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4 : Each F.C. Tablet contains : Solifenacin succinate...5 mg(eq. to Solifenacin 3.8 mg) °
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REHIRBEORAMSHIREE (narrow-angle glaucoma) ¢
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-EEEDRERRADETINEBRESER CYP3A4 BINFIEI ketoconazole [ SHENEHBREIE
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Solifenacin succinate 7 F5IBE IO EEBH
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EHIRBHRAMENIREE (narrow-angle glaucoma
-£2 CYP3A4 SRHNEIEIGHFE » 40 ketoconazole
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(ﬂ' F%fﬁé&u“ﬁﬁﬁﬁ!lbﬁi@ﬁ%ﬂﬁi&ﬁﬁ@lﬂ%ﬂﬁ%%‘ » BIDREHE QT BRERBAESPMAE
M) :
B—L{EF Solifenacin succinate f9B% + LBEME M KIEHFETREMRENRS - WRFEMBMKIE
EEZERRESRENRE
-2BBHRE
B—L{EA Solifenacin succinate fIBE » BERE 2 HMBHRENRS - HRBELSHBHRENS
%%E ' BFREREESNERIEE -
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Solifenacin succinate A AR E B BENEYBRE

(EMROEREAMRRERAER ) ({KUMEE)
R E{ER
EEBREREENENHEE  TETBUETEENCENRURRERMENEE - £ Solifenacin
Z;;i%;ate HEBRL 18 BIREAMAIEREY - SRIEREZBIEMEHPIFTAZRIS Solifenacin
Solifenacin SR ERIHBIZEIRE) G R0 metoclopramide F] cisapride TR °
EME 2N EIER
EEINARIERAM TDEBRE T Solifenacin AEHNH A RANIETTER CYP1A1/2, 2C9, 2C19, 206
g 3A4 o AUt » Solifenacin RATIAEE NEARLLATEH CYP BRAHOVERHNREE o
EhEYY Solifenacin EMEIHBMEE
Solifenacin €68 CYP3A4 i1 » SREIRFIRED ketoconazole 200 mg/day (—{BERMEY CYP3A4 HIFIE ) 65 o
B35, Solifenacin (9 AUC 1810 2 15 : BIEA0 ketoconazole BIEISZE 400 mg/day » BN Solifenacin
89 AUC 3 {5 - Rt » EEISIRA ketoconazole SIELAIERIAY CYP3A4 HIHIEIES ¢ Solifenacin BIRSEIE
EBE%UE}[%J%QJ; o HREEBNEERAPEFIDERRNRA » ZIEAIHE Solifenacin FE LG
CYP3A4 HNHIE o

ERBRFBEURE CYP3A4 BRERFMTOIZEHR Solifenacin RENHEMNZMENBERER
TR KB Solifenacin BIEH CYP3A4 K Bt CYP3A4 BRERAMEIZE( 40 verapamil, diltiazem )
5 CYP3A4 EEiEH (10 rifampicin, phenytoin, carbamazepine) #TJAEELEMEHBHZTIER -
Solifenacin #EhEZAEME H B E
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1R Solifenacin B ¢+ BHOMREEZE (ethinyl estradiol/levogestrel) BIMFiRERBABEEYL -
Warfarin

fRA Solifenacin succinate RET#E R-warfarin (CYP3A4 &) 5 S-warfarin (CYP2CO SE) (y&48)
HE8 - ASFERMETY -

Digoxin

fRF Solifenacin succinate RE& &£ digoxin SIEHENHE -

[BEXFEX QT BEMER2EE ] (KRS

—BHRELL 76 AIRREFTRES R Solifenacin ¥ QT RIHINF 2 SELRERERL ) Solifenacin
10 mg &R QT BHEERL 30 mg (3 ERSRHEE) RS\ »  Solifenacin 30 mg BIERHNRE
§R#8 moxifloxacin fIBEEIEFTSIRM - HRENE QT ERFE » AT EERATLER QT HHENNE
& » TORTERIIL Solifenacin succinate 51 » fESE SEBRREBREE

(Bt © st IBEEEN ) (KCUAEE)

