20241 At

A=

&1 (1K)

HRE

BN : 34

I) EE-E

FHIT S

A DMTEIZKD
&

IfiL e A
MR

HA#ERS FI:FHVUT U X VIVEEESE
FEYUZ2%0.5mem)
faqrtr:iEJ:J§E1mgWDJ
F*ﬂ"jEJ:JQEngFYDJ
FEYYII x4 mg YD)

DOXAZOSIN TABLETS

$£0.5mg
ARES | 22300AMX01004 | 22100AMX01521
BiFehie | 201145114

B EEERI HES

872149

$€1mg

$E2mg $E4mg

22100AMX01522| 22300AMX01005

20044%7H

2004F7H

20114E11H

2. B2 (ROBEICIIESULENT &)
A DEGITN UBBIEOBEERE O & 5 BE

3. #ERE - IR
3.1 #8R%
Wi & F+H Y U8E0.5mgRF ¥V Y UiElmg
- YD) [YDJ
18EF. REFY I XV|ER, REH IRy
BXRS | VEEH0.607mg (R4 | LEEE1.2129mg (¥4
V¥ &1L T0.5mg) JyrELTimg)
FEKFM. Euu— 2, |FEAMY. tra—2,
eraFrubiLe | Fr7 ) a— g b
— O—A, 7Y LEENa. U7 L, KUY YILR— |
a Fr ST a—-VEEF 180, ZFT Y Y HMg
UL, ZBErA4%H, R
77 rHMg
B4 REH YT UE2mgFRFH VY UiEdmg
- [YD] [YDJ
18E. REFI TV XV|ER, RFH I RXY
BRES | VERIE2.4257mg (NFH|LEEIE4.852mg (F¥4
vy vl T2mg) Vv &L T4mg)
FEKFY. Euu— 2, | A, tra—2,
FryFrZY)a-LgEF e RoFyTuL i
w74 AU VILR—ha—2R, 579 ILEENa,
= 80. A7 7Y VHMg. &7V TSI U a—LEEF b
55 UL, ZBIErA# R
77V rHMg
3.2 HFIDOMHERK
Wiy |FFTVYYEOSmgFE Y Yy v sElmg
- [YDJ [YDJ
Wik - Al |\ Beo#EsE HEO R HEEFRA D RE
w | (1) 0y = | O =
BfE $96.1mm F7mm
Ex #92.7mm #2.5mm
HE 90mg 120mg
BAla— ¥ YD613 YD522

Wi 4 FFRH YT UgE2mgFRF VY ¥ riEdmg
. [YDJ YD)
wop . wm |ROEVWEWEOREER| HEOEREA D #RE
PR - FITE A0 Fge
" D533 \
G ey @ \w/ Q —
(=X 7mm #18.1mm
E& #92.5mm #93.1mm
HE 120mg 200mg
Al — KN YD523 YD614
4. FEEIIFHR
OSMELE
OB EflizEIC & S SIMELE

6. RiERURAE
EHE. RAICIRFFYY Y 2L LTIHIEO.5mgk b #%
SEBD. HRSAHF LB~ 2EHMOMEZ B

T1~4mgITHiE L.
B ER. BRI K D EERET S5,

1H1ERO®RS T 5.

1 HE &SRS E

E8MgE TET B, 7272 L. BEMAEIC & BRI
MLUTRAREREREZ16mgETET 5,

8. EEREFRNER
8.1 M EMENFHSDNEIENHAHDT. BEMIOALE

59 AL XA T I E R 21T

AR RRIC X B I

EEbZER L. BAICTMEZI> b a—LT 5T &,
8.2 AH OB EMMIIABOAMBEEIC, M5 6H,

EJAN

JE 1 &

FIF. BiF -

DMETEENHODND

ENBHBH. TOBRBMEAMIZ & 58 5% EDHEY) 75 L&

BT & Fioy MEIC

JECTERIEZ1TD 2 Lo

8.3 RAI DR SAIHI I3 8 O 28 K 1TSS R I 12 B
DRDEVENHSDLNDZENHBHD T, EFEE.

HEHOEREERZHESFRIIRET HHEIC
SEBZ

Eo

3R

9. BENEREZFIIEEICEHTIER
9.3 FrigeEEEEE
FELTHETREESNS 2D, MPEE—BREHET

HE (AUC) PRI 2IENDH B,

9.5 1%

[16.6.25H]

