HRoiE

HARUSIN SR Tablets

e 431y 3

- PPN (= P (S E——— 0.4mg

+ 7|EH #7HH| : D-EHS, HEOITAOITZMUZZS oA (11) EMU30%, D|ZTEE20A, Afoj2itnln
&, SRAZH|E, Z20|SH0lMEITA, BT, EF0IEAESAE THIE, ZalH|dYTE, ZaH| otk Eo|
E 2EN0130%, SIESADRLAEZOA

[44] o5t iAol WiEo| Q= BMO| 8 XA
[&5 - 221 &Y TRMMICKSO| e thZof

[24 - 28]
491 : ARNHMAOR A 12 13] 0.4mg AlR0| ZTE BiTk
0] 242 SRZ N0} ain| 247Ut WM otEIC

[ArSae] FolAry]
1. ChS Exlol= Foi8ixl T .
1)0] & E= 0] 240] Tyio| ATS(HBAZ T8 WH0| U= EAt
2) 7 |[RXER BRSHO| 2Aste 2 9lct)
3) 55 2ol BAHEE 5 B27t §88 + )
4) Y8 E= MBI US 7H5E0l U= oY

2, CiS Exjoll=s M38] ROjEh A,

1) B3 AE0) BB 5 527} 458 4 Ut

2) DRl oipt £of B &)

3) PDE5(phosphodiesterase—5) AXIZIE 28501 HAKAEXIE & &)

4) CYP3Ad AR|KIE FO0i50! ATHNSHE o ET)

5) HUZBIRIS SOF0 HANYSHE & Fu)

6) YTH-ACHIE S0I5Q1 SXh= 0] %S So{5x| B A2 ¥Elo= SiL, £5] WS 0l #1045
5| So1BiCt(7[BMBeto| oid 4 9lch)

7) il o] Qli= Bxk= 0f A2 FOBHA| Y= AS MO S, S5 WRSt F2 Bsiof L3
Foidith

3. o2

1) AR MEMO0 Ch OFFE2 U TRUMHINS EiXt 48201S thYOR Bt 123:710] 92 LIE ANAIH
Old IHEIUCY
0.4mg 2017 1553 & Es}7 HUH OIS SRgZi(1 04%), =5 £5(1.94%), 0fX|21S(1.94%),
HAK1.20%), 25122(1.20%), HYTTI1.20%), ZUZF Z41.20%), F5(1.20%) OILL, 0] ot OlakpAS
HiREE & G O|4USHISS FAUT A 27, OfX[2IS 271, 3715 17, OIS 171, =5 S 17,
HEE 8517, 72 17, A 17, A 17, HISE 1200|0), AI1SE(EEE)2 HelEt =E o4
EU32 F350= LT

oS Bi= 0l Y4AIR0IA QlatEiA|oh Aol FAl Roiz 482 (0! S04z 1628, HARMEINE 02
mg 0IZ 1658, HAZAHME 0.4mg FOfZ 165H)0|A Liet OIS F 1% OMYUIA Enslm 9fof
FOiZEC E2 HISR S oldyISe] WHRI=E 295 Ao,

EIARAGA E0IF (N=320) 2% Eoi A Foiz
04mg 0.2mg A%
i (N=185) (N=165) (N=162) {N=422)
N(%) N(%) N%) N(%)

Agl7IH
=5 gmg 3(1.94%) 0{0%) 1{0.62%) 4(0.83%)
PECE= 3(1.94%) 1(0.61%) 0 (0%) 4{0.83%)
A 2(1.20%) 0{0%) 0(0%) 2(0.41%)
Asigz 2 (1.20%) 0 (0%) 2(1.23%) 4(0.83%)
zd
ARzl 2(1.20%) 0{0%) 0 (0%) 2 (0.41%)
A
ox2 3(1.94%) 1(0.61%) 1(0.62%) 5 (1,04%)
= 2(1.29%) 0{0%) 0 (0%) 2(0.41%)
HAI[A
A 1(0.65%) 2(1.21%) 0(0%) 3(0.62%)
oy Z4 2 (1.29%) 0{0%) 0 (0%) 2 (0.41%)
I o R
ez | oow | 202w | o0wm | 2004w

2) Ofiol] BAIE FEi= HARMHNY 0.2mg 0 CiE YYAIR L Al 2 FB0N T2 RS 2AZ 8
2o

Zojct.

