*2023F10H%KET (BR2h)
20214 6AfER (B1hR)

BPE © HIRARAF
BHHEAE - 34

ERE I e =31

HAEEE R HE S

87259

RiERES | Bothia

30300AMX

OD#E2.5m8 | "5 24000

20214F6H

30300AMX

ODSESME | “051 55000

2021%6H

ONJEEYV Y D 7+ OFERNEEERE
VUI1F T2 ANIEIE 0D 2.5mgJG!
VY1 F T2 AN IR 0DsE5meJG)

Solifenacin Succinate OD tablets
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2. B2 (ROEBHEICFBE LRV E)

2.1 RFIDORK IR UBEEDEHERED H 5 B

2.2 REIZ AT % EE [HREOBEMNGESIE S, ERD
BT HBZNNH5.]1[11.1.38]

2.3 HEBARNEBEOBEIY Y EHICKDEREN LR
U, IERPET 2BZNEH 5] [11.1.7%8]

2.4 WMMPES. +RBXIZBENSHEL TV A BE R URE
A VLI 20D % EE [BIFOFIEH O IHE K OE#) AN ]
SN, ERPEILT 2BENDH 5.]1[11.1.58]

25 B7 b —NRBETF—0hHBEEH T VEAIC
LK VEBLEEFHPETT A7-DERIBET E2BEFNITH
%]

2.6 BEMBENEOEZ 3 MERICE DHBEOK TS
HENERDBILT 2 BZNHH5.]

2.7 EELLEROEE HNIGESZOLEREE»HES N
TBY., ERVBEILT 2BETNHH 5.]1[11.1.4. 17.3.1%
F]

2.8 EEOFFHAERE % (Child-Pugh#48C) [9.3. 1]

*3.1 8/
. By - &R -
R7es (138) oAl
IR, ERELO—R, e oA —2, B
A, A FLtlo—2, K)AFTTFL >
. N R (105) KUAFFubLy(5)ZUa—L, A7
;l’\;jﬁggg ;;\f/@/ii FU VY SR Ay D-w Y n b (EEHE
$2.5me1G) | <2.5m v RroFy7oiltia—2, KUEZLTIL
-mg -mg T L (ERFA) . FaREE Ry, B-2 s
FAMN) U TANSLT=L(L-7z= L7 T2k
AW, RV, TFIURZY v, BRL TILER
AFTUNF UL
IR, EEtELO—Z, e oA —2, B
A, A FLtlo—2, R)AFTTFL >
. R R (105) KUAF>FubLy(5)Z7Va—L, A7
o ;"fﬁi’tz FU VY SR Ay D-w Y= b (EEHRE
s5mel]G) 150 L RoxyForleluo—z, YEZLTIL
sesmgl] -Omg T L (EEV AL . O ARE K. B-oraT
FRAMN) U TANSLT=L(L-7z= L7 T=1k
P23/ )N ASE) RN ) A=) ZNIE - S 4o et
Ebgk, 7VILBAT T UILTF RUTL
3.2 RAIDMER
HR7E4 & - AliE SME - k&S - EHR FEFR
FH = B
VO ET A \ Eiij R N
2\ 7 B#OD |0 B 0sAl onaae
$£2.5mg[]Gl ’
[=XES Es HiF
7.0mm  3.4mm 130mg
£ = BT
VT LFT U \ R N
N2 BHEOD ggﬁ”ﬁﬁé‘@@ @ —J /"OT;JC;/
$£5mglJG) 7
[=XES Es =i
8.5mm  4.5mm 260mg

4. HEEXISFHR
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5. WEENIFHNRICEHET BiER

5.1 KAz #EAT 5. +oaMB2Ic L VBERERZHERT 5L
BT, HUDERZ 29 2R E REEEIVE. REMO. B
PRI % EO TR ICB T 2HEME) PH L &
ICHEEL. REESICIORIBH2ERT L& b, &
BIOSCTHMNGHELERT 22 &