Solifenacin succinate ZEBUEEIZE (Salmonella typhimurium) ABREE (Escherichia coli) TS5
FARSHHEB O ED R - FEUABRZMBHCHBIRET
SEIFRSRHBNLCEBEERAT  AEABETOTRMRAHD » FRBMRE M -

#i  7#/\EBIREL Solifenacin succinate 104 38 » IREREIEFE 200 mg/kg/B (DEIEERABRSHE
[MRHDJES Z ABRRESH 5 fER 913) » Wl  ABIRE 104 1B REBBSHBISIE 20 70 15 mg/kg/
B (<1{ZMRHD B2 RES) - #% Solifenacin succinate 250 mg/kg/B (13 {5 MRHD B2 REE) &
B0k AR 2 50 mg/kg/B (<1 S MRHD (52 RES ) RIBME AR » URES 100 mgkg/B (1.7
fEMRHD K2 RES) EEHME A » Solifenacin succinat HIRAETEINAE « £ENTIL RN TR XS
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(22 WSt  BEBRES 8] (R RE)
BENE  AEFRFMBLTERR - #1260/ B OMRIRE 14C-solifenacin succinate 2% + 48R3
EEBBISREEE - £ Z Solifenacin succinate 30 mg/kg/ BEEH/N\E (ABSSEEHZMRHDIEZ
RESM 1.215) REZITH ST EY - BED0BEBTRERE T EH™ - 182 Solifenacin
succinate » EEEI@7E 100 mg/kg/BEL (3.6 fZ MRHD 2 RES ) ' TEIEREBEHIE - HESN)\E
1%E8 Solifenacin succinate 250 mg/kg/B (7.9 {56 MRHD B RES ) » EHEEH (cleft palate) HISE
BN - EFZAFRILEBRBR Solifenacin succinate 100 mg/kg/BIN £ 2 FHEEHIE (3.6 1S MRHD B2
RES) BYFLRNBERNERATIERE  BSTENEFL  LENBLE (BRUEEEE) 2
B1% 250 mg/kg/ B2 EHEREIS % » B—HT £ R BB AL - KBIREE 50 mg/kg/BHEET (<
1 & MRHD B2 RBE ) RFIRSE 50 mg/kg/BMEIET (1.8 5 MRHD B2 REE) SRERITKS
HAER - RERZIRETES BLHRBHOHR - RRaMEBHRRRVETEIABORE  FIURBE
BENERBI TR » HIEEZMBER Solifenacin succinate ©
[£EES K] (BZXR)
Solifenacin succinate #ABEEEDENTZEHRIEHE - FEZ 30 mgky B (ABRSEHES
[MRHD]ES 2 REBE8) 1.2 Z) BB  Solifenacin succinate ¥EREEREE - iREA Solifenacin
succinate 100 mg/kg/B (3.6 f& MRHD [f2REE ) FEANESSILIIF L RORERILTE o
[B3U% ) (KAECE)
2369\ B DMRIZE 14C-solifenacin succinate 2% SIFERHEREVZL ST OARRIZ G M 525 30 mg/kg/
B (\BRSEHBSMRHDIBEZREEN 1.215) RENE » RBRIRRKIE © #2100 mg/kg/B
(365 MRHD Bz REE) S L ESRIBOM S EFERBRSHIT  ERXUARIBERS
MR EEEENSRS - BRIMAN Solifenacin REEDWEAELT - RAFZENSINEL
3 BRLARSLOVR L AT ER Solifenacin succinate » IVERTE B LEIRILZEMA Solifenacin succinate
[ZEARZER) (KRS
ERRBHBRERRRD  EZEBE (623 iIBB 65 mLL 2 189 fIBE 75 HLU L) FIFREE (1,188
RIBEIVRR 65 5% ) ZBIEM Solifenacin succinate BEZINZ 2 EBILARE
(HREERSURIERAE D2 8 ] (FRUEEH)
BI% Solifenacin ERE I ERMZ — RIS RERNER - KERERE » R TS EENTIRE
HmaEEn o
(LRERERE ) (KMECE)
—ESEIS - Bl €5 - TRBETMEYER (moxifloxacin 400 mg) FHEFTE Solifenacin succinate
ERSSMTEER » 54 Solifenacin succinate 10 mg ¥ 30 mg ¥ QT BHANE/E - SHELIKFES
ZRIEIFD moxifloxacin » MERFEH D RMEBER - — (n=51) BETMRBI =RIKFERE Solifenacin
10+ 20~ 30 mg BIREES » BALITHIE M (n=25) TEREENZTEFD moxifloxacin o ZHER 19 B%ZE 79
RV BEEEE - SITFEM Solifenacin succinate 30 mg (RSEISH 3 2) NRESSBEISERN
Solifenacin RE &% E 3 7£ Solifenacin succinate 10 mg £& CYP3A4 #3815 E( %0 ketoconazole 400 mg )
HARBRINRES - DRZARRFREANESZTMEN IUEREL EEHSRREZ QT 5EH5(30
mg ZHEI8) 18R 3B X -
f£M 10 mg &0 30 mg 9 Solifenacin succinate # » HHBKZEE » LREREEREENZ=RDUHD B
-2 7 0 XD (beats/min) e RABTE QTc BEBIBSHBRREMIE » Fill QTc (FAREATIRRAEHR
HETHW » MARBRIETHRABERAZEAT (inter-patient analysis) RRMEABRIIRK 1
& 1. QTc REREZ T b50981E msec (90% C1) (1BHNLZRE) *

