20242 AEET (B 1AR)

HAEEER D EES
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Hrk - S IRAT

OD#$E25mg OD#E50mg OD#$E75mg

ARIEAR © 3 F
WHEERR R -ERFOUSECIUERTSIE

AFREF S | 22700AMX00601000 | 22700AMX00602000 | 22700AMX 00603000
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BUSLARBEAAE ICH S BEPRIE S ER|

BagRs 7 NEY)VORRRRIEEE

FIREIIODE25merTcKl
FIREINODES0megrTcK
FIREIIVODE 75 merTCKl

NAFTOPIDIL OD Tablets [TCK]

8.2 RAIOH G IZHEOSIBRFEIC, B EEICED<
HFEWV, LB 6REPHODLNDIENHZDT, EIEE,
BEIEOEEERERZF S EEICHERTLHBEIERESES
&,

8.3 ARG FMERICHEERRSOFEICOVTHZ 2TV, EE
BIPHE SN TV AHEICBMEZLICER L, MEETHPA5
N7zE&FITFE, FEXEFILET 22 EBY 2AEZTS 2 L.
[10.2 =]

9. HEDESRZHIHEEICAHIT IR
9.1 SHIE - BIEEEDH D EE
9.1.1 BEERDNEEDHDEE

TERREER D 2 o
9.1.2 EELBRMNEEREEDSHDEE
TERREER D 2 o

9.3 FHrEEEERE
RN L, EmmEEFREN K 2 &,
PR ABITBIM L EO®REDH %
9.8 SnE
BEHE (FIAE12.omg/HE) »okE2Mndsme. BE
DREZBE LN SEBEICRE TSI &, KANX, EE LT
i PRt S N 20, ElE CIIFBESERLTCVwAZ &N
Wiew, PREABIE L. SVWIHPRENRHRT 2BZ NP H 5.

10. #BE{EA
10.2 HAEFR HAICERTDI L)

I rh R R kAR A

HH 7% R IRIEIR - FEE T W - falaE T
A PRA e EERPERT 2 | KA K OG0 R
P FEA BLNAHHDOT, W | EERHPEVITH
(8.3 ZH] BI 2R EEET S | NITERT 2,

Z&,

RARYVIZAT T —
CS5SHEERZAET

BERIC K D | SEBME
MEPHobN2B

I 5T M E LR
FIC &5 EEMERZ

2. B3 (ROBEICEFERESULEBEWVT L)
AR DR IR UBBOEDBHEIR D H 5 BE
3. #BRE - MK
3.1 #8R%
BR7E4 BRI (1 884) INHOA]
F7 b TN OD|F7 FEVL(HRE) | D-v = =), KEHREE
#& 25mg [TCK] |25mg croFr 7ol
—Z, b RO °)L
F7 R EILOD|F7 FEVL(ER) ,Lé_a‘:ﬁ?j&z;%;jbg
%t 50mg [TCK] | 50mg 9L JTAALAT—RF
NI LLATTY VBB~
FTZREILOD|F7 FEVL(AR) | A YT L. T AT — L4
#& 75mg [TCK] |75mg (L-7z= V7= 1#H
M. A b=
3.2 ®FEIDMEIR
iic =] Gl
e EE | BE& 8 A Sgt
(mm) | (mm) | (mg)
/TUN
7 reviop| ey | = 28 | v
% 25mg [TCKJ @) | 141
7.0 2.0 100
G :
+7 1 EvL 0D | (uz) — b= TU
#E 50mg [TCK] (EHEAD) 142
9.0 2.5 200
&
O~y —— | Eé
77 2 oD |(Gug) — 28 TU
$E 75mg [TCK] (EEAD) 143
10.0 3.2 300

4. MEEX(FZHR
BITZBRAEAAEIC## S HHRIEE

5. WRENEHRICEET HFR
KANC L HIERIIRERE T A < WHERIETH S Z EICHE
Uy KRR GIC & DR 2 0RPE 5 Na VISR IS FATERE
&, OB L AEEZEET S &

