
Rx - Thui4c ndy chi d ng theo tlon thaic
Vi6n n6n bao phim

SOLIGET Tablets 5mg
(Solifenacin succinat 5mg)

SOLIGET Tablets 10mg
(Solifenacin succinat 10mg)

cAc DAU Hrpu LrIu V vA KHuytN c.A.o rcrr
DI]NG THUOC
Dd xa tim lay fid-em.
Dgc k! hr6ng ddn sft dyng trt6c khi ding.
Niiu cin thAm thing tin, xin hdi i ki6n bdc stvd drqc
s7.

Thu6c ndy chi ituqc dimg theo tton thudc.
THANH PHAN C6Nc TTTUc THUoC
M5i vien n6n bao phim chria:
Soliget Tablets 5mg
Thdnh phdn hoat cill.. Solifenacin succinat.....5mg
Thdnh phdn tui dn.oc: Lactose monohydrat,
microcrystallin cellulose (Avicel PH 102), tinh b6t ti6n
gelatin h6a, magnesi stearat, Opadry mdu tring YS-l-
7027 IHPMC 2910/Hypromellose (E464), titan dioxid
(E171), triacetinl.
Soliget Tablets l0mg.
Thdnh phfrn ho chAt: Solilenacin succinat....lOmg
Thdnh phAn tui futqc: Lactose khan, microcrystallin
cellulose (Avicel PH 102), tinh b6t ti6n gelatin h6a,
magnesi stearat, Opadry mdu tring YS-l-7027 [HPMC
2910,/Hlpromellose (8464), titan dioxid (El71),
triacetinl.
D4.NG BAO CHt: Vi6n n6n bao phim.
Soliget Tablets 5mg
Vi6n n6n bao phim hinh thu6n dii, miu tring, hai m4t
l6i, tron.
Soliget Tablets 10mg
Vi6n n6n bao phim hinh oval, miLu tring, m6t mit c6 in
k! hiQu "GETZ", m6t m6t c6 ranh o gita.
CHI DINH
Di6u tri tri6u chr?ng ti6u kh6ng tu chri do th6i thric (tiiiu
s6n) va,/ho6c ti6u nhi6u lAn vd ti6u gip, c6 th6 xiy ra d
b€nh nhan bi hOi chtng bdng quang tdng ho4t tlQng.
CACH DT]NG, LIEU DTING
Li6u luqng
Ngrdi lon. bao gdm ngucri ldn tuoi
Li6u khuyiin c6o ld 5 mg solifenacin succinat m6i ngdy
mot lin. N6u cin, co thd ting li6u tltin l0 mg
solifenacin succinat. m5i ngiy mQt lin.
Trd em vd thi€u ni4n
D0 an toin vi hiQu qui 6 tr6 em chua tlu_o. c x6c tlinh.
Do d6, kh6ng khuy6n dr)ng solifenacin succinat cho tr6
em.
B€nh nhdn bi suy thdn
Khdng cdn di€u chinh Iiau d6i voi benh
th{n nhg tliln trung binh (el6 thanh thni
ml/phtit). Nhtng bQnh nhin bi suy thin
thii creatinin < 30 ml/phrit) n6n dugc cli€u
vd kh6ng dirng qu6 5 mg m5i ngiy mQt
BQnh nhdn b! suy gan

