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2. B2 (ROEBHEICFBE LRV E)

2.1 RFIDORK IR UBENEDOEHERED H 5 B

2.2 REIZ AT % EE [HREOBEHGESIE S, ERS
BT HBZNNH5.]1[11.1.38]

2.3 HEBARNEBEOBREIY Y EHICKDEREN LA
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 —NRBEBETF—0hHBEEH I VIEAIC
LK VEBLEEFHPETT A7-DERIBET E2BEFNITH

2.6 EEMEIEOERE HLa ) MERAICK D HEROETRH
HSNWERDPELT H2BZNNDH 5]

2.7 EBLOREOBE BIVGEE O LENEEPRES N
THEO., ERPENT D2BENNHS.]1[11.1.4, 17.3.1%

2.8 EEOMHEREERZ (Child-Pugh/3#C) [9.3.128]

3.1 #8R%
. B - -
R7es (138) oAl
FUEKFIY. EERELO—2, e Foxa—X, &
A AFILELa—R, RUFFTTF L (105
. N N RUAFTFuLy(5)7)a—)L, AF7 ) VEE
;;{;j@;/og ii\f/&/it 2 7% L, D2y = b —. BESEL PO
§2.5me1G) | T2.5 v7uEltia—2A, RYEZLT7 LI (%R
VeSS -ome FAM) 7 RARE Ry, B-27BFF A MY >,
TANNT —L(L-7 2= )L7 5= ALa). Bkh
TYNVEBATT7)ILF hUTL
FHEAKFY, ERELO—R, e Foxuo—2, &
Fig. AFLELT—A, RYFFTTF L (105)
. N R RYFFTaL Y (5) 7Y a—)L, AFT Y U
:/1/)\77;%(/)5 3;\;/%5/13 G TR, D-v = b — L. EEEEE FOF
$e5mel ]G <50 YUl tilu—2, RYEZLTILIT—)L (5L
FEAE -me FAH) . 7O ZRE RV, B-27aFF A Y o,
TANNT—L(L-7 2=V 7 I = AbaM). &k
HOESZFEE 7VBATTULF RU YL
3.2 RAIDMER
HR7E4 & - FIiE SUE - K& - ER AEFTR
E3) Ly filha)
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5. WEENIFHNRICEHET BER

5.1 KAz #EAT S, +oafMz2Ic L DBERERZ#ERT 5L
EHIT, BUDERZ 29 2R E REEEIVE. REMO. B
PRI % EO TR ICB T2 HEME) PdH L &
ICHEEL. REESICIORIBH2ERT LS & b, &
BIISCTHMNGHELERT 22 &

5.2 TERIRISFAEEB (R RIERES) 2EH L TWHEET
1 NS 2105 (ool il ESE) 2 BE sS85 2 &,

5.3 @IS EBEMOMER & BIFEICERE T & 75 W ERAIRE SRR AN RE
EEREHIFAOBRENRE I E 520,

6. iENURZ
WHE RACEINIBEYY 7 o522 E L Tomgx 1 HIERE
M5 %,
nB, EE, BERICEVEEERT ). IHESKR5EIE
10mgET&d %,

7. RENURZICEET 53R

7.1 HEE O EERE B E (Child-Pugh7 #B) N0 5131H
1E2.5mgh 55t L. HREICREST 5, 5820 ERIF1IH]
FlSmgE T& T %, BEDFHAREEEE (Child-PughsHA)
~NOFEIZ1HIESmgAR? S5Bie L. HEICKE L TXEIERFR
ICHEEL, BEOREBZ TR ICBHE LN SEEINITY Z &
[9.3.2, 9.3.3, 9.8%H]

7.2 EEOEREREERE (VLT F =2 ) 7T 2 A30mL/min
Rii) OB EGIZIHIE2.5mg» 55E L. EEICHET 2. #&
580 ERIZIBIESMgE TET 5. BERUTHEEDOEKRE
BEBE(ZL7F=2271 7T A30mL/minkl EA>80mL/
minPl F) NOHEIZIHIESmg? SFa L. HERICE L TI3E
ERRBICHE L., BEFOREZT7ICBE L L) 5 EEIT
5T &o [9.2.1, 9.2.2, 9.85H]

7.3 mieE CIIIHIESmg» 55 2Rm L. HEICE L TIZE
TEFRFEBRICERE L, BEORBZ T2 ICBE LN S5 HEIT
52 &, [9.85H]

