2023F10HET (B 1K)

BPE  HIRARTE
BIWHA - 34

s R

=)

BAFERM D HES

872149
AKipES Hr7ERRsa
#£0.5mg 22500AMX01270000 20114E6H
#Elmg 22500AMX01271000 20044E7H
#E2mg 22500AMX01272000 200447H
#E4mg 22500AMX01273000 201146H

MR T

gaErs RF YUV AV IVEEIEEE
R+ E80.5mg [JG]
REHVYYERImg [JG)
K5V ER2mg [JG)
K9V 4mg [JG]

Doxazosin Tablets

FE—EMEOLLTZBICLVERT L

E2 (ROBEICEFEBELRBEVTE)
RAND B R UBBIEDBHERED H 5 B

(FFHv & L7T0.5mg)

3. #Em - R
3.1 #8RK
H7es ¥V $80.5mg ]G | F¥H V¥ vElmg [JG)
1 $E 1 §EH
HE FFSIIUAVVEE |BRE VY02V VEBE
AT 0.607mg 1.21mg

(FFHY &L Tlmg)

FRE KA. Rt —
Z, b RaFyFubiti
O—2Z, 7Y IEEBEF N

EE LT — 2, FLEKH
Y. ZNT BT IVT 7 —
{EF > 7>y T VEEES

FUT L ATTY VBRIV
oL BEERT A &
@ss

AR I T T Z) A=V NI T L. AT T VERAL
FRUT L EKZBIET A | VT A BEEKT A B
FATTY VBRI
VN

HR7E 4 R34 vE2mg [JG] | R¥9V Y UiEdmg (1G]

1 g 1 $ER
o HE REHVIUAVVEBE |HF 35V YU XV IVEE

RS 2.43mg 4.852mg
(FFHVTr&l2mg) | (FFHV T2 ELTAmE)
fhEmtla—A, MK | FEKRY. S&Etroe—
M. ZL7, ATILT7—| A, e RafyFailtil

S— {EF> 7>, STVIEE)F | u—A, T2V IUEES MY

N

Iy T Ty a— Vg
F UL, EKTERLT A
BATTI VBT TR L

3.2 BRAIDMHRK

H7E 4

R¥4v' 24#0.5mg [1G)J

RF5Y Y iElmg [JG)

& - A HEDHbE FHEERRAD OHBOHRE
e = | ©@0=
[EXES 6.1mm 7.0mm
resE Ex 2.7mm 2.5mm
HE 90mg 120mg
FAla— K chl126 ch75
HR7E 4 RFHv o vgE2mg [JG] | RF4 Y2 iEdmg [JG)
B RTHEERRA D D
@i - FE PN L D F HEDOEIRA D #iE
" 7/ ch\ 7 ch\
» | ®0= | @0=
BE 7.0mm 8.1mm
REE E& 2.5mm 3.1mm
=R 120mg 200mg
Ala— K ch76 chl127

4. WEER G R
o B
0 BEMIIaREIC & BRI
6. AiERURE
. AR FFHY Sy e LCIHIE0.Smgk 0 521
By WRSFFARBEE] ~ 2EHOMEE B\ 1 ~4mgl
WL, 1HEEOR5T 5.
2B El, FERICE DEEERT 57 | HRGHR5RIE8mg
FCLT A,
72 L. BEMRIEIC & BIEEICH Ui DRSS 8
#lomgETET 5.