IR IR L TV A TR O H 2 ZiEICid, WE LD

Btz BN s 25E

D HBET

52, BRBEESEBEHRICIT,. 7y FAOD
120mg/kgi 5% 07 FAD100mg/kg 512 & D i
BRI E S LTS,

9.6 ZALIE

BREOERERCRIAKBEOAEEZEZE L., FILO
M IR 2 BT 22 &0 b FRARANOBITIR

264Aj009



EBEEhTWn32,

9.7 INR

NREENRE UZZEBRFHERIEER L Th,

9.8 SnE

BHE»ORESZHRT S EBEOREZBE L 2H

SEBICRETSHI L., MEEEPECLBTNADNH S
ZERS, ~RICBEORERFFLIZVESATY

%o

10. tHE{EA

10.2 HAZER (HAICERTSHI L)

EH 7

HRIRREIR - 1B TR

WFr - fEbRE T

) FR A 3 Ath o R FE
Al

HEIIERAZE®RY
2BENHFHBHDT,
BET L EHERT
5T,

HEICEHAZE®EY
2BENDH S,

ARARVIAT T —

HRICEZDDFNE

MELRERIC LS

YSHEHEMERZET 2 | OBREERZMESE | BEEHZET S 7
IH| fEEEMEZR L | O K OREEER
NIVTF 7 4 VIE | EOMEDSDH 53, BT HIEND
ERIE/KFIY %o
Y5574
VT FT 4 NT
I
11. BIfERA

WOBHER® B H5bNBZEFHBDT, BEE+D
2TV, BESTBD SN BAICIIRE2HIET 5 E
W2 MEZITH T &,
11.1 EXLEIER
11.1.1 K - EEERK (0.01%)
FEVERMEICES ZEAFZVOT. ZDKD HER
BdHobhlGEicidEks2dRE L. MEMIZE 58

%7 CHEY) R NEE

11.1.2 T2k BREAH)

11.1.3 RMERE GHEAH)

11.1.4 BE BREAH)
11.1.5 DEHEE BHEAH)
11.1.6 SFRAIRAE. BMEREL. /MRS (W hbIEE

)

=

152 &,

11.1.7 B, FTHEERE. BB (LI S HEARH)
F#%. AST. ALT. y-GTPOE LW LREZHES I
WRERE, HE DO DND I ENDH S,

11.2 Z0ftDEIER

0.1~ 1%k 0.1%K1 SR
WA - ASHEER SRR - TR T AR | fefeEhie. i
PR PRREE ME. SHRERE
(3% 17 1 & 8
). MR, HE
RIS, 2R
MBHE RE. ZOHER | SRS, IER
ik 3 Bk /R E375
R Y HE. i
SRR TE
&8¢ (IFIS)
Z DAt BRI TR, B | FET. KR, F
BWREA., FEB | EHEM. it
. BiE
F) EHREREZ E0Y,
13. BE#&S5
13.1 fERK
BEREICKVEMEZEZ IHREEFH 5.
13.20&

AFZEARBERIEV D, ENIEHATIE RV,

14. BRALOFE

14.1 EFIFZGEFDER
PTPEEDEAIPTPY— bSO L TRAT %
LOEEIT AL, PTPY— FOBEKICKD, BLH
AT EERFEARIA L, BICIZZEL2 B 2 U THERER
REOEELRAMELZHFETEHIEND S,

15. ZDfthDiFE

15.1 ERRERAICE D 1ER
a EREEZE RAF B EICRARERO S 5 BHICH
W, aBEWERICE 3 &F 2 5N BT ERE
TEEMERE (Intraoperative Floppy Iris Syndrome)
BhHobhsdEDOH|ENDH S,

