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PROPIVERINE HYDROCHLORIDE TABLETS 10mg “TOWA”/ TABLETS

20mg “TOWA”

B ik IR
AR : 345

BAEERRNEES
87259
$£10mg $£20mg
HKend 5 | 22900AMX00078 | 22900AMX00079
IR 7E B G 20054E7H

2. B2 (ROBHICIIRSLANI L)

2.1 M.+ OB ENHEL TWaBEE [HiE0OFEm
DULHE B OSEE D HH S 41, SERNEAT DB ENNDH 5. ]
[11. 1. 3%:H8]

22 B7 h—XREBBT7 b=—0dB5HBEE [HiaY AEHICKD
SERNET HBENNDH D, ]

2.3 REAZETZEE B3V AEMITE 0 PRI O BB IHE
P =N, ERDBEAT BBENNDHS,] [11. 1. 25:]

2.4 PAZEMARNEORSE Fia) AERICKVBENER L.
SEIRNELT D BENNDH D] [11. 1. 1BH]

2.5 EEMENEORE Hia) MEHICKVERNELTSH
ZTNNH 5, ]

2.6 EESMEROERE HMGESSHE SN TE D, ERY

BTN H D] [11. 1. 9ZH]

3. #ARE - MK
3.1 #ARR
Wiz 4, ToENY IS TOENY iR
7t 10mg k=17 20mg Th—"77)
1EF D HiE YoExY U (HE ToEXY CEEEE
BRNERGY | e [0 IR P PP PP PPRPPRPPRED 20mg
FLUBEKFIY, b OOV |AEAKRY. bYEDOS
FrT RO —|FT o A AT—=2 A
A, ANAT=ZAHIIV TV T A, RE R, #8#E
I Ly RE R, BEEKY WK A, 277V 2
w AW ATFTUCBII RN T R T L, ESO%
UL, BEOXo—X.|0—&A, ¥xZr7od—)b
<78 d—)L6000. #)L|6000. &)L, WLF& >
7. BIEFy >
3.2 BADOMIK
Wi 4 JOENY IS ToEXY iR
7t 10mg =177} 20mg [b—"77)
THRIR - FE HEDOREEHKRO T+ VLa—T 1 > T8
‘%E’_” . Galls Tw273 Tw274
I8
x
Ui} [ S— [ —
E (mm) 7.1 7.1
JEE (mm) 3.1 3.1
B & (mg) 125 125

4. WMREX(IZNR
OTREENFIREICSH 1T DA, REE

MIEEERE R, MIEEER. TREBEN. BRFIBRE (B
Bk, 18MEATIIARAK)
OBFEEEM (CH T B IREVIERE. SARRUTEMRELE

5. $hEEX(IMRICEAET FE

51 AFNZEHT D, o2tk VBEREREMRET S EE
Bz, HUOERZZETHHEE (REEERGE. RERA, BEE
RENLAMES O NTREICB U 25 EWMS) Ndd I LR
RBREZICLORAZH 2EET DI L, BB, HDEIRUCTHE
M RESEET D &,

