A RRIRD & & b A A e A R | LRI 2 5k L,
MARERIEEZFRT D2BZNNH D,

9.1.2 BIEE AT DEE
Koy - BRFENKZ L, BASERSCE T MY U AMIESER S 5 b
T < D, [11 1 1ZH]

9.2 BHMEEEEES

9.2.1 2HBTL2DEE
BHLRWZ &, BTS2 BEZNWR DD, T2, B
MEDOA Y T LAPERIMET LT\ D70 @E b U o AMUE %2 55 X
HESELIEBZWNH D, [2.1, 11. 1. 28]

9.2.2 EELBEZTOHLEE
BHRE A HICEAL S RBENRDH D, o, B0 H U v AHE
HWAETLTCWA @l U o AMEZFHRUEESE 6520
NdH D,

9.3 FFHREEEEE
AV U LAMIERRBRTL2BENNH 5,

9.5 1E4F
Ide XOTAER L TV S HIREE O & A e MEICiE, 1R EOfA SN fE
Btk % BE S S Hr SN2 GA oG T2 L,

9.6 ZILIF
18R EOAEMER ORILREROA ML B E L, BRI O T+
EERRTDZE, BV /B (REn /) T2 b OFEERTEER
#P) 1T MEHFABITT 22 EAROLN TN D,

9.7 INR
INREE G & LT RBRRRBRIE S L TRy, FLRITEME T
VAR FTHRT, [11.1. 153 8]



9.8 &

ROFITEEL, DEPOHRG 2T 57 EEEOREZBIEZEL
RBLHEEICKRET D &
9.8.1 QUHZARRIRITMIEROWBMD &R L, Bk, EMEFIZE LIS
KBHH OEV, KEZREIT 0D D,
9.8.2 LREDH D UL LFBFE TERIEDN & 258 TSR FRIT A
W MAER DR & MR &k L, IMEEEES o AR FEME 235 %8

ToHBENRD D,
9.8.3 —fRICBEDKEEITIFE L RN E SNTWD, MHFEZEEN
ZhHBENRD D,
9.8. 4 BHERE FHEENE T L TCVWA Z ENRE W=D, @b Y v A
JER & HHOILT U,
10. #EER
10.1 GHRZS BHALGWI &)
R4 E FRPRAELR - HEE 51 e - faRR+
FEA= RN wA ) T A MAERFEB T D | A - FFAEIC K0 Mg
(Fars7) ZERD D, U U LMER RS D,
= A A
(t772)
ThFEL v
(Tx7nm)
[2.45R]
NN VY SN COIERERET S, | X 2 U OIS E ARK D
(ARTY L) FEITLLOWMERD D,
[2.45:R]
10.2 GHAEE (BHRICERT S &)
PSR BRPRIEIR - R 715 HEIT « fERIK T
e JE 71 FEEAE &2 B8R T 5 2 & oY | b o 3KFH| & AK| RN -
ACEBHZE A DT, FEEZRET 57 | HRIE
TN T LA EHET D,
B —HE A
I DR e 750 5
RN ) AT AMEEZFEET D | b DK L AF| ORI -
R RN ZERBHLOT, MEL )Y [ MHREMCLL2MED Y T

VOIENT VDRI FN
T ARG XY T L
%
ACEPHEA
AT NT Y
=} I 7Y
V) TN
TUVFT v NREE
it aral
SR SR N
HUTFHNE L FE
Fov
VAV %
TYVAXL
1 U T SRR IR A
rUVT7 AT LY
VAT N
vruARY v
FezEL /v

LMEEZBET 570 8k
BT %,

T4

MG Y v LME B RO
Y U AMSER BT S fE
[RPEN KT D2 RZNNH
(YO NONE ey oA ] T
NHEGEAICORPHT S
Lo DFRT 2581, ik
71U U SME A X0 B R
YD 7 LB OURRE A T
BICBRTLZ L,

