2023F9FTET (5E1HR) AIIZBREEATE DHEPRIEE T EE] B EERRIEES
o ERE R 87259

e 9 L2202 VGG OFEA IR

AR - 3% [LI030EEE0D 0. 1mg BH.

— 3,0 EEE0D £0.2me BH,

" Tamsulosin Hydrochloride OD Tablets 0.1mg * 0.2mg “NISSIN” 0.lmg 0.2mg
FRERES [22200AMX00570|22200AMX00571
F) FE-EEEOMFEICLOERT S L BR5ERAME 20104E11H

2. B2 (ROFBHICEBSLEBVLI L)
2.1 RAIDORT I LBBREDRMEED % 2 BE

3. #8 - IR
3.1 #HRE
G | JAARY IEEE y LAY IERIE
7 OD4#0.1mg [H#i] OD$#0.2mg [H#
1§EH LgEH
BHES| AARER Y L ATy Y | AAERFY L AT Y Y
HE#E0. Img 1EEEIE0. 2mg

EEtLla—2 (k). e7gXg—2, TF)Lt)L
O—Z, ¥% /=), I ULEREFNITL T
JUYNLBEBIFIL - AT YIIBEAFILIARY) v—,
RIVFTFTIFLY )L T VI —F), X%
WAl | 7 ) VB R < —LD, &Y VILR— 180, FLAEK
M. D-v>=r—J, ZOARE R, EREIL
O—2, A7y AB7)LI=vA, e RuFfr 7o
LAY —F, A7 F50—A, AFTTY)VEBHILY

8.3 VFVESHOLLNLIENDHHDT. EFEE. HEHE
OBEEBEREZAESFEINRE T H2H5EICIFESEL T &,

8.4 KA ESRMBE ICHETEARSOEEICOVWTHZEZITL,
EERIASHRESNTWABSITIZMEZ(LICERE L, MEK
THALNIZEEICIE, BEXIEHIET 574 @42 UE 2
752 & [10.220R]

9. HEDERZRIIBREICHTZER

9.1 GIHIE - BIEEZFDSHZBE

9.1.1 EIMEMEDNSH 5 EFE

TERPBELT 2BZNDH 2. [8.250]

9.2 BHEERSEE

9.2.1 ERLBEHEREDHDIEE
MFHREDP LR T L2BZNPH 5. [16.6.15H]
9.3 FFieERESRE

9.3.1 ERRBTHERENGZEE
MFPREP LR T 2BLNNDH 5.

9.8 SEE
BEREPETLTWAZENH B, [7.. 16.6.15H]
10. #8E{EH

10.2 HAEER (HAICERITBI L)

AR E R RER - BT E W - fElEET
e FEF EURERNESEC 268720 | BEARATOEE
[8.42 0] BHBHOT, BET H7%EE | \SEIZR O M EFE
B9slE, NPETLTW 25
BB,

RARYIAT T — | HERIC K DIEBEIEEMES S | AFNE o ERTERH %
C5EEERZET | 5bNDEDMENH S BIBz0, HAIC

N
3.2 HEIDOMIR
B & & h2Any o EERE Y L Aa Y U IEREE
& OD##0.1mg [H#] | OD$:0.2mg [H¥)
L= 7N HEDOHRIE
now O= =
$E4E 1 7.0mm $E4% 1 7.5mm
RES $EE : 3.4mm $EE : 3.6mm
HE  120mg EE  160mg
G|
n NS 536 NS 537

4. HRENLIFFNR
BUIZARAEACEE [T S BERRIEE
5. MEENIFHRICEHET BFR
51 RANC L 2B BRERBE T 2L, MMEBETHH &

ICHEL. FAKREGICE OGS 2RPBONZVERIE.

