4A0INC

202441 HEET (816K

B KR EERE
BENEAR : 34

FRRER - SEFR - EEENBEDGEA]
BAFERS TOERU VIGHEIGEE 87259

7OERY Vigmisse 10mgINs]

HARERRSEES

7’OEARU Visriss 20mgINS|

Propiverine Hydrochloride Tablets 10mg - 20mg “NS” 10mg 20mg

FAERES | 22600AMX00899| 22600AMX00900
ARGERHsE 2005478

2. B2 (ROBEICIFBELRBVTE)

2.1 WY, B IBEESHEL WA EE [BBOF
BA O R OEE S E S h, BRSBTS 2 BZ2nD
H5.] [11.1.3%0H]

22 87 b =—XB3B7 b o—0bsEE [HiaV VERHIC
FOERDPEN T 2BEND D 5,]

2.3 IREEZET HEE [HLa V) AEHICEK D HEREOREBEIX
MESIIRI SN, ERPBLT 2BZFNDH5.] [11.1.2%
HE]

2.4 FREEARANEORS [ia) YERICKVIREN LR
U, EERDPET 282 N1HH 5.1 [11.1.1%0]

2.5 EEMEEORE [Hia) SERIC K VIERSELT
LBENTH D]

2.6 EELNERORE [HNIGESSRESNTED. E
WOPBET 2BENDDH 5] [11.1.9%08]

3. #ER% - R
3.1 #HR%

Fu Ny iERERE TN IERRIEE

7 10mg [NS) 20mg NS

1§E 15

BRI

HAREFA 7o~y »
EERE10mg

HA#ERS 7o Xy v
EERIE20mg

KM, R
O—A, AL AT—AR
LA, e Raxy S
DL AY—F, b Ru
Fy7Fuiltilu—=A,
ATTYI BTy
L, BFaxao—R, 2
7 a I—)L6000, EE{kF
gL HNT LT
Nary

AEKOY.,. EREEIL
O—2, KE#EL Fo
Fyuvitiro—=x,
< R w S w B <) 7§
Y—F, ATTY VBT
VA Sy NN <y v I
0H—RA, v7ud—)J)l
6000, EB{bF% >, I
7. vFoosary

3.2 EFIOMER

f7e 4

Tu ¥Ry VIERRIESE

Tu ¥Ry VIERBIESE

10mg [NS] 20mg [NS]
LESE 7N HEDT 4 )VLd—TF 1V 75E
nwl O= D=
$E4% 1 7.1mm $E4Z 1 7.1mm
KES $EE : 3.0mm $EE : 3.0mm
HE 125mg EE 1 125mg
@Al
o NS 522 NS 523

4. FHEENIFFNR
OTEHEENITIREBICS T BEER. REZE

MR, SEMEER. TREBED. BERRERE (18
TEEERER. 1BMERIIIARRY)
OBERIERIC S 1T D RBENERE. SRR ULTHEMRARZE

5. FEEXIFHRICEIET R
5.1 XFlZHEAT HE, To2EZICLVERERZHERT 2

5.2 MERRIEHAERE (RN IRIERES) 28 L TWAHEE
Tl ZNUCHT 2IREEZBERES TR &,

6. FAERUHE

WHE, AR T ERY ViE#BIEE L C20mgx 1 HIEE&
BREOBEGT 5,

Fip, ERICKDEEEET 55, HREA+SOHEIE.
20mg# 1 H2E £ CHETE %,

7. FERUHZICEET 338
0mgzl HIER G THRATITH . pOoRetIchHE
P WEEIEEEMETT 5 C Lo

8. EBRLRERNER
RAEE, R, OFWIFH6DNLIEPHLDT, K
Al S BF I HBEOERSE, BRE S MO BRE
IRESERVWE D TFITERT S &

. FEDEREZEIHEEICHT IR

1 BHE - BEEEDHDEE

.1 HEREEEDH B EE
HISZARARIOES: C IR R EE AT I B L I FR IR A N9 %
BENNH 5, [11.1.228]