6. FiENURZ

BHE. BAIKIEF 7 EDLELT]1 HLE25mg K0#HE5%
B, MESA+SLEET 1 ~2BABORE%2 B W T 50~
75mg ICHiE L. 1 B | [mAagRO%59 5,
ZBERICEVEEEBT 22, 1 HREZ5EIL 75mg £T
&9 5,

8. EEREANER

8.1 Y MEMENSHS5HNEZENFHZHD T, AAEHRICK A
FEEICERT AT &,

2 EA| TNNH %, B 270, FRICK
VT FT 4T DIEEERzE®RT
IVEEIE. NLT 2BENNH %,
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1. 8¥EA

ROBWERASH 65 bNBZ EFHAHDT, BEEZHTIITV, B
HEHOROONLIBEIIIREZFIET 54 EHEY LB TS
&,
1.1 EXRBEIER
11.1.1 FHeEES. &8 (BHEARH)

AST. ALT. v-GTP %0 L7 % 5 FFHERE. BE S 5D
N5 ENH 5,

11.1.2 K, 2R (FHEARH)

MEE TS —BEOEBRERESHODLNLI LD S,
11.2 ZDftDEI{ER

0.1~ 1% 0. 1% SHEEANEA
Pzl ens Eiaz B | 2B

Y

Z
iR




0.1~ 1% 0. 1% SHEEANEA
FEfER HFEV - ES5D | BRI, BRI | EFA R —v &
&, U - BHE | HB. LUNEL |95
¥, BRERE
TEERER MEL A R | BEL 13 TO .| SR
IME ANEEAR (HSHIR
fiis DE MBS
H LR B PN PR | ER, G, TE
N o TEIE. R
N
JiT-fiée AST . ALT o |LDH. Al-P ®
ates et
I3 I/ MREE A
AR FR i FR LR BS SR
O f® B
(IFIS). EfiiE
Z Dfth TR, RRZE | m AL T E .
BIE, IRMERIE. | MY
BZ0. B,
PitEE

) RRHEERIEAREREEz S

14. ERALDEE
14.1 ZEFIZMEDFR
14.1.1 PTP @2 0#FHZ PTP v — b2 6BV H L TIRAET % &
HIFET ST & PTP ¥ — b ORBEAUC K O WA AR
JEARIA L, EICRELEBC L THBRARASEOEE L SINEE
HRETHIEND 5,
14.1.2 ARNIEDO LICOBTEEEZBESE S5 EHEET 5720,
K7 UCIRRERETH Bo F/2. KTIRAT A ELTES
14.1.3 KENIBE-FTORETIE, Kz LTIRASEZVLI &,

15. ZDfDFR

15.1 BRERERICE D < 1Bk
15.1.1 BEULEY (75 VY VIERE) TBEROFDMOBIRR
7. MEETZFOMOBIRESOMERED H 5 EMTERE T,
SHBEZREBH RS A SN EOREDNDH 5.

15.1.2 a1 MEZRAR ILGEBEEICRARBROD 2 BEICB L

<.

ar EEERICE 2 &EF X 5 N2 MR ILRERE T E R

(Intraoperative Floppy Iris Syndrome) 73& 5 bh 5 & O

BdH5o

15.2 FEERPREBRICE D < 155k
BERE (v ) IZBWLWT. 300mg/ke/H (BERKFAED
#5200 15) % 2 ERROHRES L2554, MTIIRES O R4S
EANBRICH UEEICHEM L EORENH S, £/7. YT R
ICEIAEZ 77 BEEOERE LER, MiES a5 77 2 ntig
BICHUER L EORENH 5.