FIPEESE, OB ZNBZERT 5 &,
5.2 BV RERIEDZN - IOV TIE, BRSO A RS
1 VEORHOBRESEICT S &,

6. FAERUHE

WE. RAICIEY L 20y VIERRES LT0.2mga 1 H1E&
BISROHET 5,

B, ERp. ERICK D EEEET 5,

7. BENUHEICEET 3R
EiE TEREENE T LTV AIHE130. 1mgh 5 %5 % Fith
L. %2 +75ICBRLEBIC0.2mEICEET 2 2 &
0.2mg THIF T 2ENSBSNEVIBEICIIZN ELOHE
BTHT., OB LMEEZITS & [9.85H]

8. EELREARNIEER

8.1 KAIDBEHRSIC XV IMEE TS FEEINZDOT, BE5E
IIFERT S &,

8.2 MNIMEMERT A ENHAHD T, FUEHICK S ME
ZLICEET A2 &, [9.1.15H]

2 A LD InsomERk
VT FT 4T RIERIC L 25 EE
I UEEE xR sBZh
NILTF T 14 VIR BH 5o
ERIE KIS

1. 8eR

ROBERNH6ONBHT ENHHDT, BELZTDITITV,
BEEDPRDSNIAGHIIHRES %2 RIET 572 @) 2 LB %
o2&,

1.1 EXEEER

1.1.1 5Kt - EEHEEK (BAEREA)

MEERICEES —BEOBBELENH S DNEZENH S,
11.1.2 FFEREREE. BB (W3 nL3EEAR)

ASTER. ALTER., BESESHobLNE ENDH 5,

1.2 ZOHDEHER

0.1~5%Ki SHEEANEA
s | PEVS 55558 %%igiwiﬁﬁ RE. wous
Eme | UK %%ﬁﬁ\ﬁﬁﬁﬁmExaﬁ\K
agr | 2 g%&@\%ﬁ%\%%ﬂm‘m%

BABUE. B WERE. 198, R, TR
Hitd | BER. BE. BiCR
&R, HETREE

WHEEABEE, 25BR | B, FE, JRES KEREE, &
2ot TRk MALFLE . FRfEEE. SPREREE.
ML RRE TEER. BE A
NFEE, FTY . BUE, WEER

14. BALOZER

14.1 FRIZMOER

14.1.1 PTPEEOFEANIPTPY — b2 S5H O H L TIRAT 2
FOHEET LI L, PTPY— hOREKICE D, BLHAED
BEMBEARA L, EICREA 2B L THRAREOER
LEMEZHFET LI ENH S,



14.1.2 RANIME AR TICRASE 2 2 & RAIIZY L 2T
T UEBIEORBIERZ SR L THB D AR BRI
kN, ENEEPED BAIREMEN 5 5,

14.1.3 KAIRZEFEO LICOBTHERZRESIEL EHRET D2
O, K UCIRAFRETH Do £7z. KTIRATAHZELT
b

14.1.4 RENIB-FTORETIE, K LTRASEZWVL
Eo

15. ZDfthDER
15.1 ERFREEAICE D < 1EFR
o SRR 2 AR B R ICIRAEROH 5 BEICB VT,
anBERERIC & 5 &F X 5N 2 il R ¥ BEARE T E 2 B
(Intraoperative Floppy Iris Syndrome) #’& 6bh 5 &
DHRENH %o

16. EWENEE

16.1 MRE

16.1.1 BHEZS
fERRAICY L A0 Y VIEEEE S 7L %0.1~0.6mg® EROKES L&
&, MEEPRE(CARE T 587~ 8RR ¥ — 7 2R L. EHE1139.0
~11.68fTH > 72" CmaxXCAUCIFESEIIZITHAIL T ER LT,
yuZ2ay VEREN SV ETHREEREO®RS Lz & &, FRlEe
RIER L7, MR RELFRERESIZ4H B CEFRBIGE LY,

y L2a Y AERRIEH PV OEKHAE TOME

= Tmax Cmax tia
(mg) (h) (ng/mL) (h)
0.1 7.0 3.2 11.6
0.2 8.0 5.7 9.0
0.4 7.0 15.6 10.8
0.6 7.5 15.6 9.8

