20242 AUET (B 1K)

Hrk - S IRAT

ARIEAR 3 F

FRIREE - SRPREHEEA|

BagRs POERD VIGEISETE

HAEEER D HES

87259
$£10mg $E20mg
AFRES | 23000AMX00868000 | 23000AMX00869000
HR7ERia 2005%7H 2005%7H

70NV G881E 52 10me rTeKd
JOENVY GBS 2 20mg rTCK.

PROPIVERINE HYDROCHLORIDE Tablets [TCK]

2. B2 (ROBEICIFRS LBV E)

2.1 WM. +ZEBIBESHEL WA EE [BBOFE
FOWGE R EE S IE S, ERPBLT E2BZNDN D
%,] [11.1.3 BIA]

22 B7 b =2—NIEBT7 b=—0HBBE o) JEHICK
DIERD BT B2 BTN H 5]

2.3 REAZETHEE [H2 U SMERIC K D HERE O BEBEIGHE
PFE S, EBRPET 28T H 5. [11.1.2 2E]

2.4 PRERARANBREOERE [lia Y ERICKVEREAS EA L.
ERVBET 2BZNDH 5] [11.1.1 BHE]

2.5 EEMEIECRE ) AMEAICKVIERPELT S
BENNH D]

2.6 EEZOMEEREOBRE [HANESESRESNTBD. ER
PELTE2BENDDH5.] [11.1.9 2E]

3. #ERE - R
3.1 #8mK
fi7e 4 Ao (1 5EH) A

TuERY VIER | Su R VIR | K. SRl a— 2,
#E3¢€ 10mg [TCK] | BE (H/F) 10mg | e Fu > oL 24 —
F. EE#EL Fo+> 7o
Eiltra—2, AF7YU v
FOURY VER | FO R U B S A, SO0
1E$E 20mg [TCK] | 848 (HE) 20mg | — 2, =~ 1= — )L 6000, B
fbF% > Sty

3.2 BEIDMHAK

bASIZ
— & Gl
7E EE | BES = i a-=F
(mm) | (mm) | (mg)
TuKRY LR = 7?%A Tu
#H$E 10mg [TCK] a—5 | 201
71 | 30 | 125
FOYNRY LR 7?%A Tu
4% 20mg [TCK] d—F 4 7%k 202
71 | 31 | 125

4. HRENIEHHR

OTEREXIFIRRECH (T BIER, PREZE
FRREMBERL, fHEMIER. TREBEN. BERRIEUARE (84
BERESK. 1RMAERITIERRK)

OSBRI (C BT DREUNER. SRRROVIBMRREE

5. FMEENIFHRICEHET DR

51 KAlz AT 2%, +0LHZICKVERERZERTHE &
LT, FLOERZET 2RE (REBBGYE. REEMEQ. BUE
PRHNIEE O TERBICHB T 2HENE) b2 EICHEE
Uy IRBEFICK ORI ER T 2 & B, BREIST
THMNLZHRELEET S L.

5.2 TEMRIEFERE (FZIREKRES) 28 LTVWARET
I ZNICHT 2R EELESEL L.

6. AERUAE
BE. RAICE o ERY VIERES LT 20mg % 1 H 1 [H#&
BECRET %,
Fle, ERICKVBEEET 275 DRAT2OBEIL. 20mg
Z 1 H2EFTHETZ %,

7. BENUHEICRHEY 3R
20mg % 1 B 1 [ EHETHRA+ITH D 2 OREMEICRTED
EWIBEICHEBEMET S L

8. EEREANIR
RFAFEE. R, OF0WHFH5DNEENFHLDT, KA
S0 EFICIZEHEDOEERE, BT E O RO REICHES
LWL+ RITERT S &,

9. HEDHERZHIDBEICHT IR
9.1 GHE - BIEEEFDH2EBE

(Xe)

21 BERE#E# DG B EE

RIS ARAE KRE S T B R R A E ICE L UIBRR AT 2 8

FNDH 5. [11.1.2 ZHE]

