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1. BRERVEEOESE

[ BIE L TOWRWRBLE NVERR
ARERIZBE T 5 — XA HEE
Good Clinical Practice : [ 3£ 5 O i R ERER D Fhs D FEEIZ B35
GCP A
B
EDC Electronic data capture : & 17 — # [U4E
B R
AUC Area under the plasma concentration-time curve : L4 FH & B R i
BT TR
AUCo AUC from time zero to the time of the last measurable drug
concentration : 0 IR§f] 2> B i &t AT RE e MU R SEMIR FE DS R S
7o hcféiRef t £ T AUC
AUC. AUC during a dosing interval (t) : # 5% 0 FREf2> 5 & 5[ FR R
* To AUC
Crmax Maximum plasma concentration : #x = i 1 K
o
% Expected bladder capacity : ¥IfplEES &=
Estimating pediatric doses based on physiological and biochemical
ePPBD £ development : /NFLDAEFR « AL PR i A B 8 L 7o/ NS B
EE
HIV Human immunodeficiency virus : & MR 7 A LA
ICCS International children's continence society : [EIB5 /N IR EE ] 22
NOAEL No observable adverse effect : 7z &
PDE5 Phosphodiesterase 5 : I8 AR T AT 7 —E 5
PGI Patient global impression : B3 ORI 72 FI15
P-gp P-Glycoprotein : P-# 4 > /37 &
pH Power of hydrogen : /K35 A 7 > Ji )
PK Pharmacokinetics : J£4@)1E
SGLT2 Sodium glucose co-transporter 2 : /L =1 — Z g 6 {A 2
TK Toxicokinetics : h¥ T aFx X7 17 A
tmax Time to maximum plasma concentration : #x i 147 HH 2 FE 21 S R R
b AR o A 2H H
ALT Alanine aminotransferase : 77 =2« 7/ 7 A7 =27 —F
AST Aspzflrtate aminotransferase: 7 AXZ X VT I ) N T AT =T
—t
Al-P Alkaline phosphatase : 7V 5 U R A7 7 #—+F
BUN Blood urea nitrogen : i F R FE 2R
CK Creatine-kinase : 7 L' 7 F > F%F—F
Ca Calcium : BV 7 A
Cl Chloride : ¥g5%
D-Bil Direct bilirubin : Ef:E U LB
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W h B L TOWRNWREL K DESR
HbAlc Hemoglobin Alc : ~E27 1 > Alc
HDL High density lipoprotein : @Y R & 87 g
K Potassium : 77 U 7 A
LDH Lactate dehydrogenase : FLEZML/K SE %5
LDL Low density lipoprotein : IRV AR & > X0 'E
Na Sodium : F h U T A
T-Bil Total bilirubin : #a U LB
v-GTP y-Glutamyl transferase : > ~-Z VA INV KT AT 2T —F
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2. EHRER - &E

21 #=

WEIEBEIEDE(OAB) I [REYIEKA WAL LTERIEBE TH D | W@ ITHIR & R RBEIR % 1
U, BHEMERERIIVNETIE RV b L LT, 2002 FICEERERIFRIC K> TER SN Y,
NI LTI, A DR EIE~ DRI D FTREMEIZ DWW TER 2 iRm0 2 SR TN D H DD,
2006 4EDEBE/NEIREER F2 (LR, ICCS &3 %, YO#HE TIIER AREL, JREULEESER O F
BAALEAT v, BIRRIREEETH > TH R TH Lk SN Tn5, /N TIHBEER 2% IR
&U\?JF)T@H% B B ETITHESL T A L Vbl TN A 72D, MRFRIEMER BN 2 WG ER
% PRIERERRE OIRF RIT S g & 72 5 2,