BRES Fridericia BB1E% (EFAI9Z)
Solifenacin 10 mg 2(-3,6)
Solifenacin 30 mg 8 (4,13)

* BEMBYERBIEFTRETEDSEIN » RFE—RRE —HPIsREEENZTHIME 2 LR -
FAREE moxifloxacin MATHEEIR - ERMAKRHORE » BY QT BHNFERE=BF
EIRSERETASHY © A moxifloxacin TS ¢ TEE={BREEE QTCF IIFRZRIBIEMIFTIIEE (90% Cl) DB
211 (7,14)~12 (8,17)~ 7016 (12,21) ¢
Solifenacin 30 mg R QT FIHAEVERLIFELL 10 mg EX » #FRE@RS Solifenacin AIREIE (R
SOEESH 3 15) tHERBRERNSEM IR moxifloxacin (IBEEISFTS R » (BRERERIAN
BES - EEWENRGIENFRR T FIEEY AT ENES 2 HN=R
[BRAREER ) (KSURRSCE)
BOERE 12 BOES - bar « ZREFHRE « 7T » SPOERRFHEETS Solifenacin succinate
SEEEHER RS« REREMHREMRESE (MR AT) FERZEMBEERSOUR
EARARVEERBEVEBENBEENERED 3 @R - ELHRRARS 3,027 i1EE (1,811
A Solifenacin succinate » 1,216 AIEZZRHE]) » HPHTE 90%NBETR S 12 BAYHES - M
1B ERETG Solifenacin succinate 5 mg &0 10 mg BV BHNMIEHEEREHS Solifenacin succinate
10 mg B9 - FRE5EH 12 B RNBEHEEREN—BRMERBLBHR  ERNTEE 81%
SERR 3 BB 40 SBIETEHA - BEASEOIEA (93%) FLht (80%) » FIILEHS 58 7% ©
ENEHBNTZHEEFHRERERERSE 12 860 24 /NTHRRBEE TIIE - RE
G EEEEEREES 125800 24 NSREAZERHE L IIEFZRIREMF1IE-Solifenacin
succinate ¥R BESFMEBIGVERERELL © 24 )\FHERRERHA 91918 Solifenacin succinate 5 mg
(2.3 p<0.001) F110 mg (2.7 » p<0.001) EBBBEEARLRIE] (1.4)
24 INBRESERERA BTIHET Solifenacin succinate 5mg (1.5 p<0.001) 110 mg (1.8 p
<0.001) tRBARAATRZ R (1.1) - BRHFREILNGIFIIE Solifenacin succinate 5 mg (323 ml »
p<0.001) ;010 mg (42.5ml» p<0.001) ¥IBAREARZRIE (85ml) e
3EI0{@ Solifenacin succinate 89 12 BERRHERNV T BEA RN E G IERIE R D BIFIFKR 2 TR 5 ©