9.1.2 FAENDEE (AEMBARAEDEEZRL)
MZEmARNEIN LRI AEHICKVIRES EF L.
ERPEAT HBENN D5, [11.1.128]

9.1.3 A EIRX [FZDEHEEDH B EE
RSP RESNTEY. ERPE(EIEERT 287
NBbH 5, [11.1.9508]

9.1.4 N—F VYV VRN IGRMEEEZEDSH 5 EE
FEROEALD 2 WITBHHRERLS D SbNEBEFNTH 5,

9.1.5 EBEMXRBZRDH 3 EE
hEEEAEESD S bNEBZENISH 5,

9.1.6 EIRBREESEETLEEDEE
o) VERIC K VRSO REMERAEERIENT 58
FNHd 5,

9.2 BHEEEEERE

9.2.1 BIEENFZDEEFENHDEE
EHH D L, BIEASER LS T VB ENT D 5.
[16.5%08]

9.3 FFikeEESEE

9.3.1 HFEEXFZDEHEEDHDEE
FELTHTCREISN S0, BWEAPRBELLTVLEEN
DH5H. [16.450H]

9.5 %

HRIERE L TCWAIEEOH 2 IS Lan &
MEZ L,

9.6 %27
WELEOEREROBARBOAEREZEZE L. RILOMG
IGFRIEEMHET A 2 &, BYERE (T v ) THITHAD
BITPHRESNTWAY,

9.7 MR
NREE R E U7 BERRBRIESER L T,

9.8 SinE

ZeEEERL TI0mg/H X VREA2HBT 272 S EHEICHK

5952 &, . BEESMERLTNRDZENFZN,

10. tHE{EH
10.2 HEER (HRAICSERIB L)

O O

EEBI, HUOEREET HREE REEIE. REBHEA.

B CRTILIESE O N ERIRISIC BT 2 HENE) WHoH T

EICHBL, RBEEFICIORINEHZERT S22 L. BB,

IS CTHEMNLZHBELER T 52 &,

EHIZE BARER - BEAE | BF - GRET
a2 ET %A | OB, F. HHRE | ) ARA R
ZERHLD DA HENHODONEB | SNA2BZNDBH 5,
T ) FTYrREA FNWH 5B,
€/ 7 I VEMUEERIEEA]




1. ElEE
WROBERDBH65DbNEZENHBDT, BEE DTV,
HEPROONTIGEI3EE 2RI 572 EHEY 2 0B %
752 &,

1.1 EXREHEA

11.1.1 2EFEABERE (SEERH)
ARETLHE. MBS - R 2D IR, RABRTE»H5bN 5
ZENHBOT, BEEZ DTV, TOLIEERSDH 5
ONIEEICIEREE2FIEL, EBICEUZLBEZITO 2 &
(2.4, 9.1.2%H]

11.1.2 FREA (0.62%)
[2.3. 9.1.1=H8]

11.1.3 FREMEA L DR (BEEARH)
FELWER, EEEmSErs o bn-EmaIci3kszhikL,
B ZMBEZITH &, [2.128]

11.1.4 I8 - BAE (0.25%)

11.1.5 BEEEE (JEERI)
BUN. M# 7V 7F =D LRSS bNIZGEIZIEERS
kL, BYLZABZTS &,

11.1.6 1SRERIARE (BEEAHA)
AR, & CKER. M RORFIA 7oy BER
ENDOONIGEICEEESE2HIEL, BUZLABEZITS Z
Eo

11.1.7 MRS (0.12%)

11.1 .8)§J§*M§ﬂﬂﬁﬂiﬁ¥ (Stevens-JohnsonfE{&E¥) (SEE
NBH
FE, KB, FOER. BRI, ORRESHsbhBE
IZI3REEHRIEL, BURLEBEZITY &