Kh6ng cAn diAu chinh liAu d5i v6i b€nh nhin b! suy
gan nhe. B6nh nhin bi suy gan trung binh (chi s5 Child-
Pugh tir 7 d6n 9) n6n tluoc di6u tri th6n trgng vd kh6ng
ding qu6 5 mg m5i ngiy mQt lAn.
Chdt thc ch? manh cytochrom P450 3A4
Liiu solil-enacin suicinat ttli da n6n gioi h4n d6n 5 mg
khi tli6u tri tl6ng thoi voi ketoconazol honc voi c6c li,!u
di6u tri crla c6c ch6t r?c ch6 manh CYP3A4 khric nhu
ritonavir, nelfivarir, itraconazol.
Cich ding
Soliget Tablets (Solife.nacin succinat) dugc dtng
tluong u6ng vA n6n nu6t cd vi6n v6i nu6c. Thu6c c6
th6 dirng cirng ho[c kh6ng cing v6i thfc in.
CHONG CHI DINH
ChiSng chi dinh dring solifenacin <r bpnh nhin bi bi ti6u,
tinh tr4ng da ddy-ruQt n[ng (bao gdm chimg to tlai
(rdng nhi6m tlQc), bgnh nhuoc co ning hoAc glaucoma
g6c hep vd nh[ng b6nh nhdn c6 nguy co d6i v6i nhirng
tinh trang ndy.
- BQnh nhin quii mAn cim v6i hoat chAt holc bAt k,

thinh phdn nio cria td dugc.
- B6nh nhin dang thim phAn m6u.
- BCnh nhin bi suy gan.
- Bdnh nh6n bi suy. thdn ndng.hoic suy gan trung binh

vi tlang di6u tri bang mQt chdt tc ch6 CYP3A4 manh.
nhu ketoconazol.

CANH BAo vA THAN TRQNG KHI DUNG
TIIUOC
Cin tldnh giri c6c nguy6n nhnn l<tuic gdy tii3u nhidu ldn
(suy tim hoic b6nh th{n) tru6c khi <li6u tri bing Soliger
Tabtas (Solifenacin saccinat). N6u c6 nhi6m khuin
duong ti6t ni6u, cAn khdi ttAu tlidu tri kh6ng khuAn
thich hqp.
Nen than trgng khi ding Soliget Tablets (Solifenacin
succinat) 6 nhfrng bQnh nhdn c6:
- ngh€n tho6t nu6c ti6u tir bdng quang c6 nguy co bi

ti6u c6 j nghia lAm sing.
- r6i loan ngh€n d4 diy - ruQt.
- nguy co giAm nhu il6ng ru6t.
- suy th{n nAng (d0 thanh thii creatinin < 30 ml/phrit)

vd liiu dtng kh6ng dugc vuot qud 5 mg drii voi
nhfrng b6nh nhdn ndy.

- suy gan trung binh (chi s6 Child-Pugh tir 7 ttiin 9) vn
Ii6u dirng kh6ng tlugc vugt qu6 5 mg tltii vdi nhtng
b6nh nhAn ndy.

- dirng ddng thdi v6i m6t ch6t r?c ch(i CYP3A4 manh,
nhu ketoconazol.

- tho6t vi khe thuc quin/trio ngugc da diy-thuc quan
valholc nhfing ngudi dang ding tt6ng thdi cic thu5c
(nhu bisphosphonat) c6 th6 giy ra ho[c lim tlng n{ng
vi6m thuc quin.

- bQnh thAn kinh tu tlQng.
ViQc k6o ddi khoing QT vi xoin dinh d5 tluoc quan s6t
thAy d nhtng bQnh nhdn c6 sin c6c y6u t6 nguy co,

h4n nhu khoang QT ddi c6 tu tru6c vi h4 kali

toan vi hi6u qui chua tlu. c x6c tlinh d b6nh nh6n
uy6n nhdn do thin kinh d6i vdi chtng ting hoat
co c6 bang quang.

