4A03NC

*2024%F 1 BiE] (8 1hR) BAEEERIEES
87259
ﬁ? 5£ : %25'11%7? OD@%ZSmg ODﬁSOmg ODﬁ75mg
SNEARY : 34F AERES | 22700AMX00568000 | 22700AMX00569000 | 22700AMX00570000
ARFERAsE 2015 6 A 2015% 6 A 2015% 6 A

BUILARBEATE [+ S BERRIES T EA]

MHFEERERY

BEERA FJ b

EJIV

FIMEYIVOD%25mglr=77]
y FE?JDOD&ESOmgWE?ﬂ
FIMEYIILODE&E75mg5=77]

Naftopidil OD Tablets 25mg « 50mg * 75mg “Chemiphar”

E) FEEMSOATEICLVERTLL

EARRIREE

2. 22 (ROEBBICEFESLEVTE)
AEND B UEHOE O BHFERED & 2 BE
3. #8Rk - 1K
3.1 #2m
FT7 R DL | FTREDL | FTREDL
HR7E4 OD#E25mg | OD#E50mg | OD#E75mg
(r3i77] (r3i77] [ri77]
N (H=) (H=) (HR=E)
7@@3 FT7REDL | FTREVL | FTREDL
25.0mg 50.0mg 75.0mg
D-v>=bh—=, JURARE R, X¥ 7518
NNl FTNVIVEEZT TR TIL, ATTY VBT T
VAVEN
3.2 HEIDMIR
F7 R VL | FTREVL | FTREDL
HR7E4 OD#E25mg | OD#$E50mg | OD#E75mg
(ri77] (ri77] [rx77]
R HEOEFREAD DEHE
wir| &
il = l ] I 1
[EXES 7.0mm 9.0mm 10.0mm
Ex 3.3mm 4.1mm 4.9mm
HE 125mg 250mg 375mg
Al — R NPI 136 NPI 137 NPI 138

4. SHEE - R
BULZBRAEATE (3 S HERIEE

. SHEE - HIRICEHET B F=
RANC X 2 HBIEREBETII AL MERETH S Z &
ICHEL. FRREICEVEIRT 2RV EONT VGE
IS FITRES, OB ELELZEERT 5 &

6. % - AE

8. EELREANER
8.1 I EMENHS5HNE I ENDHBD T, (EILEHRIC
KAMEEICERT S &,
8.2 KAIDHEMIAN IZHE D&% C, By ELEIC
HOKHFW, UBELSAENHODLNEZZENHHD
T SR, BBEOEGRSEGEREZ LS EEICRET
HEEICIIFERSES L&,
8.3 AEIE SRR IC IR LRI G OB EIZ DOV TRIBZZITL.
EERISHRES SN TVWABEIMESIER L, M
FEETHAO N EEITIE, BEXIIHIET 7% @)

BAEE

At

'fT‘j&—ko

[10.2 2]

0. HENERZEIZIBEICHI IR
9.1 GiHIE - MFESFDH I EE
9.1.1 ERRBIVREDH B EE

TEFRFEER D 72 o
9.1.2 ERLRHMEEREEDS 2 EE
[HERIFERR D 72
9.3 FrikeElREERE
BENCHL. REmERRES 20, mEEHRE
W TEBEPMEIHEIN L EO|EPH 5.

9.8 EinE

EFE (BlziX12.5mg/HE) » o525,
BEOREZHEE LN SERIESET 5 & KA.
FELTHEL? SHEHESNE D, BHhE CIIFEEED R
TLTWARZENZ WD, FEtANEE L. FWLnFhiE
ErEEdT 5BFNAH 5,

