PET257102-00

a ) - X 2 o|oF=
Tl'El L A02mg (L AR T MO EAre) HEgeS
Desmopressin acetate 0.2mg BE3HS 1 02410
T 3 Y E UMK U THSHO| U= Hel
- MR HADTYAOMEAS(HIAR I AR A 0.178mg) 4) A0+ ¥ DXt
(EP) — 0.2mg 5) £2 U MRl 2RSS Falgt st Sixt U HLhto| F

RS SSULE): SLLEE(L, £9)
- JIEF R SA4NE, ZHIE, AHOIZMDIIUIE

ny A Bl MY HA|

uss - 53
2UXH OE=B(5MI01Y), ORZICt=ot PR0| U= Ol E Y| X2
(4elofl 3t .

gy . 8%
URHY OH=Z(5MI014))
EEA EMEARTYAC2N 02mgS FTEOBICL Bt
ZE5IK| %42 HR 04mg7tX| BEE 4= Uk R K&K
= B0 MY & Hoi= 15U F0IE SXIBH efolM BESt
Ch
OfZICH ot 20| U= oRZtB4e| RIZ(HRloll 3t
DEEAN A AR DA 01mgS ZTLEOBICL XY B0l
FUt 261K Y2 AR 0.2mgl 2 5L, ALSHH Eatvt
SE5IX| o UFY 7tz 2 FASIN 0.4mg7tx| ARZE 4
Qdct.
SUZH Z 470|Hol= MR SVt Qg AR FOIE BX|
kil

ALYl FolAtet

2 Y DAXOME HUESES, 2 S50 Qo =
58 Yozl 4 QoD 0| ofWsty| ot ZAZ2 AU F
o SEE MFSIES Folich

oz

N

. CHS Eixtollis E0{5kx| 2 2.
1) 0] 2 & 0] oF M=o BAISC| Y| U= &AL
2) BN ¥ MalE ¢z O35 EX=Z0| 24A1ZHSer
40mL/kgE Zast=s ER)
3) chA7 IS Hold M St
4) 0|=HIE S8F¢! &txt
5) 4N 285 Xt
6) 0] 242 ofr S X|ZA| FAIEASIXK 0|2 £OIBICE
7)BEx U I AR™ X (ol S2(ojBA
50mi/2 Oj2h)
8) 8l0|xS 22 24|t ST (SIADH)
9) HUEEESo2 &XIE axt
10) 0] &4 |2 ERET UAEDZ, ZHERA FUY
(galactose intolerance), Lapp FEEdliE4 ZES(Lapp
lactase deficiency) F= ETY-ZEERA FHZO|
(glucose—galactose malabsorption) 52| SFZQI 2X/|7k
Q= ExtofiAlE FofstH ¢F Ect

CHS #xtoll= MES3| F0ig A,

1) DEAS Mtsh= 28| HEL 559 SUASE, BUS
WHTS SXHHUS HSAH SYS ABAIZ 5 UCH

2) gk AEEE BIx}

@

BEES OE £EM2 HEFHA| SIXE S235| BHASBICE
2) O] ofm} Mt slgor Eito|n|Iatnl WR| 2Js XLt
EESSY ZUUE0| HUEUoOR Y LIEE, SFM
Eo 58 IUEESIT
3) 22220y, Fi2HI0tHE, S20=:0|E, SRZZ2 0}
0|, Q=mer, TR AERREH 84 54 ARIHE go|
= X2 BINF SEMTS @S EIAIE & ULk
4) 22HiTain|=t HEROA| ol X882 ZAE = Y
ch
5) SAEND HEEOA| 80|z X8 45 ¢
o] o5tz o £ Urk
6) HIAEIR0|EY AHZISHIE SAlo| £Ast= 42 2
Fxsint SHLIES TLIHES 6 HUEERSS
nlst7| $i8t o7t HRsict
7) 21|2}010| =(loperamide) HE FO{A| HlAR 2| M HE,
=71 9F 3H &SI SEXR/AMLIEEES f@dE
ZINZ & Uch
8) C|H|E|Z(dimeticone)
£ 71XE £ Uk
9) 0| 22 Arte| olo|Z2ES 2 35t in vitro A0l A] O
Bt AT 7 IALE Z4X| Y H2ZE HOo[=2, ZF CiAlo]
oS F= AST AESEE0| gl A ZCHin vivostTE
ANEX] S
10) O of1t SAloll, Z2 FoF SHAIZH 0|Fofl 27% X|Ho| £
HRAAE & 42 tlazmil E580 27} 2F 40%
ZAE|ACE J2iLt ASHS (MY £ ARl SHo|
M 2 FE2 HEEX| SUCH
1) SABMFE US| E4E LANFI2ZE Y SASHF
oF TS0 S AlZtof] FABIC

