2023#F10HET (BB1iR)

B & SEREF
BN : 34

PRIGEE - BHPRIGEA
HAER A TubRy iERESE

JOEANAYU mmise10men)
JOENAL D asms: 20mervn,

PROPIVERINE HYDROCHLORIDE TABLETS

09

B EEERI HES

87259

$€10mg | $E20mg
Rib 5 |22500AMX00511 | 22500AMX00512
fRoehish| 20054E7H | 2005%E7H

1 [11.1.228]

2. 22 (ROFBEICFES LBV L)

2.1 WY, +HEBEXRBEEPHELTVWAEE [B
J5 D FEH O WHE R FEH HSIE S . ERAE
ft52B8ENY»H2.] [11.1.35H]

2287 b=—XRBBT r=—0HHEE [Hia) v
FERIC K DIERPELT 2B NN H 5]

23 REIZETHEE Hlay AMERICK D BRI O
BEREGE S E S L ERPBT 5B 20D H
%o

2.4 AZEBARNEORE [Ha) Y ERICKDIRE
PERL. ERPENRT BTN H 5]

[11.1.1%H]

2.5 EEMENEORE [ YERICKVERY
BT8NP H5.]

26 BB OEBORE HIGESPHRESN TS

D, ERVPEBELTE2BENLFHS.] [11.1.95
He]
3. 8 - K
3.1 #Hmk
" TuE¥Ny YEBEE DR IR EE
WR7e 4

10mg [YD]

20mg YD)

188, FueKRY VIERE
10mg

15E, oKy CERE
20mg

NI

FLEKRAY . o —2,
b RaFyFab Ly —
F. AL Au—ACa, & F
¥y ruitia—2x,
257V YHMg, &7ax
u—2A, BltFr . ¥
7. AFoay

FLEKMM. oo — R,
e rRaFyruiti
O—Z, eRoFy 7 or
NVAY—F, ATT7VU U
Mg, e uXu—2A, v7
oId—), BltFryrr. ¥
V1272900, % sy VAN Ay

3.2 BREI DR
Wi 4 ToENy VIEBIESE T O ENY IR RIE R
- 10mg [YD] 20mg [YD]
perp L wimy |HEOTAVAT—=F 4 YIHEDT A VLI =F 14~
(ER 7D} g Jes
we O=@0 =
EE 6mm ¥7.1lmm
Ex #93.2mm #3mm
HE 100mg 125mg
BAla—F YD364 YD365

4. HEEXIFFNR
OTERENIFIREICHS T BIER. REZE
FRREMREDE. MRRMIRR. TREBR. BB
(ISTEBEPER. BIERIIIERN)
OBFRNBIICH 1T D IRBVIER. SERRUNEIERKE

5. FREXIFZIRICEHET HiF=
51 A ZHEHT 2. +o%M2IC & D BEKERZ R
BT, ALOERZET 2RE REEEBIE. R
BT TR RS IR S O R ERIRER IS B U B H A

E) FHHILICEEL. RBREFICLORINZEZE
ol &, b, BEISLTEMNZRELERT
5T &,

5.2 TERIBEAZERE (ANIREXES) 28HLTVLE
FETIEZ, 2T B 0REEBESED &,

6. FENUHE
B AICIE T O ERY S HERE S LT20mg% 1 H 1
BREORET 5,
Fp, FERICKVBEERBT 20, RATFOHER.
20mg#% |H2[E & THETZ %,

7. FiERUREICEEY %R
20mgZ 1 H1EES THRATITH D »OREMICH
R WHEICERERET A L.

8. EEREXRNIER
RAfEE, BR. OF0WHAEH6DLNEIENHHD T,
AEFEESEHOBEIIEPHEDEERS, GR2 4D B
BEIRBSERZVWES> THHFICERT S &,

9. BENERZHIIFEICHTIIR

9.1 GIHEE - BIEESEDHZEE

9.1.1 BHREHDS B EE
AT SZARAERRE S C 1 HR PR R4 53 B8 10 TB L U TR IR A3
my2B8ENHFH5. [11.1.288]

9.1.2 RAEDEE FEBARANEDOREZRL)

PRZEM AL T H ) SERICK DIRED L
AU, EERPBILT 2B 2P 5 5. [11.1.12H]