10. #8E{EA

10.2 HEER (HAISEEITSRI L)

A2 E R PRAEIR - HEE TR WF - fElEET
HERA] M EAER AR T 2 B | KA R O HFHZEOR
b FEA ENWHHDT, BE|EFERAVEVICHT
(8.3 ZMR] TARETFET ST EL|MITERT %,
RAKTIATFIFAICED. EREE NS IFIMEIRE
7 —tY5SHEERME S S5bN2BE HICKL2EEERZ

wHY HHHA nr»H 5, BT B0, FHRIC
VIVTFF T 4 K BEEEA % R
I UERE. N TEBENDND 5,
VT F 7 1 VIE
FRIE KA
11. BER

WE. KAICIET 7 P EYILE LTIHLESmg & &5
RO DRIARTFHGEE] ~2BMOMEE B VT
50~75mgic#itE L. 1HIE&®%EORST 5,

7B ERICKVEEERT 27, | HRESR58375mg
ETET 5,

WOBWERNH 6bNBEZENDHHDT, BEL+HIIT
VW, BEPRD SN BEICEBREERIET 50 CEY L
WEZ{TH T &,



11.1 EXBEHER

11.1.1 FriaeResE. &E (BHERH)
AST. ALT. v-GTPE D LR %S FFtiremE, &
EXHobNEIENDH D,

11.1.2 K4, FHRK (GEEAH)
MEERTICHE —BEOEBRBRRENHSDNL I L

16.1.2 £MFHRIEESER
7 FEYNVODEE7SmE [ X7 71 &7 Y /NAOD$E
75mgk U ARG —N—{EICK D EFNENIEE (57 b
VN ELT75mg) BEKRABFICEEREEORS (K
2 UCHIRAZRUO/KCTRA) LTl#Edrr7 NEYVILVEE
ZREL. Bon/-EMHRE/NT X —% (AUC. Cmax)
ICDOWTHEHENT21T> 720 K2 LTIRA LB &L

Wb = N
° 90%F X MiEIZ Tlog (0.80) ~log (1.25) D&M
11.2 ZOHDEIER ThY. WHOEMENRSFESHER SN, T2, K
0.1 ~1%Ki 0.1%Ai SEFEANEA THRA L7238 3 HE /ST A — 5 ORHEUE D E D %
EEE #Z TOER. BRZ | ZIEALE Mlog (0.90) ~log (1.11) OHHEANTHL., »D. &
BERR |(HEv - 556 |BRK,. B, BESR—vETD HERBTIIBEHEFH S HEUL TV A Z LD 5MAIOEY
DX, HE - |IB. LUONE, IR FHESEES RSN,
HE B, BRERE (K72 LCHRA)
TETR g5 B 5B BEIZTH A SER HEIST A= BEITA—Y
(&I R (HA ) I HE . AUCo-24 Cmax Tmax | FiEdH
DEHEE) (ng - hr/mL) | (ng/mL) | (FRE) | (R§RE)
Ty SR N 1B, B +7 NEYLOD$E75mg | 296.3 113.6 0.9 6.4
s j?;%q RS E?ﬁ EI;(%%FE ug’g}% 7377 +£139.6 £759 | £08 | *42
: = . 295.7 132.6 0.9 5.7
i ?)3:;{1 ALTILDH, AL-PO L5 7Y/NAODETSME | 11384 | +1165 | £09 | +59
=49, ¥ :n=48, Pyt iZi
e} N (ng/mL) S S, FR RS
iR B ﬁyﬂhﬂ%%ﬁﬂﬂ 250 (n=d9. T+ )
REREE (IFIS). il —— 7 FEYILODSE7Smgl X 7 7 |
ERNE # 200 —o— 7Y N Z0D§75mg
Zoft B, RAR. B LR, R T s
%, RrE. B {
C @ A %Fﬂq\ %E E_:: 100
s i
) FEEEIERRERT At £ 50
0 -

14. BRLDZFE

14.1 EEIZZIEFDER

14.1.1 PTPAREOEAZIPTPY — b2 SBD H L TR %
£O1ET S &, PTPY— FOEKICKD ., BV
AER EEREAR A L, BIZI3ZFLE B 2 L THER
TAREOEELAMWELZHHET L END 5,