8. EERBEANIR

8.1 IRFAHIIEE (BHE), HRVEC S EXPHLHDT. EfE
¥, HBEOEEERER2Z A FEICKET L2HICIIERS
o5&

8.2 KAMRKGICK VRN BO SN ZWVIBEIZI, BAREKREYE
T EY AR EERT S L,

9. BEDESREFI2EEICATIER

9.1 SHHE - IEEEDHDEE

9.1.1 HERAE D H 3 EE (TEPRIBEAEEE FIILRIEXIES)
NI HEREINRIEEE)
AR ERNCRRBRIE #EM L. DEICES U THEMNRBRE
RAEERTHIE, o BERLFFICEEZTV. PERRE
OHEELEZRL TV AWIZEHNICHIET S &, [11.1.35
HA]

9.1.2 TERFRIZEAEHRE FILRIEXIES) Z8HUTVLIEE

I ERICED. REAZFEHT 2B TP H 5. [11.1.3
Z ]



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

9.1.4 BEEXBERDH D EE
FEREAEBESD 5 bNEBENNDH 5.

9.1.5 ERIRESRETTEREDES
Way MAEAIC K VEREOZBMREEERPE(LT 2 BZ
nnH 5.

9.1.6 SRAMEN FRIMEREEZEDH D EE
TV AMEAICED., EERZE(LSEABINNH 5.

9.1.7 N—F VYV VERR ERMEEZEDH 2 EE
SEROEALD 2 WITHBHEBERT D S bNEBZT N H 5,

9.2 BigsEEEEE

9.2.1 EENEHEBEEE(ILF7F=VIUTS
minzkiig)

MABEN LRI Z2BZNPDH 5. (7.2, 16.6.1%8]

9.2.2 BENIBPEEDERKEESEZEOLV7Z7FUIUTS
> Z30mL/minkd_EH280mL/minATF)

MHEEN ERTE2BENIH S, [7.2. 16.6.1%E]

9.3 FFigsEEEEE

9.3.1 EEDITHAREEERE (Child-Pugh##8C)
BELZWTEMFBREMPBEICLAT2BZNMNH5,(2.8.
16.6.2%#]

9.3.2 hEEDFHREEZEEE (Child-Pughs48B)

MHEEN FRTE2BENIH S, [7.1. 16.6.2%E]

9.3.3 BEDIFHEEEEEERE (Child-Pughs48A)
MABEN ERITZ2BENPDH 5, [7.1. 16.6.2%8]

9.5 1R
TR SRR L T WL B ATREME D 5 5 & 12 IZIAE L DB 2
a2 EE2 EHSNBIEEICOARERET B &,
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10. #HE1EA
KENZ. F& L THFOENRBEERCYPIAAC L O ARBES N5,
[16.4%08]

10.2 HAEEE (HAICEET DT L)

> Z230mL/

BEHRESETLTWAZ EAFZN, [7.1-7.3, 16.6.3

B EE EEARAER - HEE S E R - fabEEF
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4 FaFV—) IRFEEE D & 5 b |ICBEE L. HFRICK D ARF oM
Thary— P2BENDHLO|FBEN AT LHEENH
IaFV-L Ty BET A4 EE| b0

[16.7.12H] BIarll,

DA A AENOERAMEETET | 26 OFEANICYP3A4Z FHE

AT 7 BATREME S B B o L. BERIC & D AR o M eE

HINTEE PMERT 2E RS H 5.
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1.1 EXBEIHER

M1 Yavd, PFI7453F9— (WTNGHHERH)
HRE, WA, MEERTEFOREPRD SN HE I3
GaplkL, BYLAEZTS &

11.1.2 FHEeERSE

AST.ALT. y-GTP.Al-P, BV ILE YD LR (&0.1~5%%k
i) FE xS HBRERENH S DONE I EDDH 5,

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

11.1.4 QTER. V=48 (Torsades de PointesZ=83) . BE
J0v 7. EFALERE. SERIKR(WITNLEEERE)
[2.7. 9.1.3. 10.2. 17.3.1=08]

11.1.5 FREEMEr LD R (BEEREA)
FELWEM, BREESESrD 6 bN-EAIZRSEZHIEL,
W R MEZ2ITH & [2.4508]

11.1.6 £J8 - BAEGEERH)