() A, olAlaHIE 2e) : Hoixisiol SHisi= Uukdol oMM S0| Ll & glone Atz &R
3] 312, 0[4HIS0| LIEHLEE FL0l= 0] 2te| FHE SX|atn HEt MxIE it

(2 BUNZA : Y2 oiX|Y, @A) 01, 7IBHY ORI, £5, &S, HFAD, 2H, Y&As], 2=
Z{H==Y), MEAMN=SH)0| LIER 4 Uk

(3) 28717 : W= o, HIRIS], 717 MY, MAYT, 2Rl LER 9l

(@) S M2 9, 7iE, FE27| S0l LiE 4 Yoaa ofziE S40| LIEE 0= FoiE

SX|aof gich.
(5) 2871 : Y2 7%, 7=, ARSAY, ASZ, 48, AR, 7, M|, HA xlokol, HatEolzt
it 4 Qlch

(6) 230, FS(HI= 2Y) : AST 45, AT 45, 5 50| LEILI= 297} Yooz, S75] 2t 0f
Yil30| LEHE Z20= 0] 40| S0iE SAloh= S HE NS Bl

(7) 716t : G2 QITL xiotzt AR, 208, In|, 2F 94, 02101y, HEYRW, XI4W7IE,
49, 57133, 583, 88, HIE, UFY, 713 371, RHISY, HIBY MY, %A 48 B SH7ERG
F&m{Infraoperative Floppy Iris Syndrome), AMOFS 2], AIZES0, CHEH!, SIETREHO| LIERS 4 U,

(8) =L ATt & ZAEUZAISS: : 3,720%) LEHS 0[S LIS 2o, 0 el 2 0= &
ASIX| PiCk | SETRY, APYSH, 2, oB(axol BEL).

(©) AZ(0IZOIANIS Al £ Azt LIE O|4EISS ChS2t Zom, 0f= XML Bof ofpt o= &
B89 M=y U= FoHL olnkaAo] THo| By 01201T 2 ol DIZoAE 1) ol4IS Y S
42) 27 318 3) of ofuiol olziA H=E TAHE slof Ch30 O|YHSE Algyo] FolArdi T
SIRICt. 31, @l 5 EEIee) NRAS TS, HUNE So| gef=7] RIS A FEal|, MAIEE, A
Y, MR, ), TE, E27| X&E71S0| HugQict E5t ATH-XEHAS SZstn AL 0F
O S24E UL ExjolA YUT E= U 222 5= 52 22 § EWIYAEISEZIRS)I22
UK U= X2 FZ5FA HY0| HuL(grt

3) SIAZMOIMO 0.4mgol THE! S| Al S FAfz}
SUolM XAAE Sicto] 611 St CROHS CiAOE AAJSH AT & ZA 23, MRS HHBS ol
ilo} Alpigio] 10 26%(70/6828, & 77202 HTEigict, 0| 5 QlzfEiAel ATRIS Zrist olAAzls
# b0 w2t okl 2ol Ligisioion, OlNEAE MR 4 B i ASojARISS Hacl aigid

Qupaze} S&eU= SUS ol

0.73%(5/6829, 621)
ZH 3 B Mg ey
~ | 28-22A Hol omENEES
E5lx] oA 0171 ol A MAL7 | 2HsOF
O1~1%01Z) | MA7IS Tols) | MelEEE

