MIEEﬂ MHers 0.42 2| 134
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[fRAZ Y I BH 1M E

- RE4E | HARMEMA(ER) 0.400mg

— 7|Et ZItA| : D-CILIE, HEIOIZZAL - OIFZ MU SEEAI(1:1) 2A430%, 0|ZE
HUER A, AHOIZMOITIYE, SR0|SM0lMstA, TRATH|E S E2|0fE
ANESME, ZH|E Z2|H|HOIMIEI0|E S+2A1H30%, Z22|HLYTE, SI=ZAIZ2E
MEZQA

Odéf iEMHQ_I I:I}I-IQ| OIE
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2) JIRimEe SAKFAoO| tatE 4 lct)
3) B3 20} BRHEH B St 45T 4 )
4) U2 EE YNskD 9IS THsHo0| 9l ofy
2. TH2 BRIOIE NF5| SofE A,
1) 55 Mol BTHEE 5 57t 458 2 )

)
2) nFEXHD Il hSt F0f & &m)

3) PDE5(phosphodiesterase—5) ARIAE 28501 SXHASAE & &T)
4) CYP3A4 AXHIE EAHEQ! SANESXE & 1)

5) EALSIHE F0iZ50l SXHASEE & &0)

6) YIH-RIHHIE F0EQ! 8iXl= 0] 242 £05

25t A0 Stotod AF3| Fofsict(7|ZMES0| Yol
7) Bl AA 20| QU= Xl 0] oS FOGHK| e 2
40| statof AS5| FoiBiCE

3, 0|4t

HARAAMA ChE QMM oY MZMH|HE BiXt 4822 Ao = §t 125710
Aok CiE UMM BI=IRACE,

0.4mg F0iZ 1558 & S5t B0 0|4ES2 22EZH1.94%), 2L 55(1.94%),
O1X|242(1.94%), MAK1.29%), ASHEZK(1.29%), CHAZZRI(1,20%), HHZk ZEA(1.29%),
SF5(1.29%) O|AC, 0] 2kt QITMEAS HIKIE 4 U= O|AABUS S Houzk 2t
OX|21E 27, 817|153 17, QI E5 17, 28 24 17, 48R 8517, ¢
AR 174, A 174, HISE 17210|H, (S E(EEE)S MAst 2E o|4USEHS
2 ZE0= LIt

CHS Hi O] UMAEIA QapaA|t ARelo] TH| F0iZ 482F(9I2 F0i7 162,
EfAZAGA 02mg E0IE 165, EIAZAHEME 0.4mg B0 155F)0IA] LHALSH
O|AEES 5 1% O A0 E1E|D 9o EOZEC} £ HIS2 LM 0|AHHS ol WM
HITE QoS Zio|ct,

Of2Ho HAIE M= HARMEASE 0.2mg 0f CHeH YAAIE L AT S AN 22E XS 2H=2
t Zdo|ch,

1) AL oMMA(HIE E9) ¢ HAXSI0 SHtots YntAo| oAMA S0| LIEtE 4 ooz mag
EH5| o, 0|AEH30| LIEKH= Z20l= 0] ofo] R0IE SXIstn XA XXIS Fict.
2) BAANZA © oj2 ofX|Y, FEUZIO| O, J|BN oK, £5, £3, AZntdl, 2H, NEXf,
ZZAU(RIZEY), HAZEIZSH)0| LIEH 4 Qlct

SE|A ¢ 2 Yol SIS 7|2 MEY, MASZ, 20| LiEt 4 ULt

DELS : mjmE WX, 7S, FE217| S0| LIEtd £ Q2O 02{5t 40| LIEt A0l
FO0{E EX|sHof Stct.

5) ASp|A| : 2 1, E, AREHL, AFL, S, AREZ, 7L, HH|, HAL X|opHol, st
o7 LER 4 Qlch

6) ZHol, (M= BY) 1 AST 45, AT 435, 82 S0| LIEtLL= 22Ut Uen 2, 25| 2kt
0| &tS0| LIEtLLE ZR0ll= 0] 22| F0iE EXlot= S MESH MRIE Sict,

7) 7IEL : HIE QISR Rz MAEENZ, TUE, 0|, 83, MF, 0|Z0lY, INIRY, xiae
715, 2, 27185, 555, £5 HIF, AT, 71 57}, FHISE, HIBY A, S|, 25 5 EX
2Ex5H5F 2 (Intraoperative Floppy Iris Syndrome), AIOFSE], AIZFEoH, CHESY, BIEm|Ro| Lt
Efe & Qlck

8) ZLH ALt & ZAFATHZARS2I4 © 3,720F) LIEH O|MEISS Ct31t Zom, o] ofutel & of
S SAGHR| Qi - SETY, AR, U, o|H(EHo StEt).

