20235F9R G (F1hR) BN ARAEAIE 12 BF > HEFR 2 o = Al BrEEER N EES
S5 S P ) 87259
HAZEFS F+7 bEIILEE
BBk RERRT Om ™
AR ¢ 3 I t:JJlJﬁZEmger
o
FIFEZIg50men,
o- L 1]
FT I EZJ)bgT5mern)
NAFTOPIDIL TABLETS
$£25mg $E50mg $E75mg
E) BE-ERZE0MAEICLD AGREE | 22700AMX00328 | 22700AMX00329 | 22700AMX00330
T2 & WG| 201546 | 201546 | 201566
- 8.2 AH D SH I F R O SIS o AR T R I FE I

2. R

} (ROFJBEICIEERELEBNI &)

Zliﬁﬂﬂ)ﬁ%} I LIBBIEDBHER D H % B

3. #8nK - K
3.1 #8rk
B FTIFEYLEF T PEILETFTT FED L
7t 25mg YD) 50mg [YD] 75mg YD
" 18P, 7 bE(L8EP. 7 bE|LEEFR, 77 P E
7 A
ke J)L25mg T )L50mg Y V75mg
tro—2A, Lo — X, AME|LLO— R, I
K. 7 K. TS K. T
ZYa—)VEEF MY a—LEEF Y a—- LB b
wWhE (U a. REFUwA, RERUTAL, RER
V. KT A Y. BKT AV KT AR
2577 VMg |27 7Y VEBMg | 2T 7 Y EEMg.
=T sk
3.2 RFEIDMIR

F 7 FEYILEE

F7 PEYILEE

F7 PV

BE 25mg YD) 50mg YD) 75mg YD)
Ptk - HIE HEOEFHRAV Q| HEOERAD O | HHEOEEAD
AR\
&
= ==
[EXES #8mm #19.5mm
Ex #93mm #94.6mm
HE 140mg 305mg
BWAla— N YD542 YD544

4. FEEX ISR
BISLARAEAEE(C £ S BERIEE

5. PREXEZIRICEET $FE
ARNC X BRBEIRRBEETIE 2L HERETHSH &
ICHEL, KEABREGICX VBT H2UMERPEONZVES
IIEPAES, oMY 2 LEBE2ERBT 52 &,

6. RERURE
W, RAICIRF 7 FEYLE LTIHLE25mg & D 5
B0, HRESFTAEHEE] ~2BFOBEE BV T

50~75mgIZWitE L

75mgETET B

8. EERELRNIE
8.1 BYMEMELNDSDLNZEZENHZD T, FUEHIC
KBHIMEECICERT A &,

1HIEI&REOHRSE T 2.
THh, ERICEVEEHERKT 25, 1H&

EHRERIE

BEOKDFEWV, M5 6AREFHODNEIENHZHD
T, mITEE. BBHEOBESEREHS FRICHET
AHLERICIFEESES &,

8.3 K%’Ji‘&—’iﬁﬁ%ﬁ#kﬁ%ﬁﬁ&%@ﬁﬁ IDWVWTHBZITL,
BEEAPHRESNTWAHBEICIMELISERL., [
EETAHS NI & ZITE, 7)@?52 3k % 7z EEt)
BABEITO L, [10.2 B3]

9. BEDEREETHBEICHTIER
9.1 BfHE - BEEZENS5EE
9.1.1 BRERLEENSHEE
[RGB 72\
9.1.2 EELRNEREDS2EE
FFERAD 72 e
9.3 FHgsEEEE
B AICH U, R Ml ATO215, MAErh e
FERA MG L7 & O#E NS 5.
9.8 EEE
(AR (FIZI212.5mg/H%) »oRE52MET 5% L
BEOREZBE LN SHEEICRET 52 L. KAl
F & UTHlA HHEl S N 27, B C AR LA
FLTWBIENB N0, PABEL, &Ll
BEDHRT 5 BB 5.