2 Zof 234
i 28 EREE G

E§1 QlmHA|eL Hatgl= oldolx] 8t OldAtEIer Ol AAIS HhAIE 4 Q= Oldotx] RB 01t
S2 Wil Hicof oot okl 20| LIS

Olufmizer ATt OITEZAE HAE & ot
OlAIaHA] 25t 0AALRY olA5HR] Rt kB0l
4.60%(32/682%, 3771) 0.73%(5/682%, 521)
. AN, e T, Y, -
Hlw? || g MzolyaE peas t
HE AHx| TAEHE
Sz Fol ;;’,@f'gf“' Az
o 717150, 71, i
YIS INEY | nos mae 271715300
AR Hat EXYRE 9 FAMAS | ZAAY
2six| | BF A LENFA 0 | B 445 1ULE EE
oA | 28-227 Fol 23, oEaEes -
(0-1;4% 73 e A Ee -
UED | 1et gof Sdy=gas -
RS o4 g -
At 2 o) s IABE -
o7 o MY -
) He -
A2, Ajer A mars | ENE -
L NEE g o8 -
EEE Ty -
EREE] Uit -
587A 3% 1 -

4. 9|

1) 0| 42 MY Foiet JL HE! X{5i7t oY== Roio| FAsfof Sict,

2) 7|RGIfmAle) Serol Xiste 4 oo Aol M2 Sptsie) Fofpict,

3) 0] 9o 2t A== HILH0| OfLIZ CHEREH A F2I5H0] 0] 22| FOI2 7|iE|= SHE HX| R3k=
F20= #2024 & CIE MFEE X2 n2qsiof fict.

40X 50| Uekd = Qoo 2 RojAlQ R0l XS 27 & 0| 2= I SAS= 32
Oli= 9IS #7|Al7o} it

5) SEASI0|A i 20| A| RS LIEE= A2 HasID,

6) TRidol FRMHIISR of7[ot= 40| HIREIL, 0| F BR2 55 SZSI02 0] of 0] Holl HEY
20| QU=A] Bf5to{of Bict.

7) BEQ| MR OIS SRt 2t

8) 0] %2 EEA| TiE UIH-AITHA9} DX XI&W7 IS0t pAE), X4U7le| Yef= SiEst M7t
U2 3P F7A WISES 0PI & o0 oAM= 0 O] ARIME SXiolA| Lo} BiCt

9) YTH-AITHAIE 585D 7L} O1F0| SEHE UM Sxjo| M YT E= ST 442 o= SH +&
3 SRS EZ(FS)0| HE=QICH mabA Stlol= 24| X 2(irish hook), EXEHEI12|(irish
diator ring) F= HEHIEE viscoelastic substancels F2 AB3IE a0 A0IM 7158 & Wi
B[S FH|sior BiCt,

10) dZoiaio|= Aa27| WS 7REl BxHO| ol Cifet L2 27| ¥ Atz Bu=|Qich, Biot #XI7} apAo
AR Y27(E FHACHH, 0] & FOf A Fop7H ERSITE)

5. 4B

1) HUZstHE 2850 Xl 7IRIAle] HAxE S3o| AMalds A7t Ao, Heldsliret HEAl 71y
HERAO| LIEW 4 Qlonz Afsh= 5 Fostrt

2) 0] eko| gtm} ATt 2202 0I5] PDES HMKI(ACILILAIE2 A, HiE|LFEEAY S)2 o] 20| WS Fol
Al PDE5 MR S# o2y FUIASIRE0| F712 4 Lt 0] 242} PDES AXIM|S| HE Fof Al MEY
WMo| 7Hs4o| EudE HE Qlot

3 ;}jlk:lﬂltt}}% AT-ICRIf] 4SEB2 AFE H goU, 452R0| Y=, HAZSIEIZL 0|2H

0| ik

4) NHE|izle| H3X20] Ofst Hiizint of OF HAS(25 % )T AUCK4 % B7H0IM S5t Habt Liet
ooz AHE|Tze] WEA| FOIFILHES] 0.4 mg Ol4e] 88 S0IA)).