9.1.2 FHNEDEE (FEBARNEDEEZRL)
FAZEMBARNEDI T I Y YERICK DIRES EF L. ER
PELXTDBENFH S, [11.1.1 ]

9.1.3 AN FZDEIEREDH D EE
HNMGEEPRESNTB D ERPEBEIERT 28700
H5. [11.1.9 B8]

9.1.4 N—F 2V VBN EHIMEREZEDH 2 EE
TEROEALD 5V IIBHEFERPH o bNL2BENDH 5,

9.1.5 BEMRBRDHZEE
hEEEREREP D SbNE2BENTDH 5.

9.1.6 EERIRIEBETTEEDEE
) AERIC K VHEREORBHREBERNBELT 287
NnNnrH 5.

9.2 BikEEEEEE

9.2.1 BEENIFZDEEEDSZEE
BEHEESEAD L. BIERAER LS TVWBZENDH 5. [16.5 &
]

9.3 fFikpEREEEE

9.3.1 HFEEXFZDEIEREDHDEE
FELULUHFTREI SN0, BWERPRBE LT WBENDH
%, [16.4 28]

9.5 iR
R AIEIR L C W ARIREED H B4 ICIZ R E LW &
ZFE Ly,

9.6 BT
BREOBFERERUBIRBOERE 2 EE L. B OMF
HIEA2METT A5 &, BWER (T v ) THHFRANOBITIH
HEnTnasl,

9.7 INRE

INREE R E U BERRERIIERE L TL 20,



9.8 SE
ZeMEEER LT 10mg/HLVRE 2T 574 CEEICRS
THIE, FERE. BRENSETL TSI ENZ N,

10. #HE{EHA
10.2 HAEE HRAICEEISRI L)

A7 & EERIER - B IE WF - faERT
way YEREZAET | 8. (B, BREEE 1Y ERA N HER
% HH ENDHODONDEZ | SNIBENDTH 5.

ZRRHD DA nrH s,
Tz )FTIVUHR
A
)7 I VUEBEILE
ZRHEA
1. 8WER

WOBIERMBH 65bNBZENHAHDT, BEEHDIITHL, B
EBWRDOONIEEICEEE 2T 5 7% E#t) 2 08 %175
Zé&s
1.1 EXGEIER
11.1.1 2HEFAERE GEERH)
RIETTE., B - R A O BRE. HAETRESHsbNEH I L
WHHDT, BEE+TIITV. TOXIBERDPH S bNE
BICEEEEZRIE U ESICHEYZLEEZITS L. [2.4, 9.1.2
2]
11.1.2 FREA (0.62%)
[2.3. 9.1.1 =H8]
11.1.3 FREMEA L DR (BEEARE)
ZLWENR, BXREmEND S bNIGEII3EE52FRIEL, E
YIRMEZITH &, [2.1 BHE]
11.1.4 18 - BAE (0.25%)
11.1.5 EBHEEEE (GHEARH)
BUN. MH27 L7 F =D LERNDHSbNBEICIIHRSZ2H
L. BYRMEBEEITS &,
11.1.6 MEIEARLARIE  (SEFEREA)
AR, B/, CK L&, MR ORF I+ /ey LRy
HobNizHEIIIREEZFRIEL, BYLRLUEEITS 2 &,
11.1.7 mARES (0.12%)
11.1.8 FEHEEIRAEIREE (Stevens-Johnson fE{REE)
BH)
FE KLBE. ZHRER. BREM. OWRRESH S bNIZHEEICIE
BExEBIEL, YA MBERITY &,
11.1.9 QTR (0.25%). DEMSEH (BHEREE)
QTIEE., DEWSEH. BE7uv 7., RIRErHobNb &
WH 5. (2.6, 9.1.3 ZHE]
11.1.10 BFEEEERBZE (1.0%). B8 (SAEEANER)
AST. ALT. v-GTP ©_LRZ% /5 FFAERE, BESH 6D
N5 ENH5,
11.2 ZOtOFIER

(BHEEAR

5%LL E
M8 (12.8%)
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5%LL E 0.1 ~5%Kii HHEEANBA
iR FEIRE . REK
HZ IR
g AST E&F. ALT
F&F.AI-P ER
=y BUN E&.Z7 L
7TF= v ER
Mg A i BkiE>
Z DAt FHE. PR | BRI, HIEE
HRERE i BE. B,
RO S H

