20234E11 A ELET (B100)

Bk SR IRAT
FREIE - 34

RREE - 8IR - BEBE A
HAEFH JTROENV EEIEE

BAEEEAPEES
87259
10mg 20mg
HERES | 23000AMX00053|23000AMX00178
BR5ERA%E | 20054E7H 200547 H

7OENY IERIEE10mg [NIG]
7’OEAXNY CIERIEFE20mg [NIG]
Propiverine Hydrochloride Tablets

2. B2 (ROBEICEBELEWVNI L)

24 WM, IR B EAEEL TW L EE [BBoTE
5 O WG B OSEB S B X, FERDSEBALT 2 BE I H
2.] [11.13 ]

22 7 F =BT b=—0db s EE (Hiay YEAICX
DIERDEALT 2 BEND B 5]

23 BREEETHBEE [Ha) YEHIC LD BERE ORI
DN S A, FERAEALT 2 B2 0B 5] [11.12 H]
2.4 BZERMMANEOBE L) YR VIEDS ER L.

FERDEAL T 2 BEND D 50] [1111 Z:H)

2.5 FIEHMIFEDEE [Hia) Y EHIC X VIERASELT
BENWDH 5]

26 FEiELOEROEE WHMURS G S TH ), Sk

MEALT 2 BT D %] [1119 2]

3. HEE - MR
3.1 #ERk
B4 PARREAIVE A 31k TN U
e 10mg [NIG 20mg [NIG)
g | LEEF 1EH
HIT | Shvn) SR 10mg | 70 6Ny S HERE  20me
FLBERAIY). wva— A, | FAEKFIY. b ER YT
VAT —ACa, ATFT7V Y| ryr7ry, 2lau—A, ko
R Mg, e 70 A0—2, 3| Fr7alba—A, A
gN

saIT— ), BiLFs . h
Vo ary

TT7) Mg, &7 0 R
O—A, vxrzaId—), fiEf
FH U AINF oo Ty

3.2 HA DMK

o Ta N YR TN R SE
W%

10mg [NIG] 20mg [NIG]
& - A HEDORFEIRD 7 4 )V 23— M
7 8
x> (10) @@
[EXES 6.1lmm 7.2mm
& 3.1mm 3.1mm
Be #94mg #125mg
Al — R
(PTP) HYZ17 HYZ18

4. FHEEX(IZHF
OTREBNIIKEICH T R, REZ
FRERERERE, FREER. TREBEM. BhRsIRE
BERER . 12ERTILARK)
OBEENEDL I BT B IREVNER, FRRUULEMRALE

5. RMEERIIZIRICEHET 5EE

51 AFz BT HE TSI X ) BRERZ MRS 2 & &
b2, BPOEIRE B9 2KE ORBIEHIE, IR0, BEDUE
LW RAESFE O T HRER S B B HEWE) o bl LITHE
L. BEZIZ L) BB £ 2 2 8. 2. LEIDSLE
THMWLZRELEET 52 Lo

52 THERBEMZERE (MIVZRIEIES) 28 LTwaRET
&, EIUSHT BMEBELI LT L,

(8t

6. AERUVHE
WE. RACIE T YN SRR & L C20mg% 1 H 1l A AR
%53 %,
WG, EIRIC X D EEH T 225 RA TGO
Z1H20 F CH&ETX %,

7. REARVHEICEEET 58
20mg % 1 HIAESG- THRA T3 TH O o o eI M 2%
WIS EICHEREEREIT A Lo

8. ERLEFNEE
IRBHIEE S, IR, TS LbNDLZENDHLHDT, KK
SO BT HBHEOERSE, BRI B OBREICHEES
VL) TIERT A2 L,

9. HENHE=EHIHBEZEICHT IR

9.1 AfHE - BEEZEDH 5 8F

9.1.1 HERHREEDH 5 EH

TR AEE 55 C I BEIR R A3 5\ AL SRR 0SB N3 5 B2
nWhd b, [1112 &)