5.2 FERIEEAZERE G IRERES) 26800 TS EE T,
FRITHT HIEEEEILI VDT L,

6. RIERUVRE

WHE, AT O ERY SR & U T20me 2 1H 1 &% N
5T,

E, RIS E BT 2% BRA T OBHAE. 20mgE
1H2[ £ THETE 5,

7. AERVAEICEHET 5 FE
20mgZ 1 H1E G THRATHSTH 0. HOREEICHEN N
LEICHEEZEZRINT S 2 &,

8. BEELEAMER
AR, R, DEVRHEDNDEIENDH DT, KA
SEhoBFICIADEOEES, BRE KD EIROBRIEICEES
BBNES HHCERT 5 L,

9. BENDEREFTHIEEICAT I EE

9.1 BHHE - BEBEEOHSEE

9.1.1 SIREE#DH 55%E
AT ST IR IE RE 25 TUE Pk BR IR B A B B L U TR R S BN S B B2
NhH s, [11. 1. 28H]

9.1.2 BHEDEE FAXEBAKRHNEBEOEEZRL)
PZEMARENELNA THH Y SERICKVIREN LR L, EIR
NETDZBZNND 5, [11. 1. 1BH]

9.1.3 AEMITZDEIEEDH DEE
NS N RE SN THB O, RSB UIFEKET B BThn
5, [11.1.95:H]

9. 1.4 N—=F2 VY UERXIIMMEREDNDH 5EE
SER DAL D WITKE IR S b D BZNNH 5,

9.1.5 BEMKBRDHDEE
TEEE RERRD SN sBENND 5.

9.1.6 FRIGHLEETLEREDEE
ﬁ;uywmt;Dﬁ%%@i@@ﬁﬁgﬁﬁﬁ%mﬁés%m
NH 5,

9.2 BHEEEERE

9.2.1 BEEXIIZOBREEDHZEE
BHEDRAD L. BWERIARE L DT WBENNDH S, [16. 58]

9.3 FFiEREE RS

9.3.1 FEEX(XZDEEFREDH I EE
FEELTHTR#EIND 20, BHERADNFEBI LT WBZNNDH
%, [16. 4%:H]

9.5 1F3
TR SOIEIE L TW B ATREIE D & B M3 5 L Z & v
FL W,

9.6 1RILIF
B EOERERORAEBEOERIEZEE L, FALOME U
PilkERAT A&, BMER (5 N THAHTHFNOBTNH
LaInNTnaY,



9.7 INRZE

INBEE G & U 72 BER BRI R E L T,
9.8 HihE

ZEEEEZEEL Tl0mg/HEVIR520AT 2R EHEAICKRST
5T &, FHERE. BHERENEK T L TWS ZENEN,

10. #HE%EHA
10.2 HAEE BRICEETS L)
R 458 BRPRIER - $SB AL | BT - fEBRIE T

FaU AMERHZART %3

g, R, SER

oy AERMN

ZRAHD O REEND S5O | HWRINDBE
TIFT U REH| LBTNNHB. (MDD D,
T T I BRACBEREEA

1. &ER

KROBWERDS 55T ENHDDT, B{RZ2 TSI, BY
WD S NZGEIIHRG 2 LT 27 @b ilE %175 2 &,

1.1 EXAZENER

111 2EENERE FEARH)

HRIETTHE, Mas - SR Z LD IR, HHRTErbobnsd &
MHDDT, BEZTDITTN, TOXIBERND 5bN-H
ig?&5%¢ib\ﬁgtﬁwﬁﬂﬁéﬁﬁléoQA\QLZ

11.1.2 xEA (0.62%)

[2.3. 9.1. 1]

11.1.3 FREMEA L YR EEARH)

FELWER, BEEESAd b8k 2hibL, &
BEZTO 2 &, [2. 12H]

11.1.4 {8 - HAE (0. 25%)

1.1.5 BHEEREE (BEAH)

BUN, i 27 L7 F=Z>0LENH SbON=HEICI3EE 2k
L. #Y)silEziro 2 &,

11.1. 6 RINERBEARAE (BEEAREH)
ipgE. B, CKESR. mbkORbIAT70E > ER%ENSD
SOhNHEEITEEEZFIEL, @UBLEETTD 2 &,

11.1.7 mvRigE4> (0. 12%)

11.1. 8 EERIRAEIRBEE (Stevens—JohnsonfE(&REE) (BEEARH])
FEE, FIBE. TR RFEM. ONREND SbhHAIiE
BE5EPIEL, BUBLEZITD 2 &,

11.1.9 QTEER (0.25%). [LEMH5EE GEEAH)

QTHEE. D=EMEN. BETOv 7., RIRENH S5HND T &N
H%, [2.6. 9.1. 35Hd]

11.1.10 FFHSEEREE (1.0% . BE HEARH)

AST. ALT. 7-GTP® F%% S ek, #ENH 5N
HZEMD D,
1.2 200 EIER

5400 1 0. 1~5%kith U A
O 38| @R, B, ES - | MERE, &4
Wies | (2.8% |WEM, RACKE. T
i, ONR
ISR B2 HEREEE, TRIR PSTTS
WEO, Tl LU | EHEEE L A,
n. KK ). X—F 2y
FE AR R R (TL<HE, A
BHIITEDBITRE. IR
) DXFHTT
. N ME 5 &, Rk, SIS,
s (s
B ﬁﬁ%\%%\%ﬁ
fE TR, ARERE M
. AST L5, ALT L
A 5. ALPLH
ik IJB:UEI_\IJ:%%‘ 7Ly F=
1IR3 1 if BRI >
ot PPRE, BTE WRE | BRI WHEEEE. Y.
FH EHRE, JRONSH

13. BERE

13.1 fER

TAR BB, 2o BTRE, SERE. B R
LA, REH. SR, IME EF. B0 AR,
13.2 ALE

BHE L., RIC7 NOECBERGOHG LFAEOUBZITS.
BIZIE, FAAFZ I FHay SERICHLU ). FiRgHl.
TR DOIEFRIEEIT .