8. EEREXRNIER

8.1 N HRINIELSH S ONEI ENBHEHDT, MDA ST
AT SUF AT TILERIE 2170 AL EHIC KB IMER L&
BL., BfICCTmEEZI > ba—LT 3T &,

8.2 RE|OHEEGMEANIIHAEBDSHEIFEIC, L5 A HFE L,
iR T, BiE - MEUEES IO DNL LN DD, T
DOFRIIMENIZ & 582 EOBYVZMBEITH 2 & Tz,
BTG U THEEEER (TS C &,

8.3 AR O EGHHAN ISHE O SIERE IR RIMEICED <
DENENHLDLNBZENHAHDT, BFifFE. BEFEDE
HEBR LS EEIER T 25EIIFERSE S 2 &,

9. BENERZFIIEEICHTIER

9.3 FFEkEElEEEE
FELUTHBTRE SN S -0, MHEE — B i T
(AUC) PRI A EDDH 5. [16.6.2 BE]

9.5 1T4®
TR SUTIEIR L C W A RTREE O H 2401213, B oA R
DfEtE EE S EHE SN AERICOAREET S L. BIE
BEERHHRESHEICT. 5y bAD120mg/kgiR 5 RO 5
FAD100mg/kg 512 & D IREFEEROEMASRE STV
50,

9.6 2R
WELEOERERUBAFBEOAREZZR L. FALOMTE
WFHIEEBFT A&, & NERAFAOBITARESh T
%2,

9.7 INR
NREERE L7ERRABIEERL T,

9.8 BinE
BRED»6HBELHIBT 25 P BEORELBEE LA SEE
ICBRET AL, NEEEPKABENIHAH NS, —
RICEEDORTIZFE LS znEEnTW5,



10. #HE{EH

10.2 HAER (HAICERTIIL)

A%

HEARIER - BT %

W - fERET

FPRA S fth 0 B

HEICERZERT %
BENDPHZHDT, B
BI2LEFETSHZ
&

HEICERZERT %
BENDD D,

RARVIATT—F

SPHEMER = H 9 %A
NILT F 7 4 )VIEHEE
KA

FHICEDDEVED
HERER % 08 5 Ee
(EIME% R L7z & O#H
ENHBHY .

MERRIERIC L 5
EERZART 2720,
KAIOREENE R % 1858
THIEND D,

Y5574
YIVTFT 4T
CEEE

1. BIEA
WROBWERT D obndI ERHHDT. BEr 51T
WV, BEPRDSNIGEICIZERES2FIET A0 EET S LE
I1TH T &,

1.1 EXGEIER

11.1.1 &t - EEHEEL (0.01%)
BENHEMEICE R I ENZNDT, ZOLDRIERDPH 5D
NG EIZEEEZHRIEL, MEMIE & 585740 EHEY) L 0E
I1TH T &,

11.1.2 TEEUR (BEERER)

11.1.3 BNMEFEE  ($EEREA)

11.1.4 BDviE (BEEERER)

11.1.5 DEERE (SHEAHA)

11.1.6 SEEEFUBRAE. BAMERAAL . MRS (V3 & SEEREA)

11.1.7 BF3K. FFBEgEREE. |8 (LW R b EEERE)
FF26. AST. ALT. v-GTPDOE L W\ ERSE %5 FFfaERE.
BELEH5DNEIENDH 5.

11.2 ZDtDEIER

0.1~ 1% 0.1%K1 SRR
liidi ] AST. ALT, Al- | LDH® & BT o
PO 7
TEREs HEALEED F R | 9 - BOEREEEE | 1RAR
ST,
2SN KRN
&, SR, 12T
(HEASE)
e - fER HFE, FHFE-IE | RR. AR, LU | BB, BHE, R
#H, KE U BE RIESRR. N
%, S O¥R. R
BB
Hbas B - IR &R, V8. B [ HILRR. 315
IR R (EH | AR
i - BIER HEE. B
T, AFEE. HA
A HEE
TR 25 BELS, B | KREX RS E
M, &z, % Al IV R
WAR - AGEER BEPR - TRISHEIR . | Faeahi, shichE
PRREE =, GhEkEE (¥
THAES) | M
R HERRBEE.
2R
SBBORE B, TOER |@EKE. MEF
M, SeAmEEOE
i ENETZS I/ MRIEA £5
R g HE . ML
¥ RRAE T E
&8¢ (IFIS)
Z DAl BRI PRI, BAR E | HOT R, (AR
WRE., HE . 2R
B BE
F) FEHREERERETY,
13. BERS
13.1 fEIK
WEEEICE DRIMEZRLE IR aEE H 5.
13.2 &