16. EMENRE
16.1 MPRE
16.1.1 BERA6RIC FFH VT V80.5mg. 1mgXii2mg
ZZEMEREICHEREORS LR, B5%1.6~ 1.7k
MicamMBERREICEL, ZORERZIALTH
4.9ng/mL. 9.4ng/mLK& f18.2ng/mLT&% -7z, Il
SEREE ORREHIZ10~ 168 TH > 725,
RIMERERE7HIC2mgdE % 1 H 11815~ 8 H EkeiE 0
5 L HaomfEhiREZ4H BB TERREIC
%0, VIHOWNLMEITHEMT 5, £/, MBEHRE
RIS B A SR L R EEH G 1 2.0 E ] &
REF R P70,
16.1.2 £EMFHIEF LR
(RFHYIUEEImg [YD])
RE43 >4 lmg [YD] &ALFFY V4Elmgs 7
U2AF—N—ICKDZNETN28E (FFHFI T EL
T2mg). BERABFISEICHEEREEOHRE LTl
HPREMFREZAE Liz. 85N EMEE S
A—% (AUC. Cmax) 2D\ THEHRIT 21T - /-5
B WAIOEMZENRIEEPHER S h 7,

0.1~ 1%#K¥E 0.1%K1 SEEEANEA
JHF AST. ALT.|LDH® ER BB S -
Al-PO R
TEBReS FENMED F W | B9 - IR | IR
N AR I | R
KME. B -
DT,
IR 1ETY (&
[ )
e mER | oFV, BE - |RE. AR, U | HB, 218, &
JHE, K& Ok B RNE SRR
L. D DR
TR
HibER ED - R Mg, 8. & | HIEAR. 35
MAR. TR, | R
Y
i - BER BAEE. AR
. HiEE. H
. HEE
IR R BELS, B | REXREE
M. &%, B | {1k, FRIREE

HIEINT A —% BEINTG R —4

AUCo-36 Cmax Tmax ti2

(ng-hr/mL) | (ng/mL) (hr) (hr)
R34 V8Elmg [YD] |175.2£50.2| 15.5+3.4 |2.1£0.98.9+1.9
ANTF) UEElmg  |175.5+£489| 15.3+3.4 |2.3+£1.0|9.0£1.5

(P9l £ fE¥ERZ2E,. n=15)

264Aj009



(ng/mL)

15} —— FFH VY U8EImg[YD]
o FIVFF ) UEElmg
% 10 } (P 1E £ fEHEREZE, n=15)
H
‘2%
g 5
0

1I6 2‘0 2I4 2I8 3I2 3‘6
BSHEE (hr)

0 4 8 12

MEEFEEN ICAUC, CmaxZa 87 A — 413, HEBREORIR, &Ko
FREUEE - BESORBREMFIC L > TR B AREEN D 5,

(RFEYYYUiE2mg [YD])

R+ VT riE2mg [YD] &HVTFFY v§E2mgk 7
O2F—N—3EICXDFNZN1E (FFH YT EL
T2mg). BERAR 158 ICERREFEORS LT
M RE(LABEZBIE Lz, Bon-EyEe s
A —% (AUC., Cmax) IZDW\WTHREHEITZ1T > -4
R, MAlOEMFENRFEESHER S N,

HEINT A —H BEINT A —H
AUCo-36 Cmax Tmax ti2
(ng+hr/mL) | (ng/mL) (hr) (hr)

F*4YY V4E2mg [YD] |194.8£58.3| 16.0+3.6 | 2.8+0.9(9.3+1.8

AT FH) vEE2mg |188.9+57.2( 15.5+3.9 |2.7+1.0|9.1+1.7

(Pl + 2HEMRZE, n=15)

(ng/mL)
15 —— FFHV Y 882me[ YD
a— T ) VEE2mg

% 10 (CEHfE +ZHERZE, n=15)
H T
i
B 5

0

1I6 2IO 2I4 2I8 3I2 3‘6
SR (hr)

MR FICAUC, CmaxBED/37 X =413, #EFHOBR, FRoD
FREXEIE - RO REBRSMFIC K > TR B REEYH 5.