141.2 AFZEDO LICOE TEKZBEBS S5 EHRET 572
W, K2 UCIRAFETH 5, £7z. KTIRAET A
EHTE S,

14.1.3 KANZE- L EDORETIZ, Kz LTRASEZVWI &,

15. ZDDER
15.1 ERIRERICE DL 155
15.1.1 HElkawm (75> VEBRE) TERUOZOMOH
fRpeAE. ME R OZ O OBIREEO MEREDH 5
EIIEEE T, SEAESHEREAPELNED
WED D 5o
15.1.2 a EHEEZ RS LGB R ICRARBRO H 5 BEIC
BWT, anfWifEAICE 2 EE 2 6N B MFILER
RIENEEMBE (Intraoperative Floppy Iris
Syndrome) M o5bhdEDMENH 5,
15.2 FERRAREIBRICE D < 15k
HWER (v R) 0BV, 300mg/kg/H (HRE
KAEDK200ME) 22FEMREOKRS LBE. HTH
FRIESS O F A SRR SR BB IC L LERICHEN L /- L O
EDH D, i, YU ACEAEEZTTREMEO®RS L
R, WE7T0 I 7 F o Esiclbl ER Lz Lo
EWDH Do

16. EEhHE

16.1 MRE

16.1.1 BEES - REHKES
R AICT 7 bEYIL25, 50K 100mg® % 225
ICHEREORE L&, TEOT—PBE6NTnaY,

25mg 50mg 100mg)

Tmax (K#fE) 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
FRA () 15.2+£4.7 10.3+£4.1 20.1+13.7

(n=5. P+ EEEE)
%7-. 1ES0mg# | A2EAKKERORES §5 &, [
R IR AE B TEEIRREICE LD,

2 4 6 8 10 12 14 16 18 20 22 24 (RRE)

0
T
(k0 THRA)
HEIST A — 5 BEINTA—F
AUCo0-24 Cmax Tmax | i
(ng - hr/mL) | (ng/mL) | (E§R) | (B§RE)
+7 FEYILODE75Smg| 2756 148.9 0.5 7.8
[7r377] +87.0 +56.6 +0.2 +5.6
A " 263.0 137.0 0.5 8.0
7 YN AOD#E75mg +98.1 +685 | +02 | 53

(n=40. P +15HERZE)
(ng/mL)

220 (n=40, P +EHF)

1 500 —e— J7 MY ILODSE75mgl 7 27 7 |

%g —o— 7Y )N Z0D4§E75mg

T

2 150

>

5 100 |

:}I/

% 50 ¢

0o 2 4 é 8 1‘0 12 14 16 18 20 22 24 (FfH)
R

MEEEEL CICAUC, CmaxZn/$T A —4 1. ek
EOBIR, (RROREEE - BESEORHBEMFICE-T
R HFHEDH 5,

16.2 DRI

16.2.1 REOEE
BEERAICT 7 b E YL 50mg % Z2RERE K OV A% 1T B E] 4R
A#59 % &, mmllEFRRE(LRBEREREILE N
ZNO.75ERRU2.20MTH D .. BBRFRSTEET S
EHE AR L, MEFEE - BREEE RNEREIE DT 2 I
KUTH., BEIEFEE R OEEHEO LB I E LD
. T REDILORNICKRIZTTEREOEE LD
ol
16.3 9%
16.3.1 EHHFEEE
BERAICT 7 YL 100mgh) 2 Z2fg kB %S
L7z & EDMBEREBERIZIB.5%TH - 729,
16.4 {5t
FERBRIGIE. REMEDO L 70 v BIEER TR b+
VT T ZVEOKELTH 72V,



16.5 ittt
ERAICT 7 FEYIL25, 50K T100mgH) % B [af% 0
5 Ul & & OHE%24B5 R £ TORPRE(LAPE R IX
WINH0.0I%LUTTH-70,

16.8 ZMfth
(F T hEYILODEE25Mg =T 7])
+7 FEYLODEE2SME [7 37 7] i1, [SBRHSRLS
ROBERAOEMZORISEERET A FTA 2] ICED
&, 77 NEVLODSETSmMg [/ 37 7] #IEH#EA S L
oL &, BHEHPRS A SN, EVENICEEE A
mEN?,
(FT EYILODES0Mg =T 7])
+7 FEYILODEES0OmE [7 37 7] i1, [&BHPRLS
ROBERA OEMZORISEERET A FTA4 2] ICED
&, 77 FEVLODSETSmME [/ 37 7] #IEEEHF S L
oL &, BHEHPRF A SN, EWENICEEE A
mENz?,

) RANOARSNAE - AR, BE. KAICZF7 rEYre LT
1H1[E25mg &k D HEZMHD . DRI A+2725EI] ~ 2 EBO R
ZBVT50~75mglciil L. 1 HIEEREORET 5, B, Bk
KD HEEEET 57, 1 ARERERII7TSmgETLT 2.] TH5.