5.2 TERIRISFAEEE (RIZRIERES) 2AH L TWHEET
Ey U 2105 (ool ESE) 2 BE s 85 &,

5.3 @S EBEM O & BIFEICERK T & 75 W EBAIRE I AR AN RE
EERH LA OBRENREEE 520,

6. AiENURZ
WHE. RACEINIBEYY 7 2520 E L Tomgx 1 HIER
H#59 %,
7B, . ERICKXVEEEBT 22, IHEESR5EIX
10mgET&d %,

7. BENRUBEICEET 3FE

7.1 REE O e E B (Child-Pugh7 8B) NO #5131 H
1E2.5mgh 6FtE L. EEICKEST 25, 580 ERIZIH]
E5SmgsE &Y 5. BEDMFHKAEREEZ (Child-Pugh/h#EA)
ANO#EIFIHIESMgR? HFAtE L. ERICKE L TIIEWERARR
ICHEL, BEOREBEZ+FICBHELEFSBEICITHZ &,
[9.3.2. 9.3.3. 9.8%H]

7.2 EEOEREREEE (VL7 F=> 7Y 7 T2 A30mL/min
R NOEEGIZIHIE2.5Smg» 55E L, EEICKET 2. &%
580 FRIZIHIEGMgE TET 5. BERUFEEDOEHAE
BERE(ZL7F=227 Y7 T2 A30mL/minkl _EA>80mL/
minkl ) ANOFEIEIH1ESmgA S55E L. HEICE L TIEE
TERRBFICHEL, BEOREBEZ+HICBE L 2 6 EHEIT
5T & [9.2.1. 9.2.2, 9.8%]

7.3 BRE CIEIHIESmMg, SR EEFA L. HWRICEL TIE
TERBRICEHREL., BEOREZ +ICBR L 2P 5 EHEIT
22 &, [9.85H]

8. EERBEANIR

8.1 IRFHATIEE (BHE), HRIVECHZEPHLDT. @fE
¥, HBHEOEESEERZ A FEIKET L2H5EICIIERS
5T &

8.2 KAMKGICK D MRNBO SN ZWIHEIZIE, BAREKREYE
T B AR EERT S L,

9. BEDESREFIZ2EEICATIER

9.1 SHHE - IEEEDHIEE

9.1.1 HERAED H 3 EE (TEPRIBEAEEE FIILRIEXIES)
NI HEREINRIEEE)
AR ERNICRRBRIE 2 EM L. BDEICS U THEMNZBRE
RAEERTHI L, o BERLHFICEEZTV. PERKE#
OHEELZRL TRV ZEHNICHIET S &, [11.1.35
HA]

9.1.2 TERFRISEAEGRE FILIRIEXIES) Z8H U TVLIEE

lay AMERICED. REAZFRT H2BENNH 5. [11.1.3
Z ]



9.1.3 QTEREIRBEE
BERSICFEET S &, [11.1.4. 17.3.1=%08]

9.1.4 BEEXBERDH B ES
FEREAEBETSD 5 bNEBENNDH 5.

9.1.5 ERIRESRETTEREDEE
Way MEAIC K VEREOZBMREELERPE(LT 2 BZ
nnH 5.

9.1.6 SRAMEN FREMEREEZEDH D EE
TV AMEAICED., EERZE(LSEABEINNH 5.

9.1.7 N—F UV VERR ERMEEEDNDH D EE
SEROEALD 2 WITBHHEBERN D S5 bNEBENDTH 5,

9.2 BigsEEEEE

9.2.1 EENEHEBEEE(ILF7F=VIVUTS
minkiig)
MABEN LRI Z2BZNPDH 5. (7.2, 16.6.1%8]

9.2.2 BENIBPEEDERKEEZSEZEOLV7Z7F=UIUTS
>~ Z30mL/minkd_EH280mL/minATF)
MHAEEN ERTEBENIH S, [7.2. 16.6.1=E]

9.3 FFigsEE=EE

9.3.1 EEDITHAREEERE (Child-Pugh##8C)
BELZWTEMFEBEMPBEICLAT2BZNNH5,(2.8.
16.6.2%#]

9.3.2 hEEDFHEEEZEEE (Child-Pugh%48B)
MHAEEN ERTE2BENIH S, [7.1. 16.6.2%E]