13. BERS
13.1 fERR
TAR, BE. 2588, BTRE. SHEES. BE. REES
U A, REAL SRIR. MEEF. 2508, FERES.
13.2 &
Bt L. T bu YV BERSOEBE ERBOLEZITS.
PIZE, 2 FZXF 732 (Fay SERISHLT) . HURKA.
HREDOIEREZ1T Do
14. BALODFR
14.1 EZFIRZHHOER
PTP B#DOEANIPTP ¥ — F25WO L TRAT 5 &S HE
THZ &, PTP ¥ — FORREKIC K O B AIEA BB RERE AT
AL, BT 2B L THRIAREFEOEE 2 A HEL 3
2IENDH B

15. ZDMDEER
15.2 FERREREIER ICE D < 1B

S v P RO~ AU 2 FMEORG L EZA T Y BT
BWTHEKHAE®D 122 % (49mg/kg/H) BE5HICBES. f~
T AICBWTHRKRARD 447 15 (179mg/kg/H) #5EHICHFIE
BEOFERNPHEBIC NV EOMENH S,

16. EYEPRE
16.1 MREE
B ABTFIC 0 X VEREE 20mg &% 5 L. Mg
DOREARRE ORI 2 JIE L7z,
16.1.1 BHEKRS
HEEEICB A2 REMEEZOEREM TH S 1- A F)L-4-
ERYDL V72V TaRFVEER N-FFTF (Faexy
VIEBIED N-A T RMMETH Y. DIFM-1 &EBEd ) KU 1-X
FIN-4-ERY DI R ILVBN-FF R (M-1 O 7a L
ETHD, IFM-2 L8859 ,) OEMEE/ST X —F I TD &
BOTH-72,

Tmax Crmax AUCo~48hr Ti2

(hr) (ng/mL) (ng - hr/mL) (hr)
?ﬁ%ﬁ 1.67+0.52 | 52.42+17.32 | 559.97+167.17| 14-78%3.12
M-1 1.04£0.40 |682.41+£151.02|5540.65£1349.29| 9.60£1.12

10.07£1.95
#2

M-2 1.69+0.48 9.50+2.23 |117.88+23.33

(n=16, mean+S.D., 7272 L*! : n=15,%2 : n=5)

16.1.2 R1EHKS
1 B 1 E, 7 BERERSICH T 3RE(Eo MBI 4 B
B % LR L. LU 4~7 BORSHRET 213 —F L E
BR L. 5T HOLHIILN 25 BRI TH > 70—, Tt
BTHD M-1 OMERBEIREERRORE 2T L. #
SR THROEMIIZ 14 BB TH - 729,
16.1.3 YIRS
(FOEARU VigE#ES 10mg [TCKI)
Ta Ny ViEEEESE 10mg [TCK] &Ny 77+ —$E 10 %,
JUAF—A—EILEDZNENLE (FUENY VIEHE
10mg) RS T ICi6 AR S U T M mRE (LA
ERUZOEEREMTOERY Y N-F 52 FEREL, 85



NI EMFHRE/SF A —% (AUC. Cmax) IZD2W\T 90%FFHX
FIEIC THEEHRIT 21T o 7= #&5%. log (0.8) ~log (1.25) 0%
BENTH . WAOEMENRSESHERS Y,

1) RZEAE(E

1) RZEA(E

HENRT A =% SENT A=
AUCo-36hr Cmax Tmax T2
(ng * hr/mL) (ng/mL) (hr) (hr)
éﬁéég’) | 42957+ | 60.18 & 1.55 + 5.97 +
10mg [TCKJ 89.26 14.55 0.33 0.84
Ny TT 4 — 439.24 = 61.54 = 1.55 = 5.60 =
$E 10 101.73 14.51 0.28 0.77
(Mean+S.D., n=19)
(ng/mL)
i
1
mo | T
¥ 604 0
Y —o— UYL iEFEESE]10mg [TCK]
Z o= YT TH—HE10
4 Mean+8.D.,n=19
~N
IJ
pe
i
B
=
1
B
12 4 6 8 12 24 36
R (hr)
2) R
HEIRT A —% BEINTGA—4
AUCo-36hr Cmax Tmax T
(ng * hr/mL) (ng/mL) (hr) (hr)
FavrKRy v
ERIESTE 973.85%£210.34 | 117.65£36.94 | 1.34+0.29 | 10.86%1.45
10mg [TCK
;%\10771_ 971.87£189.74 | 117.75£32.39 | 1.47+0.31 | 10.76x£1.70
(Mean+S.D., n=19)
(ng/mL)
Il
4
#1201
a -~ Uy VIERESE]10mg [TCK]
e —0- R T T —410
90+
Y Mean+S8.D.,n=19
>
i
A
¥
v
N
3
B