R D OAB AIERFIE, Filin, PRI, BIE, HUISE ORMEICRE I 50 5~20%DHE Th
% 2, /WD OAB 1T & 13 ilﬂ%ﬁ'af“@%ﬁﬁf;%mh&)%n /YD OAB % 1 A 8 [HILL EOMEIR,
F72FH 1B EOUNEMHREEZR O HIREE) LER LSS ABTORERRIT/NFAAEK
OHFPAET, ZNEN 17.8%IK N 153%0 Th D, IRIBEEZMEHILGAITBFEOABELICHLE KA
WEZRIFTTZ s, WURZEEERIEEN TN D,

/N OAB DI TATENRIE TH 5, ITEWRIE TRIR DR B2 WAL, kL
(fﬁdﬁf“ FECHIa Y VRO SRS 2, A TII/NNRICEEZH T 5 OAB IEHRIRIT R <,

ATk U CTHEZMWE R V2203 S S 72 OAB IRIREE OB N EEN TV D

KRP-114V X, Merck Sharp & Dohme Corp, a subsidiary of Merck & Co., Inc.iZ & » CAIR S 7= ¢
n U UUAEE AT DRI B 7 N LT U UREIRARWEEIEE TH 5, KRP-114V (X, Bs-AR %
BRI HIBE L, BEREEYE il 2 otk S5 Z & THEIREEEZ TLE L, OAB (25T DR EUIBE,
SR B OWHAMEIR K EE 2 BT 5, AFBTITMAZ 5IZ TOAB 12 j’éﬁ'@iﬂm@]Lm SR KT
DnarER AR ) ZohEE - hH. 1 H 18 50mg O A - AEE LT, A4 — 3% 50mg DIR7E4
T 2018 4 9 HICHLEIREARE S L7z, WA TH, OAB At & L CKETREREAR I T

% (2022 4F 3 A KER),

22 BRERAERRDRAE

THETIT, B IARRBR 17 B, A\ OAB BE A XI5 L L% 1| FBBR K OV F DIEE
AR ONCEE N ARRREBR OFE 6 BRI E T L TR Y BlIE, MSMNI T OABIER Z A 7 DRI ARIE
RIERF x4 & LI AR AEfP Ch 5, DLTICEERBARRBREEZ LT,

221 HAANBEHEREEZXNRE L TKRP-114V OENMERUREE M T 2ERNE
Il 4B L85 BR(T301 FHER)

ABRIT, HAAN OAB B & %4512 KRP-114V % 1 H 50 mg } O} 100 mg @ A £ C 12 ¥ %
A5 LTZBRO A (T 7 2 ARGk 2 B EE) K OV 24 5T 5 . Zhiak deE., MIER
b, ZEHEHR, 77 BARRR, WATHMLERBR CH 5, 1BRIBITEMEL - Lz 1232 4 O
B3 KRP-114V 50 mg #. 100 mg Bf. 7T B RBEIA 247 =F 22 0.2 mg (BRI FEDO N
TN 33:3.3:33: 1 DETEAEZITEI VAT B, ARBROFEFMEE ThH 2765 12
HRFD 1 B EHPEREEE O RX—RF A (0 #)H) 5 D02 b EiX KRP-114V 50 mg #£T-2.08 [A],
100 mg B CT-2.03 [a], 7T B AREET-1.21 A TH o7, KRP-114V ff & 77 B REE & ORERZ2(95%
EHEXM, p fE)iXZ 24 50 mg ££73-0.86 [F](—1.12 [A]~—0.60 [A], p < 0.0001), 100 mg #¥A3-0.81
[A](—1.07 [A]~—0.55 [A], p <0.0001) T ¥ . KRP-114V 50 mg/H % O* 100 mg/ H % 12 5 L 72
DT T ARG DB REE S T,