9.3.3 BEDOIFHEEEEESRE (Child-Pugh/48A)
MAEBEN ERITZ2BENPDH 5. [7.1. 16.6.2%08]

9.5 iR
TR UG L T WL B ATREME D 5 5 &M 12 IZIAE L DB
a2 EE 2 EH SN BIEEICOARERET B &,

9.6 1%AR
BRLEOAREROBARBEOEREZEZR L. FILOMFE
R EBET 22 & BMERTATTFRTARES AT,
Do

9.7 INR
INRZRRRE LA RO ZEE2IEEE L-ERNOERF
BRI FEM L Tz,

9.8 SHRE
TR HE.
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10. #BE{EA

AAENZ, EE L THOEMRBBERCYPIALZ LD RE SN2,
[16.42 8]

> Z230mL/

BERESETLTWAZ EAFZW, [7.1-7.3, 16.6.3

10.2 HEES (HAICERET S L)

HAlBE BRI - FEE W - falEE T
W) AEREAET A |ONEER. @R JF1a) Y ERPERSh 2B
may Al RREEEPH DN | NS,
=BRHS DA 2BEINNH D,
7 x)FT Y REH
T/ 7 I VECREFIEEA

7V — LV RITEEA]
f FaFrV—)L

CIPEzIE. (A, HF
RREEENH 5 DI

s OEAFNLCYPIA4% RS
ICPEE L. BEAIC &K D ARHIO M

[11.1.4, 17.3.128

T, BEESICER
THIE,

ThaFy— P2BENDHLO|FBEN AT LIAEENH
b Ve T BETHHERE|S,
[16.7.12H] BIarll,
77y AHOERAP T |21 6 DEANICYPIALE FHE
TJr=hA> BATREMEN B B o U, BERIC & 0 ARA o I A i
FINNTEE PETT SAREEY D 5.
QTERAEL T AL | QTERNFH LN |INE6DEAICLDQTHER
NTWHEH| HBENDDHAHO|LTWABREICARK T BERS
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WOBHER NS 6 bNBENBIDT, BEEFHIT,
REARD 5 NIIBEIEHRE E T 5% OE) 2 NE A

ST &
1.1 EXBEIER

M1 Yavd, PFI7453F9— (WTNGHHEARH)
R, HREE. IEETEORENRD 5N/HRITIERK
GzalbL, BYZAEZTS I &

11.1.2 FHgERES

AST.ALT. y-GTP.Al-P, BV ILE YD LR (&0.1~5%%kK
i) FEEESHRERENH S DONEIEDDH S,

11.1.3 FREA (BEEEARHE)
[2.2, 9.1.1. 9.1.2%&]

11.1.4 QTER. V=48 (Torsades de PointesZ=8) . BE
J0v 7. EAFALERE. SERIR(WITNLEEERE)
[2.7. 9.1.3. 10.2. 17.3.1=08]

11.1.5 FREEME LD R (BEEREA)
FELWEM, BREESESrD 6 bNEAIZRSE 2RI,
W R MEZITH & [2.4508]

11.1.6 £J8 - BAZGEERH)

11.1.7 2EHRNERIE BEERH)
RIETCE. BS. EEZEOER. SHETErbobnsZ
ERDHBDOT, BEEZ DTV, COXIGERPH DN

ARG EFRIEL, EBICHEYZAEBEERITO 2 & [2.3
Z ]
11.2 Z0ftiDEIER
5%LL 0.1~ 5%k SEEERER
ik IO INTAEA HMEREEZ, Al
& BREGRA MREL
W, M/ MREES
Y BDAE. MRS AR, DEME). 48
URHE DETEHSMIR| IR, BhiE
i
HEURpsEE [EEED F
HRFEE B, FEEE, @
AR, BE
By
BiakEE I P9 82 0% (28.3%) « | EERANERIZE, RS0 | NERE, B AsEmiis
1EE (14.4%) i, B, FAEERRE. |RE. DB
REERRE. R H
{ERE. BEE, B4,
ES - P NI
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W, EEE
L HEERURER MBI, . |1
FitkRE BRI FE
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KEL N RIETE .
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Bwarzaruo—)Lk
. KEF. RES
i3
EE R R OHE & BAfRR. HEE. B A ET
s fE &
EREE FEED ., BRE | RS
RE. BE. R
TR ARHRAE
B R ORI R E IR, BBR. B
REE. 7V 7F=
> k&, BUNES,
REERBE
RIES . RIS R O MK, FREZIR. TASE | FERERE
PRk AR
2 T OVRE AR R R W, | METFIE, ZTEALHE,
&= DEERE. FE. R | R &
15
MERE WAL, EIE
13. BEKRS
13.1 fEIK
FREA. B, SRR
13.2 W&