9.1.2 BRAENEE HEBARNEOEREZK])
PZERS M FRNEE DAL C A HLa ) AR K W IREA A L. SR
WEALT D BENDDH D, [111]1 ]

9.1.3 REARXIEZDEEEEDH % BE

WM SRS SNTB Y L JERDSEALUIFE T 2 B2
Hbo [11.19 BHH]

91.4 N—F2 VY ERXIIBMEBBEDSH 2 BE

SEIRDIEAL D B WITFEAESEIRD S H b b BENDD 5,

915 BEMABROH 5EBE
HHEEEEREG RS S DNDEBEZNDEH 5,

9.1.6 HRRHEEETTEEDBE

Pray) SERIC &0 BRSSO 5 B
WH b

9.2 BiEEEERE

921 BEEXEIZOBREENH S HE
BHEIEAYR A Ly BIEHARE LR T WBENrd b, (165 &
7]

9.3 FFikgefEE8E

93.1 FEEXIZOBREENH 3 8E
FLLOFTRHsNL720, BHERPEHR LS TWBENDH
%o [164 ]

9.5 117

TR ORI L T AW EREE O & 5 13 %5 L e v 2 & AT
F L,

9.6 ®ILiB

HHE L OB RN ORISR EZOF ML ZME L. RO L
Pk ME T A2 & BIFEER (7 v b) THITHANORBATIHR
HEENTWAY,

BAiE, 20mg

AR ELS 5 B2h

9.7 hRF
AN R L L BRI ER L T,
9.8 EipE

ZaWeZE L Tlomg/H & W #5- 2 HiGS 5 7% SEEIZRG T
52 ko iFERE. BREEANIRT LTWa Z %0,

10. HHEEA
102 HfRAEE HARICEE TSR L)

e FRAEIR - 35 | #%05 - fabaE T

oo e A %35 Hig. R, HRRIN | i) >V AY R

ZBGRHLD OF WEPHODONLB| SN BEZNN D
T x ) FT YRR ENDDH b, %o

T T I VERACEER HEA




11. EMER
ROBWERD S b b 2 EDdbDT, HEE 51247,
HEAFRD LN AI I G 2 Ik A 7 S R MLE 21T
s

11.1 EXEEIEA

1111 2MRAERE GEEAH)
I, A - R Z ) IR, AR TSrs b2 &
D HDT, BT T5IAT, 2D LX) RIERDYD S b
FlG 2 L, mHICEY) R EZIT) 2 &, [24, 912
Z:Hi]

11.1.2 EREA (0.62%)
[23. 911 =]

11.1.3 BREMEA LR (EEARD)

HLUWER, EEMERD S b A I 3ikS 2l L, E@
YR uLE 2475 2 ko [21 ZHH]

1114 £18E - #AE (025%)

11.1.5 BEEEREE (HUEAMH)

BUN. 27 L7 F =D EARH S b2k %m
1B, #ERMEYIT) 2 L,

11.1.6 HEUEBRMEE (FERH)

AR, B, CKES., MR RB I+ 7o s ERS,N
HOONIZGAEIIIES 2 L, B RLEEZITH 2 &,

11.1.7 MRS (012%)

11.1.8 BEHEERAERERE (Stevens-JohnsonfEMEEE) (HIEEAH])
FEE KB, 20 B, A, DINESRD S bz ghaicid
Bhafil L., @R 0EZITH &,

1119 QTER (025%). {DEMSERE CEEARN)

QTEE., LEMWEN., BE7uy 7, HFRESHOLbLLZ L

gt
&
z

16. EYENRE

16.1 IMHRE

16.1.1 BHEKE
TR A T 1270 EX) VIERRE20mg & fE O L, g
DREACE R O 2 W58 L7z BG5BT 5 Rk &
ZFOFRBWTH LI ATFNAVERY D) V72T aRF
VEEE N-FF Y F (FaEN) VIEBIEON-F ¥ FMETH
Dy UTM-15059 ) RUL-XF)V-4-EXR) D) N2V )VER
N-FFTVF (M-1oB7a ik cdh ), IFM-28084,) @
HWENIE ST XA —F I TFDEBY TH - 722,