11.1.7 2EHRNERIE BEERH)
RETUE. BR. EREZESIRR. SNIETSErbobnsd
ERDHBDOT, BEEZ DTV, COXIGERPH DN
EAICEBESEERIEL, BESIGHETZABEITO & [2.3
]

1.2 Z0tDEIER

5%LL 0.1~ 5%k SHEERER
MEROY >S5 [Elukce e-ENN=]iil
& EREEA I/ IMREL
BE. MRS
Y POAE, MRS ARIR. DEME). 48
IR DEMEISMR| IR, Bh1E
i
HR ORI S EEED F
HRpEE B, WEEE. &
HEARERER. BIE
BN
Bk I P9 82 42 (28.3%)  |BEERAERIE., REERAT | MR, B RuEw i
158 (14.4%) il B IEERRE. |RE. ORISR
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= SFERE. FE. B | FIBERN 2
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MERE WAL, mIE
13. BEKRS
13.1 fEIR
REA. o, AP AERES
13.2 W&

BREIERERE2HE5 L, KIC7 hu YV BERSOEE &
FREOWMBEZITH. F/o. REICH U CIZERSE, 8EICHL
TR AL U EHESE, FERICE U THEY 2 LB Z/T5,

14. BRALDEFER

14.1 ERIZZMHF0ER

14.1.1 PTPE% D #EAIIPTPY — bS5 WMD H L TIRAT % &
HIEET ST EPTPY— FOBERKICE D, HWHATYS EE
KEEARIA L. BEICRRELEZ B L CHBRARSEOEE &6
ERHFETHIENDH B,

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

14.1.3 AFNIIFEO LICOE TERZRBSE 2 EHET 5720,
K% UCIRATRETH 5. £/, KTIRATAZEHLTE 5,

14.1.4 KANIFE-FEDORETIE, K LTRASEZWI &



16. ZEAEHHE

16.1 MRE

16.1.1 BEES
REMABEICINIBY ) 7 25 VEEEEA TRERORSE L7 & EOCmaxk
UAUCH. #E5RIIZIZHAIL T ER L. Tmax. T2k UCL/FOFHHEIZ &R
BeiEE—ETho7"

HERSHD/T A =%

58| 5l 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 RiE#”S
R - EFRBICINIBY ) 7 2T ¥ U EE0mg % | B 1E28H R E R 0%

L7z E0MmEPBRER., 582~ 3EMTERRBIGEL . £/, RERSIC
&0 MR | B SR I A2~ 4510 ER LYY,
REBSHDINT A4
e £ 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;'%5 141 37.57+18.31 | 5.2+1.4 | 732.82+375.83 39.24+9.1 (12.83£5.71
Sﬁ 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%x13.1 |7.18%1.69
(Mean+S.D.)

16.1.3 BFENEHRETE
FNHERBRICE VT, BEFAEMBEHETICEDIEE L BEHBERERICB TS
CL/FORMEFFA9MEIZ. BHEA6.95L/h, ZHEHS.76L/hTdh - 7z RHEEFIEEED
5 FREEN 10 5RO EHREIC BT 2AUCHKIZ. BHEH1,085ng-h/mL. &
HA1,309ng-h/mLTH Y. INTEY ) T xF Y UEEEI0mgikS Ll & & ol
HEEIMEFESRE S IZERCEEX SN,

16.1.4 EWMFHIRFMEHER
V)7 2 F Ty anyBEEODSESmE[IGl & XY 7 ODSESmMg %, 7 10 AF —/N—
EICEDERENEE(QNIEEY Y 7 252> & LT5mg) R A S T I2KI50mL
EHITH B WVIIKE U THREREREORS L CIERRE(LEREZREL, Soh
7-EMENRE/) S5 X — & (AUC. Cmax) 22\ CIRIEIEX LI THREHET 21T > 72
#%5.10g(0.80) ~log (1.25) DHEEMNTH 0 . WHIOEM LIRS IR S h",

EFREIST A =%

HEIST A —F BENRTA—4
AUCo-168 Cmax Tmax Tie
(ng-hr/mL) | (ng/mL) | (hr) (hr)
V)T Sy aANTBE
~ + + +
?’;; OD#5mglIG) 416.65+124.30|18.43+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
VI xF Y ANTBIE
+ + +
ij;ﬁt.é% OD#5mgl1G) 459.04+155.31/9.39+2.46|5.7+1.2|47.7£10.2
< 7 OD#ESmg 465.21+£180.53|9.42+2.87|5.9+1.4|48.7+14.2
(Mean+S.D., n=24)
K CIRA
(ng/mL)
127 —o— VYT Iy aANsBE
12 OD#E5mg ]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— VT xFTrIANTERIE
OD##5mg 11G)