10. #8E{EHA
10.2 HEER HAISERTRI L)

HEAIBEF BRARIEIR - 5B 7% W - fabRE T
izl FEEERPERY 5 | REIROHAEOR
R FEA BENDDHZHOT. | EEAPEVICHA

[8.32H] BET 22 EERET | KICERT %,

52 &,

RARVIZRTI—X | FRICE D EBEYE | Zh S IZMELRRE

SHEMRMZET 2% | BMEFH5bNS | AICK2BEMRERZ
Al BENWDDH B, BI 5720, BHAEIC
ILVFFT 4T LD BEEMER % 1858
VEBE. NLFF THBENNDH 5,

7 4 VIR RREKHI
£
11. BIWER
WROBEHERPH 5 bNBHZ EBHBHDOT. BEZ+7IC
T, BEFPZDONIGEICEIREZHIET 540 EH
YRMBEZEITD I &,
11.1 EXIFEWER

11.1.1 FRgEERRE. &8 (HEAH)
AST. ALT, v-GTPED RF %M IFHkEERE, &
EHRHODONDEIENH B,

11.1.2 k¥, =EEREK HEAH)
MEETICHES —@EoRBRARENbobhE I &
BH 5o
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11.2 ZOfthDEIER

16.1.2 £MFHIRIZE R

(F7 REYILEE75mg [YD])

7 FEDVIILEETSmg [YD] &7 UNA$E75mg% 7
OZXF—N—HIZLDENENIEE (FT7 DL EL
T75mg). ERAR 368 ICHARERO#KS LT
MAERRE(ARBEZBIE L7z, 85N/ EYEHRE
FA—% (AUC. Cmax) 22\ TI0%EWXEHEIC
THREHENT 24T - 12 F55%. AUCIdlog (0.80) ~log
(1.25) O#FEAN. CmaxIEDFHEEDZHog
(0.90) ~log (1.11) O&EEATHH . »D. BHH
BCHEHEHIFEBL VR 2 P56, MAIOENE

0.1~ 1%k 0.1%HK BEREREH
JBBORE Kz EOEERKR. K | 2K
B
BEMRER (HFV - 560 | BEK. RK. |[HFAR—vET
. JHE-HE | BB, LUONE |2
REE. RERY
TEERRY B H6H K| BE TTO .| SR
M RENR (H5HIX
M DB
)
bl (& BEAHRE, T|#E#H. 08, &
¥l R MBS
&, I
liid AST. ALT® L |LDH. Al-P® L
7 7
ks I/ MR A
R E22 ) it AL ¥ B AR K
T E & #®
(IFIS). e
ZDfth . RRE, | EAE. B
EIE, RBITE. |8
BZb. BH.
HickE

F) REHFEIHEAREREZ ST

14. BRLOZER

14.1 FRIRMEFOER
PTPREOEAIZPTP Y — 5B H L TRAT %
kOB T 5. PTPY— hOBEMKICE D, BV
AEPBEREATIA L. BICI3ZRfL2 B 2 LU CHERR
REOEBLAMERZHRETLIENDS.

15. ZDfDER
15.1 BRRGERAICED <158k
15.1.1 k&Y (75 VY ViEEE) TBRUZOMmOE
BR$ezE. HE R 2Ot OBREEOMEREDH S
mIEEE T, SHAEZHREESR AP A SNTZED
HEPD B,
15.1.2 o ENEZRASP X IGBEICRAERO » 5 B#FIC
BT, anBWifERIC K 5 &E X 5N AHTHILEE
R RAEME (Intraoperative Floppy Iris
Syndrome) #&%5bhdEOHENH S,
15.2 FEERPRERER ICE D < 1BHR
BYEER (v A) IZBWT, 300mg/kg/H (FEER
KHABOK200fE) Z2FEMEOKRE LiHa. T
IRIESE OFASFE S IREICH LERICHEM L - & O
ENH D, o YU RAICAARETTEBREO®RS L
R, METus s F U SNERICHL ERLEED
WEN DB