Tmax Crmax AUCo~48nr Tz
(hr) (ng/mL) (ng * hr/mL) (hr)
KA | 167+052 5242+17.32 55997 +167.17 | 14.78 +3.12%1
M-1 1.04£0.40 68241 +151.02 |5540.65+1349.29| 9.60+1.12
M-2 1.69+048 950 +2.23 117.88+2333 | 10.07 =1.95%2

(n=16, mean=SD, 7272 *ln=15%2n=5)

16.1.2 REHKS
TH1A7H M AERS Lo & & R {UAOMAE PR IZ4H B F
TR EA L. DIA~7TH o 5P 2131 T —E L2l E2 xR
L. R T HOLEBIIH25BETH - 720 TRBEWTH S
M-1DIHE R IZRE LR L FFEOHER 2R L, 5% THD
AR 14 T o 728,

16.1.3 £MFHIEZEM R
7 ¥R ViEEESE10mg [NIG] RO 7 a ¥ o IEERIE &
20mg [NIG] &Ny 77 3 —§EI0R /Ny 77 + —§E20% 7 1
AF—=N—iEIZL ) EFNEFNTa N ViERRE L L T20meg%
i B 1 N T - 12 Z2 B IR AL (18 5 L C UM b R 2R LR BE & e
L. B N3 ERE/ XS X —% (AUC, Cmax) 22\ THaEH
BRHT % 4T o 7oA5 R, WA O AW B E S HERR S e,

b, [26. 913 ] M5 5T A — BHEIT A —
11.1.10 FFaERE=E (1.0%). BE (HEAH) P55 Ajjct»zﬂ(:mix t;i = mi
AST. ALT. y-GTP®O FHEZ% M) IFikrelEE, #HEISH H b (ng‘hr/m/L) (ng/mL) (hr) (hr)
ML LDH%o FOU~Y L HRE| 20mg | 206569 | 12478 | 138 2722
11.2 ZOOEIER $$10me [NIG] | (2%F) | 43633 | =1130 | =022 | =456
5% L 0.1~ 5% 4115 ] 7o —si10 | 20me | 207949 [ 12761 138 2571
Wobe F18 (12.8%) |44, Made. TE4 - 06 | W LR, T4 - (28F) | +39896 | *17.19 | *029 | *+448
. ERCORIE. T TUE~NY >R 20mg | 213656 | 11588 147 2625
LI % fa$20mg [NIG) | (158) | +£32183 | =1800 | 029 | +460
WARR 25 PRIR IR, T TR 7o —sio | 20mg | 195798 | 11555 141 2652
AR WEG, B, L0 | EabEE (R, (158) | +£20099 | *1498 | 027 | +390
R4 —E ) . N—F (Mean +=S.D.n=16)
VR (F R, (FAEANY iEEESE10mg [NIG])
INGI) B AT O B AT R (ng/mL)
&R YA A o
7 )
o IEER B (F ARG, g ) A me NG
i Z 9, Wb, BhE S o = 774810
- — o Mean=SD., n=16
g FEEE, JRER b
[ AST L5, ALT E4. 3
ALP L5 z
P ik BUNLH, 7L 7= e 00
v kS f;g
R 1 I ER A i3
Zoh VRN BT, BRELS| B, WWEEEE . W . ‘ ‘ ‘ ‘ ‘ ‘
kil i B, DD S A 0 12 2% 3% 8 60 72hr)
13. BERS (FAEN »iEfESE20mg [NIG])
13.1 FEHR
GAT, B, ORI, SEERE. SR, ROEPE 1 (/b
Ly AL JREL SR, MBS, SFF0E. FFREm L, 15000
13.2 &g m o o e
HoEd L, KICT I BRE T OBE & FHROLEET . % ey e NG
FIZIE, AFAF 7Y (Fa) SRR LT, FAR%RH, 7 o T 7T AR
FIEE ORHER 21T o g Mean=SD., n=16
14. BRAEDEE Y
141 EFXZFEFOTE % a0
PTPUZDOIEHK|IZPTPY — b2 SH) L CTIRA T4 £ 9 fET ¥