5) 0] 943} JEmEITIO| HEXRL HBE in vitro, in vivo AJZIOIA ZHEQI ZE0] 0|2X] R3OS HE
Al FEolsict,

6) HZQIS HAOR Bt AS3} AIR0|IA 2Bt CYP3AL Ei= CYP2D6 AAIS 0] 2F0| HRA| 0] 22| &0]
3718 4 Q30| HAEQIC) AETLIE(CYPIA4 AR HAZAGMA 04 mgo| YEA| HAZAO|
Cmax L AUCE 22} 2.2, 2,88 S71512ICt. CYP2D6 MR {poor metabolizer)0ilA 243t CYP3A4 4R
Het HARMEAHO| ZA| HAZA E0| F71E 7540 UCk CYP2060H CiEH CFe4(potymorphism

12 YutEoz oA UX| 87| o] HARMNYMAS Z5t CYP3A4 ARK(AETLIE, o|ERLTLIE,
He|3UE, SHz|E20i0jd), QIC|LHIZ, An|LHIZ, 2|ELHIZ, AFLH|2)0} 87 SoislAM= oLt
B559| CYP3a4 ARIFI(Ol2 ERDIOIY, ERILIE, SEIONY, HI2iL)e} BARAGM 0] WRA| Fo|
Bict MEAECYP2D6 HHIM)z HAZMHAN 0.4 mge| HEA| HAZMO| Cmax X AUCE 22 1,34,
1,64 S7ta%ct

6, A5 3 $R50] ¥t Rof
0] %o HEZE oS tYR SHR| P=Ct OloIM 0] of0 QY W KB SRRl YRict

7. 20100 chgt Rof
0] 2] HSZ2 A0HE Y= 5iX| BH=Ct. 18K OI5t] A0HA QMY X RS2 HREX] UULE
8, Exiof cht ol

YR F F5 Y FE2 AiEol ExjolM= SFxH0| URsHK| HiTt 1K § 559 L] #xt
(Creatinine Clearance 30mL/min OIZhelME 0] 2ko| otFld 3 50| F7IE/X| it

9. X340l Fo|
1) PTP 29| o= PTP ZFORLH 7L0] S8k Oidl PTP 23S 2851 2 32, HOdt ojdte
0 A=atol tis| NEt 32 HZ0| YA SASARERRR) 52 55 BHUSS SUBICh: =t o/t
2) 0] %2 AURF0IZZ Hoik EZ5HA| Y2 FRolA FAAZICHARZ 3.

10, =g U &gdlol Folug
1) Ojelole] £0] 2x| Bi= Rof 2usict
2 T2 8710f 10} ‘4= 242 Akaolo] =7t B2 FRIH0M HZISIR| o 0[S Fopi),

11, SUEEEYNY Y™
71, RIS EIAB K0 4| T BAZ NS (RIS (RS} BlBAT S0 422 AR
MeNEhIOIEIE 2x2 TANEOR A 2} i EE DF0) 241 A4 A28 N0l 32 ¥
Ajg | 8] 27 £0510] 03(32) 2 20BAIS)0l B BAZNZ 55 A3t H|DYIFSR(AL,
Oro 278510] EAISHE 1, BRI Xi2] S0%A127210] logO B0I logt 250|LIZA g0

2 3582 yzeian.