AAIZEEBERPE VO, BITTERTIEZ VL,

4. BRLDER

14.1 BAXMEOER
PTPEZEDOEANIPTPY — F 2 6HD L TIRAT 2 L H18E
T2 &, PTPY— FOREAUC K D BOWSA RIS EEREA
FIAL. BIZIBZEEFLZ B LU CHERRIR A O BHE 2 & 0HE % 6
HILHIEDNDH S,

15. ZODER
15.1 ERIRERICE D 1B
a pEMEZ RAPXIEEICRAZROH 2 BEICBWVT,
a EEIERIIC & 2 &F 2 5N 51l F iR B AR (K T E 1% B
(Intraoperative Floppy Iris Syndrome) #»%@& 5bi 2 & D
WENDH D,

16. EMENRE

16.1 MEE

16.1.1 B@EigS
RFRA6ZIC RFH U 8E0.5mg. 1mgXiE2mg % ZZfEHE
ICHEREOHREG LR, #5%]1.6~ 1.7REICR = MR
BICEL, 2ORBEIEZNZN149ng/mL, 9.4ng/mLK
18.2ng/mL T & > 7z, IMEEHIEEDOFFEHIT10~ 16FH T
Ho125,
I EEEE 762 2mgsE 2 1 H 185~ 8 H EEREEO#R 5 L7
BEOMmFEFEEIIAHELECERRBICZD ., FIHOK1.4
BICHEINT 5. F7o, MEEPREFEHIIIHEERER]]1E
M. EA SR 2. 0 & K= d o729,

16.1.2 £EMZEHEF 4R

(RFEHYIVEEIMg [JG] )
REH VT UElmg [JG] EALTF ) ViElmgE, 70 R
F=N—FEIIEDENEN2E (FFH V&L T2mg) &
FRELA B FICEER B AR RS L Tl Ry o o Xy
IVEBEIBE 2 WIE L. 85N/ EMERE/ ST X —% (AUC,
Cmax) 122\ T0%E X ENEIC THEEHRRIT 21T - 72 /53,
log (0.80) ~log (1.25) O#EENTH V. WAIDEYEHE
EMpRERS NI,

(ng/mL)
m s ‘
= e FFHVI U8 1 mg G
o o ALFFU VB lmg
Y15 Mean+ §.D., n=20
Y
<
> 10
A
v
T 5
i3
B o4 ‘ ‘ ‘
b3
= 0 12 24 36 48
s
5% O FRE (hr)
HERT A= ZENTA—Y
AUCQ,48 Cmax Tmax t12
(ng - hr/mL) | (ng/mL) (hr) (hr)
FETVLYIE | 92554386 | 199420 |1.7403| 124444
Img [JG)
f’rr’l'g*” “HE | 93704537 | 192426 | 1.8+03 | 13.0+4.7

(Mean £S.D., n=20)

MEFREILNICAUC, CmaxFED/8T X —F 13, HEEEDE
P AR OPRENEIEL - BSOS IC K > TR 2 HEME
5,

(REHYVIUEE2mg [JG] )
REH VT rgE2mg [JG] EALTF ) ViE2mgw. 710 A
F—N—FIIEDEFNZNIE (FFPY &L T2mg) @&
FRELA B FICEER B AR R 5 L Tl FF oy o o Xy
IWVEREBE 2 HIE L. Bon-EYERE/NF X —% (AUC,
Cmax) 122\ T0%IEHEXENEIC THEEHRRIT 21T - 7258,
log (0.80) ~log (1.25) OHEANTH V. WAIDEYEHIF
EMDRER S NS,



( )