bfnh nhdn c6 cric vin dd di truyAn hiiim gqp v6
dung nap galactose, thi6u hgt Lapp lactase holc
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k6m h6p thu glucose-galactose kh6ng n6n ding thu6c
nay.
Phi m,ach v6i tic ngh€n dudng tho cl6 tluoc b6o c6o_d
m6t s6 benh nhin sti dung solifenacin succinat. N6u
phir mach xiy ra, n6n ngung solifenacin succinat vd
di6u tri thich hgp va,/ hodc cdn thuc hiQn cric bi6n ph6p.
Phdn ung phzin v6 dd duoc b6o ciio o m6t s5 b€nh nhdn
duoc di€u tri voi solifenacin succinat.
O cdc bQnh'nhrin bi phdn r?ng phan vQ. nen ngung
solifenacin succinat ve di6u tri thich h-o. p va./ho4c cin
thuc hi6n c6c bi6n phip.
Tdc dung tdi da cia Soliget Tablets (Soltfenacin
succinot) c6 th6 tlu<y. c xdc tlinh s6m nh6t sau 4 tudn.
Soliget Tablets (Solifenacin succinal,) kh6ng dugc chi
tllnh trong tli€u lri bdng quang tdng hoat o b€nh nhin
tr6 em.
srl DqNG Tnuoc cHo pHU Ntr cO THAr
Chua c6 dir li6u lAm sang d phu n[ c6 thai trong khi
tlang dtrng solifenacin. Cric nghi€n cLiu tr6n d6ng v6t
khdng cho th6y tac dqng c6 hqi truc tiaip trdn khi ning
sinh san, su phiit tri6n cia phdi/thai hodc su sinh de.
Chua 16 nguy co c6 th6 c6 d6i v6i ngudi. Cin thQn
trong khi k6 rlon cho phg nt c6 thai.
Khi nlng sinh sin
Kh6ng c6 dir li6u ldm sing vd tAc dung cara solifenacin
tr€n khA ndng sinh sin. Kh6ng quan s6t th6y inh hucrng
tr6n khi ndng sinh san o dQng var.
STI DUNG THUoC CHo PHU nt/ cTTo CoN BU
Chua c6 dU li6u vd sg bni tiiSt solifenacin vio sfia m_e.

TrCn chu6t nhit, solifenacin vi,/hoic c6c chAt chuy6n
h6a cria n6 tlu<r. c bdi titlt vio stra vd giy kh6ng ph6t
trii5n d chu6t nhit m6i sinh phu thuQc Lidu. Vi vflynen
trinh su dung Soliget Tablets (Solifenacin succinat)
trong khi tlang cho con bri.
Arrrn sucnc c0A Trruoc LtN rGrA NANG
LAr xr,, vAN HANH MriY Moc
Vi solifenacin giiing nhu c6c thu6c khring cholinergic
khric c6 thd. griy nhin md vi rrong truong hqp ir gaf le
buon ngu vd m6l moi (xem phSn Tdc dung khdng mong
mu6n), khd ndng l6i xe vd vfln hinh mriy m6c c6 th6 bi
inh hu6ng x6u.
TIICTNG TAC, TIIOI{G KY CUA THU6C
Tuong tic d uo. c lf hgc
Ding d6ng thdi voi cdc thuoc kh6c c6 ddc tinh khring
cholinergic c6 th6 d6n d6n tic dpng tliiu tr! vi tiic dung
khong mong mu5n rd rQt hon. N€n c6 m6r khoing c6ch
khoing I tuin sau kli ngirng didu tri bing Sarg"I
Tablets (Solifenacin succinat), tru6c khi bdt tlAu di6u
tri bing thu6c kh6ng cholinergic kh6c. TAc dung tli6u
tri cta solifenacin c6 the bi giim khi dirng d6ng thdi
vdi chit chu v6n thu th6 cholinergic.
Solifenacin c6 thi5 ldm gi6m t5c dgng cria c6c thu5c
kich thich nhu tlQng cria <lud:rg dp ddy-ruQt, nhu