B SUSEER G L, RICT POV BRRSDHBAL
FREDME Z1TD . F/o. RENIIH U CIREREE, #EEICM L
TR AL U EHESE, FERICE U THEY 2 LB Z/T5,

14. BALDFR

14.1 ERIZFIF0ER

14.1.1 PTPE% D #AIIPTPY — b2 S WD H L TIRAT % &
HIEET BT EPTPY — FOREMKICK D, BOWHAIHLIS EE
KIEATIA L, BICRBEILZ B L THBRERASEOEE 2 &4
ERHFETHIEN DB,

14.1.2 KE| % P AP ZWCTIRAT A XD BHICHEET S &,
KE %D HRENBICT AF 2 RSN, BUESHROH]
BWEE R U B REEL D S

14.1.3 AFNIFO LICOE TERZRESE 2 EHET 5720,
Kz UCIRATBETH B0 72 KTIRATSHIEBLTE 5,

14.1.4 KANIBL-£EORETIX, K LTRASEZWI &,



16. ZEAEHHE

16.1 MRE

16.1.1 BEES
RERABEICANTBY ) 7 257 VLB TRERORSE L7 & EOCmaxk
UAUCH. #E5RIIZIZHAIL T ER L. Tmax. T2k UCL/FOFH#EIZ &R
BHeiEE—ETho7"

HERSHD/T A =%

58| Fl Cmax Tmax AUCInf Tz CL/F

(mg) |$| (ng/mL) (h) (ng+h/mL) (h) (L/h)
5 |12 6.54%2.41 [5.50+1.17| 314.57+110.61 |38.03+7.48|13.68+5.81
10 |12] 14.87+3.41 |5.67+0.78| 751.65+£255.96 |40.28+9.21 |11.04+3.46
20" [12] 25.94+4.01 |5.67+1.15| 1,191.59+316.94 | 36.94+8.51 [13.57+3.74
40" |12 53.09+9.18 |5.33+1.23| 2,535.55+613.92 40.55+13.17|12.54+2.89
80" |12|100.31+27.54|4.08+1.78|4,144.65+1,571.57| 34.20+4.79 |16.43£6.17|
(Mean+S.D.)

16.1.2 RE#”S
R - EERBICINIBY Y 7 2 ¥ U 8E0mg % | B 1E28 H R E R %

L7 E0mfEFBRER, B58%2~3ERTERRBIGEL 2, £, RERSIC
&0 MR | B SR I 2~ 451 ER LYY,
REZESHDOISTA—Y
g Ll Cmax Tmax AUCoun Tin CL/F
| (ng/mL) (h) (ng-h/mL) (h) (L/h)
3;'%5 15(34.47+11.12| 3.9+1.1 | 624.71+£226.48 | 44.0+10.1 |13.76+5.20
3;'%@@% 141 37.57+18.31 | 5.2+1.4 | 732.82+375.83 39.24+9.1 |(12.83£5.71
Zw@% 16]52.89+23.47| 4.6x1.6 | 1,091.27+493.88 | 71.1£28.3 |8.60*£4.68
iﬁ 16]53.82+10.27| 5.6+1.8 | 1,095.61+213.19 | 61.3%£13.1 |7.18%1.69
(Mean+S.D.)