16. EMEE

16.1 MoRE

16.1.1 BOiRS5 - RERS
RIS T 7 Y25, 50% U 100mgH % ZEfE
RICHERORG LIzE &, TROT—IH/ONT

Wwsh,
25mg 50mg 100mg)
Tmax(hr) 0.45+0.21 | 0.75%+0.71 0.65+0.22
Cmax(ng/mL) 39.3%+10.3 | 70.1£32.9 | 134.8£55.8
W (hr) 15.2+4.7 10.3%£4.1 20.1£13.7

(n=5. P L 1FER=E)

F7z. 1\50mg# | H2E AR KEROKESDT 5 &,
MEPEEZ4E RS TERRBIE LD,

HFEEEI RS N2,
HEINT A =% BEINTA—H
AUCo-36 Cmax Tmax ti2
(ng - hr/mL)| (ng/mL) (hr) (hr)
F7 FEVILEE
75mg [YDJ 261.4+1125/115.6+78.2| 0.7£0.4 | 8.8+4.1
7 VN AR 641267 1256275.1| 0.8+0.8 [10.9£12.0
75mg
(P9 = ZH¥ERZE. n=36)
(ng/mL)
200
150 —— F 7 FEYILEE75mg YD)
il a— 7UYNAFET5mg
%floo (PHfE £ RS, n=36)
b=
-4
50
Oa : 2 L
0 6 12 18 24 30 36

#E5&ER (hr)

MBFFEEENEICAUC, CmaxFED/ /8T X — 1%, #HERE OEIR, KR
FREVEHL - R EORBREMFIC K > TREDWHEMENH 5,

16.2 TRUR
16.2.1 REDXE
ERRAICT 7 Y L50mg % ZZER R A% ICH
EREOHE5T 2 &, mmMEPRECARER R
XZNZN0. 75 R U220 TH D . BEREET
BT BMEMEZR L, IMEPEE - R iR T ER
DI PICHER LD, BEIEFIRE K HIEOH
BHICZE LD 2L 77 PEVLORIUCRITT AE
DEEBIPIE»oT2D,
16.3
16.3.1 EE#ES
EERAIC T 7 N D)L 100mg % 225 i B [l 1 #5
B L 20 MEEARZARIZ8.5%TH 729,
16.4 {3
FERBKIGIE. REMEO L7 a Y BEaRU X b
FTT VEOKBILTH - 723,
16.5 HEt
BERAICT 7 Y25, 50K U100mgt % BilalfF
%5 Uiz & & 0HR 552400 £ T O RPRE(LIAHE
MRIZVWTNH0.01%UTTH > 721,
16.8 Z0fth
(F T hEYILEE25mg [YD])
77 bEVILEE25mE [YD] & [GEFEL 2 FOE RS
HOEMFENRSEERBAT A FF 1> (FR244E2H29H
HAREIHK02295105) ] IcESE, 77 MEVILEE
75mg [YD] ZiZHMF & L& &, BHBEEICE &4
MEERICRE & A SNz,
(F7 hEYILEE50mg [YD])
F7 bEYLEESOmE [YD] & [GEFEL 2 FORFR
RlOEFENRSERBEH 1 F54 > (ER24%2H29H
HEBEHK02295108)] IKEIX, 77 EVILEE
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75mg [YD] #iZH#BFE L& &, BHEHICEOEE
MRS & H R SN,

) AFlORDSNI-ASE - ARG [EE, AT 7 EYLE
LCIHIE25mg & D355, BEASTAS 28]~ 2
fIOMEZ BV T50~75mgIciiE L. 1H1EEEREO#SET 5.
B, ERICKVEEERT 20, 1HREEHRESRII7SmgE T&
T2.] TH%,

17. BRPRAZIR

17.1 BERURLEICET 3R

17.1.1 EIERAREER
BEER, va¥4( 37288 (BRARRE, 5
RFRE) 12BWT, ARKENP OERLHENR
OoNIz. T ZEEREERBROER. 1H1ER
BIlBWTEAMPHER SN, —EERHEEBRZ
BLA96B DERRRRBEOWERIILTOLBED T

H%
BT SER( [5E] LE)
— R ER R ER 58.5%(234/400)
—EERHEHR 71.9%(69/96)