o

s

fore
=]

Ol Ofr x ol

g

H8 SolAl HamIAA &4 2

7. 4 W =[50 et £

o

1) Yol chstois =87 AIZSSEa7E LEE 4= 8z
Feopsict, '

2) E20] MAINBOIAN EfXtol CHEH QEHRIRS ool 2
o 225 x|R0IME Efolol CHEt RHTIES Hasix| o
QtOLF AR ZEO| x| plonE o= U oGt US
IisAo0| Qi 2oloi= x|ZAe] SolMo] YENS AEIE
ChT BEHElE Zojat Soisict.

3) 0l 2to) TIE0IAI(300u HIZEOIA) B 20| REO2
OJ8EIT 225 £0j2| OHxiN0| SRIEIX| pItonE 48

20|l Fol5ts 2 +RE Stet= 20| HIESIC

©

. TAEOIAIS] K|

1) B4 SEdiRet MUSSSEC! 20| Svlslol 5,
Wit 7], Z8, SMAA 50| LiEfE & Qlck,

2) izl : S0| mat Soi3S ES SUE Foln 228 A
s3I}, 0] 20| Cish S == ploLt 552 +2H
Al S3 S DF AlSi4 FUBITE A2XIEIL A2E Y
2(FH, MMM 5) EzM0l=et 2 olkAIS Foist
ch

9. AESSHAE W
7t Alglef clARma)AiE0 2Ua| (L AT T a|ot)at o
20 O|U2IF0.22a| 2SR m >IN 2X2 FARA|
Hom 7} oM ZiZst M1 57F0A B= Al HE A&

7re 218l0] U= Ext

6) 99 RS0t 20| +8 & MiE Exgnt pEE &
71 BXHHUESESE o 4 )

7) ZEIQAT, 712H HoloR Qb it 22 ORI &
(OIE S0 ¥4 HAMH|CH(BPH), R2HY, YZEN/F
Q). =25 2|0 S| ZEE(X| 2 Y 50| A=
Exjoll cistol= 1 HIESE X|=st=S Bt

i

I
3

4, OjHts

1) £5| Ct31t DExtolM B4, ZY, MBSt 52 ttehs
50| +25E Y MUEEES0| LIEE 4 Ut

2) O ZEIXIOIM B B2 Chsnt 2ok LX|ES,
MUESHS, AT, £8, 58, 79, Y2ixlY L2
S

3) Ozt EIXtO) CHEH AMAIBO|M REZS Hudt 2txlo|
3% Y RES0| LEES LIEUICH H0E 2AF
2 CiSn 2tk HUEEES, 58, §715, Y2RS5, ik,

28 79, 7L S5t

. el
1) B 22 2
CERTCE :
2) 20| M3l 0] 2 E0f F 1AIZIo|M F0f £ 8AIZIIR|

HBHEl0foF BT, B, M7|S ZIEEA| $20] H43H= 0] o &

0f = 1AIZI0IM £01 3 12AIZ7FX] Zch 0.5L= RIFBC,

+24S NBSK| O SEXE T2 1/52 HLUES

30| Ligke 4 Uk (8, PY/7E, 557t 1210

Azst A2 Ha)