16.3 &
16.3.1 51
AEERIEL2L/kgTH D HBANOBITHIIRF L
EZH6N59,
16.3.2 ZEHES
FEHY Y rob PIREAEESE
98.9% T & - 7229,
16.5 Hktt
fERERRA6%IC R¥ 5V Y V§80.5mg. 1mgXid2mg#
BEROKRE L & E0RE5%240H £ TORELE
ORFFERIT VTN G LB R TH > 720
TR A2 MCAZM R+ 5V ¥ > 2mg % B O#%
B L5608 5%7HE £ ToRGtRERRTERIZ, R
9%, #EF63%THY. F& LTHEPAHHSh, 20
ZEAEPREBE L THRES 15510,
16.6 BHEDERZHIDEE
16.6.1 BikiEEEEE
BRSO BIEERESH & BEREEEOR
MEERZE7HIC RFH9 Y > U8E2mg% 1 H1ES5~8H
MEGREOREG LR, MR cmiEh PRy v

0O 4 8 12

(in vitro) &

VEBEOHBICERLRZIRD oM r o720,
16.6.2 fHkEEEEEE
JFEEDET LTV EE (FEEEE) 1260k 0R
BREAL2ZIC R¥5 VY Vi2mg# BEROHKS L
TAER. BMARNZEEIHS A TERZVY, FyyyY
T YO EEE TEREZICB I H5AUCIE246+£84ng -
hr/mL & BERADMEL72+61ng - hr/mLIcEE LE
RIC#A L, [9.3208]
16.6.3 Siin&
BEERE 1248 (FHE71.4%) ROBERBERAH
ICRFH YT rimgaEnE, Xid2mgx BEREORS
L7-#5R. BEERE CIIEFRBERANC L LSHAS
BRIERKCEEZRITN. NAFTTXXAL T
T4 = ZUT T AROCMEERREEIICIIAR
BEALIEERD B Mg dr 5 7212:13),
16.8 Zfth
(R¥HY'Y820.5mg [YD])
REH4Y V880.5mg [YD] & [EEAFRZL SFOERH
Ao ZENRSERBEN 1 N 54> (FR124E2A14H
EEEOAS) | ICHEOE, A E OFHEHICE O EE
MEERICRE & A S hiz19,
(RFHYY'YUEE4mg [YD])
R¥4V Y vigdmg [YD) 1k [&ED R % 5 RBORBEHA
DEMFNEEWRBT A F T4 > (FRI2E2H14HE
FEOAS) | ITEDE, FEUA E OBHEHICE O SAY
ZMICFAS LA SN0,

17. BRPRAHR

17.1 BRERURLECEY 255R
“EHERKEHBRE ST PV Y VR OBKRR
BREOEBRIAZRIILLTOMED Tdp 51023,

BB AR (FHEMLE)
BEAE - PP R I EE 76.5% (355/464)
B I 89.3% (25/28)
B & S R EAE 79.2% (19/24)
aEMIEIC & 2 & EE 79.2% (19/24)

