KGMP EeReralilE olef

12
A
re
ol

TEHHIE X2 A

o A‘I tgx-l
'n-Eﬂ WEERE
(EFA R AIGHAIS)

hy= il =]

WIS EF) | RSS! 22 2R)
JIEFRZIA : O|ZHMZRQA AHOIEAMDIDHE, MR3E|
SMLIEE, 712024t 220|=M0[MetFA, ZHIE, 2
2|02 2126000, 5|Z2HZAOLAEIO|ESAILIOIE,
S|ZEUZ2A2208 D-TILIE

WA A SNl 9 Aty EETey

N 25 =27 28 TZMH|hS0 T2 o]

may -8z
Aol EARMEMROR M 1 21 3| 0dmg AlSo0l| ZTEC BiC}
0] &2 SRR 70} ol AL WoH okt

W ARSAt] Fojufat
1. Ch2 Eixloll= Folshx| & 2.

1)0] 9} =t o] ofo] Tkiel TS (RS 3l a0l 9
o

2)7IEiElet Sixlizalo] oaiel 4 oick)
53 7hof :

2 =
0] %2 RS §RlT QUonE LUEQA SifM(galactose
intolerance), Lapp REEEA ZES(app lactase defiency) &£

S| KT ZH} QU= &
2, L} Exboll= M| S0 A

]
i
=
oz
=2
o
>
g
oz
ot
o
|.ﬂ
N
0>
of
ok
4>

4
&

L
3) PDES{phosphodiesterase—5) AXXIE S8F0! HAKNSEE & &)
4) CYP3A4 ARHIS F0IEQI SIKASRER o 2iT)

5) HAZGIHIE Z0E SXHASEE o 2u)

6)

LH-ALHE FOHS EXh= 0| A4S FOGIA| W= XS A
OF slLt, E5| TRt 0| Sole AlFs| Fositt, (7RI
20| Aofet 4~ Q\ct)
7) ikl H20| L= SRk 0] AS RO s WS HRIOR
Lt, S5| He st AR0! Btolt] ASs| FOSiT,
3. Oj4ilts
1) EARAEAES thEt oHde A TS X} 48282
CHEOR St 125:710| 912 Tha RLAIRIOIA B7H=|2iCk
04mg F0iz 155 & Esli| 21 0SS SREZ1.94%),
HEE E5(1.94%), 0X[2130194%), HAK129%), A8IS241.20%), T
AEE1.29%), oz ZUA120%), FE(1.29%) /1T, 0] 2fm} olat
IS HIRIE 4 GlE Olt=ErS2 Moy 2 27, 0iX2iE 2
4, IS 12, AES 17, =2 217 el S5 17 721

20| LiEte 4 QI

(@) RS - M2 YT, 71AE, Fe2l7| 50| LiER 4 jles
2 0[2{3 BH0| LIEl AR0f= FHE SX|sfot St

6 A3 HHE 7o, 12, RS A5, AE, MER
T, 712, HH|, MAL X0, HoREon 7t Liete 4 Qi

(6) Zelol, SHEiile 2F)  AST M5, ALT 45, 82 50| LIt
= A9t 3leBR, 2ol HEolu oldEiE0| LiElLE &

Rol= 0] 2fe| F0iE FX[ol= & HEG MRS Bl

(7 7|EL: M2 QI xioizt MAHEt B8Rl A1), BE 2

A, 0201, HERRY, ASWIS, 48, 27125, 585,

&5 H|E, QITE, TR 57t RHISH, HIEY AR, AL &

B EMUHMEIBEZ (ntraoperative Floppy Iis Syndrome),
Alots3, AlZiEol, ChadBel Sietmniseo] LiEle 4 QIck

(8) 2L ARt & ZAFHTHEAISES:  3720F) LIEK ofAktS2
Ch23 Z2on, o] oujel #et (s SMGIR| ot | $&2
2, AP, 2 o|g(iax|of Btet)

(©) 2A=oI=Z)olMe] Al 7 ZAZER LIEKS O[MEFS2 Chaat
Zon|, 0l XA B ofpt ZoZ LI Ml =
TWIpt lataA|ol HEO| ek 0|20iT! 2 ofLich Ol=ol
ME 1) oSl By 2) B3 3l 3) 0] zlo| olukiA
HEE IR ol0f Oh32| 0[S S ARRde| FolArRll =
SI5I%CY. 5, e 5 EER0C| TIREE J1E HHRE S
of g2y B ¥ FER{7|, HAT, XYY, njRete|, ¢
H|, 7E, EE7| A&EL7 50| 2UEQICE £ YTH-RIHKIE
8o Y7Lt oo =S U2 Sxjofl o WUE E= =
U 222 ol S 22 & EXMUERCIEFZ(ASICR o
2 SlE A2 53550l HYo| BuEirt