9.1.3 FEIRX S ZDEIHEEDH 2 EE
HAMEE P RESNTBE D ERP B HEHT
2BENDH S, [11.1.95H]

9.1.4 N—F2V VERR BRHIEREENS 2 EE
FEROELD 5V IIEHHRERFS5bhb BT
BHb,

9.1.5 BEMEXBXDG 5 BE
FEEEREBEIHSDNEBLTNFH S,

9.1.6 FRIRBRIEEETTERED RS
Pl ERIC & D SENRSE O SRR AR BLEE R 2 B E
TEBENNH %,

9.2 BEEEESERE

9.2.1 BREXIIZDEEEDS D EE
BHRAED U BfFRAPRBR LT VWBTNEH 5,

[16.52 0]
9.3 FrikeElE=RE
9.3.1 FFEEXIFZDEIFEDSH 2 EE
FELTHFTRESNS 20, BUWERAPRFA LTV
BTN H 5. [16.451H]
9.5 1%
IR IR L TV AT O H 2 RIS L v
ZENEF LU,

9.6 1Z3LIW
B EOERERCRIAKBEOEREZEE L., HILO
WGP IEE AT s &, BIMER (v ) TH
HTHANOBITAREENTVSY,
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9.7 INE

NREZNRE UZZBRRFHERIIER L T,

9.8 SRS

ZateZE L TI0mg/HL VG 2T 5% SEE
IZHRE9 52 &, IHkEE. BREPETRLTVRAIEN

ELE
10. #8EfEA
10.2 HAEER (HAISEETZI L)
HERIRE BRARER - $EEE | B - BRET
oy ez 254 | LB, ER. JHRE | Hia ) AfeAD
ZBRERRS DA HEBHODNIB | HWRSNDIBZ
7 ) FTIURER | ENA BB, NF»H%,.
/)7 I VRILBREE
Al
11. BIfEA

ROBERDPHEONBIENDHEDT, BELZTDIC
TV, BEPRDONGHIIEHREE2HIET 520 EH
YBNBZEITO &,
11.1 EXIZEIEA
11.1.1 2UERAERIE (BEARH)
RETLE. ER - EEZES IRE. SOETE»H S
BB ENHBHDT. BBz T7FIITVL. ZDEXD
TIERAH S b -EEIc3REs2HiE L. BEbIGH
YnE2iT> 2 & [2.4. 0.1.281]
11.1.2 FREA (0.62%)
[2.3. 9.1.1%M#]
11.1.3 FFEEA L DR (BEEAH)
ZFLWEH. BFEmEE S obNIGEICIIRkE%
ik L. BWURAE TS 2 &, [2.128]
11.1.4 8 - BAE (0.25%)
11.1.5 BHEEEEE (HEAH)
BUN. 7 L7 F=0D EEDNHS5bLNIZHBEIC
5 EZFRIEL, BUZLBEITS &,
11.1.6 t&EARIARAE (BEAHA)
AR, Ak, CKER. mMARTRFILF7ae
VERE NS bNIBEEICIZRE2RIEL., E@ A
WBZITH T &,
11.1.7 IVMREA (0.12%)
11.1.8 FESHLIRIRAEIREY (Stevens-JohnsonfiElREE) (GEE
)
FEN RIBE. 7R RBFEM. ORRENHSDI
B EIcidEkE 2RI L, BULLEZTH 2 &,
11.1.9 QTEZER (0.25%). DEMIEE (BEEAH)
QTEE. DEMFH. BE7uvy 7. RIRELVH 5
bhbZENHBH. [2.6. 9.1.3%H]
11.1. 10 FFHEEEREE (1.0%). BB (BEEAHY)
AST. ALT. y-GTP®O LR %> FrikaEmE. #