17.1.1 EAERAREIER (BNE - PEEABIESIMESRE)
BE - EEOAREEEMEEICHT 26 RIE
76.5% (355/464%1) T#H-7:10~20),
R4V Ui BM S & thF & O RS 2 L
TR TIE. BMBRESEHOERERE0.6% (104/129
Bl) . FIRFIGHHEES1.5% (53/6561). B ERAIHH
B£86.4% (57/66f) THV . BMELSIZHRTHA
BEOBNRYPRRED > -, BIEFAFRIERIT, Bk
Be58£11.3% (16/14141). FIURAIGHEE10.3% (7/
68fF) . B IHEWTHIGEHEES.8% (4/69%) T, E4hE
RIZZBELHHA, HFEWV, A5 558, #fE, HE
B, BRERBEETHH710,
B 1EN EOERZS113MOEHERIZ80.5%
(91/11361) THy. BAKEICBVLWTHHELL
ENEDPRD bz, BIFEFAFEEERIZ4.2% (5/119
Bl) THO. ERERIZSEDERETH 7220,
TSIV EDZEEREBRBRTIRFY Y U1
H1[E0.5~4mg 5 0Aa%%1:70.8% (80/1134l)
THY. 75V V1HL.5~6mgH3BEDEHR
70.0% (77/11061) LEZHORETH > 7z, BlIfEH
FRERIZ, FFH VY U EESHTI5.1% (19/126
B, TS5V BEE5ERTLI5.9% (20/12661) TH
D, ZOELHOITHR - BEMER (B, ©F
W, B, BEELEZE) ICHEESNS0T,
REHY Y V58 T7.9% (10/12661). 75V
VR GRETR.7% (11/126M1) TH 7219,

17.1.2 BAERAREER (EESIELE)
HERMEEICHT 2MtFHFATTO RFy U1
H1[E0.5~ 16mgi#5nHERIE89.3% (25/284)
THO. BIERFERRIE3.6% (1/28F]) TH -7,
ERREEOREZHHOS S, BRMICPPRED
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D EHERENZHDRLIFITH - 722D,

17.1.3 BRERRAER (BIEZZ# S SIEE)

BRELZMES BIEEICHT 2EREIE79.2% (19/
24f) TH -7z, BIMEFAFEBHEIZ12.0% (3/25l)
TH o722,

17.1.4 EBNEEFREER (BEMIREIC X 3B MERE)
BeMEE ks ENEEICNT 2EMRIZ79.2%
(19/24%1) TH -7, BHWERFEHRIZ8.3% (2/24
) THD. 5L 5B NERRRESRD 51
720 BFRMEOREMEIZM/MUEDFLFITERD 5N
7223,

17.3 ZDith

17.3.1 BRIV AFO-ILICKT BRE
R34y oy 21 28T ED FBE L RERS
MEERZFICBNT., BEMRE EBHICMBERILV R
T O —=)LOFLAFRD & 7216.20),

18. IR

18.1 {ERERE
R*Y 2 > OREERIGREIME O3B HRE o ZEME
DHEWBIC L 25, a1 REME (VF T A% aZBME) I
BRIICE S, a 2804 (Y F AR aZAMRE) 1
ZEAETERILAWZ LB Ty MEHEBEEAR, 79
FREHATBIIRIEA X iZreceptor binding assayic &5
in vitro EBRTRDO6NT N5, /2. FFEFY IO
Q1 ZBEANOBREIIERD o HEBAI L DELTH
224,25),

18.2 BEHE(FH
RMEBRFET v b, BERBLETZ v b, DOCAR
MEZy MRUOBHEELEA X 2HWEERICBLT,
ROBREIC X RN LREEAPRO N TS, &
MEEAFIET v MCLH1E37HEEEREO®RS L7z
ERTHRELBREMNEELTRL, MR sWE
o7z,

18.3 IM{TENRE
Rl A X I2BWT KFEH Y ¥ 20.1~0.5mg/kgD &R
WG &0 BEN L IE TR, 2K EEROED.
DI ER DA O—BHIEINN 4 5 N iz, AEEE
MEEREZFIC FFH YT 20.5~4dmg % 6 EMEORS
L7 Tl ARAMETRE, @RHEROBD KXY
DHHBOBIMER A A & N7z A5, DMERICIEE B
O 5Nz H 5 7224.20),

18.4 MRV ZViEERUATF IS I VREICRIEFTHE
BHEEMEA I R+ >0.1~1.0mg/kg% &0
BELRETIE ML = U iGHIcEBE R EBIIRY
SNTVRV, F/o. REEBMEREEREIC XYY
V2mgEEERORS LzBEICB LT, miEL =
ViEME. TUVRZTay, JLVT RLFY VEUT RL
7V VREICERLEHZED 5N TN,