T6c dgng cria cic thu5c khric tr6n dugc ilQng hgc
cta solifenacin
Solifenacin duoc chuy6n h6a b6i CYP3A4. Dnng ddng
thdi voi ketoconazol 1200 mg/ngdy), li mQr ch6t r?c ch6
manh CYP3A4, drin tl6n tdng gdp 2 lAn v6 di6n tich
du6i dudng cong (AUC) cta solifenacin, trong khi
ketoconazol v6i liAu 400 mglngiry d5n tltin tnng gAp 3
lAn AUC cria solifenacin. Yi v6ry,lidu Sotiget Tablets
(Solifenacin succinat) t}i daftn gi6i han d6n 5 mg d5i
vdi ngudi lon, khi tluo. c dtng ttdng thdi v6i
ketoconazol hoic c6c li6u tli6u tri cta c6c ch6t rlc chii
m4nh CYP3A4 kh6c (nhu ritonavir, nelfinavir,
itraconazol) (xem phdn Liiu bqng vd cdch d ng).
Chiing chi tlinh tli6u tri tl6ng thdi solifenacin vi m6t
ch6t uc ch6 manh CYP3A4 d bQnh nh6n bi suy thfn
n[ng ho{c suy gan trung binh.
T6c dqng cim img enzym tr6n du.c ilQng hgc cria
solifenacin vd c6c ch6t chuyEn h6a cta n6 chua tlugc
nghidn cLru, cing nhu chua c6 nghiCn cru vi: tec dUng
cua c6c co chit CYP3A4 c6 6i lgc cao hon tr6n su h6p
thu solifenacin. Vi solifenacin tluoc chuyiin h6a bdi
CYP3A4, c6c tuorg t6c du.c tlQng hgc c6 th6 c6 v6i
crlc co chdt CYP3A4 kh6c c6 6i luc cao hon (nhu
verapamil, diltiazem) vi c6c chAt g6y cim rlng
CYP3A,4 (nhu rifampicin, phenytoin, carbamazepin).
Tric dgng cria solifenacin tr6n duqc tlQng hgc cria
cric thuSc khic
Thu6c ngira thai dimg dudng *ing
Ding Soliget Tablets (Solifenacin succinat) kh6ng
thay tucrng t6c dugc tlQng hgc cria solifenacin tr6n c6c
thu6c ngita thai dirng tludng u6ng ph6i hqp
(ethinylestradioUlevonogestrel, circ ch6t n6n
cYP3A4).
Warfarin
Ding Soliget Tablets (Solifenacin succinat) k\6ng
lim thay d6i du-o. c tlQng hgc cia R-warfarin (chit nin
CYP3A4) hoic S-warfarin (chel nen CYP2C9) hoec
t6c dpng kh6c tr6n thdi gian prothrombin.
Digoxin
Ding Soliget Tablets (Solifenacin succinat) kh6ng
thdy tic dung tr€n du.c dQng hgc cria digoxin (0,t25
mg/ngay) trCn ce th6 khoe m4nh.
Tuong ky cria thu5c
Do kh6ng c6 cic nghi6n- cr?u v6 tinh tuong ky cria
thu5c, kh6ng trQn lin thu6c niry v6i cric thu5c khric.
TAc.DVNG KHONG MoNG MUON cirA
TIIUOC
Do tic dung duoc lj cria solifenacin, Soliget Tablets
(Solifenacin succinat) c6 th6 gAy ra c6c tic dgng
kh6ng cholinergic kh6ng mong mu6n (n6i chung) mrlc
ttQ nhg ho{c trung binh. T}n su6t cta c6c t6c dgng
kh6ng cholinergic kh6ng mong mu6n phg thuQc lidu.
Phdn ring phu tli tlugc b6o c6o hay gdp nhitvor Soliget
Tablets (So@nacin succinat) ldl<h6 mi6ng. Phin rlng
py;<iy ra 6 I 1% bQnh nh6n du. c diAu tri bd'ng 5 mg

mQtldn, 6 22%"bQnh nh6n tluoc didu tri bing
i ngdy mQt lAn vd d 4% bQnh nhdn ttugc didu