9) AZ(0IZ)0Mef AT & ZARZDE LIEK O|MEFSS ChSat 2o, Ol= MU =E1of oFt 2
2 UHgo| MY U= T Qlafzo] THo| EH4 012011 2 OtLICE D|Z0|Al= 1) O 4HHtS
o B0y 2) B 34 3) 0] 2Antel QUnpHA HEE AR 5t0] Ch39 0aitSS A8 4ol oAt
ol ZEBIACL &, Ys & S22l NRHE Ji2ig, EURE 59| Y|27| BS & F=27),
AART, ML, miseta], H|, PE, SEH XI427|50] EuEAct £ dH-RIEKHE 285t
QLY 0|0 SEHT UL SXIOIA WLHE E= =SUE 22 She 82 2 F EMUEXGH
EFTFIS)ISZ YK QU= B2 STFETO| WHO| BugUCt

4, YUHHE Fo

1) 0 24S T2 FO{E A2 U XoPt o 4E22 FoiZof FolsHok St

2) 7 [BGIRDAIS] Bt0| Xt & ooz XSt w2 st FoIStct

0] lofl 9Ist X|2= L0 OtLI2t HEQH UM R2I5tH 0] 22| F0i2 7|tiEl= S HX|

ER)
i=k
o

[

Lrp

23i= A2ol= 2504 5 Cf2 STE HXIS D20} Bk
4) Of[Z! SO| LiEfet 4 9IO02 &2 RolAfe] MROILL AISR 2T 5 U0l T2 Ho) At
8l Z20I= Fois &7IAlio} Bick

5) SEUT0IA EHZE £0f Al SRS Uetls 202 sasgl,

6) HRIAelD} HEABIHSS 0prIst= F40 BIA3HD, 0] £ BES 55 Z8102 0] o 20| Fof
HRARI0| US| Tolstolof i,

7) B9 2IEAS T2 Yu-Eet 2,

8) 0] 212 S Cf2 UTH-AITHHI DIEDINIZ X447 |5} BRI, XI4ulo| Mefs St
HX7H 9IS 49 S7A WiESS 0IE 4 2002 oM of2t Hefe] Alztg Bt Leiot
ek

9) 2TH-IEIRIE 2S3HT YL OfT0| BBHE AL Hxjo|N UL ES SLYT 253 st

fn

S0 22 B EMTEXSISSZ(FIS)0| AT matd etatoli= 2| Ex E(irish hook), S
&pxma|(rish dilator ring) = HEHISEviscoelastic substance)S F2 AESHE a0l A0IA
Its8t 2 Yol W3S ZH|sof St

10) MZotajo|= Laf27| YatS 71l #XH0| ol LSt L2i|27| BHS Af|7H B EUCt Brok Sixt
7t Aol Mutx| Y2718 HACHH, 0] 2 £0f A Fol7t TRstCt)

5. A4S

1) EUZSIHIE SBEQ SXi= 7IZAIS #YXH S520| Xotsl= 227t U, st ¥
SA| 7[RMEL0| LERS 4 Qoo Zasis § Folsict,

2) 0] oto] et At RO Qls PDES AXM(MEILIZAIES MY, HiH|LIZEAS §)2F 0] o)
Y& S0{A| PDES 2RI St o|2td HZ5HEIE0| Bt 4 UCt 0] 2t PDES AKIH|2| HE
F0f Al MEe Mol 75 Mol BnE Ht Qlck