3) HARMEME 04mgoi| CHEH =LY Al & ZAFZT}

=Lo|M JHAE flofof 61 SOt 6822 thyoR HAIG

Al 2 ZA Zup OlgAR Q] wHE2 AuAe HERlo]

10.26%(70/682%, & 77702 Hn=i9ict o] 5 QlwEAer AEel

= B oAz @ Hico| mef of2f Hof LiEsIen, ol

A HHAE 4 e BSOS ASOIMEE2 BT EIX| YT

oTafeer e SOt oAl
0.73%(5/6824, 671)
e peA Ag  [zay
IS B I |omeioEee
e M) S Y
(O0.1~1%0121) (A7 5 FoK=d) | Melee
BERUEEL, EEE
sl mgt PR EErE]
LBt OIafpIzol AFRIGIS ofelR] 23 OISt QlnferlE

HHR[ 4~ Q= Ollefolx] ot 201re2 U Hlkol et o
32| H0f| LIEs|%t.

e s |
ORI 2 oA | i
2 4.69%(32/682%, 372} | 7

24, APl 17, AARE 174, HIEE 1200|0, QIS EES SIS MM 22
3t BE OARIZRISS AzoE LIEC) bl 7 |A 22 | gl Mol QF (a2t
C}S H= 0] YMAIZIOA Qlnkazel 2gl0] TH Foiz 4628 24
(912 Foiz 162, HARAENA 0.2mg Foi 1659, EHAZA S T = R=v= =i PR V)
A% 0.4mg F0i 5SROI LR O[AKIS B T 0[S0l FEEA EN | il e | ma
2o mrte >
z—ﬂﬂirﬂjﬁ f@i‘ﬂq =2 HISE L5 o|4lerZo| UHie A IS ol |27 sal, 272 S
£ 2o/ 2010, () Melges Hany  [2VISe
EARNENE E02 } .. T T /2
(oo || T o | A RO Eopn|mu e |czevs 28t Seluit
0.4mg 0.2mg of (N =482) i == ol @Al ]
i3 ~ | BT = 22 = AR
TR = s = s | v = 6o | e O gy |28 tHes 123 8
Aeb1A oy [EE-EEA B[ BE oEtaEea -
=osuz] 30M4% [ 00% [ 10.62% [ 40.83%) S e B -
AEEES | 3(1.94%) | 10.61%) 0(0%) | 4(0.83%) 7EFRo EN T _
A 20.29%) | 0(0%) 0(0%) | 20.41%) L] mat | a3 2ot _
AstEE | 2(129%) 0(0%) 2(1.23%) | 4(0.83%) [EEE - _
43 k2
oatEzl | 20.20%) [ olow) [ o0% [ 2041% 0P |1H Hof | sy |-
Y] CE] EEE -
OR[2IE | 3(1.94%) | 10.61%) | 1(0.62%) | 5(1.04%) AU Y | _
= Solxl |9 mame | BES
£5 2A.20%) | oo%) 000%) | 20.41%) Sofx| 3, Bade
a1 (??71"~ it gl 1a | wEet -
AArE 10.65%) | 201.21%) | 00%) | 3(0.62%) W [BiE Azt
PRz | 2029% | 0% | 00% | 2041%) oy [BEEE  |dudoEeny |-
PR 57|14 &t |71 -
85 | o000% [ 2021%) | 00% [ 20.41%) *EARMBANE 0d4mg MAZETEE, MUE, Mzidniax|
O LY AlRHE ZAF 2t

2} ofeholl TAIE HE= BARMEME 02mgo| TSt AetalR 2

Al 2 ool A +EE XS 2712 B Ao,

() MM, Sjrtabal(ElE S5) ARl Stilol= Uzhdol oA
A 50| LiEHE 4 glons HE2 S3s| s, 0[S0
LIEILEE ZR0= 0] 2{2| £0i5 SAlol X2E AIS Birt.