—o— N/ 7OD$ESmg

Mean+S8.D., n=24

b AN NGNS 3= 1=

7‘2 96 liO 14‘14 168
B5HOBM (hr)

MAEFEEN FICAUC, CmaxFED/8T A =413, #HEEE OBR, (FKORAEE -
R DORBEMIC K > TR 2 RENDH 2.

16.2 TRIR
ANTEEV ) T xF T EEI0mg R BEROHREG Lz & EDMENNAFTRA T
T4 1388% TH - 7=V WHEAT—%)o INTBY YT 2 F ¥ UESmge BRICHRS
L7z & &DOCmaxRUTAUCKAAR S IZIEALTH Y AHOPBRIRD SN -

-.9)

12 24 48

16.3 9
BRIRPR 5B O E BRI B 1 2 A ARIZ600LTH - 7Y FHEATF— 7).
MFEFEFEERIIHTH Y. FEAEER o - BIEEEAETH- 72"

16.4 %38
INTEEV Y 7 2 F Y VIFFRICBLT, & LTCYP3A4IC L > TR#ts ., —&F
CYPIAL, 2C8. 2C19, 2D6JX UBASIE N 7L 7 b v Esfa sz L R#IcEE LT
Wieo INTBEYV ) T 2 F Y UEEERORSE. REMEOMICERZNIE SO H
HREIAR-KBELIE L . WEED 2 WIBORBYIN- 7L 7 u > Eetadr ik, N-Btikk
UAR-7KBR(b-N-BA LR A AR R OFRHICERD 5 N iz MBEHR TIIRERS AR LR
ELUTHIEL., ARIKBALEDEHANDOFGIIREM G LD RN EEZ SNz, K
EER I NSABORBEIIE. INTEHEY Y 7 25> VEEI0mgi SRICTFES L
BIEFELALICBNT.CYPIAZ, 2C9, 2C19, 2D6RUBA4D RBNEMIc B8 % 21T
Enipo7-", [10.28]

16.5 HEtt
“CIE A1 0mg % AR 5 L 7244, 5B 1D69. 2% D MATEE A RFIC, 22.5%
pEPICERE Nz RETRBSREOISBRESREM AL LTHRt SN, 17.8%
BN-EE{LIR, 8.9%M4R-/KEE(L-N-BR{LAE. £ L T8.3%M4R-/KEE{bikE LTENZ
hiktt s nY GHEAT—%).

16.6 WEDHRZHIHEE

16.6.1 BiEEEEES
BE(VLTFZU I YT T2 A50~80mL/min) 5 FEE(Z LT F=V I UT T
>~ ZA30~49mL/min) DBHERE L FOBETIE, INTBY ) 7 2 F ¥ U EEI0mg
BEROAUCIHEBRERA & ERTERZN]L AMER O] 3EED > 72 BEOBHEE
BE(ZL7F=r 77 T2 A30mL/minkdm) 2 /FOBE TIE. BERALHRRT
AUCH2. M@ H» > 7Y MEAT—%). [9.2.1, 9.2.28]

16.6.2 FrigEERREEE
FREFE (Child-Pugh3 B) O P ERE 2 F D BETIX, anIBY I 72>
$E10mgt 5B OAUCIHERRA & AR TL6EE < Tiald2fEIcER LY (SHEA
F—%). [9.3.1-9.3.3%H]

16.6.3 EiftE
TR & (65~75%) ICINTBEY ) 7 = F ¥ U EEl0mg % %5 L7z & & DCmaxk
UAUCI. JEBE (21 ~348%) L AN TL.5~1.8ME& < Tialdl.4~1.6MBICERL
7229, [9.82H8]

16.7 F4MEEIER

16.7.1 & kaFY—IL
INTEEV Y T = F Y UEEI0mgE s b 25 —L200mg K U400mg & A L7z & &
INTEEV YT 2 F 2 OAUCHHIIERIC & D Zh Zh2AER 02,8151 _EF L9
(AEAT—%), [10.25H]