16.1.2 E£MEHIEIE MR
FRERRL 294212\ LI — )LDEE0. 2mgd 5 WL & /N LT —)L0.2mgh 7
EENEFNT QA —N—ETHREREO®RE LHE, Y420y VERE
O MEERREMEOENBE/ST XA —FZUTOEBY THBY, NI
F—LDEEENILF — LB TR IIIEMZCRETH > 7299,

1 nEs Cmax AUCt Tmax
A BSR | (oml) | (ng-h/mL) (h)
NV —Ib
D0 2 0.2mg | 4.34+1.32 | 63.5£22.9 | 7.00+2.04
NIVF—)b
O ey, | 02mE | ATIELEL | €2.05208 | 7.8+2.4

16.1.3 E£MFEHEZFMHR

(9 LZ2OY VIEEIE0ODEE0. 1mg [B#F1>
Z 520y HEBEODEE0. Img [H#T] &/\LF—LD§E0. Imgz.
ORF—=N—{KICK D ZNZN2A8E (¥ L2022 VERRIEE LT0.2mg)
fERA S FICHEEORS (EER—KCRA. EER-—/KZ L TRA
KOE#—/Kx UCTIRA) LCEFREMEREZREL, BohicE
MERE/S T X —% (AUC. Cmax) 122\ T0%(EHEXBIEIC THER
21T -o 7-8ER, log (0.80) ~log (1.25) O&EHEANTH . WEH D4
MRS EDS TR S N7z,

(1) #@BREF—KTHRA

HEINT A= SENTRA—F
AUCrs Cmax Tmax Tin
(ng-hr/mL) | (ng/mL) (hr) (hr)

90.00+31.16 | 8.18+1.96 {3.8+0.9|7.1£1.7

&y hAay ERE
OD##0. Img[ H#f )

NUF—)VD$E0. Img | 84.23424.97 | 7.16%1.47 | 4.4£0.8 | 7.7+2.1

(Mean=£S.D., n=20)

(ng/mL)
12 ¢
10 r —o— 4 LA U ODSE0. Img [ P37
" g L —O—/~LF—/LD§E0. Img
ﬁ Mean=S.D., n=20
o6t
N3
B, L
2
0 L L T L T -
0 8 16 24 32 40 48

I (hr)

(2) #REF—KIZ L TRA

HENT A= BENT A4
AUCo-5 Cmax Tmax T
(ng-hr/mL) | (ng/mL) (hr) (hr)

& L5220 o IERE

OD&:0. Img[ H %) 114.22+41.289.794+2.95|4.2+1.3|8.1£2.0

NLF—)LD$E0. Img | 101.16+32.34| 8.30+2.35|4.8+1.2(8.2+1.8

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

(ng/mL)
12 r

101 —— 4 1AL HIFEHODEEO. Imgl FI 7
—O— /L —/LDEEO. Img
Mean=+S.D., n=20

8 -

0 . . | . N
0 8 16 24 32 40 48

E#ﬁ:ﬁ (hr)
(3) Big—-XKxUTIRA

HEIST R —% BEINT A—Y
AUC4 Cmax Tmax Tz
(ng-hr/mL) | (ng/mL) (hr) (hr)

Y LAY VIERRIE

OD&0. lmg[ B #) 81.09+26.37 | 6.25£1.78 | 6.2+1.7|7.9%£2.1

NV —)LD$E0.1mg | 81.34429.93 | 5.69+£1.52 | 6.7+1.7|8.7£2.3

(Mean+S.D., n=18)

(ng/mL)
12
10+ —— 4 L ADL U HIEHIODSEO. Img T B 37
g —O— /L —/LDEE0. Img
1.
JifE Mean=*S.D., n=18
o |
s
oL
2 L
I 2=
0 . . ’ . n —5
0 8 16 24 32 40 48
K5 (hr)