5% 2. Solifenacin succinate # (8 5 mg 0 10 mg) ALV EREEREE T EBE
BYEMEI9(E  905-CL-015
2Ry Solifenacin Solifenacin
(N=";53) succinate 5 mg succinate 10 mg
2% TiE (N=266) (N=264)
(imteres) 1918 1918
- (B#EeRE) (BEeRE)
SRR (BEERZREN/24 INBF) *
HipE 12.2 (0.26) 12.1 (0.24) 12.3 (0.24)
BAME 1.2 (0.21) 2.2 (0.18) 2.6 (0.20)
EALZMIEIABLEZ P & <0.001 <0.001
FRECEEN /24 I\BF>
E2ipE 2.7 (0.23) 2.6 (0.22) 2.6 (0.23)
BAME 0.8 (0.18) 1.4 (0.15) 1.5 (0.18)
EALRIEITBLEZ P (B <0.01 <0.01
BRYERE (ml) *
HipE 143.8 (3.37) 1496 (3.35) 147.2 (3.15)
1BI0E 7.4 (2.28) 32,9 (2.92) 39.2 (3.11)
EALZRIEIABLEZ P & <0.001 <0.001
* FEFUSER
* REFULISE




£k 3. Solifenacin succinate # (8 5 mg 0 10 mg) ALV EREEREETEBE
B9 L P98  905-CL-018

LR Solifenacin Solifenacin
(N=281) succinate 5 mg succinate 10 mg
L i9E (N=286) (N=290)
mae oE oE
(ReRs) (BER=E) (R )
SRR (BEERZREN/24 INBF) *
2itE 12.3 (0.23) 12.1 (0.23) 121 (0.21)
BAME 1.7 (0.19) 2.4 (0.17) 2.9 (0.18)
EALZMIEIABLEZ P & <0.001 <0.001
W%E%’Eéﬂgilm TNl ( ) ( y
2.6 (0.18 2.8 (0.20
AE 92 ngg; 16 (0.16) 16 (0.18)
ERLRIFIAELL 2 P (B o <0.01 <0.016
BRYERE (ml) *
EHipE 147.2 (3.18) 1485 (3.16) 145.9 (3.42)
BWAME 11.3 (2.52) 31.8 (2.94) 36.6 (3.04)
EALZRIEIABLEZ P & <0.001 <0.001
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19{8 : 905-CL-013

5% 4. Solifenacin succinate #i (28 10 mg) BZEIEEEREE ST EBENE LT
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LRI Solifenacin succinate 10 mg
ey (N=309) (N=306)
= 908 SEI9E

(B%eE) (1E8)
SER (HERREN 24 M) *
Bt E 11.5 (0.18) 11.7 (0.18)
BAME 1.5 (0.15) 3.0 (0.15)
EAZRIFIAELE 2 P B <0.001
FRECEEN /24 1NbF
EitE 3.0 (0.20) 3.1 (0.22)
BAME 1.1 (0.16) 2.0 (0.19)
EAZRIFIELE 2 P B <0.001
BERYRE (ml) =
EitE 190.3 (5.48) 183.5 (4.97)
1EE 27 (3.15) 47.2 (3.79)
EAZRIEBLE 2 P B <0.001
* FE2FSIEE

198 : 905-CL-014

£% 5. Solifenacin succinate 1 (8 10 mg) BZURAREREZTTHMLEENELF

ZRIE Solifenacin succinate 10 mg
s (N=295) (N=298)
= 98 Fi50E
(BRE) (Zeesx)
SAR (BERRREN/24 I\BF) *
EitE 11.8 (0.18) 11.5 (0.18)
BAME 1.3 (0.16) 2.4 (0.15)
EALRAEIAEEL 2 P E <0.001
FRECEEN /24 1\BF
2igE 29 (0.18) 29 (017)
BAME 1.2 (0.15) 2.0 (0.15)
EAZRIFIELE 2 P (B <0.001
BRHRE (ml) =
EitE 175.7 (4.44) 174.1 (4.15)
1EnE 13.0 (3.45) 46.4 (3.73)
EAZRIFIABLE 2 P B <0.001
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Solifenacin succinate 89224 S EREHZRITI ¥ RSP E 1,811 AIBEZETE - ME
SRIFPAITARSLRONEBRE0E - Bl  IRNEM (RERE)  [REBERTIR
SEENBERERSHARBHE0OT  Fil  ELEWERE
10 mg #AIEERL 5 mg ’fﬁi’%n B ARE 12 BHES
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$#%2 Solifenacin succinate j