=
¢
N
3
S

i i}
w2 \
= e FFHVI U8 2mg (]G]
ﬁ]: 2070 —— AT UEE2mg
T o151t Mean+ §.D., n=20
Y
<
> o100t
Z< i
N
L5
M o+
o ‘ ‘ ‘
b3
&= O 12 24 36 48
)2
54 0¥ (hr)
T A—% BENTA—F
AUCq.48 Cmax Tmax t12
(ng - hr/mL) (ng/mL) (hr) (hr)
FEYTZE | 294+465 | 197424 [1.8+03| 115435
2mg [JGI
Zr’lbgT*') ZHE | 9973+371 | 198+32 |1.8+03]109+38

(Mean +S.D., n=20)

MEFFEEILCICAUC, CmaxZEn 8T X —7 1%, HEEOE
R ARBOTRENEIEL - R E OB & > TRL 2R
Wb 5o

16.3 9%

16.3.1 9%

SHEEIEL.2L/KkgTH D . HBANOBITHIERFEEZSN
%9,

16.3.2 EE#ES
REH5Vy v ob MRS ER
7229

16.5 HEittt

EFERAIA6%IC FF43 Y V8E0.5mg. 1mgNid2mg% HalfF
L5 Uiz & & OB 552480 £ TOREEO RAFRiERIZ
WINHIBLUTTH -7,
TERERLA 24 12 14 CAZR R 2 > 2mg 2 BERR O 5 L /-
BaoR5£7HE X TOMSTREFRERIE, Rrh9%. EH63%
THO, ELLTHERPARESN, ZOIZEAEPREIE L
THRtts B 10,

16.6 HEDEHRZEI ZEE

16.6.1 Bi¥EREEEE
B REIREE 2 S S M EE B 5 & B R IER O = MRS
BHTHN RFHY T UiE2mg# 1 H1E5~8 HEEGE O S L
AR, MBI R3SV Y VBEOEBICER 2T
BHoNIENP-720),

16.6.2 FHgREREEEE
JARBEOER T LTV B RBE (FEAERE) 126X ORREAAL2
ZICNFT VT UEE2mgx BERREHRE LR, BRI 2%
ZIIHS P TIE WA, REFT VY Y OFKERTERICB
%AUCIE246 £84ng - hr/mL & @ER A DEL72 +61ng -
hr/mLIcl LERICHE AR LD, [9.3 2]

16.6.3 =&

EEEHRE124 (FE71.4%) ROBEFERERACHIC N+
Vv IimgEEE, Xd2mgx BEREORE USRS
WE CIIEFREERAICK LAMBARIIERICEEEZ RS P,

NAFTTRAZE) T 4 —, 7)) T T2 ARCIMEEFRE
HICEERAEERD oNG o712 13,

16.8 ZDfth

(RFEYY'YUE0.5mg [JG] )

RE9VY 2 480.5mg (1G] &, [&BPEZ 2FEOEREH
DEMZNRSEWREET A RT 4> CERI2E2H 140 EHR
FEEOAT) | ITEDE, BIAR NFY VT U AV IVERERA
($2A]. 1mg) ZiZHEsUF| - U/-H, EHEEIcE S &£
BICRESZEE B EN Y,

(RFBYYUEE4mg [JG] )

RE3J T UdEdmg (1G] 1d. [&EVPEZ SEOFEEF O
EMIZORSEERBRT A R T4 2 CPRRI2E2A 140  ERE
B645) | ICEDE, BURR NF VY v A OVEBIERA (5
Al 2mg) ZAEMEBIAIE U7-RE, VAHIZEENICE D S AEMERIC
Fg%EmmEniz,

(in vitro) 1398.9% & -

17. ERIRRRHE

171 BERVRLEICEHT 3%
“EEMHEEBEET N¥ Y T SRR O R B RE
DREHENRIZLTOREY TH 5,

RESA BrhR (REELLE)
EHIE - PEEA R I EE 76.5% (355/464)
R I EE 89.3% (25/28)
BEE 2 M S S EE 79.2% (19/24)
B EliaEIC £ 2 EIELE 79.2% (19/24)