MEEFREL ICAUC, CmaxFED/8T X — 413, #EEOBIR, (KK
DAL - REEOHBEMFIC L > TRELREEPH 5,

(9 LAOY VEEEEODER0.2mg [B%7])
& L2 HEBIEODSE0.2mg TH#] &\ LI —)LDEE0.2mg% ., 7
OUAF—=N—FIC LD ZnZNIE (¥ L2002 VIERBEES LT0.2mg)
BEBEABFICHERO®RS (EfR—KCRA. MR —K2a L CRA
R OB~k LUCHRA) LR REWABREZEEL, Boni3
MERE/ ST A —% (AUC. Cmax) 122\ T0%(EHEX ik THistf#
%247 - 72455, log (0.80) ~log (1.25) O#HENTH . MEK D4
MRS ESER S N,

(1) #BREF—KTHRA

HEINT A =% BEINTG A —%
AUC4 Cmax Tmax Tz
(ng-hr/mL) | (ng/mL) (hr) (hr)

97.58+28.02 | 8.890+2.35 [4.2+1.1|7.5£1.7

ynAay RS
OD#¢0. 2mg[ H#7J

NLF—)LD$E0.2mg | 93.06+24.99 | 7.85+2.13 | 4.6%£0.9(8.3%1.9

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




(ng/mL)
12 r
101 —— 5 LAy IR ODEE0. 2me H 37
@ s —O— /b —/LDEE0.2mg
ﬁfy Mean=*+S.D., n=20
6|
i
-3
4 L
2 L
O 1 1 1 1 1 5
0 8 16 24 32 40 48
iR§fH] (hr)
(2) #EBEIF—KZ U TRA
HITEIST A —% SEIINTG A —F
AUCus Cmax Tmax T

(ng+-hr/mL) | (ng/mL) (hr) (hr)

16.6 HEDERZEIDEE

16.6.1 BiEEEEEE
BHEERERERZICY L AT Y VIERRIEH 7210, 2mg 2 R O#S5 Lz
L&, Y LAY VEREOMBEFEMBED EANPA SN, ZOMEE
R O ERIE. gD a-AGP (a BBHEEER) EOBEAMKAIC
KAHAEEME D 0 . IMHEPERYIERE & o ~AGPEEORMICIZE WIRRE AR
Ho5NTz. [9.2.1. 9.85H]
BB, LAY UIEBEOEDDH S5 VIZENEFRRBICERES T 5 &
Z6NBIEEARREYEE X, T a-AGPEE I 2D 5T Bk
EEOZTNEIZIZRAKTH - 7Y,

¥) AROERRSNZIHARE. 0.2mgTh %, 4B, Fip. ERICED

HEBERT 5.

17. BRPRAHE

17.1 BERUELEICET HHER

17.1.1 EAEE I XU MAEKER
HLREORENEZ BRI &89, AERENLRREROERE
DURENRYD 5N 7200, fREIEE D RRTR2366 O BHE & IR L
Tzo Flo. “EHEMHEBFHBOMER, &L 202 VERIESH 710, 2mg
I1HIEHRSICB W TEREPRD 511012,

57 % PEEWEN L

& LAn Y o ERE

OD##0. 2meg[ B 89.77£19.39 | 8.46+1.63 |4.0+1.1|7.4£1.6

0.1lmgl H1[E#5 28.3% (15/53)

0.2mgl H1E#5 34.1% (43/126)

NLF—)LD#E0.2mg | 85.73%£25.61 | 7.51%£1.65 |4.4£1.0|8.4%2.1

0.4mgl H1EH5 38.6% (22/57)

(Mean®S.D., n=20)

(ng/mL)
12
10 r —— X AT UM REH ODEE0. 2mg  H 7
g L —O— /L —/LDEED.2mg
ik
iy Mean=S.D., n=20
T o6 |
i
B, L
2 -
0 1 1 1 1 -
0 8 16 24 32 40 48

iREf (hr)
(3) Big&—KI2UTHRA

HEIST A= BENTA=4

AUCw4 Cmax Tmax T
(ng-hr/mL) | (ng/mL) (hr) (hr)