16.8 ZDith

(YU Ty rINTBIEODEE2.5mglJG])
VU7 xF Yy aNnTBEODSE.5SmgJGl1E. [HEARZ 2 RAOBFEEA O£
FOFESEERBET A K T4 2 (FRAE2A9H FERBFEF0225105  FlHK2) i
EOE, VYT 2+ anyBEODSESMg ]Gl 2 BHERIAI & U7 BB OFE R,
EHES RS S HES L. EMFERICRS A shi",

F) BN TER SN AR O HREERSRIZI0mgTH 5,

17. BRPRALHT

17.1 BHMERURSECET B8R

17.1.1 BN I4EER
ENTER S NBEHHERES 2R E L BER L EE R TR BRI
BUBBERIUTOEBY THoTee INTEEY Y 7 253 2 8E5mgdh 5 1 12 10mg
Z1HEREORS Ui & ORI, EZFHEIEE T 2248 d 72 O O FHHERE
HOZE(LE. BIRHFHEIEE Cd 5248 M 72 D OFHRBEVIBREROZ(LE, 24
Rif a5 72 O O SPGB R AR EI D Z AL B K% U24R5 R 3 72 D O FPHRKBE IR DL
LRICEALTINTZEEY Y 7 x5 ¥ VEESmghE, 10mgBe & /I v RBICH LAR
RESHRD 5N,
BWERORBRRIE, INTBEY ) 7 ) U 5E5mghE€33.6%. 10mghf¢52.8%, 7
FYARETL6.8%TH D, INTEEY Y T )Y VEEREGEFICB L THRRENP 2% b
THoLBIERIE. OREE, (B, S5, SIREETH 2",




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

. {195 % fE FEX R
L 44 L
H5RE REGI | PfE | EEERE e R
7ItR 395 —0.94 | 2.286 | —1.164 | —0.712
INIBY) 7T 8ESmg | 383 —1.93 | 1.974 | —2.133 | —1.736
INIBY Y7 242 UEl0mg| 371 —2.19 | 2.090 | —2.406 | —1.979
BTG 0 2485 5 72 © O P IR BB REHELE
. T fR195% 15 #X
L i TiHE | =
R REfI% | PIofE | RERE TR R
TR 395 —1.28 | 2.899 | —1.563 | —0.989
INTEEY ) 7 ) U EESmg | 383 —2.41 | 2.877 | —2.697 | —2.119
INTEEY Y7 2T EEI0mg| 371 —2.78 | 2.819 | —3.072 | —2.497
BAHHIFO24B 5 72 ) O A AR RASEHE (LR
T f195% {5 X FE
. I T4 i 3
wE# REGIR | PiafE | Rz TR e
TR 260 —0.69 | 2.002 | —0.932 | —0.443
INTEEVY) 7 )T EESmg | 235 —1.45 | 1.886 | —1.683 | —1.204
INIEEY ) 7 2 EEI0mg| 255 —1.52 | 1.771 | —1.735] —1.298
BATH IR 02U 57 © O THREREME (LR
e s i I95% X
H5RE REGI | Pi9fE | REER=E TR T
77tk 283 —0.72 | 1.951 | —0.950 | —0.493
INTEEVY 7 xF Y UEE5Smg 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 QTERICHT &
ANTEEY DT 2 F Y U EREREROQTHIRICRIET R B LA T L2 HY
L LT, BEALESON R —EER B B EE L2z, aNTBY Y
7 £ F T VEEI0mg SR OEBREICE LT, QTHBOZEIZ T I RERARET
Holee —FH ANTEV ) T 2 F T UE0MgREROEFIRE. RTEF 70
F4 3 2 400mg D BER G B VL TQTRIBOMAFED 57z SHEAT— %),
[2.7, 9.1.3, 10.2, 11.1.4%8]

EHEREBICBII2QTHEEONRN—-251 > 50E({LE

(F7EREDE)
s QTc* 90%(EFEX
(msec) TR kR
INZBYY 7242 210mg/H 0 -5 5
aNZEEVY 7 xF Y2 30mg/HY 6 1 11
EF T 70FY 2 400mg/H 10 6 13

EDHEREBICHIE L 2QTcOMEEME. #HEEBICQTRURRMHKEOEHE 2 HiF
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—& : aNTEY Y 7 x5 ¥ v (Solifenacin Succinate)

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