11.1.9 QTER (0.25%). DEMSEH EEARH)
QTEE., DEMHSEMG. B 7uvr, BREFH5bN S
ZENBH B, [2.6. 9.1.3%]

11.1.10 FF&EEREE (1.0%). ZE (JEERE)
AST. ALT. v-GTP® EF5 %% f£5 fFHEEERE. BEFH

15. ZOfh0ER

15.2 FEERARERBRICE D < 15%R
MiEZ > RO AD2EMRBOREG LA, Ty
MZBOLTHEKHED122(E (49mg/kg/H) HE5EICBES.
< 2B WTHERKAE D447 (179mg/kg/H) & 58
ICHFIES O FAERDSHBEICHANBE WL EOHEDH 5,

16. FEYEE
16.1 MRE

BERMABTFICTH ERY VIERIE0mgEZEOHE L, MEEFROREN
FROREMZRE L7,

16.1.1 BEEKRS

BEBRESICB T2 REMEEZOERBITH H1- 2 FIL-4-EXY V)L
V7 VTaRFUEER N-TF 2K (KFION-F 3 RIETH 0.
DITRM-1&E08T ) BRUI-AFIL-4-LR) D) Ry IV N-FF2 R
(M-1DBE7a EIMETH D DLTM-2E19.) OEMEEIST A —%
BUTDOEBYTH 722,

Trmax Chnax AUCo-~4snr Tin
(hr) (ng/mL) (ng-hr/mL) (hr)
RE{AR| 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 | 9.60x1.12
M-2 |1.69+0.48| 9.50%2.23 117.88+23.33 |10.07£1.95%

(n=16,mean+S.D., 7z72L*! : n=15,%: n=5)

16.1.2 RiE”’S

1H1E 7HERERSICB T 5 REEO M FEEIZ4H H £ cHir b
FU. UEA~7THOBRSHBTIFIF—ELEER L, BE5ETEROE
BHIEH2SKE I T o 7o — 7 ERFEW TH AM- 1D MEEHFREIIRE
(LIRRIRDIERS 2R Uy HEHKTHROFFIISNI4E-ETH > 729,
16.1.3 EMFHNESF LR
(FOERU VIEEIEEE10mg [NS])
TuERY VIEBESIOmg [NS] &Ny 77 —§10%, 70 A4 —
N—EEICEDZNZNIGE (FOENY VIERIEE LTI0mg) BERAS
FICHEARBEERORS U IR RELAEELRE L, §on7-5Y
BAE/)ST A —% (AUC. Cmax) 122\ TS i 1T T HEEH AT
ZiTo 72458, log (0.8) ~log (1.25) QEHEHNTH V., WMELH O£

5bNBEIENDH 5.
11.2 Z0fDEHER

%L 0.1~ 5%F B
98 (12.8%)| (6. T, W5 - | BICRE. &4
Wik MG EACRE.
. %
DR HERIREE. R TR
BEL. . LU | ERNE (RLENE.
. B R, S+
; VR (T AR
FHHHER DB ST
= REE), UAF
2U7
. i £ W5, iR, BV
Rt B
- £, %5, R
i WA . RRER
ASTEH. ALTE
Gk 5. ALPER
— BUNER. L7+
= — kR
[ A MRS
ol B, B B | BAE. AR, B
s . WA, HONDH

13. BERS
13.1 fER

HAR, BE, 2588, BTEE.
Mo Lo 2 BREL BEIR. MEES.

%,
13.2 W&

BYEL. ICT huEViBBRSDOIEE EREFEOLE 21T
Do FlZIE, FAAFTZ I (Fra) VERICRLT). it

AR FREFEOEREZITD .

14. BRALODER
14.1 ZFIRXMEOER

SEEEE. B,
2HALE, kS

FREEDSER S Y,
HIEIRT A4 SENT A%
AUCo-2 Cmax Tmax T
(ng-hr/mL) (ng/mL) (hr) (hr)
Tu Ry igEEE
$10mg[NS) 306.4+184.8 | 34.7£23.6 | 1.9£0.8|9.8%+2.7
Ny 775 —$E10 | 302.2+£150.7 | 33.3+15.2 | 1.7£0.7 |10.1£2.8
(Mean=®S.D., n=22)
(ng/mL)
60
50 F —— YU R £E10mg INS
—O— Ry F 7+ —§E10
i 40 Mean=+S.D., n=22
#iE
f1 30
b
e
=~ 20
10
0 . . , . . T
0 4 8 12 16 20 24
MREf#] (hr)

MEEREL CICAUC, CmaxZF0/87 X =413, #EE OBRIR, (KK
DIREEH - BESEORBRMICL > TR LI REF D .