LEMEIZOWT, BRMICKE ZEITEERO e oo, ARBRCIIECHNIT R0 o7z, &

KRP114VP-T101 10
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e A EFHG) KRP-114V 50 mg Bf, 100 mg BEM O I X 7 = F VU BECH 14, 77 BRREET
3 ADPHRFITHELLIZA, WTNOFERRLIGRELEMEIC L VIR L ORIRERITR L &
AW ST AR G IR 5 T A FREROBBIEIS X, E 21 0.8%(KRP-114V 50 mg #£).,
0.8%(100 mg #£). 0.9%(A I ¥ 7 = F T VB LN 0.5%(7 7 AR LK<, SHETHRBRE TH-
7o IRIRUIBATHR OAEFELORHRESIT KRP-114V50mg, 100mg, | I 4 7 = F L ROTF T
T ROERETENZLI 28.1%, 30.4%, 33.3% M N 274% TH V. KRP-114V FEL A I X7 = F 3
VHEORBREGIET TR ERRE ChoT, KRB TE < AONT-AEFLIL KRP-114V #
HCIIaHgaR K OB, A L4 7 = F v o BT OWNEE, BIEEEE, TH& O+ 7 v
NYFRATZ 72 —BHM, 77 8RR TIIEEHARX Th o7, 7o, KRP-114V #4512 TO
BETRO LN AERFLOREDITRETH -7, KRP-114v50mg, 100mg, A I ¥ 7 =)
LT 7RO EE S, BB A8 U CRRARMRAEM, /A Z 0 A (DM, fE5ES i
JE. WRFEE). 12 380 XK R O IR B BRI RFEE T R S AT bz o 7z,

222 BARAABETHERBEEENRELTKRP-114V ORYMREICL2TEHRUVEDESE
BRETT DENE I FBERER(T302 54ER)

AR, HAN OAB H# % %1412 KRP-114V 50 mg(100 mg ~D ¥ & fE) & 52 @ fi#% 5- L 7=
B Z MR O a5, S diE, EEMR. IEXIREBRCH 5, 1~3 B OB
MO, Wi 169 412 KRP-114V % 1 H 15150 mg O f¥EH & T 8 MR &5 L=, T D,
RO EN AT TH Y, DOWERE OLEVECHEN 720 EIRBRETER S M L, S
HIZHERE bR EZMET 25 AI1ZRY . 100 mg (ZH&E L T 44 BHRE ARG Lz, HELZRW
A 50 mg THkRE L. & 512 44 AR OG- Uiz, ARBROARIERMIE H 1%, SR 8T £
— & (1 B¥EERIE, 1 A PR ESREEE S, 1 A SEAhar R EE S, 1 B B R R EEA]
B, KEPESPER S, Y 1 R ), o VEEERAEIC LD QOL O KA A 2 a7 KN
PGIIZ LD ARMEE L Lz, 1 HEPEREEL O FEEMEITE A, TEBREEH SR & UG
BRI RGOV S 008 & E T4 5 A IS L(p < 0.0001), 52 38 Rf £ THERF S u7z,
F7o, BRI EMITIX, 1 B FEAHEREFE ORI EITHE &R 8 #RF & e~ T 12 IR A E 7R
Jl b 23588 5 40(p < 0.0001), 52 BRFFE CTHERF S A7z, MLOBER/NT A — % (1 H IR E DA A
.1 B ERNEER AR E S, 1 BRI PR AR, A SRR B O EREIZ DWW T h | 1
A HER I & RIS, B HRIR 8T A — 2 Ot 52 HRE £ THERF S N7z,