EVHLLNAZEDH 5,
11.2 ZDfthDEIER
5% b 0.1 ~ 5% SEEANEA
kSR | OB (12.8%) Ffh. JEE. EBR - | HIEAR. &%
Mg, BHAR. T
. ON%
IR A PEFREEE, FRIR PREHR
G o HEV, FHE. LT | BHEE (RY
ER . R HpEE, —ak
=), N—F
v URER (<
BB NG B
THEOBITRE,
REE), YAF
37
TEBRER e EA iz, HRIR. B
SRAE . RN
TR

5%l 0.1 ~ 5% SHEEANEH
IBBRE EORE. B BR
23
R FHEIRE ., REREZIE
JHF ik ASTER. ALT k
. Al-PER
B BUNLEH, 7V
7F=vER
k3 H I ER D
ZDfh VFHE. BETER. BRE | RBRRE. THEEED
By . . B,
EDOD S H

13. BE&RS

13.1 FER
AR, BE. 2588, BTRE. SERE. BHE,
R Ly AL BREAS SR IME RS, 2SA0E. 5T
MERERE S

13.2 &
BYEE L. RICT PV BREREOGBE ERKOLE
215 BIXIE A ARXF IV (Hiay SERICHL
) HIAKHAl WREOEREZIT .

14. BRALOFE

14.1 EFIFZFEFDER
PTPEEDEAIPTPY— bSO L TRAT %
LOEEIT S L, PTPY— FOBEKICKD, BOLH
AT EERFEARIA L, BICIZZEL2 B 2 U THERER
REOEELRAMELZHFETEHIEND S,

15. ZDMthDER
15.2 FEERAREHERICE D < 1E3R
HEHE S v PR~ A2ERMEORES LIz 25, ]
Fv MIBWTHERHAED122(% (49mg/kg/H) #&5
HICEES. 7 ACBLWTERAED44715
(179mg/kg/H) 5B RS O FER AN REEIC
ERBLEoHErH 5,

16. ZE4EhHEE
16.1 MEE
BEBRABTICTOERY VIERE20mMg 2 F %5
L. IMEERORELE R OREY %2 BIE L7z2,
16.1.1 BOgS
B SICB T2 RE(MEE ZOEREBITH H1-X
FIL-4-YRYI) V7)) FuRFIVEER N-F
FUR (FRERY VEBEON-F X RETH D,
DIRM-1E889 ) RUL-AF)L-4-¥'RY D)L R
ULEE N-FF¥F M-1o7aeuisch ., Bl
TM-2E08T ) OEYFE/INT A—FIDITOEB

DTH-oTz2,
Tmax Cmax AUCo.48 ti/2
(hr) (ng/mL) (ng - hr/mL) (hr)

REALAR|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+t1.12

M-2 |1.69%0.48| 9.50%+2.23 | 117.88+23.33 |10.07+1.95%2

(P9l 1E#EFZE, n=16. /272U %1 :n=15. %2 :n=5)

16.1.2 RiEHES
1H1[El, 7HERERSICET 2 REEO MAE R
EB34HBEE ik LR L. D4~ 7H OB SHH
RIZIE—E L7-fE2R L. BEKTROFEIIH25
B TH-o7zo —77. ER@WTHHM-10MEHE
BEIZARECAEFEROHER 2R U, HE&TROFHH
14T - 7290
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16.1

3 EYRNEIEMERER

(OERU VIGEEESEE10mg [YDI])

Tu ) VIEEEESE10mE [YD] &Ny 77 4 — 8
10270 2F —N—IZEDZNZEN1E (FuLxXY
VIEEE L LT10mg) . BEMAB 165 I
BOKEG L TMEPRENAFBELZRE L, Boh
- ERE/)SS X —% (AUC. Cmax) IZ2WTHET
BT 24T - 7= 45 R, WAOEMEHNESEIHERES N
729,