@ el mn2 xR, @Ezztel o4, TRl ofRR, £
&, £8 Nzl B, 8215l AxtI=EY) X2k
=2F)0| Liete 4 /ot

@) &I - HmZ gl Hxfel, 7[R XY, MART, £

10| 22 Y S0 22 Y xlt ofe=lnz Foof ol
Of BiTh

2) 7[GLfDAle] to
loll Folstrt,

3) 0] 2o ofgt x|Z2= HUQEHO| OfL|et HHELEAN F2folK 0f
22| £O0I2 Iz BRS 6| Rele Bol= rard S
& HeEet A IS T2ial{o} ik

Aol 4 UenZ HelHHStol M2 el

X|E S0| LIEFS 4 U8R &2 R0|MQ| ZHo|Lt XSAL 2
S H&0| m2E AP Sitoke BRols FoIE BIIAF0

E=
e

T

<

ofn rok
ol

[

oo

2

x

o

1E

iy

o

4m

k=3

>

0ol

FRINE LiEtliE XWo= Eag|

2 xQ
]

Molo} HeME|ES opfsle SN0l BiasT, of & Hae
SZolEE 0] of F0J o MEYeI0| A=A Z7foto{of BiC,
9| YRS CIE YTRIEHA S} 2T,

of2 == CiE UTH-RITHNIS} D72 XISL7 |50t 2
eI, Rl&L7|o] Mef= =S X7t g e 3R WiE
S 07[E 4 QOB olAk= 0fH HEHe| Alzhde SxjoA &
{0} Birh,
YUMH-RILRIE Sslu UALE 0| Tl S8 U5 Sxjof
M HUE = SUE $22 sle 8¢ £& & EMIEXRH
BE5T(FASI0| HAm|CL matA Qtntol= 24| BAY Z(rish
hook), ExfEiatTa|(irish dilator ring) t= HEHSE R viscoelastic
substance}s F& ARSsh= &gl oM 7Hs8 &
9| 1815 ZHlsfof Btk

10) dZototo|= 27| H2HS 71T SRKO| Aol ChS L=

2K Afel7t BUERICH 2ter SRt 2ol MmtR| Ye27iE
ZAUCHH, 0] 2 F0d Al F2[7t Z@airh)
5, 2%

1) EZoIE 2852 SRk 7RIAR| HixE 520| Aol=l= Z
S7HAon, HfZeH o HEA| 7[RI LIEt  Jos2 7
Hol= & Foltt,

2) 0] efe| et Xt ZEoZ Ok PDES ARM(AHLIZAIE2ME, B
HLrEEAE S)2t 0] o B& FOIA| PDES Hxixl|e] et oj2ky
HlZloliR0| B712 4 Qlot 0] At FDES ARIC| B8 Fo Al
At wMo| 715 o] B E Bt Qlck,

3) OEERISt CHE UT-AIERoR| ASEIR2 ARE ut oLt AHex
80| offat=lnd, HIzlolErge| 012%] HIRlo| QU

4 AHE|Hlzte] ASEgo]| thst Hpzut o] of HAEE5 % 2zt
AUCHA % B7H0IM BQSH HalHLIEROD R AHEIZI o] HEA|
FOIBICHE 5] 04 mg Ofste] 82 F0IA|)

5)0| 2z} el=miglnje] ASEE2 KSHE i viro, in vivo ARIIA 2
ol ZEof 0|2X| RHODZ HEA| Folsirt,

6) ZZRIS MO B AFS} ARIOIM 2B CYPasd = CYPD6 o
Hixof o] fe] HEA| 0] o] L-F0| F7FE 4 UZ0| BEERICL
HETLIE(CY3AM AR HAZMEARE 04 mgo| HEA| EA
B0 G W AUCE 212} 2240, 288 S7F5I%EL CYP2D6 KIHA
Z{poor metabolizerlollA] Zigt CYP3Ad RMIQ} EIAZAIZAKEO| &
A EAZM =F0| B7IE 7H540| UCk CvP2neo] TSt Chadd
(polymorphism)2 e iElo 2 lzix| QIX| 07| IHZ0| EARAIZMS
2 Z5t CYPasd ARRIIESLIE, 0|ERITLIE, 22|BLIE, 22|
EZotojd, elciL|2, dnju|2, 2|ELH2, A2 )2 A
EofsiM= Otk SE=0| CYPeAd ARF(CIRIEZ DI04, E23
LIE, SlE[OPR, Hiafmiz)ot BARMEAKo| HEA| FoBict TE
HIECYP206 2Rzt BARMEMA 04 mgo| HEA| EIARAO|
Crax 2 AUCE 21211304, 168 S7 15194t

6. s A 8]l st ol @ 0] 2o| MSE2 6MS CheloR sX| th=

T} OiollA 0] o] o A RE iR SfRlER| ool

7. 20| Chgt &of : 0] 22| HSF2 A0S ChetoR 5fX| =Lk 18M|
Olafe] AofollM kA & REM2 SfEl|R| UCE
8, x| chst &of