16.1.3 BEEBEMES
BIHERABICBV T, BEARYBERITICIVEE L-BEDREREE B3
CL/FORBEFFSMEIL. BHEA6.95L/h. ZHAS5.76L/hTdh -7z, BEFHEEED
5FEE N B 10mgi 5RO EFIREIC B HAUCwIZ, BHEATT,08ng-h/mL, %
HA1,309ng-h/mLTH Y. INTEY ) T )Y UEEEI0mgikS Ll & & o
FEEEFEEREE ZERCEE 2N,

16.1.4 EMFHIES MR
V)7 2 F Yy anyBEEODSEmE[IGl & XY 7 ODEESmMg % 7 0 AF —/N—
IS ENZNISE(INTEEY Y 7 25 ¥ v & LT5mg) A S F127K150mL
LHITH B VIR LT AR ERE RS L CISERRELFREZRIEL, B6h
72 SEERE/ ST A — & (AUC. Cmax) 22\ T0BIEMX kI TREHRIT 21T - 7=
#%5.10g(0.80) ~log (1.25) DHEFEMNTH V. WHIOEM LIRS IR S v,

EFREIST A =%

HEINT A =5 BEINT A4
AUCo-168 Cmax Tmax Tz
(ng-hr/mL) | (ng/mL) | (hr) (hr)
VYT 2 FTraANTEHE
< + + + +
;J';;Hg OD#5mgl1G) 416.65+124.30(8.43+£1.68(6.1+1.1(51.7£12.9
< 7 OD#ESmg 425.20+135.56|8.61+£2.16|6.1+1.4(52.1+14.2
VU7 2FTraANTEHIE
+ + + +
7?;;&%% OD##5mgl1G) 459.04£155.31(9.39+2.46(5.7+1.2|47.7+10.2
N 7 OD§Esmg 465.21+180.53|9.42+2.87|5.9+1.4(48.7+14.2
(Mean+S.D., n=24)
IKCHRA
(ng/mL)
127 —o— VYT Iy aANsBE
12 OD#$#5mg ]G

—o— N 7OD#E5mg
Mean=+S.D., n=24

Pre:t ANANA VAN - =

72 % 120 144 168

#E5&ROKM (hr)

48

K7 U CHRA
(ng/mL)

—o— VU Tz FTYANTEE
OD#E5mg []G]

—e— N 7OD#E5mg
Mean+S8.D., n=24

b AN NGNS 3= 1=

72 96 120 144 168

#E#% KR (hr)

12 24 48

IMEEFEELCICAUC, CmaxFED/ /8T XA =413, #EE ORI, AR OFREEE -
RS ORBREMHIC > TR S ATREEN D 5,

16.2 IRIX
INTEEVY) 7 )Y UHEI0mgx BERECOREG Lz &L O[NNI F 7RI T
T4 1388%TH - 1=V WHEAT—%)o INTBY YT 2T UESmge BRICHRS
L7z & 2DCmax K PAUCKIEAER L IZERILTH Y. AROEEBIRD SN, >

-.9)

16.3 9%

BIRMR S BEOEFREICB T 2 D HAEIZ600LTH > 7% GHEAT—4).
MFEFEFEERIIHTH Y. FEAEER o - BIEEEAETH- 72"

16.4 X3
INTEEVY 7 2 F Y VIRFRICBLT, EE LTCYP3AAIC L > TR#ts ., —&F
CYPIAL, 2C8. 2C19, 2D6% UBASI N 7L 7 0 v Efa & iEH & RE#ICEE LT
Woo INTEEV YT 2T Y VERERRORGR. REMEOMICERZMITEEDOH
BREPAR-KBELIE & . WEED 5 WIBORBYIN- 7L 7 0 > Eetadr ik, N-BtiA %
UAR-IKEAL-N-BR LA MR L ORRFICERD & Nz MEEF TR B RE(E
EUTHIEL, ARIKBILIBDIEHNOFGIFREME LD bEVEEZ SN, &K
ZALAR N SABOREMIE. INTE#EY ) 7 = F > VEEI0mgi SRICFRS L
BIBEL LB NT.CYPIA2, 2C9, 2C19, 2D6RKUBA4D REBNEMIC B % 1F
EnairoizV?, [10.208)

16.5 Bttt
“CIE A1 0mg % AR 5 L 7244, 5B 1D69. 2% D MATEE A RFIC, 22.5%
PEPICERE Nz RETREBSEOISBRESREMAE LTHR SN, 17.8%
BN-FELIR, 8.9%M4R-/KEE(L-N-BR{LAE. £ L T8.3%M4R-/KEE{bikE LTENZ
hiktt s nY HEAT—%).