(OERU VIEEEEEE20mg [NS])
Tu Ry VIEBESE0mg [NS] &Ny 77 —§820%, 70 A4 —
N=IRICE D EnZNIE (TR VIEREE LT20mg) BEEAS
FICMBERBEERREOHRS U TR RE(LARBEZHE L. BonizEY
BjHE)ST X —% (AUC. Cmax) |2 T0%(E MK RIE IS TREHRT
Z{To kR, log (0.8) ~log (1.25) QEENTH V. WK OEN
FHESEESHER SN,

PTPRIZEDEANIPTPY — F WD L CRAT 5 X518
BIHIE, PTPY— hOBEAIC KD, BEOSAIRA EER,
EAFIA L, BIZRZEAZB I L THBRRSEOEE 2 &0
EZHET L EDDH 5,

HIEINT A —4 BEINTRA—4
AUCo7 Cmax Tmax T
(ng-hr/mL) (ng/mL) (hr) (hr)
AN GBI | g4 51501 8| 78.9443.8 | 1.940.6 |12.6+3.8

$£20mg[ NS

Ny 7T+ —5E20

1021.6+645.0

86.1+44.7

2.1+£0.8|12.4+3.3

(Mean=£S.D., n=20)



(ng/mL)
140
120 1 —o— Y U £ 20me NS |
100 —O— Ry 77 F—5E20

Mean=S.D., n=20
80

60

AEREE

40

20

0 1 1 9 T e
0 8 16 24 32 40 48 56 64 72
IK¢fi (hr)

MEEFBEL CICAUC, CmaxFED /87 X —& 13, #HEE OBIR, (KK
DOFRANEEL - RS ORBRIFIC L > TRE LTSN H 5o

16.4 {3
TuvNY ERED 5 EREVIM-1ADORBNITIZEE LTCYP3A4AE
5929, [9.3.1%8]

16.5 HEttt
TR A B FIC T u xRy VERE0mg % BERR S U 7-BE D0 ~ 481
RIRICIERE TH ZM-1. M-2KU2,2-Y 7 = Z)L-5- XA F)L-1,4-I %
FYU-3-FrhENFICHESN. TNoORFBIEHEIIREEDHN
16%TH-7-9 [9.2.15E]

17. BRIRRLIE

17.1 BHERURLEICET 555

(TECREBITIREEICH T BIER. FRREE
FIEREEED. WEMIRR. TREED. BRREIARE (BB, 8
EIIIERR) )

17.1.1 ERSE MEEER
SRR - PRGEEZ R & U7 REREIE R R L ERE M 2 R & L
T AMBIEERIERBICBVL T, TuERY VIEEE Mg L
TR EIHIEREORE LR, 7T aexy VIiEmiE 0 i EeT
i mT BEREG L6461 T SER (BRILLE) 1351.6% (33/64f1) THEBE
BHGEES N7z (U-test : p<0.0l, y>*test : p<0.01)7s
Ta vy CERIE O EFFHE A REERIZ65HI TH 0 . BIFEFFER R
6.2% (4/656) TH-7z. ERBIERAIZOE3. 1% (2/6561) Td -7z,
S OISR E X & U7 EEER KR ORI EE 2 N RE LT TR
FH— MEBENBETEERIERRICBL T, ToEX) VIERIE
20mgx 1 HIEREO®REG XL 7 7 R F 45— MERIEIH600mg % & & #3[E
BE UIAER. 7 a R VRGO 2R o STl AT BERER1E 964 T
HER (AL L) 1345.8% (44/9601) TEBMENRIES M7z (U-test :
p<0.05. x?*test:p<0.05)%
Ta ey IEERIE O BIEHFHE R AEES X 1006 TH 0. BIfEFARIER
125% (25/10001) Td - 7zo EEIEFRIZEI5% (15/10001). R
[RI%#4% (4/10061) . BEKRE3% (3/10061). BEFE2% (2/10061) TdH -7z,