Cic nghi6n ciru in vitro d6 cho th6y ld d c6c
di6u tri, solifenacin kh6ng tc ch6 CYPIA1

metoclopramide vi cisapride.
Tu<rrg tic dugc ilQng hgc

2C19,2D6 hoic 3A4 c6 ngu6n gi5c tir
ngudi. Vi vdy, solifenacin kh6ng chic ldm
thanh thii cria cic thu6c clugc chuy6n h6a
enzyme CYP ndy.

gii dugc. Mr?c tlQ kh6 mi6ng thudng nhe vi
thoing m6i din tt6n ngtng ttidu tri. N6i chung

v6i thu5c r'5t cao (khoAng 99%) vi khoing
nh6n duoc didu tri beng Soliget Tabtets
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(Soltfenacin succinot) da hoin t6t giai tloan nghi6n
cu'u d6y dri 12 tu6n rlidu tri.
Nh*ng tdc &tng kh6ng mong mu6n sau duqc phdn
nh6m theo tiin swit: rtit thudng g,ip @DR > i/10),
thudng gfip (1/100 SADR < 1/10), it gdp (t/1000 3
ADR < 1/100). hidm gQp (t/1000 s AiR <t/t0000).
rtit hiim gdp (ADR < t/10000), chua biir
lhi6m khu^in vd nhi6m kjt sinh tring
/r g{p: Nhi6m khuan duong li6t ni6u. vi6m bing quang.
R6i logn hQ rhbng miAn dich
Chua 16: Phin img phin vQ".

Rii logn trao d6i chdt vd dinh drong
Chua 16: ChSn [n-, tdng kali m6u'.
Ri6i logn tdm thin
Rd hiim gQp: Ao gidc', nii loan tinh thin'.
Chua rd: M€ sing*.

\6i logn he thiln kinh
h gAp; BD6n ng[r. Ioan vi giiic. 

.

HiAm gqp: Chong mdi, nhtc tliu'.
n6i bsn miit
Thudng gdp: Nh\n mit.
it gdp: r{h6 mit.
Chua rd: Glaucoma-.
Riii logn tim
Chua 16: Rung tAm nhi*, d6nh tri5ng nggc', nhip tim
nhanh', xoin dinh', khoans QT k6o ddi'.
Rii logn hO hdp, nggc vdTrung rhdt
It gjp: Kh6 miti.
Chuo 16: Chrng kh6 phrit 6m'.
R6i loqn da ddy - ru\t
Rdt thtfing gdp: Kh6 mi€ng.

ltudng gQp: T6o b6n, bu6n n6n, kh6 ti6u, rlau bung.
h gdp: BQnh trin nguoc da diy - thgc quin, k}6 hong.
HiAm gjp: Tdc ruQt. phin rdn, n6n'.
Chya rd: LiCt ruQt', r6i loan vi giric.
ROi logn gan mdt
Chua rd; R5i loan chfc n6ng gan.. ki6m rra chfc ning
gan bat thudng'.
Rili togn da vd mb dniri da
h gdp: Da khd.
Hiim glp: Ngr?a', n6i ban'.
Rtit hiiim gip: Ban cl6 tla dqng-, n6i md day-, phri
m4ch*.
Chra rd: Vi6m da bong vAy-.
R6i togn co xtong vd mO fiAn kit
Ch:ra rd: Co bip suy yiiu'.
Rii loan thdn vd ti nita
lI gap. r\ho treu.
Hiim gdp: Bi ti6t.
C\ua 16: Suy thin'.
\6i loqn todn thAn vd iinh trgng tqi chd ding thu6c
l! Sat MQt nAi, phir ngo4i bi€n.
quan sdt hdu mdi.

gian 5 gio, d6n tltin cric thay tl6i v6 trang rhrii tinh thAn
kh6ng c6n nh{p vi6n.
DiAufi
Trong iruong hqp qu6 liAu solifenacin succinat, b6nh
nhdn n6n duqc didu tri b6ng than hopt.
Rua da ddy hfru ich n6u cluo. c thgc hiQn trong vdng I
gid, nhLrng kh6ng n6n gdy n6n.
Cfing nhu c6c thui5c kh6ng cholinergic kh6c, c6 th6
ali€u tri triCu chring nhu sau:
- C6c t6c dung kh6ng cholinergic trung uong ning nhu

ao gi6c hodc kich tl6ng rd rgt: ttidu tri bing
physostigmin holc carbachol.