16.6 HEDERZHI 2EE

16.6.1 BisEEEEE
BE(ZL7FZUI YT T2 A50~80mL/min) » 5HhEE (VLT FU )T T
>~ Z30~49mL/min) DBHERE L FHORBETIE, INIBY ) 7 2+ ¥ U EEI0mg
BEROAUCIHEBRRA & ERTERZN]LAMER O] .3EED > 72 BEDOBHKEE
BE(Z L7 F=> 7 ) 7Ty A30mL/minki#) O BE Tk, BEMRAEHART
AUCH2. M@ H» > 7Y MEAT—%). [9.2.1. 9.2.28M]

16.6.2 FrigEERREEE
% (Child-Pugh/#8B) O Pl sERE 2 O BETIX. aNIBY Y 72 F v
$E10mgt 5HDOAUCIHERRA & AR TL6EE < Tiald2EIcER LY (SR A
F—%). [9.3.1-9.3.35M]

16.6.3 EiftE
TR & (65~75%) ICINZBEY ) 7 = F ¥ U EEl0mg % %5 L7z & & DCmaxk
UAUCIE. JERE (21 ~348%) L AN TL.5~ 1,85 < Tialdl. 4~1.6MBICER L
7229, [9.82H8]

16.7 EYHEEIER

16.7.1 & vaFV—=IL
INTEEV Y T = F Y UEEI0mgE s b a5 —L200mg K U400mg & PR L7z & &
INZEEV YT 2 F 2 OAUCHHIIERIC & D Zh Zh2AER 02,8151 ER L9
(AEAT—%), [10.25H]

16.8 ZDith

(YU Ty rINTBIEODEE2.5mglJG])

VY7 xSy aNnsBEODSE.SmglIGlId. [&EAREL 2 F0EENH O LN
FRFEISEERE T A R T4~ (FR24ME2H29H  EABAERK2295E105  FIK2) i
EoE, VYT 2 ransBIEODSESmg Gl 2 EHERIAI L LB HERBROMER.
BHES RS SHES L. EMFNICRS A shE",

F) BN TER SN AR O HREERSRIZI0mgTH 5,

17. BRPRALHT

17.1 BAHERURSEICET B8R

17.1.1 BN N4EER
ENTER S NBEHHERES 2R E L BRI EE R TR BRI
BUBHBERUTOEBY THoTze ANTEYY 7 253 2 8E5mgdh % 1 12 10mg
Z1HIEREO®RS U & 2 ofRIE, EEFHIER b 52480 72 D O FHHRE
HOZ(LE. BIRHFHEIEE €& 5248 72 D OFHRBEVBREROZ(LE, 24
Rl d5 72 O O PHIYNEIEIR R [EH O LA L8R U4 85 72 O O A RBEEEE D&
ERICHLCINIEEY U7 2 F 3V 55mehh. 10mgBie &7 ¥ KEICH LA
RESHRD 5N,
BWEROFRBRRIZ, INIBEV ) 7 ) U 5E5mghE€33.6%. 10mghf¢52.8%. 7
TEARBTIO.8%TH D INTEEYV ) T 2 F ¥ YRGB L THRERP 2% E
THoEIWERIR. OPNEE. E. BR1. RE#ETH -7,