17.1.1 ENERREER (BHE - PEHEEABMESIMERE)

BE - - PEEOREESMEEICNT 5 HR KR
76.5% (355/464%) Td - 721620,

RV Y iR S & thH & O RS % ik Lz itE T
3. B SEEOERE0.6% (104/12941) . FIFRAIGFHEE
81.5% (53/6541) « BEMAIGHEER6.4% (57/66f1) TH
0. B SICHNTHABEOBENRPRRED 572, BUE
RFERIT, BMRE5R11.3% (16/14161) « FIRAGFHEE
10.3% (7/68%1) . BEWiHIOIHEES.8% (4/6961) <. X7
FERIZIZB L B A, HEV, 5555, BE, FHE®K. BA
B & T o710,

mB. 1EL EORBEES11360E%IFRI1$80.5% (91/113
) THO. EHHHSICBVWTLEE LLBRESREIZO SN
720 BEAFIRRIZA.2% (5/11961) THV ., EERIZSS
DEBETH 20,

TV EOZEERIERE T RFY Y U 1H1E0.5
~Amg 5 OBFHMHEIX70.8% (80/113%1) THY . T
Y 1H1.5~6mgm3%50FME70.0% (77/11061) LEZED
BiECH -7 BHERARIERIZ, RFH VY URERTI5.1%
(19/12681) « 75 58 7T15.9% (20/12661) T
D, ZOFELHOIFHR - BEMER (FEF. DI, BR.
ESHRIERE) ICHESNEBDT. RE9 VY URE5E
T7.9% (10/126M1) « 5V VR ERET8.7% (11/126
) TH-7-19,

17.1.2 ENERFREER (SAESMMERE)
EESMEEICRN T A MFHATNTO KF3 V2 > 1H1E0.5
~l6mg# 5 DEZEIE89.3% (25/28(1) TH V. BIERF
RRI33.6% (1/286) TH-7-. HEFEEIEDREZEHF O
S5, BERNICPPMED D EHTSN b DIX1FITH -
7-21)

17.1.3 ENERFREER (BESZH S SIMERE)

BEE LS BIMEEICNT 2EHERIZT79.2% (19/2464)) T
Holmo BHERAFRIRRIZ12.0% (3/256]) TH-7-22),

17.1.4 EMERARAER (1EEiREIC & B S IMAEE)
BeefiaiEIc X 2SR 2ERIFIE79.2% (19/244)
THolz. BIEAFERIZEI% (2/24f]) THV. LB 5
AR O TRIEEAREAERD 5N 7o BREEOBEEIZI/MR
WAD1IFITRD N2,

17.3 ZDfth

17.3.1 MBIV A FO-ILICHT BEE
R9Vy 21 28R 1EL ER S U 7 AR & I R R
FHICBWT, BEMREEEDHICMIERI L AT 0 — LOEDH
FR 572 16)s 20)

18. EEIE

18.1 fERERF
R332 > OREEERIERMIME OBMF o ZERO MR
& BN, a1 ZEE (VT A% aZEE) ISRIRICH .
QBN (Y F T RETaZEME) ITIFIZEAEERA LAV
Ty MEHEREEA, 7Y TS IREAR S ($receptor
binding assaylc & 5in vitroEBETHED SN T WS, Flzy F
FHV LD aZEAENOBFEIIERD a ERE L O EL
T\ 5 24), 25)c

18.2 BRE{ER
BIMEERFET v b, BESIET v b, DOCABILET v
FROBEREMEAS X %2HWERICBNT, BOFSICKD
BRI EEEAD RO 6N T WS, BIMEERREES v M
IH1E37 B EFRE RS L2 ERTOLE LI EENREZ
AU, MR SN o724,