- Co gi{t hoic kich dQng 16 r6t: di6u tri bing
benzodiazepin..

- Suy h6 h5p: tli6u tri bing h6 hip nhin tao.
- Nhip.tim nhanh: di6u tri bang rhu6c c"hgn bera.
- Bi ti6u: di6u tri bine d{t 6ng th6ng ti6u.
- Gidn tl6ng tri: di6u ni bang thu5c nho m6t p_ilocarpine

vdy'hodc cho b6nh nhrin nim trong phdng t6i.
C0ng nhu c6c thu6c kh6ng muscarin kh6c, trong rnrdng
hgp quri li6u, cdn phdi luu y tlac bi€t tliln nhtng bdnh
nhdn tt6 biilt c6 nguy co k6o ddi khoi.Lng QT (;hu ha
kali, m6u, nhip tim ch{m vi dirng ddng thoi v6i c6c
thui5c da bi6t k6o ddi khoing QT) vd cric bdnh tim rld
c6 tt huoc li€n quan (nhu rhi6u miu cuc b6 co tim,
lo4n nhip, suy tim sung huy6t).
DAC TiNH DUqC LUC HQC:
Nhtim dr.oc tj,: Thut5c ch6ng co rhiit tri cdc riii loan d
bang quangvd nydn in li6t.
MdATC: G04BD08
Co ch5 tdc dgng:
Solifenacin ld m6t chAt d6i kh6ng thu rh6 cholinergic
tldc hiQu, canh tranh.
Bdng quang hoat tl6ng <Iuo. c nhd then kinh ph6 giao
cim thu6c hQ cholinergic. Acetylcholin lAm co co bdng
quang th6ng qua c6c thu th6 muscarin trong tI6 phin
nh6m M: c6 li€n quan chri yiiu.
Cric nghiEn cr?u vi duoc lly in vito vd in vivo cho thiy
solifenacin ld mQt chit fc ch6 c4nh rranh thu thtl
muscarin phdn nh6m M:. Ngoii ra, solifenacin cho
th6y lA m6t ch6t a6i khang dnc hieu d6i voi thq th6
mrscarin, bi6u thi d rii lgc th6p hodc kh6ng c6 6i lr.rc

tl6i v6i cric thu th€ khric nhau vd k€nh ion qua tht
nghiQm.
Cdc tric dgng dugc lgc hgc:
Di6u tri bdng Soliget Toblets 

-(Solifentcin succinat)
vdi crlc li6u 5 mg vA l0 mg m6i ngiy tld duoc nghiEn
criu trong mQt vii thri nghipm l6m sang mir rl6i, ng6u
nhi6n, c6 ki6m chring bing giA dugc d nam gi6i vi phu
n[ bi chtng briLng quang ting hoAt dQng.
Cd hai li6u 5 mg vi l0 mg Saliget Tablets (Solifenacin
succinat) di tao ra su cdi thifn c6 j nghia thiing kE vd