S612, BHREHIB0HICH LT bEIE L AR
B 57012,

18. EZHEIE
18.1 {ERtER
oV RBEARERE B D RIS R OCRE IS T
HRBABOBBEZBNL. RENEZE RS, B
BRIERFEICPES HEREE 2 E T 519,
18.2 £ FTOIEA
18.2.1 R TR o SEAICH T 2FF014%
t MR IREEAZ AW R EBREEERT. a1%
BAENOHMEER L2,
18.2.2 RIILARICX T B 1M
A TZBREEEIC X B & I ARSI A O IR
M L7210,
18.2.3 HHRIEZE(EA
RS RRAERRE (2 0F S BERBE B 109 5 BR AR S HE A
BicBWT, BRAREMAEER R/ NREEFFER
TR U BRRBEROCEERRESERITHEML
7210,
18.3 EMITOIEA
18.3.1 BIIZER. RERUBEH=AIRICH T 21ER
I ZBREBEIC K Sy IR, RERDT
JBEIDE = £ B A 00 e 2 4 L 7219),
18.3.2 RIEEREICX T 31ER
R T FICB VT, RENE 2 ABRENITE
TEE19), FREHEA XICBWTIE. a1 SEMEES
BICXAMELFICRTHMELD S, RENELF
Z BRI L 72 10),

19. B3 CET BIEEZHFR

—fREEFR : 7 FEYIL (Naftopidil)

f& % % :(2RS)-1-[4-(2-Methoxyphenyl)
piperazin-1-yl]-3-(naphthalen-1-yloxy)
propan-2-ol

55 F 3 CoqHasN203

&= 1392.49

# R BEOEREDHRTH S,
HKEERR ICIBRO TR T L N,N-U X
FILARNLT I RUSEEEE (100) 1T
T AY ) —VFTy ) —)b (99.5)
I KL KITIEEA BT R0,
FiC ko ThrIcEmE 5,
N, N-YAFIARILLT I RIEHK (1-10)
BIREEERE B0,

o2y 3= Fv

H OH r\ N
o\)'\/N\)
O KO g G EMEAE

20. BURL EDER
FEBIFTRIFEL, BAENKERPIHEALTTIE W,

22, @R

(F7 hEYILEE25mg [YD])
1008 [108E (PTP) x10]
(+7 FEYILER50mg [YD])
1008 [108E (PTP) x10]
(F7 hEYIVEE75mg [YD])
100%¢ [108E (PTP) x10]

23. FEER
1) hEXIF fth: EEREZE. 1992 ; 8(Suppl.3) : 11-29
2) (R BEELNER : EENFEEEREE (8875mg)
3) FMER  fih : EEKREZE. 1992 ; 8(Suppl.3) : 3-9
4) (B BFEEANER  EWENRSERBR (5E25mg)
5) (KR BREEAPNER  EWENRSERE (5850mg)
6) EARE i FEHARWREFL 1992 ; 54(5) : 697-
710
7) WOfE A EREESEER. 1997 ; 31(3) 1 1315-1360
8) WO fth : EEFREEZE. 1992 ; 8(3) : 699-722
9) WiFe&kH fih @ IBRERSEL 1992 5 5(4) : 359-363
10) WHhEA il IRESEHCEE. 1991 ; 37 1 1759-1772
11) Yasuda, K. et al. : Prostate. 1994 ; 25 : 46-52
12) FIEE fib: EHARBREERL 1991 ; 53(4) : 572-
578
13) E+N\NEHAERHFHRHE BEBNIIEE. 2021 ;
C3809-3812
14) Yamada, S. et al. : Life Sci. 1992 ; 50(2) : 127-135
15) FREEARER fih : BEFE L5, 1992 ;5 20(2) - 375-381
16) Takei, R. et al. : Jpn. J. Pharmacol. 1999 ; 79 :
447-454

24. WEREERERUEVEDE %
HRELGEE BEFHEKE
BILEE LR ETKE3697HH8S

BI8. 0120-647-734

26. SUERFTFEEE
26.1 EGEMRSTIT

‘// ttan PRESE

ERELMEFIIME36978E18S
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