& LAy VIEERE

OD##0.2mg[ B#i 79.22+18.3516.01£1.33 |7.2+2.0|8.0%£2.5

NV —)LD$E0.2mg | 75.03+23.14 | 5.31£1.40 | 6.8+1.6|8.0%2.3

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

(ng/mL)

12 ¢

10 —— 5 LA UM OD S0, 2me T H 37
s | —O— /L —/LDEED.2mg

Mean=*S.D., n=20

METRE
(2]

0 . . | . n
0 8 16 24 32 40 48

I fH] (hr)

MR ICAUC, CmaxFD/8T A —F 13, #HEE ORR, R
DAL - REEOHBEMFICL > TR LT REEPH 5,

16.5 ittt
BREAICY L2y VIERBIEH L %20.1~0.6mg® EORE L&
& REBIKER E TOREBIAED RPHMFIZI2~14% £ 1ZIE—ET
HolVe Fio, BHEREORES L & S LRPPERICR S LEHIIRD
Shigir o7z,

F) AROERRSNZIBRARE. 0.2mgTHh 5, &B. Efs. ERICKD
HEBRT 5.

18. EERNEFIE
18.1 {EFAER
FRIE R ORIV D a R AR ZEK T 52 LIk D, RENERZEOH
SEEHE AR S, BN ARAEOE IS D BERRE 2 BT %,
18.2 £ FTOER
t MEIREATOZBMEEEERICBWT, 7oV YV EBIELD2.2
& 712 NT 3R YIVEEE & DA0REHRV o ZEAENHER 2R L
(in vitroztER)
18.3 EMITOIER
18.3.1 3R o FHIFERER
T v MUBEIEARTOZEMEEERKL T Y FREIREAR TOMHERIC
BT, aFERZRIRAPOHAMICER L. ZOERETI V>
EBEBLP 7V T IVAVIVBIEL VBRI TH S99, 7B, 7
FREIR. T v MEBELRPELEY MNEBEARATORMEERICBLT.
AEITaZBEAEELD D BRI U TEVEBIREZ R L2 (in vitro
FRB#) o
18.3.2 TERMREE (FRiE - FEBE) MUFIZIARICH T B1EA
7Y FIRE, AR R OB E L g HEA TOMEERICB VT, /7
VYU EREIE X V23~98(%. Tz v b IR VIVEERE &L D 8T~3201% 5
Vo ZAEFRIERER 2R L7219 (in vitrogkBg)
Fio. BB RICBWT. aRERRIRERIC X 2 RENE L7 % I5EH
MEEF &0 & 13558 < M L7z,
18.3.3 HHREZE(ER
JREAHENE A ICB W, RENEMBRORIRTEZE TS E720, —HA.
REET v MIBWT, EERBEREIGER OB N ERR I8 2 RIS 2

otz

19. BRESICRET BIBEFHAR
—RERIBHR © & L 20> VIE#E (Tamsulosin Hydrochloride)
k24 1 5-{(2R)-2-[2-(2-Ethoxyphenoxy) ethylamino] propyl} -2-
methoxybenzenesulfonamide monohydrochloride
73F3 1 CoHzsNOsS - HCL
SR 444,97
g

O\O

g s/
0 > @ NNH. e
H CHs CHs
O\/CHS o~

% R BEOBRETHS. FRITBEITPLT L KITPPBEFITL, B
B (100) 12T, T4 ) —)b (99.5) IcHid TEFIc<L
[

B s K9230C (9fR)

20. EURV EDEFE
TV IO — AR EREBTTRET S,

22. @&

(9 LZ2OY ViGEIEODEE0. 1mg [B#])
1408% [148% (PTP) X10. #EHIAD]

(9 LZ2OY VigEIEODEE0.2mg [B#i])
14088 [148% (PTP) X10. EEAIAD]
5608E [148E (PTP) x40, ¥EAIAD]
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