18.3 M{TENRE
FREEA R UCBWT REH YT 20.1~0.5mg/kgDEIRA SIS
K0, FROLIMETRE., 2KREEROED, DEHER D
HEO—BEEMA A6 N, REMSIMTEEREIC RFYY
2 20.5~4mgx 6EMEOHRE L fiE T3, BERALIMET
%\é%ﬁﬁ?@ﬁ¢&0bmﬂg®ﬁm@ﬁﬁ$Bntﬁ\
DEBICIZEE RO SN h 5724
18.4MFL=ViE¥ERTATISZY EFK&E?%%
BHBSMEA I RF5 Y 20.1~1.0mg/kgEROKS L7z
AR T, MEE L = IEHRICERLF BRI N TV,
F/o. REEEMEEREIC NSV Y Y 2mg% BEZEOES
Lcpgidicsned, mEL =ik, 7VRR5ar, L
T RLFIYVROT RLFTY VBEICERGEHIZD SN T
L37;Cl/36)‘ 24)o

19. B3HS ICET B EEFHNR

—RRHIRHE . NV T2 XV )LERE (Doxazosin Mesilate)

{24 : 1-(4-Amino-6,7-dimethoxyquinazolin-2-yl)-4-
{[(2RS)-2,3-dihydro-1,4-benzodioxin-2-yl]
carbonyl}piperazine monomethanesulfonate

aF: Cy3HsNsOs « CH4035S

PFE: 547.58

M R BE~FEOBROEEEOHRTH 5.
TA %)bznﬁﬂe TRIOBEFR T, KSR Y/ —
bl BIFIC< < T4 =)L (99.5) M THEY

<,
“/°)< FIVAARF T FIEH (1-20) 3BEEERs
[AQR

O
H
O
iC
+ H:.C—SO:H
/

TSGR
B R K9272C (59)

22. 9%
(RFEHY'2UE0.5mg [JG] )
100%¢ [10%¢ (PTP) X10]
(REHYYVERIME [JG] )
1008 [10%E (PTP) x10]
(RFEHYYUEE2mg [JG] )
100# [10#E (PTP) Xx10]
(RFHYYiEamg [IG] )
100%¢ [10%¢ (PTP) X10]

23 EENHR
D) YEARFSRIZA - JSF#E 19905 39 (1) :29-38
Berit PJ,et al. : ] Hum Lact. 2013 ; 29 (2) :150-153
Kloner RA,et al. : J Urol. 2004 ; 172 (5Ptl) :1935-1940
EAERERLZLF  EHEMZE. 1998;29 (8) 1627, 636-638
WBERBRIZ | BRI, 1988 ;19 (2) :445-452
W2 ARIT D B EHEE 1988 ; 25 (7) :1427-1439
HRER  EMFEAEEERE (1mg)
HNER  EMFENEEERE (2mg)
-+ N\EEARERFFEHE. 2021 ; C3474-3478
Kaye B,et al.: BrJ 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)
719-725
1) HNER : EMENREERE (0.5mg)
15) A ER  EMERREERE (4mg)
16)EKEIT D« EFEEHE2E 1988 ; 20 (1) :141-166
17)EKE T, B 1988 ;20 (1) :127-140
18)FHKEIZ, | B EFEY 1988520 (1) :117-126
19) BriRIEIZ ) - EZOHWH. 1988 ; 146 (9) : 673-691

T = == — —

2
3
4
5
6
7
8
9
0

1

20)FAKEIZ D - EFEH 1988 ;20 (1) :167-188
21)EKEIIH» 2B E . 1988 ; 25 (7) :1393-1407
22)EKEZ ) BB L HER. 19885 25 (7) :1409-1425
23)EKEII ) BB EFE, 1988 ; 25 (7) :1367-1390
24)AMEE—IZ A ¢ [OFIEFE. 1989 ; 38 (5) :387-399
25)Alabaster VA, et al. : BrJ Clin Pharmacol. 1986 ; 21
(Suppl.l) :9S-17S
26) FILA—ERIZ A : BEARZEHE, 19885 19 (3) :511-517
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26. REWRTEESF
26.1 BHEARSETT

(Chosei RAE= %%HETAH

® B HE A F R 92 E
26.2 ERZETT

@ BAYIRUVOHRASH
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