GEFEEIICH I BREVER:. SERRUTEMERKE)

17.1.2 EIAS MABLLEEAER
BEEBEREE 2RI O ENY) VIEBE0mg % 1 HERO#SE L
AL EERUATHE LR (RS0 128/) 12610 251
DFRoEBDTH o7z EEFHMIEE TH 2248 d 72 O 0PI HEREEL
DE(LE. BIRFHEIEE Td %248 d 72 0 OFHRBEEEHOZE(L
BRUU4REE B 72 D OISR RAZEHOE(LRICEH L T SaExRY
VIREE20mMgEE D 7T ARBHC L LER LR AR 5 70,

AT RF D 2415 85 72 D D PAFHERE M (L B

B 5 HiE BAGHTR AL E
Eta=s i3 REBIEL | oo, | 1HHE | o, | 1 | EHI9S% R REIX
EHfE JORN EHfE Bz TR IR
75t R 270 11.10 [2.52| -1.36 | 1.67 | -1.56 -1.16
TRy v
HEFE20mg 284 11.03 [2.16 | -1.86 | 1.86 | -2.07 -1.64

A EHIRE O 2485 [ 85 72 D O P FREY) B E R Z L E
HEHIE R EHMlE LR

58 REBIEL | . ek — 1= | mH95% 5 FE X H

“EHME RN A fE Bz TR TR

TR 270 4.17 |13.01| -1.99 |2.59 | -2.30 -1.68
FarKNy v

HHEHE20mg 284 4.33 12.92] -2.84 | 2.52| -3.13 | -2.54

AR TR 24 5 7 0 O A UJE b A B L
T RERTRALE
wER |G|, | EE | | e | ROS%(EERE

FE | e | P e TR T m
TS5t R 229 1.22 | 1.05| -0.68 [ 1.04| -0.81 -0.54

Far¥~y v B B ~
HHREE20mg 231 1.6l |1.84] -1.18 | 1.64 1.40 0.97

FUENY > ERE ORI RG220 TH 0. BIEARERE
1327.5% (80/291%51) Td - 7zo F 2 BHWERIXOE19.6% (57/2914)
{E6.2% (18/2916) FETH -7z,

17.1.3 EREIiTEAERS
FUENY »ERE0mg A | H DR 5 CHRER+ 9% BED R EE 2
TR, FOERY L EEE0mgE | HAE MR L SR RRE GFS
BN TERER) (RS : 128R) DR, BRI SMUEIC 5\ TRiE
BEBOERR T b HHRER. RETEEROTEERESDTRTO
FERICH L C BT CAREARY 6171, BlERFRE A AR 245
Flch . BWERAFEFERIZL.2% (19/456]) TH-7-. EREWEAIZO
18524.4% (11/4561) . 1EM15.6% (7/456]) ETH o720
) AROREMEROME  BY. RAICE7OER) VHEREE LT

Wmg# | FEEEEORET 5. Ff, ERICE D BEEET 550,
HERFAOBAIE, 0mg#w | HAEF CHETE 5,

18. ENEIE

18.1 {EFRHEE
FHEERIC B VLT T FLa ) RO H ) 7 LGEZIIE L2, 4 X
HY URFENOBEMEEZE LY, 7 by Cif S s WIREEE SR
BIGEOIMEIER 2R3, 7o, BREROTIKARRRRIEIC & 2 B
IGESIIR SN B2 L&D, FaRY VIEREOMER ISR RIC
hHZEPRBENEY, —F. ERBEWTHLIM-1IFEHEREER%.
M-213453 ) VMEHZET %,
Tu R VEBIEIFEHESEERAR O T VEREE L. FLLT
SPEAERERIC K O BERESMHEIER 2R LHES NS,