12468 12 24

Bgf%(hr)

(FOERU V1gEEEEE 20mg [TCK])
Fa ) ViEEEESE 20mg [TCK] &Ny 77 4 —§E 20 %
JURAT—=N—=EICEDZNEN]1§E (TR VIEREIE
20mg) MREERAS FICHEREREORS LT MEFRE(LFE
EROZOEER# T X)) O N-FF T FZHEEL. 5
NI-FEMERE/VT XA —% (AUC. Cmax) 1220\ T 90%EHEX
BRI THREMENT 21T - 7245 8. log (0.8) ~log (1.25) D
FNTH 0. mAlOEYZNRSESER S N,

HEINT A =% BEINT A =4
AUCo-72nr Cmax Tmax T2
(ng - hr/mL) (ng/mL) (hr) (hr)
ééfﬁg) “ | 1090.56 + | 123.27 + 1.01 + 24.95 +
20mg [TCK/ 257.27 31.78 0.33 3.25
Ny F7+— | 1107.54 £ 122.30 £ 1.08 = 25.31 £
$E 20 236.45 31.32 0.28 2.87
(Mean+S.D., n=20)
(ng/mL)
1504 1
i
4
100 —e 7O HEBHEH20mg [TCK]
Eal - SYTTH—E20
S \ i Mean+S.D.,n=20
~ Lo
Y -
i«
# 504 i
I 1
o f be .
g —
1 2 4 6 8 12 24 48 72
B¢ (hr)
2) R#EW
HIEINT A =% SENTA—%
AUCo-72hr Cmax Tmax T2
(ng - hr/mL) | (ng/mL) (hr) (hr)
VA=<
IERIESE 4000.92+785.16 | 483.45+105.54 | 1.01£0.25 [ 11.50+1.68
20mg [TCK]
%50707 K 4178.55+818.75|520.61£151.54 | 0.96+0.28 | 11.16+0.82
(Mean=+S.D., n=20)
(ng/mL)
Il -7
# "
+ oy
Z500{ i P e UYL HEEH20mg [TCK)
2N - YT T 520
D) N Mean+S.D.,n=20
> |
Tl T
7+ 4
%250 .
¥ e
N -
B s=—e _
g ==
0 b ‘ ‘ ‘ ‘ :
1 2 4 6 8 12 24

8 72
H§RE (hr)
MAEFEEN NC AUC, Cmax H0/85 X =413, #HEE 0=
R AR OREEE - BRSO MBS K > TR B ATREED
H5o

16.4 X
Tu e VEBRIED 6 FRFHEYW M-1 ANORFITIIFEE LT
CYP3A4 5T %Y, [9.3.1 &)

16.5 HEtt
REMABTIC7a XY VIERE 20mg # BERROKS L7z
B 0~48 BRERICIIRE TH B M-1.M-2 R 22-V 7 =
Z-5-RFN-1,4-DF FH-3-F v EAEICHEN, £
NEORPBIHBIIIREEDN 16%TH -7, [9.2.1 BHE]

17. BRPRAGHE
17.1 BMERURLEICET 2ER
(FECERBNIFIREEICH T DBARR. PRREE
TR, MIERMSER,. TREREDN. BERREIAE (8145
Bk, 1BMRIIZIERR) )
17.1.1 EASE MAHER
BAPR - PRAREEZ EJF & L 7o iR MBI N O L - & 0
RELET T AMBEERIBERBICBL T, ToExR) >~