LED 5,
FEBRA T« BlEE B, falh
&

JNVEZERT Y v

JNTERTY OISR
IEEE AR T S5 L oW
B 5,

ARFN D30 L B A IR T
S D eI
ERTVARN,
fEWRIR T - RIS T

FEET Y DL

HEEF RV o LDT VR
EVEM &I T2 2 Ldd
%o

AENC LV EH Y T AT
¥ R— U AR S, LR
F YT LOT AT VALlE
A LHHT D ReER H 5,

ji Y | AVE =Ny N

RBMET & F—v 2 &R+

ZHE DA E AFI O -

AL RAFT IV LOWREND D, FHRIE

PEE % MY TF SV ROAT N | FHBRY TR RUAT

AFALTTXT VAFTVUREN EHTL | AV OBNLOH
ZERDD, WA T ST 5720,

TXVURUAFA TR
SUBEE LRSED L
B,

pEAIRaE

AR - HE(E T 1

HER - fEBRK T

DA g

VX R F T OMEME R
XTI T L BENND D
DT, PERT HEAIE X
b3 oo o ain TR EE 0 I E
AT IR L BEE AT
WEEICES T L, MY

AR ORFEEFRFHEIC LY ¥
R 2 oA e
WnETsEExbND
WERD D, Elo, BFIEAR
HTHLMR, V¥ RFT 0
o R Y AN AE R L7
LOHERD D,

VT LB
REED T 2

FIPRAISUIACEFL E A & D ff
FIZEv, VF v ahEael
IFIERWESATND
DT, MY T AR E
BYoZ &,

TR AL FARRITY
F U LA F O &R
FTHEVbhTWHd, T
bU Y AP E RS S 2
LickviEZseELLR
o

AT A RPN SR A
AV RAL

7Y 7 BRFFERIRA & D
BEic kv ZoREERD
15, BB E B TR
BHEMEDOFE Y U A MAE D
FERWE SN TWD,

TORARYT TG DU PN
MlshsZtick->T, F
MUY ARFRIEAIC L S
JEAER OWFS, 71U & LHFR
TERIC K B MiEH Vv A
DEABEZBEEZBR

.
FEBRIAT- - ERkREREE

1. BIfER

ROBWERRH HbOND ZERHDHDT, BEEE 41T
DB DN EITII G 2 kT D 2 L G 7R AL E &

1.1 EXGENER

SIANE %1
THOZ &,

v
9

1111 ERMERE (FHYUVLMIE, BF YD LMmAE. KBET S
F—LR%) (HERHD)

RAFE SRV, IR, S5k,

NdHDd, [2.2, 8.1, 9.1.2, 9. 75 ]
11.1.2 2EBTRE GEERH)
SMBALE (BEREEZEI ZENHD) B’HLLRDIZERH
5, [2.1, 9.2. 12H]
11.1.3 hEttRKIETLRMAAE (Toxic Epidermal Necrolysis : TEN),
RISHEIEEREIRRE (Stevens-JohnsonfEIREE) (WU & AEAE AR

1.2 20HthnEIER

VER D DD Z &

0. 1~5%RK4" AR
P53 U LML | FLIENTNR , MERRBOR, | SN, LI
[2%, £, ARARIA, WAR, P
o, &FHIKE L
HAIUE RIB, HIRB Z 5 FE
Fipfdie R Mg, B, DU L OURK, bkt
B, D oRIE, R, RPhEETL,
FEEH T, BUIR
JiFE AST B ALT B, v —GTP 5, Al-
P LS. LDHES, BV ey B5
51 1 BUN -5
(e ERRARR, L g, 18, T
R
ML FERID i/
Z o, e, DRTCHE, REA ITBE st BE

a) AENEAE AR A O B FE BUHIE DS e & 70 2 AT 2 3200 L TR 7o JEBUH
BEICOWTICHR, ARG S 225 IR L,
b) Bk E PRI Ko THEBRZR W LIZHA T 228, Rk d 261 b 4515,

13. BERS
13.1 fERK

AANOBER G L0 EL, ik, EIRREE, FPEaEL, BRIR 2.,
FLBE, TR, BRI, BUKZE 2 SerH 5,

13.2 g

AR OEGEPIE L, BFREELA Y U AOEBREHIRT 22 L,

14 ERALOIE

14,1 EFIRMFEFOTE

PTPEEEDIANIPTPY — " bRV H LU CIRAT D X 58T 52
Lo PTPY— M ORREKIZ XV | BEOSLA A BRI~ L, T
I EB I L THRIAREOEE R GIHEL IR T2 Z L3 d 5,

15. Z0M0EE

15.1 BRERERICE D (15
1511 REIMARN L7283 (Bl b) ISR L &3 D0

WERD D,



*15.1.2 7 €77 1 UEHRT ATV & OPFRRHC, BTN AREEEPUR (PSA)
O EFADRBD SNTREFIBHRE SN TN D, AFNEXT > Fa v
KIEEFREE L, TET T 0 UERERT X7 L % ¢ 5.9 ORISR B
IZBWT, PSAZ L5 SR D AR B 5,