AR R 0D 24 R 5 7 D OSSR I L

. i 195% {5 48 X
L 44 L
H5RE REGI | PifE | REERE =R R
77 tR 395 —0.94 | 2.286 | —1.164 | —0.712
INIBYV) 7)Y 8ESmg | 383 —1.93 | 1.974 | —2.133 | —1.736
INIBYY 7 242 UEl0mg| 371 —2.19 | 2.090 | —2.406 | —1.979
BTG 0 2485 5 72 © O P IR BB REHELE
N T fR195% 5 X
L i TiyE | =
HERE REGIR | PaafE | R TR R
TR 395 —1.28 | 2.899 | —1.563 | —0.989
INTEEVY 72T E5mg | 383 —2.41 | 2.877 | —2.697 | —2.119
INTEEY Y7 2T EEI0mg| 371 —2.78 | 2.819 | —3.072 | —2.497
A& D241 & 72 ) O UETE RSB EH LR
T f195% 5 X FE
. I T4 i 3
w58 REGIR | PiafE | Rz TR T
TR 260 —0.69 | 2.002 | —0.932 | —0.443
INTEEV Y 7 F T EESmg | 235 —1.45 | 1.886 | —1.683 | —1.204
aNZBYY T 2+ U HEI0mg| 255 —1.52 | 1.771 | —1.735] —1.298
AR D 24 5 72 D D PR RS BIHA LR
e s i 195% (5 X
H5RE REGI | Pi9fE | fREER=E TR T
771K 283 —0.72 | 1.951 | —0.950 | —0.493
INTEEV Y 7 xF P U8E5mg 274 —1.59 | 2.117 | —1.843 | —1.339
INJBYY T 24T UEl0mg| 270 —1.60 | 1.810 | —1.817 | —1.383

17.3 Z0fth

17.3.1 QTEBICHT 2 HE
ANTEEV) T 2 Y VERERSHROQTHRICRIET HELMET 2 L2 EHHN
L LT, BERALESON E M RIC —EER B R EE L. aNTBY Y
7 1Y UHEI0mgRESROEFREICB VT, QTEROE(LIE IR LEEET
Holee —FH ANTEV ) 7 2 F ¥ VE0MgREROEFRE. RFEF 70
F4 2 2 400mg D BEHR S ICB WL CQTHIBOBM AR 5N HEATF—5).
[2.7. 9.1.3, 10.2, 11.1.458]

EHEREBICBII2QTHEEONRN—-251 > 50E({LE

(F7EREDE)
s QTc* 90%(EFEX
(msec) TR FR
aNyEVY 72322 10mg/H 0 -5 5
INZEEYY 7 xF Y 30mg/HY 6 1 11
EF T 70FY 2 400mg/H 10 6 13

EDHEREBICHIE L 2QTcOMEEME. #EEEICQTRURRMHKEOEHE 2 HiR
ERRICYE TIED . QTcxKD 720
F) BN TER S NIAF Ol HEERESEIE10mgTH %,
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18.1 {EFRtER
BERETFEAICB VT AZAH Y U MeRBAEEGERZ R T 2 ik D BtOBERRK
REEINHI L. SBIEBIERLIC B\ 2 FRAEER. SERNL OB RS 2 55T 5%,

18.2 LRAAV VZBEEKICH T ZHAM
b AAKY VEEEERAOEEERICBWT. ARH ) U MeZEEICHT S H
FEIZL 2 A Y > Mi Mo M OUMsZ BRI 2 BRI & 0 &2 - 722 (in vitro) .

18.3 LAV VZBHEHIER

18.3.1 v FRUELEY MERPFEHELAZAVHEERICBVLT, ALNT—
IVRIEIC & 2 IR IO U CIBERER A DB AN BRERZ R LAY, £/, T
FROH =T A I OBEFE AR 05 AR IS B VT, AL T — URIEIC
K HMRAN ALY LBE ERICH U CRERFENLIISIERZ R L2, BENRE
0 b BERER AR IS 2 BRI A 2 N2 N3 6[E R U2, gAY - 727 (in vitro).

18.3.2 FREET v MITBWT, AN T — VRIS X 2 BEREPE B 57 M OETE 55 1 12 ot
U CHBKREN 2 MEIER 2R Ulz. BEBENE LR X UMK 5300 % 2 12 h30% K% O
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—fi% : aNTEY ) 7 =¥ (Solifenacin Succinate)

{b%4 : (3R)-1-Azabicyclo(2,2,2] oct-3-yl(1S)-1-phenyl-3,4-dihydroisoquinoline-
2(1H)-carboxylate monosuccinate

R - AEORESHEREONKRTH 5,

KRG AT ) =T R T T8 =L (99.5) IR RBEFIT< W,

R

o H
@ H CO2H
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