16. F4BhRE
16.1 MARE

16.1.1 BEIRS - REKRS
TEERRLAICT 7 PE DL 25, 50 RO 100mgH) % 22 H 12 B[o]
BOKELIEE, FROT—FP»ELNTNSY,

25mg 50mg 100mg™®
Tmax (F#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
R (k) 15.2+4.7 10.3+4.1 20.1+13.7

(n =5, PLIFERE)

$7-. 1[E50mg % | 0 2 agREROREY 558, MmE
BT 4 M ERS TERIRBIEL D,
16.1.2 EYZHEE R
(F7 REVIL OD £ 75mg [TCK)
7 PP OD $ 75mg [TCK] &7 U/NZ OD $& 75mg
. JUOAF—N—FIckDZENETN]1E (F7 DL
75mg) EEERAS FICHERERFEORS LT mEEFHRE(LEE
EZRE L. BoN-EYBHRE/YS5 X —% (AUC, Cmax) 12D

VT 90 % EHEX EEIC THREMENT 21T - 72 K5 R, log (0.80) ~
log (1.25) O&EHENTH Y. WAIOEMENESEIHER SN
722,

(1) K7z LG
HTEIST A —4 HEINTA—F
AUCo-24nr Cmax Tmax T
(ng - hr/mL) (ng/mL) (hr) (hr)
7 FEYIL OD
4 75mg [TCK] 446.41£199.92 | 129.51+£60.50 | 1.36+0.94 | 7.82+3.14
;;”’*7"01’53 462.124185.99 | 139.11459.26 | 1.46+0.82 | 7.91+2.28
mg
(Mean=S.D., n=24)
Kz LS
(ng/mL)
1801
160+
140+

- F7REYILODSEE75mg [TCK]

-o- 7 VY/NZX0D#E75mg
Mean+S.D.,n=24

,_
o
=}
R
o

FEES TN RRE
o0
S

201
0 Hr——— T T T 1
1234 6 8 12 24
FRff (hr)
(2) Kb OS5
HFEIRT A =4 BEINT A —F
AUCo-24hr Cmax Tmax T2
(ng - hr/mL) (ng/mL) (hr) (hr)
F7 YL OD
§ 75mg [TCK] 461.48+143.07 | 157.94+£76.49 | 0.77+0.31 | 9.23+2.37
;Szl/g‘ZODﬁ 425.38+168.48 | 164.36+84.99 | 0.61+0.20 | 10.09£3.59
(Mean=£S.D., n=22)
Kb 015
(ng/mL)
2507
2001 |
mo |
7R 1 11
i 07 - F7MYILODS75mg [ TCK]
{ e -o- 7Y NZ0D§E75mg
v 100_:“ Mean+S.D.,n=22
I8 ik
i
B
0O0———— T T T 1
1234 6 8 12 24

FRefE (hr)

MEFFEEI N AUC, Cmax E0/85 X =413, HERE DR
R AR OBRENEIEL - BSOS IC K - TR 2R
H%
16.2 DRI
16.2.1 BEORE

ERERAICT 7 M ¥V 50mg % Z2REH R O &% 1 B AR 4%
59 % &, BeMiEhRECARERZRMIZZNZN 0.75 K
BRU2.20 BETH D, BRRETELET SERZT L. MF
PR - B EAR FEAE XD T 2ICER L), BB iETEE
T OEFAOERICEN S 2L 7 PEDLORIICKIET
BEOEEBII P72,
16.3 937
16.3.1 EEREEER

REERIAIC T 7 FE VL 100mgh) % iR ER OIS Lz
L EDIMBEEAMRLERIL 08.5%TH - 729,
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16.4 L3
FERBEISIZ. REMEDO 7L 7a VBBAER X FF2 7 2
ZIVEDOKEEETH - 72V,

16.5 ettt

BERERLAICT 7 FEDIL 25, 50 KU 100mgH) % BEREO#S

L7 & Z2DEE% 24 B & TORPREERERII VTN D

0.01%FRTH o7,

16.8 ZDfth
(F7 hEYIL OD $& 25mg [TCK])

7 FEYILOD $E 25mg [TCK] 1. [HFE0E % 2Z0EE

RFNOEYZAESFERBET A T 1> (P24 2 A 29 H

HMEFEBEIF 022 5H105)] 1cEDIE, 7 YL OD $E

75mg [TCK] %iFHEMAIE Lz & &, BHEFHNPELL, £

ZHICRAZE E AT S NRY,

(F7 hEYIL OD $& 50mg [TCK])