3) OREIxet C2 Lm-RIEtRIQte] ASXES ZHE

Ht giol

I
0x

155180] of4eln, HesIRE
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4) NmlE|Einte] YS R0 3t A7 ZDE 0] o FAS(25% L)1t AUC(44% S7HoIM 5238t Bist
7h UEtRte a2 AHE|TIate] HEA| FOIBtTE3] 0.4mg OlY2| 8 FO0IAl),
5) 0| ot et=m2lnte] ASEE2 HISHE in vitro, in vivo AIZIOIA ZEHCI Z20f 0|2X| 23iea

6) 7170l Aoz §t 23t AIFoIA 23t CYP3A4 = CYP2D6 2AMIFIRL 0] 2ko| HEA| 0] 22|
=E0| B7HE 4 US0| HHEICE AEZLE(CYPIA ARA)2t HARMHMAH 0.4mge| HEA|
EARZAMO| Cmax Y AUCE 2{2} 2,24, 2,88 S715IICH CYP2D6 KCHAK(poor metabolizer)oil Af
Y5t CYP3AL AAXK|2t AR AEAHO| HEA| AR LeZ0| Z7HE 7HsH0| QICh CYP2D60]
LHSt CFeA(polymorphism)2 Yo 2 UK UX| §47| HE0l BAZAAMHAS 25t CYP3A4 &
HM(AEZLLE, O|ERITUE, H2|FLLE, S2f2/E2001, QlC|LH|2, YL, 2|ELHH|Z, A
FLt|2)2t & EoisiME QHEIC S50 CYP3A4 ARIKI(GIZIEROI0IA, ERILIE, ZE|OFH,
Hiztmie)et BtARAGMGIO| HEA| FoIStTt, MENECYP2D6 XAzt BAR A 0.4mg2)|
HEA| EIAZAIO| Cmax X AUCE 242} 1.3uH, 1.68 Z7I51Ct

6. YT U S50 h3t Fof

0] oo MZF2 KHYS YCR SiX| pf=Ct. HOlIN 0] 22| ATy 3 RE L2 S =X oUrt.

0] 22| HZE2 A0S Y22 5tX| =Lt 18M 0[512] A0l0fA QHHY U REH2 SE=IX| ¢4

YR F 43 Y £SO Aol Xt Ms SEEH0| LRSHK| Yt nXt & 559 Moy &
XHCreatinine Clearance 30mL/min O|2HollAl= 0] o] OFMA U RS M0| HIH=IX| Rich

O21220] AEElo| U3 AF 2 H20| 471

SAZAGMH SOfR (N=320) | StEOiE | HK So0iR oi2a #Haol .
0.4m 0. ot
pIet (N:15§) (Njgg) (Ni162) (N,\T@l,f)z )
N(%) N(%) N(%) 2 Y8A| Folsict.
23707
28 gnzt 3 (1.94%) 0(0%) 1(0.62%) 4(0.83%)
AEREZ 3(1.94%) 1(0.61%) 0 (0%) 4(0.83%)
MAt 2 (1.29%) 0 (0%) 0 (0%) 2(0.41%)
Asi= 2 (129%) 0 (0%) 2(1.23%) 4(0.83%)
4
oEE [ 202% | 00% | 0% | 2(04%
A
B 3(194%) 1(061%) 1(062%) 5(104%) 7. Lotol gt £04
c= 2.(1.29%) 0 (0%) 0(0%) 2(041%) ofct.
1A obenr st
o 1(0.65%) 2(121%) 0(0%) 3(062%)
ol 24 2(1.29%) 0(0%) 0 (0%) 2(0.41%) 9. ZB4e| Fo|
o2 3 mSIREA|
PIEEES | 0(0%) ’ 2 (1.21%) ‘ 0 (0%) | 2 (0.41%) b/}

2) 0] 22 MHH0|Z2 WA S&5IX| =S BtXtollA| FAAZICE

10. 22 U FFHo| FolAg

1) Of2l0|o] £0| EX| 2= Rof| ER-BICE
2) Ct2 710fl B ‘2= A2 ALngolo] =l7qLt 2R RXIH A HIZHZISHX| gtoa
2 0|E FoISict,

11, YUESSYAME "=

7t AEek SAS MO0, 4L 2| T(BIA 2 MM (F)ChAR ] 2t Chz=0f St
£0.4L2| IH(BARMAMANSIOIUE(F)]S 2X2 WAAEFHOZ AlgeF 2t
CHZROF 2} 1 S M A5 Mol 25 L AE A