TENE F5 % F5=| Mol SAloMs SFxH0| ZRslx|

ALt TR = EZ0| AlElol| 2t} (Creatinine Clearance 30mlL/min

0]2h) oM 0] o] oEM 2 RE 0| HIIE(X| okRlct

9, Mgalo| Fof

1) PTP ZXt0| 2Rl= PTP ZROREE] Ui 223} 2 PTP

=% 2 B8 2 A, THE olziRRo] A=Tat) g AE

2 M0 WA EUSTHSBRL 50| 5 BEES [t

e
Agmmot»
ot ol

©

i

ZH5H
= 27t
2) 0| 9f2 MYAHF0|2Z WoiM ZB3IX| U=2 SR F2lA|
ZICH Aol SHes).
10. B2+ U HI Mol Fo|Argt
1) of2l09] £0| ZX| 2h= Roj| BB
2) T2 7o HIRY = X2 AFngielo] AL E5 QK[|
A HIZHEIGIX| 9foB2 0| Folsirt
1. ARSI Fe ¥
L A RETMYH0. 22| TH(EAR MEAE) () E7H0|2
Honh hE9f QEFSUS(EAZNEMNEZHAE(F)] S 22
mRF AIEoR 7} 1 B 1z4ay Zzst Aol 22 Al B
ZTAZ0I510] 37He| HE HARAS S5 Ay} | nEIIEE
RAUCH CradE 21HSISI0 SHXRISIRS 1, BEA| Alo|
0%A7H0] 10g0.80lIM |ogl.25 OILHEM MESIHCR 55

a2 UzsINCh
HwE7iEs ugrias
T2 AUCo~z6nr Crnax
{ng - hr/ml) | (ng/ml) Tredr)
i | SEbtzta
i REt TS 5.00

X |(HAZAHAE) 70,38+3052| 5.76+2.21

2 |[ZHIAEEF] {3.00~6.00)
Al |SROpAE 022213 oo
B | ABNEARE) (71.30+£2755| 619204 (2.00~7.00)

% | [FEr ol
90%A 7 1090.9632 | 10g1.0129
VIZ 11008 ~ logl25)| ~ 1.098 | ~ 1.1702

(AUCKCrra B3t + HEHR}, Trac, SUU(), n=37)
AUCY : FYAZIRE FZHEE: FRAR IR|2] BE s
INFd NS
Crex | HUHBSE T ! HTHESE TEAR
“H B ISERIE 2SS BAR| Xjo| 90% AlZjpzt
L}, UESSHAIR|Z N7zm2gtol| mal, ARY FRIAUE
0.4%2| THEIAR MM (TS FHI0| 2R U]2 xS R2
A0 22| JH(EARMEAR (IS0 22 2te| 1|
HEEARXIEE MEolon, thxdzt 8EAH0| SSoI
C} ofofl et s K22 M MESIMESMS USSR
2 .0] A2 ®HSTHI0|2KY FELAUH0AY| TM(EARNE
AE)n SUG MRS A2s|o] SUS HxYEeR M IHS
ST | 2RIl Y= RIESINS.
12, 7t
1) MMEN
hlst BHEo| 0] 242 300mg/kg/dayZIXIA X|2820| o 50
O] XL R5BICh= S74i= LIEILEX] ook eiist E7)|
off 0] A4S s0mg/kg/dayZkx| F04 Al ENXIOl R35lcts S74=
LIERFX| 224ct,
2) 24&st
2201 Mo R EARMEME 02mg MUat o AEA
24 04mg MiiE)S x| Mojot sh 2tz RoisINS I
AUC ¥ Cra= S H[2i|40] 2Rl

W AT 1 303/, 10058

W AR 71287| MR2EH(1~30C)

B HEHS - AL 7(3H: QRZEEx

W HZEAL:

(F)STHI0I2RIS / 7| SHA| SRS RIETE2Z 18

| BIELIENE

Falo|EMHaLst / 27 |= ShHIA| SRS MIGET4Z 89

% QRS AB5D| Mol HERME Fo| 2/ 2ofol sin, HREME
SftZa} BiH ESIAIZ| HERILICE

X &2 QUE2 HAEt ZARE TE NZAULICE F Al AKBTIE|

ZuoolriLt WAl - ¢ e @2F XE0| YHE FRoe 72X

£ S04 welsts SRt

SIUZS 0f2l0[2] £0| ¥X| b= ol BRstoior Bt

ME(RE)[BH0] Xt 2UES ABSIX| U= BLICH

AHUX 0% HZE B2 UBEFHEAIAH ps:/nedrug.

mids.go.kr) B AHIKHEHA 031-350-0500014 BHQIEE 4 QleL|CY,

% HEE 1siEa] A2 s oliE e Hal H(m1644-6223)0 A &
2 QiEUC

Zbg 1 2022, 1. 04, (Rev.l)
www.whitels.co.kr

(%) 8}0| E Adgiaj5t