HENRT A =4 BEINTG A —F
AUCo-24 Cmax Tmax ti/2
(ng - hr/mL) | (ng/mL) (hr) (hr)
FuvrKRy v
1§ B 1§ 8¢ 201.6+£104.4 |26.9t16.3| 1.4£0.4 7.8%t1.5
10mg [YD]
;fgf7:t— 189.2+82.1 |24.9%+13.6| 1.4+0.5 83t1.2
(P +1EHRZ, n=16)
(ng/mL)
40 —— FUERY VRS 10mg YD)
il & N7 T +—3$E10
55 30 A
h (FHEE £ REFRZE. n=16)
® 20
14
10}
0 4 8 12 16 20 24

#E&ER (hr)

MEEHBEN CICAUC, CmaxZEa 8T A —4 13, #HEE ORI, ERo
PREUEE - RREORBREFICL > TRR LSRN H 2.

(TOERY VIE#IERE20mg [YD])

TueK) ViEEE20mg [YD] &Ny 77+ —§E
20270 A4 —N—ICE D ZFNENIE (FTrERY
VIEEIE L L T20mg) . EFRRAE 204 1B
BOHES L TMBEPRENMAFREZRE L, F65N
oY FRE/)SS X —% (AUC. Cmax) 22\ THEH
fRHT 21T - 74558, WA OEYENESE SRR SN
725,

HEIST A — % BENTA—F
AUCo.72 Cmax Tmax ti2
(ng - hr/mL) | (ng/mL) (hr) (hr)
Juv¥KRy v
# B $2 904315018 [78.9+43.8| 1.940.6 | 12.6+3.8
20mg YD
N2 T T A 001.6+6450(86.1444.7| 21408 | 124433
$€20
(FHfE £ Z¥ERZ. n=20)
(ng/mL)
120
100 U t’RY ‘/iﬁﬁﬁiﬁfﬁmngYDJ
% 80 A /“‘77071"“ﬁ20
q: (FA9fA + (RS, n=20)
60
B 40
20

24 36 48
5%/ (hr)

MR FICAUC, CmaxBED /87 X =413, #EFHOBR, FRo
PRENEE - BSOS L > TRR SRS H 2.

0 12

16.4 1t
TaENY VERIED 5 EREYIM-1NORBITIZE L
L TCYP3A4HBEE T %3, [9.3.12H]

16.5 Hittt
BEBRAB I o XY VIEE20mg % B EHE O
B L7000~ 48R ICITRBEI TH HM-1. M-2K%
U2,2-VT7 2 ZV-5-AFN-1,4-IFFH -3-F g &
BEICHHE N, ZhooRPRIFHRIIREEDORN
16%TH-7:9, [9.2.121]

17. BERRIE
17.1 BMERUTRLEICET 5H5R
(TERREBRIFIREBICHS T DIER. FRREE
HIERMER. SHEMER. TREEN. BEBERIKEE
(ISMEREBEN., BMATIIARN))
17.1.1 EASE MAEEER
BEPR - PRS2 FER & U - iR R BRI & O E B
BEEHEEZRNRE Lz 7T AB BRI
BLT, 70N VEBE20MERIE It A %]
HIERRO®EG LzER, ToKy VIERED 2%
LE AT RERER I3 6401 T, SER (BHML) &
51.6% (33/64fl) TEBMENSMIES Nz (U-test :
p<0.01. x2-test:p<0.01)o
Ta Ny CEREORIER R REG X656 TH
0. BEAFEEEIZ6.2% (4/656]) ThH-oTz. Eix
BIfERIZO983.1% (2/6561) TH o727,
S HIHRZ FFF & U7t SE PR X ORI BB e 28
EXRRE LT IRF Y — MEBIEN B B MR
RERICBWT, FuoRy VIEREE20mg % 1 H 1%
O#%5XIE7 7 K% — MEBIELH600mg % B a%
3EEEG LR, TuNY VIEBIED SR NEE
FHl R REESIZO6HI T, BER (BBl E) 1345.8%
(44/9661) THEBHENIEIES N7z (U-test : p
<0.05. x2-test: p<0.05).
Ta N vIERRIE O RIVER T BEERIE 10061 T
HV. BITEAFEAEIZ25% (25/10061) TH -7z,
FHEWERIZOB15% (15/10041) . HERREE4% (4
/10061) . BE7E3% (3/10041). SEE2% (2/1004)
TH 728,
CRIBENERLIC ST D REER. SRRM UEDEMERKREE)
17.1.2 EASE MABLLEERER
WIEB MR E 2 /RIS T O R Y VIEREE20mg %
1H1EREOHRE U BB (L B eIt TR G
Br (G 1 123ER) BT BB ToEBYD
THolz. FEFMIEE TH 224053 72 D OF¥HE
REFOZCE. BIRFHMHIEE T 524K 7-0 O
PR EVER AR OZ LR KR U224k 5 72 D D
YhEtRAZEEROERICEH L TTu Ry Vg%
H20mgBAS 7T ABICH LER LGB PR 6N