7 FEYIL OD $E 50mg [TCK] 1. [FE0E % 2Z0EE

RFNOEYZAESFERBET A T 1> (FR24%E2 A 29 H

HMEFEBEIF 022 %H105)] 1cEIE, 7 VI OD $E

75mg [TCK] %FEMAIE Lz & &, BHEFHNVPELL £

ZHICRAZEE AN,

) AROEKBSNI-FHE - ARIE. BE. RAIKEF 7 rEYreLTl
H 16 25mg K 0G5 ZIHOIRIA+ 755813 1~ 2 AR ORMEZ
BLT50~75mg ICH#iE L. 1 B 1 MABEOR’ET 5, 2B, BRIC
K OEEERET 57, | HEEHGRIE 75mg £ TET 2.] ThHb.

17. BRIRALAR

17.1 BMUEROZRLECET 2R

17.1.1 EAERAREER
BREER, 705137 2ABE (BRRRE, PHRESE)
IZBWT, HEIREFNP OARRUEBVROONTZ. Flow &
BERREHBOKR. 1 B 1 HREICBWTHREPHERE SN
7z ZEEMMEGREE & 496 §lO R RBEEOSEERIE
DFRoEB0THBH9712,

BT IE ER ([hE] DlE)
— i R AR 58.5% (234/400)
ZEERHEGE 71.9% (69/96)

S5z, BHBEH 30 HICBVWTHLREL-EHEASRD S
nr9 .

18. EERPEIE
18.1 {ERER
FT7REVLIE, TRLFY Y o SBEEOBIRIGERE, o
SZERMAREERICERT 205, REFEHO a1 ZEMAERER
12 & % FRBERIRABEANCE D < HERR IR 8 1k A AR PR A9 12 R
Ehad,
18.2 £ N TOERA
18.2.1 RREMERR a FERICHT 2
b MEISIREAEAR 2 F W RAREEERT. a1 ZEMEAOH
AR LAY,
18.2.2 BIAIARICXI T B 1EF
a1 ZEMBEFEICK S b b HETL AR IR O IUHE 2 %] L
7:10)0
18.2.3 HHRESMEER
BIZBRACRAE IS P S BEREERE I T 2 lEREEREICB WL
T\ BAFREREER OB/ NREBEIABERICET L. BRI
R OPHRRRSERICHEM L 21,
18.3 ENICTDIER
18.3.1 IR, FRENUBEH=AIBICXT Z1EH
a1 ZEMEHIEIC KB 7T FHHANIAR. Rk OB = A5
SRR OINHE & I L 72,
18.3.2 RIEAEICK T 21ERH
ERRBLIEY P FICBLWT, RENEZABRENICETRSE
7215, BREMEA X ICBWTIE. a1 REMMESHEIC L HME LR
IS A IEI & D B FRENE R 2 BIRAGICME Lz,

19. YRS ICET B LFNAR
—fH%FE . 77 PEYIL (Naftopidil)

£ % % : (2RS) -1- [4- (2-Methoxyphenyl) piperazin-1-
yll -3- (naphthalen-1-yloxy) propan-2-ol
5 F 3 CoaH2sN20s
7 T &#:392.49
Al M 126~129C
o R Hic”
S a
O © N RUBERLE
6 R HEOHEEDHKTH %,
HOKEERICHD TIHI R TN N-UAF LKL
L7 I FXI3EEEE (100) IZETR9 <, Xy —
VIUFTH /=)L (99.5) IIEFIZL <L KITIZ &
A ETET R0,
FHIC ko TR A ICBEE 5,
N, N-YAFIIHRVLT I RER (1—-10) $58k
HERE 2,
20. BURWLW EDER
BT TIRET BT &,
22. 9

(F7 REYIL OD #& 25mg [TCK])
100 & (10%E (PTP) x10)

(F7 hEYIL OD £ 50mg [TCK])
100 & (10%E (PTP) x10)

(F7 REYIL OD §& 75mg [TCK])
100 & (10%E (PTP) x10)
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