17. BRFRRE
17.1 BN URZEMEICET 555
17.1.1 EERFREAER

HEER, 7054 F 37 288 (BRRAR., FHRKR
MERE) TBWT., HBKRENPOERRUE IR S
N7c4d, £7z. ZEEMEBERBEOBER, 1HIREESIC
BWTERAEDSHERESN-, —EEBRIEGERZ &1496
BlOBERRBEREORERIILI RO EEY TH 5410,

BT R (lgeE] MLk)
— B PR 58.5% (234/400)
CEERBRER 71.9% (69/96)
510, REBEHIB0ICE VT HRE LI AELR
HoNTD,
18. EhEE
18.1 fERRF

a 1 REEIERERICE D ERNLRH A CREIC ST 558
BREREORREEM L, RENEZET S, AISZREX
IS PRRBEE 2 E T 51,
18.2 £ FTOERA
18.2.1 XEHER a BEAHICH T 1T
E MRIZREER 2 VR B EERT. 2B E
NOBMMEZTR L7212,

18.2.2 FIIZBRICX I B1EFA
VR BRMEBERIC K B & NMEH TR SEIE A O IUHE & 11
H U728,

18.2.3 HHRIEEE(ER
RIALARAEAAE 1T HF S PEFR IR B 10t 9 % B PR SR AR
IZBNT, RAREREER CR/NREER P ERICE
T U BRRARK IR RVERICHEM L 727

18.3 B TOIERA

18.3.1 FIiZlR. FRERUVER=ALRT 21ER
QI RBAEEEICE 2 7Y FRHAIILIR, RER OB
= A ER IR AL O ULHE & ] L7219,

18.3.2 IREAREICKT 1EA
ERBLEY T FICB N T, RENEZ ARKREFENICET
SHB, BREEA R ICBVL TR, a1 ZEBERHEICK
HMEEFICNT 2MH &0 6. REANE LA ZERE
IZHIH L7219,

19. B3RS ICBT DIB{LFHIAR
—R#IBTE - 7 PV (Naftopidil)
{E%4 : (2RS)-1-[4-(2-Methoxyphenyl)piperazin-1-yl]-3-
(naphthalen-1-yloxy)propan-2-ol
PFR 1 CoaHasN203
SFE :392.49
R HEORREEOHRTH S,
HKEERR ISR THEIT R < NN-IXF LRI L
7 I FXIIEERE (100) 1IR3 <, Xy =LY
Ly ) —)b (99.5) IWEFIC< L, KiTiFEAL
GIPRAYAN
HICk > THRZICHBE L5,
NN-YAF kLT I RER (1-10) 1358
RS E W,

%

{EFEER -

ROGEEEE

il

BiRW EDER
SIAERIE R LB L CRET 2 Lo FAIKICEVERET
BEWDHBH, BELIBORHERALENI &,

o=

(+7 REYILODEE25Mg =7 7))
1003 [108% (PTP) X 10, E/&HIAD]
1408 [1438 (PTP) x10. BBHIAD]
(+7 FEYILODER50mg =7 7))
1003 [108% (PTP) X 10, E/&HIAD]
(7 FEYILODEE75mg =7 7))
1003 [103E (PTP) x10. BfBHIAD]
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26. BIERFTRES
26.1 EHE/RGET

BARERIFRGAR
RRBTREREAN2TE2-3

M 1126~129C
20.

22.

3)
4)
5) 1
6) 1
7) 1
8) 1
9)
10)
11)

26.2 BR5ET

BATI77HASH

RREBTRHXEARET2T H2-3