14. BRALOEE
14.1 EFIRMFEOEE

PTPEE D FEANIPTPY — S WMO L TR 2L OHET S 2
&, PTP— b OREAITE D, TNSIAERATBEREATIA L, BT
35 ED I U TR S QBB EIHEE KT 2 2 &b .

15. ZDDEE
15.2 JEERRRABRICE D < 1B
MEHEZ » D RO ZIZ24ERRE ARG L2824, Ty MTB
WTCHERRH Z D 12265 (49mg/ke/H) % 5FEICEER. #H<o X
IZBWTHEKHEO447H (179mg/kg/ H) #5FICHIESR O R4
RGN E W EDIRENH B,

16. EYENRE

16.1 MAEE
BERABTICTOEXRY VHEHEE20mgZE R O#% 5 L, migh ok
ZEAbAR B O 2 JIE U 7z,

16.1.1 BERE

HERGIIBIT 2 REBIKREZDFERBWTH 51- A F)L-4-EXRY
DN D7z TORFUEE N-AF R (FoeXy i
DON-FF T RIEKTHO, LIFM-1&08T,) RU1I-AF)L-4-EXRY
DI XDV N-FFT K M-10E 7O E)METHD, BIF
M-2&083,) DIEYBEHEEINS XA —FEUFDEBDTHo 2.2
Tmax Crmax AUCo~48hr T2

(hr) (ng/mL) (ng + hr/mL) (hr)
AR | 1.67+0.52 |  52.42+17. 32 559. 97 +167. 17 14. 78 +£3. 12%1
M-1 | 1.04%0.40 | 682.41+151.02 | 5540.65+1349. 29 9.60+1.12
M-2 | 1.69+0. 48 9.50+2.23 117.88+23. 33 10. 07+ 1. 95%2
(n=16, mean+S.D., /=/ZL*!:n=15,%2:n=5)
16.1. 2 RiEH’E

1H1E, 7THRXERSICBT 2R AROMmETREIZ4AHEET
Wik B L. DIBA~TH O GHMPIZIEE L2z R, &%
LT ORI Th o 2. — . ERFWTH HM-1
DIFEFREIRECARFAEOHES 2R L, HEKTHEOEREIT
KA CTd o 1209
16. 1. 3 EYEHIR S ER

(F'REXNY EEESE I0mg T~—71)

JOENY VEBEHFIOmg [h—"7) &Ny 7+ —§10%, 7O
AF—N—FickEnETNnlE (FOEXY VEBEEL T
10mg) R A BT ICH AR ERE D5 U Tt b R RRE %
HIEL., FoNEYBEE/NT A—4 (AUC, Cuna) IZDWTI%E
X RIS THREHENT 217 o 725558, log (0. 80) ~log (1. 25) D #iPH
WNTH O, WHIDEDENRZEENTHR I N.Y

(ng/mL)
60
50 | —o- 1 FOENY SHEHSE10mg [h—7 )
oU : —— | /“‘77.771"_‘§$10
I 40 mean+S.D. (n=24)
i |
i
30
i3
20 +
10 H

0 6 12 18 24 30 36
F 5% DR (hr)

HEINT A—% BEINT A5
AUCo~36hr Chnax Trax Tisz
(ng * hr/mL) (ng/mL) (hr) (hr)

TOENY S

10mg [ F—17 ] 304.24+93.4 |39.30£18.73 | 1.44£0.85 | 11.22£4. 09

INY T T+ —§E10 310.74121.2 | 37.10£17.71 | 2.08=+1.42 | 10. 66+3. 06

(n=24, mean=S.D.)
M 3E PN NZAUC, CoaxdBED/NT A—F1E, #H5E OFIR, (RIROERIUEEL -
REFSE DB ST & > TR Z ATRENE B B,



(F'OENY Ui8EESE20mg [~—"71)
JOEXY VEEESE20mg [h—"7) &Ny 77+ —§20%, 70O
AF—N—FFEIzk0DZENTN1LE (FoEXY VE#EEEL T
20mg) ERERRA B IR KRR OS5 L b R (LIREE %
HIEL., BoNEYHE/NT A—4% (AUC, Cmad) IZDWTIONE
HE X TR THEEHIEMT 217 o 725 3. log (0. 80) ~log (1. 25) D #HipH
NTH O, WHIOEYFHRISEHD RS N9