18.2 EAFRIEER OHEREENTHIER

18.2.1 BERBEDIENER
FEET v P ROA XEAVAZY AR A MY —ICBLTRABEIAR O
Bl Z. /2. BINA XZHWAEY AR X M) —IZBLWTRABREENL
CICEMBERAE (IEHRE) OBIERERT Y, BRIREOHELE
MR N2> o 7216719,

18.2.2 BERRESDINFIERA
FREET v P ROA XITB W CEMTRRRORBAIGE (FERES) ORE%E
B MERD SN,

18.2.3 EBXHFIAIC & B EHUNEOINHIER
BREAE 2 UM L 72 FREE A X ICB W CRIBEE O BRI X B BEREIUE
TOETERDPRD 5z,

18.3 BRI B 1EM
BEFEHICBVWTTEF L) YRR A Y 7 LK BUE (T b,
A XBOEILEY ) EFEBTRBICEAMHE (v b 4 X) OFH
PRBKENIIRD 5N,

19. B ICRET 2IFEFHFR
— MR BE - SR VIEEE (Propiverine Hydrochloride)
{t24 : 1-Methylpiperidin-4-yl 2,2-diphenyl-2-propoxyacetate
monohydrochloride
7313 0 CuHuNOs - HCI
ATE 1 403.94

0 /@/
0

- HC
7\ 04\¥{H3 o

R BEOREIIEREEON R TH 5. KXIETY ) —)L (99.5)
IZRRBE TR I,
RBh R 213~218TC

22. a&
(FOERNU VIEEHEEE10mg [NS])
1008 [10%E (PTP) x10]
5008 [108F (PTP) x50]
5008 (3T, BBHIAD]
(FOENU VIEEERE20mg [NS])
1008¢ [10%E (PTP) X10]

23. EENmk

FHME i EPEEE. 1989 ; 4 (5) : 581-593

FEATEF  fth @ B3 &R .2006 5 34 (7) © 859-867

H+/\SUEEARER S EFE T E)IIFE ; 2021.C5060-5063

HNER  EZRSERE (5810mg)

HNER  EENESERE (5820mg)

STEEL fth © EEIRZEEIE. 1990 ; 21 (3) : 555-565

BLAME f BEOHOA.1990 ; 153 (8) : 459-471

ERAME M PEEAMWEREER. 1990 ; 52 (2) : 248-258

Gotoh,M. et al. : Int.J.Urol.2011 ; 18 (5) : 365-373

EINGE ARG E: GRIESIMEMEE) Ny 77+ —8E. MK © 2009

F12A18HKR, EHEMSE)

) B fth : IERERSIEE.2011 5 24 (6) : 1023-1030
) BIFEAGL fth © PARSETEAEMEFE 1980 5 94 (2) : 145-150

13) ERXE fth: HARSEIZEMEEE 1999 5 113 (3) 1 157-166
)
)

LexrIdoLER

—

K fth 0 HARSEIEAEMEEE 1999 5 113 (3) & 145-156
SFE fh 0 HAEEIEEMEE 1989 5 94 (2) 1 151-157



16
17
18
19

eTFR M BRSPS . 1989 5 93 (2) © 55-60
EAISR  fth 0 HASEIEEMEE. 1989 5 94 (3) 1 173-180
EFE M HAEEIEAEAEEE 1990 5 95 (2) 5561
THIESE fh: WERERHCE.1990 5 36 (8) @ 915-919

24. XERFAERERUEVWEDEE
BAY 27 7 iRatt REEHE
T101-0032 SEFETARERKAKELTH2-3
TEL 0120-47-9321 03-3863-1225
FAX 03-3861-9567

26. BHERGTRES

26.1 SHEMRGETT

C amuEEsENex

WERKEFEMR_TH3IE 15
26.2 BR5ETT

BAT7I77H%ASd

RREBTRHREFRE2T H2-3

52212D