7z
EAEEHM R D 248 [ & 72 © OFHHHR B BE L&
B 5 BRI 2 L 2
BER | RERE| | e || e | FRI9S%EEXE
PfE o T w2 TR R
75+&X | 270 |11.10] 2.52 |-1.36 | 1.67| -1.56 | -1.16
TaE¥Ky v
SR 20mg 284 |11.03| 2.16 | -1.86 | 1.86| -2.07 | -1.64
A R D 245/ 8 72 © DR EVERREIHA (L2
BEHifE B AT R A (L B
BB EEIE | | R || | EERIOS%EREXE
T o T o — R
VAZA N 270 | 4.17 | 3.01 |-1.99|259| -2.30 | -1.68
FaeENRYy v
A 20mg 284 | 433|292 |-284|252| -3.13 | -2.54

167joos



AR D 2438 5 72 D O PIgYIEERARERIE AL E

B 5 HiE BT A (L2
BE# TEBE| | e || | FRI9S%EHIX
FiE o F(E W TR R
TSR 229 |1.22| 1.05 |-0.68|1.04| -0.81 -0.54
TaEKRy v
HRsHE20mg 231 1.61 | 1.84 |-1.18 | 1.64| -1.40 -0.97

Ta XY VIEEIE O EI/E R GERERIZ 29141 T
HO. BIEHFERIZ27.5% (80/2914) TH -7z,
FHEIERIXOEL19.6% (57/29141). {Ef#6.2%
(18/29141) FTdH - 7210

17.1.3 BRE NS HERER
Ta ¥Ry VIEREE20mg 2 1 H 1 EE S TRIEERAR 5
RBEEEMEE 2 NRIC, TR VIEHEBEE
20mg#% 1 H2RIANEE L-EHAERER GEEHmIExE
WER) (B 5HAR © 123ER) OEER. FHliR44501
BOLTBEBEEBEKOEERTH 2 HREK. RETHE
B OEEMEREZED § R TORERIIN L CHEERI%
TEREEISRD Nz, BIfeH e sERER X456 T
HU., BWEARERIZA2.2% (19/4561) TH -7,
F2EIEAIZOE24.4% (11/4561). {Ef815.6% (7
/4581) ZETH - 7210,

18. ERHEIE

18.1 {ERKRF
FHEERICBWTTEF L)V ROELH ) 7 L 0GE
ZIHI LD, A2AHY) URBEANOHEMMEEHF L3,
7 b B T &S 7 R EE RIS O R
ERTI, Fiz. BBREZOTIMRMEREIBIC X 5B
PEDGEA R SN Z & XD, TuERY) VIERBIEDE
AIZENPEBEICH 5 ENRBEINB, —7,
FREWTHAM- LIS FEHEREEAZEZ. M-2I35 IV
VERAEET 5.
Tu R VIEBREISFEHEEERA RO I Y AER
ZHLU. F&UTHEHERERICK D PERESIMHI(E
HzRTEHEEINS12,