%2 Solifenacin succinate 5 mg 3 10 mg &#8—
PLE » WA ARZREGR E$1¢ °

RIRERD » B=PIBRENRE
A (—BIERERE \ —BIFEIHREZE
HEROVIREF IR 2% 1 AR Solifenacin succinate 5
mg NEBREMEWILMKEE - E2%HE 12 3BV Solifenacin succinate J8BEELL » TEHHE
SEERRE 12 BRNEE D » FRBHNRERABKRSINA -
RER (1.5%) ° & 6 FIHEFREKRZTBEIHBE szP ' R HBENRRESEAZEY)IER]
EESE 12 BRBE D AT 1%
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K 6. RETEHRRIARD EE-LRARBHRERBBZTUEILRSE 1% LRER
BREBEDE
RirRELE e Solifenacin Solifenacin
MedDRA w15 RE: = succinate 5 mg succinate 10 mg
BEH 1,216 578 1,233
SBE-HIRTREHHIREH 634 265 773
Incidence (%)
SiEEE
0gz 4.2 10.9 27.6
=L 29 5.4 13.4
[EET 20 1.7 3.3
EIERR 1.0 1.4 39
LIS 1.0 1.9 1.2
RIS 2RI 0.9 0.2 1.1
RIATIE B 2RISR 2.8 2.8 4.8
RIS 1.3 2.2 0.9
RIATIEE 2R 1.0 0.3 1.1
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GEE] [ 1.8 [ 1.9 [ 1.8
RS

RS [ 18 ] 3.8 [ 438

KRB E 2870 [ 06 | 0.3 | 1.6
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] [ 06 [ 0 [ 1.4
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B | 1.1 | 1.0 | 2.1
FETHRE TR

REATRIEEB 2 [ 08 ] 1.2 [ 0.8
IF0R, ~ PfPEsa it impE e

ETA [ 02 [ 0.2 [ 1.1
MEEEE

RETREB S MER [ 06 ] 14 [ 05
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RAELEFMBESSH RO RZIU L iROVIEE » MSHRENERBEEDTERS
BYERHGET ©
TREEE . SHR -
SEERE | BREYRE  BHEZE - 1878 - (KB -
AFREMEEE  FFRE » ASLIBTIDAEIGRERE (AST Y ALT ~ GGT) R o
RERRIER | EEMBHRAE o
KRS EEE | SRER « S8P0MIE -
TSRS - 95%E  (BHE -
BRI PIRASHEAREETE | AEEEN o
—ﬁiﬂﬁﬁ&&ﬁnﬂf“ BRI © BEKAE -
FETPAMPEEE NRBLIREE N BE o
EZERINRR IR EéIZJﬁ‘T £ o
TR, ~ MPRERME RIS | BB  SITIZ)ER -
;&l?_iﬁ&"ﬁ‘ﬁﬁﬂ%ﬁ D MEMIKEE ~ SHMERIBE ~ FTBERBERX B8 - K2~ Bl K
R o
OERER  OEEHES  OVEER  VE N QT ERRAGHEBENEBR (REEE
Solifenacin TEFRREARPETIDENAER ° )
[BEEA] (EUREEE)
2 RIME 1 fIBBIRE Solifenacin succinate RSEIE
RBIGEHAREDE » BAREEIEE -
1814 | ERNEMRZHEZEMRMA 50 mg (RERFOREIS 515) & 5 3 RERREE
BEMOTNIEBERRRE (BEEIIEX  iRER « HRHEKRERITERT AR
B KERR) ) BUFRREREFEZRTIXAER
BE258% © Solifenacin succinate BEEMBOIALS FREESMWHIERILIER » BYBEER
12 » B—%4 Solifenacin succinate FAZBSAIEE » USSR AN BRESHIIFIERE
[ ] (k2 peie gt )
Solifenacin {— 7}% A A e X ’E"’ (muscarmlc receptor) M| o ¥ A ik X A f- 22 AR
PEARYL A i R E R hk d o P e dR ik T e fripferki A s 2 i o
[asw s gap]( ik peiedt)