15.2 JEEREREAERICE D < B3R
7 v MZ24 5 AR ARG UToRIRMERRER 23V TN o el O IR
JORFNED VAT I D LT & DGR B 5,

16. EMEnRE

16.1 mMARE
fERE R A B (104) [cAER/ Z 7 k2 100mg 1RO #5 L7z
EEOMBFEPRIEOHBIILLTO LB TH Y, MEEFH» 5 DIEk
XA R LTZY,
1 AFIOKR S - AL T1A50~100mg% /iR N5 Tbh o,

tmax Cmax EES S
affl ;1. 8IERE]
2. BHf 161ng/nl. B 1L 6HER
16.4 35t

RHAOELRRHMIL. Lo 6B-E REF I -Ta-AF /L AL
T4 =ER ORI L BO TV v AR TH -2 (GHE
ANF—4),
16.5 ittt

TR A B [20-°H] 2w/ T2 b 200mg% a0 5 LT
L2 A, B HMICHEHEMED 3L, 6% R HIC, 22. TS FEF I HEE S
7= GFEAT—4),

17. ERERALAE
17.1 BEMERUVREMEICET 558
FREM R SRR IC R 1T B2 K R BICKT T 2 AT TO LB TH
-7,
1 AFI KGR S T T1TAB0~100mg% /% 4 E. ) ChHa3, ASEFCiE, #
HA350~400mg/ H OIER] b & T,

FRHBA, A
100% (5/5)
58.2% (53/91)
70. 5% (31/44)

JRFEPET L RAT v i
P L RS
MEVRIE, BRI, TR

18. EihE®E
18.1 fERA%E
2Avn /) Z 7 Mot FE LTEMRME DTV RAT v AKEN
F MU T L=-H Y T LB T2 B & TV RAT v U HEHIEM
RV, TR U LAROUKOYREIAEE L, B Y o AOHEZ i)
j—és,ﬁ)o
« T RRTu oAl LERIBRE T v FERAWZERT, A
v/ 77 NCORBEICHH LIHT v RAT e AER (JRHNa/K
LA RRBOHNTND,
- EBRAR S MER R E V2R T, MEO TR, RPN
7 SRR &R BRI, RE A Y T APk R O OJD 23T
HHINTND,

19. BEMESICET HBIEFMIME

— &% HR : A¥r /7 h2 (Spironolactone)

{54 : Ta—Acetylsulfanyl-3-oxo—17 o —pregn—4-ene—21, 17~
carbolactone

ZF2 G300,

53FH : 416,57

TR BE~REB O R TH 5,
7 a RV LTI, = F = (95) ITRREIT T
AB ) =TT L, KITIEE A ETIT 720,

T2

O™ "CHs

Rl 198~207°C  125COWIKFITHTA L, 140~185°C DI 145
IZHI10°C, Z DORIEZIZISENSHISTC LA 5 L 5 IBE KT 5.

20. BV LDEE

(ALY

OBIEMZIIEZ BT TRIFT D 2 &,

(g

FUIPTPO B IR & WE VT CIRIFT D 2 &

22. A%

(ZILEY b AKI10%)
100g Off)

(FILEY b 2 AEE25mg)
10088 [1082 (PTP) X10]
3008 [108€ (PTP) Xx30]
1008 ()

(FILEY b 2 AgE50mg)
10088 [1082 (PTP) X10]

23. EFEXRK
1) Carruthers, S. G. et al. : Clin Pharmacol Ther. 1980 ; 27
(2) : 184-187
2) Wirth, K. E. et al. : Eur J Clin Pharmacol. 1976 ; 9 : 345-354
3) AEPNEEL RIS 2 iR [120030814186]
4) Karim, A. et al. :Clin Pharmacol Ther.1976 ; 19 (2) : 158-
169
5) Kagawa, C. M. : Endocrinology. 1960 ; 67 : 125-132
6) Fukuchi, S. et al. : Tohoku J Exp Med. 1962 ; 76 : 195-203

24, XEFERERUVEVEDE S
77 A PR EH R4 —
T151-8589 HURTEBIEA XA 2 A3-22-7
LR A YL 0120-664-467
FAX 03-3379-3053

26. BLERREEES

26.1 BLEHRTET
77 A P—katt
FORRBA XA % A3-22-7

®FRGRAE