Thbng bdo ngay cho btic sj ho{c droc sj nhtrng ph,fin
c6c ti6u chi chinh vi ti€u chi phu so v6i nh6m dr)ng gii
dqo. c. Da quan s6t th6y hi6u qui trong vdng I tuAn khoi

trl vd 6n dlnh trong thdi gian D tuAn. MQt
ddi han bi6t ro tCn thu6c ttd chimg minh li

duy tri it nh6t trong 12 thing. Sau 12

ing cd hqi gfrp.phdi khi st.dqtng. rhu6c
QUA LIEU VA CACH XIITRI
TriQu chbng
Qu6 lidu solifenacin succinat c6 khi nlng din tri, khoang 50% bQnh nh6n b! ti6u kh6ng tg

khi tlidu tri cti qua kh6i giai tloan ti6u kh6ngttic dqng ki6ng cholinergic nghiEm trong vd
di6u tri tuons rins. Li6u solifenacin succina th6m vio tl6, 35% bQnh nhdn tlat <luoc s6 l6ntli6u tri tuong ung. Li6u solifenacin succinat cad
v6 f ui5ng nhAm d mQt bQnh nhAn li 280 mg trong ilu6i S len m5i ngiy. Di€u tri tri€u chimg bing
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quang tang hoat dong cdn alat dugc kiit qui trong mQt

s6 ti6u chi tlo tudng Ch6t luqng cuQc s5ng, nhu nhdn
thuc chung vd sric kh6e, tric dQng cira chftng tiiiu kh6ng
tq chri, c6c h4n ch6 v€ vai trd, c6c h4n ch6 vA th6 chAt,
c6c h4n ch6 vd x5 hOi, cim xic, muc tlQ ngng cta triQu
chring, c6c biQn phrip tlo muc dQ n{ng vd gi6c ngrl/sinh
luc.
Anh hu&ng tr6n khoing 9T:
MQt nghi€n criu mn d6i, d6i chring gii du. c du. c thuc
hiQn tr6n 86 nt trudng thanh kh6e m4nh d6 denh gii
inh hu6ng tr6n khoing QT sau khi dirng l[p lai
solifenacin succinat. Trong tr4ng th5i 6n dinh, nh6m
ding solifenacin succinat li6u l0 mg, c6 thay d6i
khoring QT tu<rng ty d6i vdi nhom dr)ng gid duo. c. T4i
li€u 30 mg, thay d6i khoing QT so voi nh6m dirng gia
dugc ld 6 msec.
DAC TNHDTIO. C DQNG HQC
Cric tl{c tinh chung
Hdp thu
Sau khi u6ng vi6n n6n Soliget. Tablets (Solifenacin
succinat), n6ng d0 sotifenacin tiii tla trong huySt tu<rng
(C.*) dat dugc sau 3 gid tl6n 8 gid. Thdi gian tl4t tlugc
n6ng d6 cao nhAt trong huy6t tuong (t.,.) kh6ng phu
thuQc liAu. C.,. vi di€n tich duoi tiudng cong (AUC)
t6ng d le voi lidu dirng tir 5 mg d6n 40mg. Sinh khri
dung tuyQt ddi khoang 90%.
Ding thtic dn kh6ng anh hucrng tl6n C.* vi AUC cta
solifenacin.
Phnn bi6

Th6 tich phan b6 bi6u ki6n cria solifenacin sau khi dr)ng

tludng tinh m4ch khodng 600 l. Solilenacin gin k6t voi
protein huy6t tuong d mfc tlQ cao (khodng 98%), chn
ydu li v6i cr-acid glycoprotein.
Chuyin hda
Solifenacin dugc chuydn h6a manh boi gan, cht y6u
boi.cl4ochrome P450 3A4 (CYP3,{4) Tuy nhi6n. c6
nhi6u tluong chuy6n h5a c6 th6 tham gia vio sg chuydn
h6a cria solifenacin. D6 thanh thii toin thin cria
solifenacin khoing 9,5 l/gid vn thdi gian bin thii cu6i
cria solifenacin ld 45-68 gid. Sau khi dirng tludng u6ng,
I chdt chuydn h6a c6 hogt tinh duoc lli (4R-hydroxy
solilenacin.l vi 3 chAt chuydn h6a kh6ng c6 hoat tinh
(N-glucuronid. N-oxid vd 4R-hydroxy-N-oxid cua