18.2 HEAFCIEERtOHEEREENNFIVERA

18.2.1 ERE=DIENER
BEET v P ROA X ZHAVEYZARA M) —IZBWT
BRBERAEROEMERZ. /0. BN X Z2HW
VA RA N —IZBWTRABEERN AR
*E(lﬁw%5)®ﬁMWm%r?# BRREDOA
BEREMIED SN, o710~

18.2.2 HEFREENDINHIER
BREES v b RO XT3 0 TREDE TS e o B 1
(BERRIESE)) OEIEAD DD 5 17z210017),

18.2.3 ETHIBEIC & B EEREINEOINHIER
B AR 2 U L 72 R R ICB W T B BEROER
FIEUZ & 2 BEREIGE 1 O RIERAERD 5 /215,

18.3 {EHEBLIC I 2 1EM
BRCEEHIcBW T T FILaY Y ROEEA ) T LI
EAHE (Y by A XKROCELEY ) EREBRH
Bk B (v b A4 X) OMHDSHERENICEE
HHNT1219,

19. B ICEY IE(EZHAR
—fREIETE : TOENY VIERRIE

(Propiverine Hydrochloride)

1-Methylpiperidin-4-yl 2,2-diphenyl-2-

propoxyacetate monohydrochloride

7 F 3N CasHzoNOs - HCI

7 F §:403.94

T R BEOHEREXIREREOMRTH S,
KRXIELH ) —)b (99.5) IR RBIFRT
W,

t % #&:

fesE=

CH;,

O * HCI
e,

22, ‘@t

(FOERU ViEEHESR10mg [YD])
100%¢ [108E (PTP) x10]
(FOERU ViEEESR20mg [YD])
1008 [108E (PTP) x10]

23. Bk

1) FHME fh: EWEEE. 1989 ; 4(5) : 581-593

2) ERET fthr EEEBE. 2006 ; 34(7) 1 859-867

3) BHARERBARERTEHE BIEME. 2021 ;

C5060-5063

4) (BB EZHNER « EM2NEEEFEE ($810mg)
5) (K)BEEHNER  EWM2NEEEFERE (5820mg)
6) SI=EEW il EEZERE. 1990 ; 21(3) : 555-565

7) BRAME i BEEOHOAH. 1990 5 153(8) 1 459-471

8) MEAME M FHHARWIREFE 1990 ; 52(2) : 248-
258
9) Gotoh, M. et al. : Int. J. Urol. 2011 ; 18(5) : 365-

373

10) EINSEIAHLERES BESHEREE) 0Ny 77+ —8
/RIKL : 2009 12H18HARE, BERES)

11) #fe  fth : WERERSM 2011 5 24(6) : 1023-1030

12) BEUGA i 0 HARFEHEZMRE. 1989 ; 94(2) & 145-
150

13) REJUE i 1 HAZEMZHMEE. 19995 113(3) 1 157-
166

14) &7I% b : HARFEIEZHEE. 1999 5 113(3) : 145-156

15) @&F/%X fth @ BAZEEPHMEE. 1989 ; 94(2) 1 151-157

16) &% il @ HARZEMEHMEE. 1989 5 93(2) 1 55-60

17) BAIER il © HARZEB M
180
18) &FiX fth: HAFEEPHMEE 1990 ; 95(2) & 55-61

19) LHIEF fth @ WREBHTE. 1990 ; 36(8) : 915-919

24, YEREERERUEVWEGHEE
F-=HI 27 A&ttt BEEHERE
T103-8426 HRERPRXHAMEAN3-5-1

TEL : 0120-100-601

26. BUERFTHFRES
26.1 BGERRGEIT

) PR B Mot Ly

26.2 BR5ETT
~a

#5. 1989 :94(3) 1 173-

FHTHR Y X HAAG AT 3-5-1

Daiichi-Sankyo

26.3 AR5TIES
o) F=HHARU

FOHR L X A AAG AN 3-5-1

Daiichi-Sankyo
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