19. B IR B IE(EEHXR

—fRMBIR 0 RERS VT A VIVEEE

(Doxazosin Mesilate)

& % % 1-(4-Amino-6,7-dimethoxyquinazolin-
2-y)-4-{[(2RS)-2,3-dihydro-1,4-
benzodioxin-2-yl]carbonyl}piperazine
monomethanesulfonate

1 C23H25Ns0s - CH403S

1 547.58

CHBE~HEAROKEREOMRTH S,
FVAFINANAFY RIZBETFRT L. KX
XY ) —=NIZBTFIZKL, %) =)

(99.5) 12D TIEHETFIZL W

VAFNZARFY RER (1-20) 135E
HEEZRE LV,
Rl - §9272°C (5fR)

RO
SR
S

L g

0
I

(\N)H/\O
_O N\ NQ O.
H3C\O N
N R OB R R

20. BFRWLW EDEE
HICEVERTZIENH S0, FEHRIIEEZ®TT
R’EITHZ &,

22, @
(RFYYE0.5mg [YD])
1008 [10%E (PTP) x10]
(RFH VY UEEImg [YD])
100%¢ [10%E (PTP) x10]
1000%¢ [10%E (PTP) x100]
(R¥H Yy viE2mg [YD])
1008 [108E (PTP) x10]
1000%E [10%% (PTP) x100]
5008 (7 34%)
(RFH Y'Y iE4mg [YD])
1008 [10%E (PTP) x10]

23. FER
1) JWEARK fth: JSFHZEE. 1990 ; 39(1) : 29-38
2) Berit, P. J. et al. : J Hum Lact. 2013 ; 29(2) : 150-
153
3) Kloner, R. A. et al. :J Urol. 2004 ; 172(5Ptl) :
1935-1940
4) EARBEERZER | BERFF. 1998 ; 29(8) : 627,
636-638
5) BEIRIER b BEREEE. 1988 ; 19(2) : 445-452
6) I AE fih: PEEHFE. 1988 5 25(7) : 1427-1439
7) (R EEEANER  EMENESERE (581mg)
8) (BRBFEEAPNER | EWENRISEHER (582mg)
9) B+ NWMEHAERAFMHET BENIIFE. 2021
(C3474-3478
10) Kaye, B. et al.: Br J Clin Pharmacol. 1986 ; 21
(Suppl.1) : 19S-25S
11) Penenberg, D. et al. :J Clin Pharmacol. 2000 ; 40
(1) : 67-73
12) Vincent, J. et al. : Br J Clin Pharmacol. 1986 ; 21
(5) : 521-524
13) Vincent, J. et al. : Br J Clin Pharmacol. 1983 ; 15
(6) 1 719-725
14) (#k)BEEANER - EMENRSEERE (580.5mg)
15) (BR)FFEELNER : EPENESEREE (584mg)
16) EHKE fih: EEEIEZ 1988 ; 20(1) : 141-166
17) FHKE fih: B LR 19885 20(1) : 127-140
18) HkE fih: EFEE&HFEF 1988 ; 20(1) : 117-126
19) EwnifEifE fth: EZOHWA. 1988 ; 146(9) : 673-691
20) HKkEE fth . R 1988 ;5 20(1) 1 167-188

21) HAE fth: BEEHE. 1988 ; 25(7) : 1393-1407
22) HAKE fth: BIEEHIE. 1988 ; 25(7) : 1409-1425
23) EHRKE fth: BEEHIE. 1988 ; 25(7) 1 1367-1390
24) FmiMEE— i JSAEERE. 1989 ; 38(5) : 387-399

25) Alabaster, V. A. et al. : Br J Clin Pharmacol.
1986 ; 21(Suppl.1) : 9S-17S
26) FLA—ER fih o EERZEFE. 1988 ; 19(3) : 511-517

24, WEREERERUEVWSHhEE
BHREHISEE BEEESRE
LIRS LTI E3697F 85

{8, 0120-647-734
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26. HSEIERES
26.1 SHERRSET

‘// ttas PR

BILRELMERITRE3697 &85
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