LEPEIZ OV TR R & 72 MBI Div7eh o T, ARRER T, 1R B 3K A B HERF (KRP-
114V 50 mg % 52 i ket ) T 1 4 (EE) % & e EE e A EFRNGE 6 1. 6 4 OHE
WSS SN, IRBRELEASIL, WMEEZBRE . W BIRBRIEE ORIERRIZ A L & b
L7z, TR BRI CIIETH b G, BEERAFEFZIIRE SNRhoTe, AFFEROREILIC
KU VRIS 5P RIS o 7o R E OFIS XL 2R T 3.6% TH D . W b InBREH EHERE]
Thole, o, RBRFEHEN T, IFBRFEHERICAFEFLRORBIUL > TRBREOREICE -
TeWEBRE DEIGIX 20% Th o7, AEFFROBBLEIG TR EHERH] T 57.8%., THBRZEH &
BT 49.0% L [FFRRE CTh o7z, LT, IR BRI L IR &6 & O CHEFLOM
HROFEBLEIA I D 2B WITERD BNR D o 7o, ARakBR TS O & 5> - 72 Q%L D4k
BRE ORI L) A EREG L2 ORBLEISITER KT, RIHIEKD 16.2%, BEEKD 6.6%, 0N
FEMRAS 4.8%, (L, FRIREHINNA 3.0%, T, mH ~Y 7 Ut&Y RN, FXOEORE, 5
N 24% Th o7, T, KRB CTHE SNTAFBFRO K DIIRECTh o7, IR EHE
FEf K ONREREIE B & b SRBRIAR 208 U CRERIR AN ) OV A Z VWA o (U, SR5E
M E, ARFEENC R E T REEENIIEEO b o7, BR EEE 722 12 FHE.0E
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X D B T ST D BT gk OFIG X, TRERIEH EHERFB T 3.5%, TRERIKEE 41T 2.0% Th
D . KRP-114V HEO A HE|Z L 5 KX REITRD DL o Tz, F71-. 1B EHMERE] L ONE5R
MR & b BRI 2 L TR EOEME O BEE 2 BN D DR o1,

23 I
. J7 1 .1 [l

24  AKHEBREEIZDOWNT

PLEX Y KRP-114V 1%, R A OAB EF X1 2 A0k Ozt r iR S <k Vi R
B KL O RN IR S D Z b, /N OAB BEICBIT L HH
IRIERRERIZ 72 5 T eI S, BARICEF LT,

AIEBRIE, AR/ OAB & x4t & LT KRP-114V % 1 H 25 mg &850 mg @ FH & T 14
AR ARG LB oL et gk A A2 2 BB CTHER. FExT ISR % 326
T2,

3. FABOMEBMEE
31 GCPZ%MNE&SF

KIBRTIX, ~ v R ESITES  MERYJRAI, TR O IREER 0 i o EKEIZRET 54
41 (GCP)(FRK 9 4 3 H 27 AEAATH 28 o) K OB @, [EHM, EFRERFOME, A
BIE R V2 R ORI BT D15 (LAT, B3R BRI E)H 14 555 3 H(EEMEDR
EOARE BMFET DA OUFERD L O 80 450 2(1RB OBl \ M)ITHLE 3 2 FEHETF NI AR TSR
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FEhitEEQCLT [GCP &) L5, )EETT 5,
BB ISR T, £ ONFIC OV TIRBRIKIEHE & IR EEEM S T LI2&RICEE L.
ERFEAZA DT TRKRNFE LN DO TRITNIER L7220,

32 HWRERUREEDOITSAN—RUVEBEABRORECET HEIE

SEBIE T, PRE RIS 5 2 LR SUIGEE B RET 2 5 25l L 72 3CE (A
BEOCE, 7y hICE) IBBROERMICHRD DJFEEE 2 0 0 BRICiE, R R OGEE O
T A N =R OE NG RO DN THITEET 5, BT, #ERE 2R E T 5 B3R
Hh = — Rz v, EFEEIIIPRE KA, IATESROA =2 T /UTRHE L72Rv,

33 HBBREEZESR

(1) RREEZESIT, IRREMGEE, ERE OB E - FECELRT Y FXED
FEEN AR U CMERRY, BHRA R ONE SR « SEMBLE D DIRER I O w15 3 E ikt
HIZOWT, MU R IMNICEET S,

(2) EREEZERIT., WBRE T HEMROBEITN T T, D b 14EIC 1 HOHEET
TRBR YN EHE SN TV D DENERGIICHEET 200 L35, -, LEH LT,
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