&=
HuEiE AngyiEe
T2 AJUCo-arr Crex Trmex tif2
(ngtr/m) | (ng/mL) (tn) ()
Bio|EtAZI&0.4%2| 7Y 500
A% (HASAGME) BLI£484 | 12164306 : 9184213
[eoleszia)] (200~600)
EASAUE0.4L2 1 500
Nt (EARAMgMY) 16081506 | 1298+419 (sool~soe) 894+173
[(F)chatriof] ol
90% M7 log0.9786~ | log0.9836~
(71 : log0.8 ~ logl.25) log1.1188 log1.1199 - -

AUC, Crex, ty2 et + BEHRL, Trec: ST, n=29

AUCes | FUAZIRE] 25 B 5T WHAMRY BFST-A7I=MoIHE
Cra: HUEFET

Trex : HDESEE AR

tie : A4 27|
* H2B/ISEAIE 2OHER HaR| Kio| 00% Mzt

)
HZB7ES ATIER
Ead AUCo-3ov Crax Tras 2
{nghr/ml) | (ng/mL) () ()
BtojgAta04La 13 500
HRY | (RAZAA) 12024511 | 92183162 - 976199
[BHoletEE)] (4.00~12,00)
EASNHH0 4L 500
AR (At 1303530 | 97682969 ‘ 1062386
[FcttRiey] (200702
90% Nzt log0.9666~ | log0.9072~
(71% : log0.8 ~ logl.25) logl053¢ | logt1533

AUC, Crax, 2 B2 BEWRL T | SYZHS), n=20

AlCes : XN 25 BE5T YHAZIN HFS=-ATS 61
Crax: 2| TEESE

Trex : HDHSET TREAR

tie: AY W7

* HIIIBSRIE 2IUSE B K| 90% M7zt

Lt ORIBSEAAEIE VAN Tl A SABAM0 2Ll T BARNS N ke
£ A% BASAYE0 4N R (EAR N R NRea) SR Hastiow, o
Fofzt BUN0| S50, 0l T2 ofE KRN 4E8EESAE UasIC,

0] 242 (FICIUAD BASHUH0ALRIEAZNSIS)S S5 U2E MBS0 8 AW
02 # 258 (FhiAcel e HE%S,

12. 78
1) guzy
23t 3= 0] 052 300 mo/ig/cayPHRIAKR HIZ229) o 50M) SoiA ElRl Salsicks BA= U
EJLHR| i5tc, QAI8H E710 0] 252 50 myka/day7IAl S04 Al BRI Sk B4 LIEILIA) 2ot
2 o
22401 402 HAZMN 02mg TR 0] HEAZA 0dmg METR)Z TR A0l &
7242} S051348 1, AUC % Cax= 82 {B0] BERICY,

[=rEk]
7|287|, M(1~30T)HH
[Zaeg]
30%/ARHI0%/PTP X 37H)

(AR
(FIIAAeE, 135 SHHE OJA| M HONE Up 3% : HHE ORI ETH SNz 3

% 2 JUER Q40000 AZ U BXT7IF(KGMP)0] w2t H2Et BYANE Lt AEULC,
Blok 2N MBIRE)7IE0] ATERIALL HE - i) - 0 - AYE AR AZ7)4K} U 9T T
Mol Bt510] TURE Safl malsi0] EALI,

% Of2i0]9] 20| 2| %= Rof HHaiIAR, AZ(Ba)78! ZaiF HEL AS(ER)SHK| THIALR,

% 0| HREAE YUEE MSal7| Hol YoM, JoEm 3 HAGHAIR,
Yool 922 Y FHO| HAS Asi0] (IE 87/0] Al DAL,

% 0] 92 oA = XImoIMO| Millo] 2/510] ARRE 2 Ol ML,
0] %) SHI2 NS H2AALE 0] & B Zo] et AIZARI0] Y= B2 M/ AFEIAD|
HIELIC,

¥ BRI A7 3 TioiR| 4 : S oo SOrRIRIR(1844-6223, 14-3330)

IR 1 2021 28 228

0] HREM ZYOHYUR 0}% HAE 2
ASRIEOHN QRIS EE AL hps;/nedrug.mids.gokr) ol elatd! 4+ QLI

Az9En -

OIFA=(F)

77| HElA| MR 1 2

AH[RHATA080-256-8000

WU COkT HST 201-01