YLAIBOIA E5H014 BXIOIN FUESSS wagol o

7 LIEIGTH J2i22, 13 gixf, S5| 48 2 T

ETES xayslnkst ASS JhEl EixjofA| X2 E AMXfst=

e PEEX prt. TYEXL HUULEE XI5 LIE

L= B} 1213 24412t S5 vk 0| B2 BRK2.8-3L0]

A0l ALIESTFE| IR0 ot TBSKIOIN X|27t

TR{=lofof SiCH X|2A| ZM 121 AR 3Y $2 8

27| 381D £ TeAl SHLIEES SHsl0lof

BiCk, 91 28X/ 02|1/22 MUESHE0 SHEE.

o4, 7, B2 2AS7 L BYS)0| LIELIT BXp7E

25| 2= Gix] =orS SESI0(0F BiCl, X|2E ChAl

Nstiups HxfEt &2 45 Mptol WSt

4) Ozl EIXIOIA ORIt TIEHSE| Pl X2 ATIT =
Ol 220 tlBlA/ ik 7ISXIE 7IZ510{0F BTk
ozl MAO| TH5H WBSHS ZRSIALL 24AIZH &
= 12ko| 138 I ORiCH=2 ZIFEIL),

5) ZHRIZIE, Wel ATAST} 20| 2 S2/72| MalH
=FH0| LIEIOrst 34 ey T82 o Sonls £
org SX|5{0{of Bk,

6) 0] 2k2 RMO|Lt 7|AXZSH0| tisiAl= oFRa JEo
gct,

o

48 =42 msh| st 25 £

o
4o

o] 2
ol

ol
=
R

e
o

2

6. 4328
1) 0] 2o £EXZ2 20| B0 Hlsh 0f "oLt ol 1

04510 ©F dlAammeMe SFet 2ol bR BIIE=R|
(AUC,, Crax)E 2IHEISIO EAX2ISIRS [, BTX| Xt
2] 90%412|72740] log 0.80iAf log1.25 O|LHZ A S5
o= SSES USsIACL

HImEI = FugEs
TER(HAZZIHA) | AUCo-2n | Cmax
(0g - hr/mb)| (pg/mL) Tmax(hr)| tizz(br)
ojuE 5
CHZ
5 oomwama | 85| H0K g7 | 1B
CGEHEmME) T T | T T ~20)| T
g HEEZAME s s | 2|
0.2%2|72 +572 |+ 59 O | o4
(F)agTRlo)) — " |7 T I~20)| "
90% 42|72k log log
(7IZ:log 08 ~log | 09420 | 0.9789
1.25) ~ 11268 |~ 11429

(B e+ BEERL n=57)
AUCt : EAAIZIRE] 2BESSE AR K| €55
E-ARZIDMGHHE]
Crmex : Z|TES ST
Tmex : ZTESEE TEHAIZE
tyz © HEE AM HZET|
* HIDEIISERIE 2OHES WHX| Xe| 90%AMEITZ

= REY 7 |U8T|, AR(1~30C) 2
uALB7IZH : HIZURRE] 3670

= ZEITEY| 1 308/

J150] ALl GBI 5 B - B E= AF F|
Zo| U A0 TYUEHA TS Sai0] mBGI0] =7
Lich, RIZo0l 25t Sol= M51070-4346-121302 SHAI7| bt
L,
x 2 ookEa HR(MR)sH7| Mol HREAE Tz 2lofof
S0, HERAC oofZ T} B HEsI0] FAAIR,
= olor=oll tiat 7|et M AZojorEortR 2ajelolets
MEHhttp://drug.mids.go.kr)2| ‘QIFEZZAN O A EIBH 4= AU
ey

X O 0j2l0]o] £0] SX| LR HTBIOIOF ELICH

THEARY: 2017 078 142

nH| = Xt (F)dAET|0F
52 FFA E9T 245 A8 MT4Z 168-41