solifenacin; tti duo;c thiy trong huy6t tuong ngoai
solifenacin.
Thdi trb
Sau khi dirng mQt li6u don solifenacin 10 mg c6 gin
ph6ng x4 14C., khoing 70Yo ph6ng xp tluo. c ph6t hiQn

trong nuoc tieu vd 230lo trong ph6n sau 26.ngdy. Trong
nu6c ti6u, khoring t l% ph6ng x4 tlugc thdy dLrdi dang
hoat chdt klrdng tloi: khoang 18% du6i d4ng ch6t
chuy6n h6a N-oxid. 9% dudi dqng chAt chuyEn h6a 4R-
hydroxy-N-oxid vd 8% du6i dpg ch6t chuyin h6a 4R-

!d.yy.t:1tu:l,,ydn h6a c6 hoat t(nh).
I y le vo, ueu dung
Dugc ttQng hgc ld tuy6n tinh o mfc li6u diiu tri.
Cic tlic tinh & b$nh nhin
TuOi
Kh6ng cin tliAu chinh tidu theo tu6i cia-bQnh nhdn. Cic
nghi6n ctu tr6n ngudi cao tu5i cho thAy ld sg hAp thu
solifenacin, tluqc bi6u tri du6i d4ng diQn tich du6i

tludng cong (AUC) sau khi ding solifenacin succinat
(5 mg vi l0 mg, m6i ngiy mQt lin) tuong q nhau gita
ngudi cao tu6i khoe mpnh (65-80 tu6i) vi ngudi tre
kh6e manh (du6i 55 tu6i). T6c d0 hAp thu trung binh
du"qc bi6u th! duoi dang t,"* hoi ch{m hcrn 6 ngudi cao

tu6i vd thdi gian bdn thii cu6i dii hon khoing 20% d
ngudi cao tu6i. Sg kh6c nhau vira phii niy tlugc cho ld
kh6ng c6 ! nghia ,e la- seng.
Dugc tlOng hec cria solifenacin chua du. c x6c tllnh 6
tr6 em vi thi6u ni6n.
Gidi
Dugc dQng hgc cria solifenacin kh6ng bi anh huong bdi
gi6i.
Chfing tQc
Ducr. c tlQng hgc cria solifenacin kh6ng bi nnh huong bdi
chtng tQc.

Say thQn
oi6n titn auoi audng cong (AUC) vi n6ng dQ cao nh6t
trong huyiit tuong (C.-) cna solifenacin d bQnh nh6n
suy thfln'nhg vd trung binh kh6ng kh6c biQt tl6ng k6 so

v6i c6c dt li6-u tim thiy 6 nhtng ngudi tinh nguyQn

kh6e m4nh. d borh nhan bi suy thfn nang (tlQ thanh
thii creatinine < 30 ml/phrit), sy h6p thu solifenacin cao

hon dang k6 o nh6m chring v6i C.* ting khoAng 30%,
AUC cao hon 100% vit ty, cao hon 609:o. D6 quan s6t

th6y sg li6n quan c6 f nghia thdng k6 gita dQ thanh
thii creatinine vi iIO thanh thni solifenacin.
Chua c6 nghi6n criu v€ dugc ttQng hqc d bQnh nhAn

tlang thim phin m6u.
Say gan
O bEnh nhan suy gan trung binh (chi s5 Child-eugh ttr
7 tl6n 9), C,* kh6ng bi inh huong. AUC tang 60% vA

t7, t[ng gAp d6i. Chua c6 nghi6n criu vd dugc tlQng hgc
cria solilenacin o b€nh nh6n suy gan nf,ng.

inh hrhng crta thftc dn
Kh6ng c6 inh huong c6 ;i nghia lAm sing cria thtc dn

l6n du.c tlQng hgc cia Soliget Tablets (Solifenacin
saccinat).
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DIIU KIEN BAo QUAN:
BAo quan 6 noi kh6 160, tr6nh 6nh s6ng vi dQ Am, nhiQt
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