2 5 /MFAIRER 280 mg » #5

u/\ 1( :

iR 9 FE X Fédﬁ v PR3% ¥ Solifenacin succinate 2 {5 » Solifenacin A3k %15 3 F| 8 /| P & 5|
é»% e I:,}; B (Cpax) > #& %5 f& P¥ Solifenacin succinate 5 mg - 10 mg ik § oo JE/}; )if i3]
€323 3% 62.9 ng/ml - Solifenacin & BHAWMT Y FH590% > @ H g JI"( ER B EHE S
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AT
Solifenacin + %) 98% (H PN #Z% ) £ 4§ i 4 }ﬂ e 1R ﬂ;al amd glycoprotein ©
Solifenacin % filv\ i3t 2hv fRdd 5l “’a ¢ AR rﬂl iﬂv\ Tﬁ LIRS

e

Solifenacin /% & A AL MW 1 & 5d CYP3A4 3> &Ra
Solifenacin 2 ¥ ‘)"‘i? FHL950L/h HE B LR 5 45~68 /] FF o
v RS otk Soli enacin *t > ¥t H ¢ g R D - B E 232504 (4R-hydroxy solifenacin)
2 3 ii} * B EM i@ (N-glucuronide, N-oxide 2 4R-hydroxy-N-oxide solifenacin )

DR

i }% p ) Gi s B - # £ 14C-solifenacin succinate 10 mg rv g 4‘5_@ 26 % 0 F 69.2%:h
A F*#*’ F “ 2 22.5% kP ARFR e S ¢ e Solifenacin 15% (T35 )0 2 &
ZERRl L % N-oxide solifenacin - 4R-hydroxy sollfcnacm z 4R-hydroxy-N-oxide
Sohfenacm xﬂi i{ ¥ % 4R-hydroxy solifenacin °

7.

YL e e AR ¢ Gk LR MR B sk L (65~80 A)
qEgE A (o] 55;&')4‘» Sohfcnacmsuccmatc(Smgi lOmgffB T ) 208

% o Solifenacin 5 5 & 47 :6 (11 AUC 4 7 ) o % 395 fTiE & (14 tygy 3 7 ) Mﬂ L e
4&— BooRBLEH e ke Gyl 20% « 3B A ) ARRREFETRAEL LA
Solifenacin m&frv EX IS ‘,‘Léi'f_ 'é‘?]bfr b E R
I
Solifenacin eH# = 6 4 B 2 % (w5 o
EE-2 f§5 :
& 4 % Solifenacin %4 # 4 5 L 7ok + ¥ EHEOPP
SR
Solifenacin m&q‘r'fn AR X fEERE
Laesg X3
Solifenacin Mﬁ&*fr“ BETHammb F 9 AUC & Co &2 B ihp

&3‘5&
ke
=
-
=

R

e

£

-

Bt T i Bm il (F’bﬁf&pﬁ-’-"‘ F <§0 ml/mm) Sollfcnacm e * ;
Conax 3 4t £ 30% > AUC 3§ 4c ig;% IOO% L% at £ AZiE 60%- u_ﬂ“‘i‘r;pii—/—;‘-‘,f & g7 Solifenacin
—"—"‘ F2 RBEAETIL G AR Sszrﬂfaﬂif* °
ohf enacin g3 3 %‘f r,’a i :4?&;\ R f%m& X3
LS 2 Piﬁi
v RS REL %’ (Child-Pugh score of 7 to 9) » Solifenacin e Cpay * % 255 >
4c 60% > X % #) 4c & ° Solifenacin =h# &> § & K & W72 i B ﬁ BEFEY o
[##%50p ]
R ET 25T T .
& # :2~1000 £ HDPE % "% #1 % ~ PVC-Al drih § % -
(e 1]
Lactose, Starch corn » Pharmacoat 603 (HPMC) > Magnesium stearate > P.E.G. 6000 > Sicopharm
yellow 10 » Talc » Titanium dioxide » Alcohol (# 7% § *t & % & &) > Water purified (% 7% § ** 5
BAF) -

REFT -
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CHINA CHEMICAL & PHARMACEUTICAL CO., LTD.

#ATE : BIEhERRK 23 9 TEL ¢ <02>23124200
WETR : SITHReny0182-15% @®