52 Lo PTPY — bORREKIC LY o B EE AR A AL I~ A
L. WIS ZEILE B S L CHERI RSO EE R GHEY BF5ET 2
ZENH S,

15. ZDMDEE

15.2 FEERPREBRICE D < 15%k
WS v b RN~ AR OG- L7z 2 A, T v MIC
BOWTHHRTED1226% (49mg/kg/H) 5 HIBIER, i~
22 BV TR 04471 (179mg/kg/H) #5312 FIEE
TS IR IZ LB & OED D D o

THRE

0 )
72(hr)

0 12 24 36 48 60

MR N ICAUC, CmaxZ 0 /85 A — 1%, g 0
R AR OFRIUAIEL - RSO RS & > TR 2 HEtED
H5o

16.4 X5
O N VHEBRES S ERBIM-INORFICIFEE LT
CYP3A4HBS-¥4 5%, [931 ]



16.5 HEtt
TR A T 1270 € VHEERIE20mg % HE R OG- L 72
DO~ AW IR IZACH I TH AM-1. M2JR 22-T 7 = = )V-5-
AFN14-TF FH 23 F VR EDEICHEE S L, FNSDRT
BRI S B D12~17%Tdh » 725, [921 &H]

17, BERRE

171 BHEROLLMEICEE Y 555

(TREBRITIREICH T R, RERE

PR, MREMER. TREEM. ERRIBIRE (BB

K. BHAIIERRE))

17.1.1 ENE IR
BHPR - ROGEE R ERR & L 7 iR R PRSI e OSAN 22 sE s I A8 % 5
G& L7 7R EEREEARIC BT, ToEN) v
W 20mg X1 79 £ R TH 1R OG- L7z %. 7 u e
1) ARTRYE O SR UGE RN T BEAES 126460 T, Sk (AR
) 1351.6% (33/64%1) THEBMELKGE 27z (U-test, x 2
test : p<0.01) 9,
Ta ¥ VRS O RIWE A FEM T RERESEZ65F TH Y . EITEH
FEHLER136.2% (4/6501) TH o720 ERBIEHIZES1% (2/65
Bl) THotzo
S OIHHIRE FFRE L7 AR B O B 2 e g & L
727 IR F - MERRES I EEREEEIc BT, oY
N VIEREE20mgZ 1 H 1R 5303 7 7 K F 4 — MR
H600mg% A A3m PG L7z#G %, 7u ¥ VfiEiE o et
O R T REAEBI1X 9660 S (FERhLLE) 13458% (44/
96f1) THEEBUEATREE S 7z (U-tests x %test : p<0.05) 7o
7a ¥ VIR R O BIVE R T BERE G 10061 TH b . EITE
S E1325% (25/10061) T o7z EZ2BEIEIXI1E15%
(15/10061) . HERR IR #HEA% (4/10061) . E9#E3% (3/10060) . HEFE
2% (2/10061) TH -7z

CRIEENERE(IC B (T 2 REYNARK. ERRUYLEMRKE)

17.1.2 ERNSE DAL BHER
WEIGBIRENE B A R RIS O ¥ U ERIE20mg % 1 H 1R
B U7 e A b EE AT R BB (500 - 128
M) 2B 2B TOEBY) THo7ze FEFFHMIEHTH 5
24W5[ & 72 ) OFIFER MO bE ., BIAREAGIE B T d 2 241
W& 72 ) OFIREVLEIK I OZ e [ 0245 & 72 ) O
YEPE IR EE M 0 2 b= I LT 7'u ) o KR 20m g
BT TR LARE R B /8 9,

SR D24 & 7 ) O AP IR M 3L
P RAEHIE (Li
peame | e[ | e | | i | 9% X
I e P R T e
EEELY 270 | 1110 | 252 | 136 | 167 | 156 | 116

TaE¥NY v
HifE20me 284 1103 | 216 | -1.86 1.86 207 -1.64
SSRGS D245 [ & 72 1) O -3 R 808 & N 5 b
I 5-HiH AL RFAG RS AL
Epasn i EBI%L ki3 ot | 195915 HE X 1]

Sl | EIgfE | Tl

FIgME s Pl o, IR T
AN 270 417 301 -1.99 259 -2.30 -1.68
FaENYy v
FEREHE20me 284 433 292 | 284 252 313 254