(ng/mL)

90

80 = —o—: JOEAXY ‘/iﬁﬁﬁiﬁﬁizomg =1
i —— Ny 7T —§E20

70 L

mean+S.D. (n=24)

SRR

0 8 16 24 32 40 48
e 5% O (hr)

T AL AT D 24K¢ [ & 7= © DI PEIR (a1 B2 b 7

B 5AifE IR AL R

BebHf L O I e | FEE I95%(5 HE X [
A | B | T | 2 - T

T ItR 270 | 11.10 | 2.52 | -1.36 | 1.67 | -1.56 -1.16

TOEXRY HEEE20mg | 284 | 11.03 | 2.16 | -1.86 | 1.86 | -2.07 -1. 64

A REAMIE D 245 [ 5 72 0 O -2 IR B YRR R B (L

P 5w e S A S (S
e iE B e | BEYE | fage | TI95H(E REPK
M| Lo | T g R
A AN 270 4.17 |13.01 ] -1.99 [2.59 | -2.30 -1. 68

TOENY UHifEH20mg | 284 | 4.33 |2.92| -2.84 | 2.52| -3.13 -2.54

EHEREAMINE D24 [ 85 72 D D - Y)EMEIR S FA I A L

e bl TR 2L &
BRE S B ; fe | fmige | RI9SHIEARIX
S fil fiana S E e m
AT & 229 1.22 |1.05| -0.68 | 1.04 | -0.81 -0.54

JoERY CHiEH20me | 231 1.61 | 1.84| -1.18 | 1.64 | -1.40 -0.97

HEINT A—% BEINT A—F
AUCo~4shr Crax Tax T
(ng * hr/mL) (ng/mL) (hr) (hr)

TOERY RS

20mg [L—1) 535.44206.6 | 55.38+19.41 | 1. 73%0.96 | 10. 55+3. 57

INw T T+ —§E20 533.84+218.5 | 59.26+27.21 | 1.73%+0.96 | 11. 04£3. 40

(n=24, mean+S.D.)

I 3R A ONCAUC, Coa DN T A — &1, Wi E OEIR, R OIIE R -

B2 DB G & o TRIZ D TR B B,

16. 4 {35t

TOEXNY RGN S ERBYM-1NDORHITIEE L L TCYP3AL
MNEAET 5.3 [9.3. 12H]

16.5 HEtH

R AR FIC T O ENY 2 IE#EE20mg % HERE O 5 L 7Z2FED0
~ASEF AR I IR TH DM-1. M2 U2, 2-Y 7 £ Z)L-5-AF
W-1,4-DFFH -3-F i ENTICHMI N, TN DRPEHE
MR EREOKITH > 7.9 [9. 2. 18]

17. ERFRRIE
171 B RVORESM(CET 5558
(FREEERITIREEICH (F D3R, PREZE

MRE MR, HIRMER. AR TERER. BEBRIEIREE (BB
K. IBMRIIBRR))
17.1.1 EANEE D5

BEIR - IREEEZ Biv & U 72 R IR S I S A2 I bk R 3 2 b 5
LTI AMBEEREKRABRICBWT, JOEXY VEE
HH20mg i3 7 IR ZIH1IERE O&E L 2R, oy i
T D G i B RTATG v HESE 16461 T, kR (ARILALE) 1351, 6%

(33/64%1) THEBEMEDMREE SN/ (U-test : p<0.01, x 2-test:
p<0.01),

JFOEXY YR O RIVE R R AT AEEBIZ65BI TH V. RIMERF
BRIZ6. 2% (4/65(1) THo/-. EARBIMEMZOES. 1% (2/6541)