IERRIE 20mg XIE 7o A% 1 B 1 ERFOHRS L-ER. 7o
U VIERIE O 2 M OE Al T RRESNE 64 BT SER (R
MELE) 13 51.6% (33/64 i) CTEBMENSBIES Wiz (U-
test : p <0.01. y%test:p <0.01) 7,
TR VEBE ORI FHE T REER]E 65 Bl TH D . BIfE
FAFHRIL6.2% (4/65 %) TH-7z. FEIERIZITE 3.1%
(2/65 ) TH -7z,
S HIHR & FiF & U7 WIS ESR T ORI L B 2 R &
L7z 7 7R — MEBENR - EEREERBRICBWVW T, Tu
U VIEREE 20mg 2 1 H 1 BEREOKE 7 I ARFH5—
I8#1E 1 H 600mg # &A% 3 EHE5 LR, TueRy Vif
BRIE O 2 M O B AT T BEREG 1 96 fil T iEBR (BRI L)
I 45.8% (44/96 i) TEBEIEIES Nz (U-test 1 p <
0.05. x*test:p <0.05) &,
TR VIERRIEORIERFHE T RERESE 100 BT 0 | EIE
FAFEIHEIL 25% (25/100 ffl) TH o720 ELBIWERIZIE 15%
(15/100 ). BEFRIKEE 4% (4/100 1) . AEF 3% (3/100 4) .
BEJE 2% (2/100 f) TdH -7z,
CEEBIERLIC ST 2 REVIERE. SERN FYHBIERARE)
17.1.2 ENEE MBS ER
WIEBEMRE 2 RIS O R ViEREE 20mg 2 1 H 1 [
BRO®SG U7 BOERL B SR TR sty (5 HR 0 12
) 1CBIBEHEIELTOEBY ThH -7z, FEFHMIEE TH
% 24 Bl 7 0 OFHHREBOZLE. BIREHEER Th 5
24 Kl 72 © O P IRBYSEREHOELE KU 24 K b 7-
0 OFYEMERAZERBOENEICEL T u N ik
18 20mg B2 7 I v ARBICH LABRRED SRS 5 17910,

BAGEHEiEE O 24 Bl d 72 D OISR EIEE L2

BSHIE RAHFZ (R
Tl 95% (41
BoR | I - o
vioie | BE || B r
I
PAZA N 270 | 11.10 | 2.52 | -1.36 | 1.67 | -1.56 | -1.16
AN
) VIEER 284 | 11.03 | 2.16 | -1.86 | 1.86 | -2.07 | -1.64
1 20mg
A& EHliRE D 24 B b 72 D O P REVEREHELE
BSHIE R
I 95%{FHR
B5R | : y
T e | BL | e | B Xr
TR | LR
TIR 270 4.17 | 3.01 | -1.99 | 2.59 | -2.30 | -1.68
AL
) v iERE 284 4.33 | 2.92 | -2.84 | 2.52 | -3.13 | -2.54
1 20mg
RASEHIEIRF D 24 K] & 72 D OB RAERERE(LE
5 BHTFZ (L R
i 95%(E R
BER | I - :
Tl | Bl | wom | BL r
TR | ER
PAZA N 229 1.22 1.05 | -0.68 | 1.04 | -0.81 | -0.54
PASRE
) VIRER 231 1.61 1.84 | -1.18 | 1.64 | -1.40 | -0.97
1 20mg

TN EREOBIERFHEAT AR 201 Bl TH D BIfE
FAZIERIL 27.5% (807291 fil) TH -7z, FLEWEAIZOE
19.6% (57/291 f5il). {##h 6.2% (18/291 fi]) ETH -7z,
17.1.3 EREIESAERS

FOENY R 20mg % 1 B | B35 CHRR+5 1 liE
HEEMES 2RI, FOEAY VERE 20mg % 1 3 2 EA
BE L EARRE GFERIENERE) (RS 1258m)
DR, FHEHR 44 125\ CRIEDREN O EERTH 2 HIR
E3. REHERR OTBERAROT T OERICH L TR
M CEEEARD 65Nl BIEREMTAEGE 45 flTh

. BIEFFIRIEL 42.2% (19/45 1) Th o7z, ELEIEMH
118 24.4% (11745 1) f#5) 15.6% (7/45 ) & TH -7z,

18. EERPEIE

18.1 1EFAER
HWHBERICBWTTEF LIy ROEL S U 7 L E 2 T
L2, L2ANY) Y ZBEANOHMEZH LY, 7 b oy Tl
SN VLREERAEIGEOIIFIER 2RV, £z, BBMHE
OEIRTFRAAES R X 2 BRIGES IR S ns 2 & &0, Tuy
N VIEBIEOER LB FESHAICH 5 2 EATRBENS 5,
—F. EREWTH B M-1 ITFEHEEERAZ. M-2 1353V
ERZEET 5.