I HEETFAMI Y D 24051 & 72 ) OS] 8 P IR e EE m §e 2 b

- pifiE frac A s

BHH | ERE| L, i | it | 10959 15 X ]
S ME jona SEIME o T i

75 LR 220 | 122 | 105 | 068 | 104 | -081 | -054

THERY L) o0 | 161 | 184 | 118 | 164 | -140 | 097

YR 20mg

TN YR O EIE R EHE A REREFIZ201B0TH Y . RIfE
FAZSEHRI2275% (80/2916]) Td o720 FAEIEIZI7E19.6%
(57/291%1) . f8F56.2% (18/291%1) % THh 77
17.1.3 ERFIHEEHEHR

Tu ) RN 20mex 1 H 1A% G- TR RAR T 557 8 15 Bl s
BeEE E R RIS, 7O ENY VHERRE20mgF 1 H 2 ~3EE L 72
AR GREMIEIEEER) (58I ¢ 12:80) Of5%E,
A 52445012 B\ CETEEIEEBE O ZIEIR T A HER . JRE
RS YA R S EED§ R CORERICK L CHEFETES
FEDSRRD B /210 BRI R REAEBIX4561TH b . BIEHIFE
BlER1342.2% (19/4561) T o770 FEIWEMIZE244% (11/
4561) . EFL156% (7/4561) T - 72,

18. BHFE

18.1 {ERRKE

FWIRER BT T F v ay » ROHALD ) 7 200 & 5
LIV, A A ) YZFAENOFAMEE A LD, 7 1 ¥ CHi
E A N ERE TR SR BN OIMRIVE I 2R 9719 F 72, g MhiE
DEJERR R & BB S 2L k), TaY
N VAREIEOER BT I H 2 Z L AURIR E 51,
—Ji. FREYTH ZM- LS FEHEEEMN 2. M-213dta ) >~
EH%EET %0

THENY CIEEIR T EEER RO ) SEH A L
ik%f?@%ﬁ%ﬁmuiUmﬁéﬁmﬂﬁﬁ%ﬁﬁtﬁﬁé
naw,
18.2 A AAIEER O BEREENIHIER
18.2.1 ERtEEDHEMIER

FREES v N RO X2 AT A R A B ) — 12 B W CRORIER A
BOMIMERZ. 720 BNA XE2 AV AR A MY =128
TIRARBEAE S ICE MRS R QEPERE) oIt %
RS FRIREOA E R BINERED S dp o 7219 18,
18.2.2 BERREE OMFHI1ERA

REEZ v b RO XA B TR R O B I (HRRE
) OEEGEADFRD S 7zl 16,
18.2.3 BERFIEIC & 2 EEBLIRSE OIMHI1EHA

AR A I L 2R S B W TR B O BAUIEIC £ 5
B IEAAE 7] DA AE 253860 B 7210,
18.3 HHEBLICK T 21EA

BEBCPRIC BT T b a ) ¥ R OSRAL S ) 7 202 & 5
(79 Py AXRTENVEY b)) ERERELMBIC X 2 I
(79 FROA R) OIFIAHEAKA I GRS Sz 13,

19. B2 ICBET 2IE{EERAR

—fR 4R T ¥N) CEFEYE (Propiverine Hydrochloride)

1b4244 © 1-Methylpiperidin-4-yl 2,2-diphenyl-2-propoxyacetate
monohydrochloride

47130 - CosHzoNO3 - HCIL

oyt 40394

Bh A 213~218T

%R BSOS REOR R TH L, Kz y /-
(995) IZRREITR TV,

== S
! 0 /@/CHS
0 HCI1
0 .
it
22, A%

(FAEN L iERIESE10mg [NIG])
1008 [10%¢ (PTP) x10]
5008 (79 AF v 7R, /NTF]
(FOEN L iERIESE20mg [NIG])
100%¢ [10%¢ (PTP) x10]
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26. RERTEES
26.1 BGERRIETT

¢ BELIRE T Euxatt

Nichiko = LTI IR 1 T BB & 21
26.2 %

48&1&5@*

Nicwiko 5 1L 75 88 B B 1 ] B % 21
26.3 BR%
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