THo/z.9
X SIHIRZE EF & U MR SR B R R % 2t & L 7=
7 IR FH— MEBE SR _EERIEHEHBRICBNWT, JOEXY

IEmE20meg R IHLIERE O 5 X3 7 SR F 0 — MERBIELH
600mgZ EREIEIE S LzkiE, TaENY DB O ke EE
FFA FTREREFNLL 9661 T, BB (B#ILA L) 1345. 8% (44/96%1) T
B DRREE S N7 (U-test : p<0. 05, x 2-test : p<0.05),
TOENY R ORIV AT AEEFIX 1006 TH 0. BIMERMTE
BRI 25% (25/10041) ThHo/-., FRBMWEMIZOE15% (15/100
Bl . BRI 4% (4/10061) . BE3% (3/10041). EEKE2% (2/100
#l) THorz.?
GBESEMCH (T B RETARK. SEREOTLEMR KAL)
17.1. 2 EIREE MARLEE AR
WEIEFIREN R E 20 5 T O XY iR 20mg % 1 H 1ERE D% 5
U7 AR %L BB MG T R bt B (P 53010 - 1230 2B
FBEAEIUTOEBD TH o7z, EEFMMIER Tdh 524 B /-
D OVHPEREER OELE. FIEKFHIEE TdH 224K/ & 72 0 O
Y5 R 35553 R [ B D 2L 1 e V240 R 8 7= 1 0 SE )38 1 R e 2A ]
BOERBICEAL TFOEXRY UIHEE20mgHE N 7 v REHCHE L
HREIBRADNED 5Nz,

TOENRY IR ORIVERGEM AT EEEFNL291F TH 0. BITERFE
BRI27. 5% (80/291%) TdHo /=, ERFNWEMIZOEL9. 6% (57/
29161) . fEALG. 2% (18/291%1) % TdH>7=.89
17.1.3 ENENIHESHAERER

JTOENY I 20mg 2 1 H L5 TR RA 4 72385 Bl f
FHEXMRIZ, TOEXY VIEEEE20mgE 1 H2EAHEE L & A ER
B GEERIERIEGAB) RGHIR @ 120H0) O#sE. FEiie 5441
2B TS B PEDE O IR T H B PER AR, RE UKL U
MRFZEDT X TORERICH U THERIEZ THEEENRD SNz,
BIE 34T P AEAE BNZ 4561 Td 0. BIMEF R RZ42. 2% (19/45
B THolz. FHREWERIZIOE24. 4% (11/4561) . {HFB15. 6% (7/
451) L TH o /=10

18. EZHEE

18.1 et
FHERICBWTTFILa) > RO Y & L 0HE 2 J L.
LAY DZRIRANOBMEZE L, 7 bOE > THH S gk
BB SRR OMBIER 2R 37, £z, B it oo U] 1 A R i ol
BOUZ KB EMRIES RIS N D Z & LD, TOEXNY VIEBEOME
FZ M ERGACH 2 2 EARBEINS, —FH. EREWTH S
M-LZ ERAESEER 2. M-2135iaY > 1EMz2ET %, 7N
U ORI FEMERER RO SEHEREL. FELTE
WETEEE R L 0 PHREBINHIER 2 R$ EHEIN D101

18. 2 HEAKBIBERL D HEREEN N HI1E A

18.2.1 BERREDEMER
BREET Y NRUA XE2HWES A RA N —=IZBWTHRKEREE
OEMEMZ, £z, BN XEHVWZS AR A M) =B TR
K EEN CEDERAEE QAEJHRE) OEMERZRT DN
BIRBOHERIEINIRD 5Nizho fz, 1918

18.2. 2 HEFR:EB O FIER
JREE Ty N R AT BN TR TR R O B IGHE  (FEIREB))
O BB D 572,19 10

18.2. 3 BRI IC & B EER YR D HNE VE R
B ARHRE 2 G U 2 R X I B W T E B MO BRI X B E
A 1 DR FVER A%38D 57z, 19

18. 3 fELEERIC 3 21EA
BERE S BICBNT T 2FIVay > KO o LI K 5 IUHE
(T b, 1 XKCEIEY M) EREEBELINICEDME (T
b A1) OHIHIAHBIKEICED 5z, 1019

19. HMASICET SEZHMR

HE - O 0 /@/Cﬂs
(0]
0 - HCI

—it - TOEXY e (Propiverine Hydrochloride)

{b24 : 1-Methylpiperidin-4-yl 2, 2-diphenyl-2-propoxyacetate
monohydrochloride

T3 - CasHzgNO3 - HC1

T 403,94

PR BAORRE I EEOM AR TH 5, KIS /) —)L

(99.5) ITRRET T,
Bl A1 213~218C



22. A

(FOEXY VigRIEHFI10mg Th—71)
100%g [10$EX10 : PTP]

500%¢ [10%EX50 : PTP]

50088 [/NF]

(FOEXY 1EEIEHFR20mg Th—71)
1008 [10$gX10 : PTP]

5008 [10%E <50 : PTP]
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