To R VEBRE S FEHESERARCR ) VERAEE L.
FEUTHEHERERICK VHIRESHMFHERZRT & HE
Ehal,

18.2 EANIBEROBERESHHITER

18.2.1 BB EDIEINER
BT v S ROA X EHWLZY AR B —ICBWLTRABERN
BEOBIMMERZ. £/-0 BNAXEZHAVWCZYAMA M) =28
WTRABERARE N ICERBENRERE (1 EHRE) OBEMER
ZRT A RREBOEELEIIRD 5 Nho710719,

18.2.2 BERESNDIIHITER
JFREEZ v N RO XUTB W TREE TSR OB EAICHE (HERE
8)) OB PRD 5Nz,

18.2.3 EBRRIAIC & 2 BEREINFEOINHIER
B AR 2 U U7 BREE A X I B L TBBMEDOB AT X
2 BERIE I O TERAS RS 5 17z,

18.3 BTN T 21EH
BEWEBHICBWTTEF L) Y EROEA ) T LIS KB
M (Tv b, AXRUCELEY b)) ERBEETRBIC X 2 IHE
(Tv b AX) OIMFIPHERENICEED 5N 721219,

19. BMRSCET BEEHAR
—fsT: Y o ¥ Xy v i B R
Hydrochloride)

( Propiverine

ft % 4 : 1-Methylpiperidin-4-yl 2,2-diphenyl-2-propo
xyacetate monohydrochloride

5 F X : CasHoNOs - HCI

7 F = :403.94

2l M1 213~218C

# & A

CH:

L O

Q_\_ - HCI
ata

% R HBOERYIIEEEON R TH 5,
KYIFIZH ) =)L (99.5) IZPRB IR T L,

22. G

O VigEgiESE 10mg [TCKI)
100 #& (10%E (PTP) X10)

OENY VigEgiESE 20mg [TCKI)
100 #& (10%E (PTP) X10)

23. FEXEL

FHAZE fth: E¥FEE. 1989 ;4 (5) : 581-593

2) FRTET fih - EE IR, 2006 ; 34 (7) : 859-867

3) BHASUE HAEFRAHBHE. E/IF/E. 2021 1 C5060-
C5063.

HAER D EMENRESEREE (58 10mg)

HAER L EMENRSEREE (58 20mg)

FTEEN fh EEREIE. 1990 ; 21 (3) : 555-565
BRAME M EFE0oHOHA. 1990 ; 153 (8) 1 459-471
ERAME fth  FEHARBERESEL. 1990 ; 52 (2) : 248-258
Gotoh, M., et al. :Int. J. Urol. 2011; 18 (5) : 365-373
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10) EIRNEIELEES (BESHHELES) Ny 77+ —§E.
K 20094 12 A 18 HAR. EERES)

11) B fth  WRERSIEL. 2011 5 24 (6) @ 1023-1030
12) FIFARL fth 0 HARZEIEEMEEE. 1989 ; 94 (2) & 145-150
13) BENE fih 1 HARFIRPHMEE. 1999 ; 113 (3) : 157-166
14) &F1% fh© BAFEEPHEE. 1999 ; 113 (3) : 145-156
15) &7/ b1 HAZEREHMEE. 1989 ;94 (2) 1 151-157
16) 7% fth @ HAEERPMEE. 1989 ; 93 (2) 1 55-60

17) BAIgR  fth 0 HARZEFRZMEEE. 1989 ; 94 (3) 1 173-180
18) &% fth: HAZEMEPEHMEE. 1990; 95 (2) 1 55-61

19) :HIEFE fth @ WEREFHCE. 1990 ; 36 (8) : 915-919

24, NEEERERUHEVEDEE
RELFEHASHE FEFE - 2R
T 921-8164 &IRTiA%R 3T H 406 &
TEL 076-247-2132
FAX 076-247-5740

26. BIEIRTTREE
26.1 SLEERTTTT

8] Reix#4ai

ERTAKRITHAI06F Hh