20H(A2)0| EE HARNS 2 2}, HWHIFREXIAUCE, Cmax)S 2IHEISH0Y

ol

o2 5532 UBHAC

(38)
HmE7Es ATHIKEE
= AUCo-36rr Cinex Trmex ti/2
(ng-hr/ml) | (ng/mL) () ()
$to|EAZS04U2| 1% 500
x| (RARAEMS) 15111484 | 12164306 (200~6.00) 918+213
[BI%EEF] e
EIASAMIE0 AL 2 500
AEH|  (HARMANR) | 1608+506 | 1298+410 | (30ug0p) | BHEIT
[FF)etatron T
90% 277t 1090.9786~ | log0.9836~ _ _
(7IZ : log 0.8 ~ log 1.25) log1.1188 | log1.1199

AUC, Crmax, ti/2 : B2+ BEHR} Tmax | SYZHEHS), n=20

AUCest : EUAAZIRE] 2IT BF T HHARIX|C| EF5=-AZTMoIHE
Crrex : 2| TEESE

Trax : HNSEEE TEHAIZE

tif2 - A HIZE|

* B ESI=R|IE 2OHEE WRR| Rto] 90% A2zt

(M%)
HnEIEs FAugLE=
7= AUCo-3snr Cnax Trmax tif2
(ng - hr/mL) | (ng/mL) () (tw)
Bin[EiA80422 73 500
HE | (HAZNAMN) 12024511 | 92183162 |(4,00~1200)| 9764199
[BtolE(F)]
EASAYF0.4Ya| I 5.00
NEoH|  (FARMEME) | 13034530 | 97682969 | (5007 0p) | 1062386
ekt o
90% AlZ77H* 10g0.9666~ | 10g0.9972~ _ _
(717 : log 0.8 ~ log 1.25) log1.0539 | logi.1533

AUC, Crex, ti2 : Bk BEHRL, Trex | ZYAU(HS), =20

AUCest : EAAZIRE] 2| ST HUARIKIQ SFE-AZITMETHE
Crmax : ZTEEEE

Tax: Z| TS =T CEAZH

tio s AA HEZE7|

* HIDE7IEIERIS 2186t BrR| Rt 90% Alzizt

L. QIAESSHAIR7IE M7EAM2E0l wat, AlFt SASMEH0 2UR| IH(EAR
IHME)(F)CHIA AT RO BHAS MU0 422 | D H(HARNE M) (F)CHMA
[WEEARRZE MESIACH, thxofnt SE2LH0| SSIULE. olof w2t

aig 22N YEHSSYS USSIAUC

1, 0] A2 (F)CHIMSF HASMEH0 42| D H(HARNA M) SUS HRE
AtZsld SUSH HZYHOR M SHS (F)CHUHA0] /= MESIUS.

12, 7€}t

1) MAEN

QA SHEOf| 0] 2kS 300mg/kg/dayZIXI(AE R|=282k2| & 50uH) FOIA| EXIO &
sistchs = LIEREX] 2UCH LISt E7jol| 0] 2+ 50mg/kg/day7HX] F01 Al Ef
Xiofl Fasichs SH= LIERIX] U

2) 4S8t

21240l oz HARMAME 0.2mg MEUETt o] UEAZA 0.4mg MUTE)S
TR Alojo} SIA| 2zt E0EIHE T, AUC & Cmaxs 22F H|af|A0] ZHEHE|QiCt

szl @ CEMTIEHHE =) DASAE ) ()R}

27| HeTAl Fae 27

[ZHEL] 30T/ 4K 10%/PTP X 37H)
[xiawd] 71287|, 2=2(1~30C) 2

=
% OIUES AIBSIAZ| Zol HE2AIE FoIZ
r

mids.go.kr)2| IU4E MHE RARFIMAIL,

(080-558-7575)2 22I5tA|7| HIZHLICE

=] .
= ofE2 KGMPHZAAA|0I M HMIZ5IK Azet &
AZ7[810| Zat =L HA - HIf £= 2 &

Hzia|g ot MBLICL 7Y
A48 AiZ0| g 22 7Y

% B mfshrr] M ¢ SHRoloEorHRial A (1644-6223)
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