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Vién nén bao phim
VESITRA

Solifenacin succinat 5 mg

Thubc nay chi ding theo don thuéc
Dé xa tim tay tré em
Poc kj hwong dan sic dung truéc khi diing

QUI CACH PONG GOI: 6p 3 vi, 6 vi x 10 vién

DANG BAO CHE: Vién nén bao phim
Mo ta: Vién nén bao phim mau vang nhat

THANH PHAN: mdi vién chira:
Thanh phin hoat chit:
Solifenacin succinat 5 mg
Thanh phin td dwge:
Cellactose 80, Natri croscarmellose, Magnesi stearat. vira du
Hydroxypropyl methylcellulose, Polyethylen glycol 6000,
Talc, Titan dioxyd, Oxyd sét ving

CHI DINH:
Diéu tri triéu chiing tiéu khong ty cha do théi thic (tiéu s6n) va‘hodce tiéu nhidu lan
va tiéu glp, co thé xay ra & bénh nhan bi hoi chirng bang quang tang hoat dong.

LIEU DUNG - CACH DUNG:
Cdach dung
Thuée duge dung duong udng va nén nudt ca vién véi nude. Thube co thé dung
cung hodc khong cung véi thie an.
Liéu lwgng
Nguéi lém, bao gom nguoi cao tudi
Liéu khuyén cdo 1a 5 mg solifenacin succinat (1 vién) x 1 lan/ngay. Néu c¢in, co
thé tang lidu dén 10 mg solifenacin succinat (2 vién) x 1 lan/ngay.
Tré em
Do an toan va hi¢u qua ¢ tr¢ em chua duge xdc dinh. Do dé, khéng khuyén ding
thude cho tré em.,
Nhom bénh nhdan dic biét
Bénh nhan bi suy thdn
Khéng can diéu chinh liéu ddi vai bénh nhan bi suy than nhe dén trung binh (d¢
thanh thai creatinin > 30 ml/phut). Nhirng bénh nhén bi suy than ning (do thanh
11

M




https'://trungl'prﬁmw

Ho so ddng ky vién nén bao phim VIESITRA

CONG TY CO PHAN TRAPHACO

thai creatinin < 30 ml/phit) nén duge diéu tri thin trong va khong ding qua 5 mg
x 1 lan/ngay.

Bénh nhdn suy gan
Khong can diéu chinh lidu dbi vai bénh nhan bi suy gan nhe¢. Bénh nhén bi suy
gan trung binh (chi sé Child-Pugh tir 7 dén 9) nén dugc di¢u tri than trong va
khéng dung qua 5 mg x 1 lan/ngay.

Chdt tre ché manh cytochrom P450 344
Lidu solifenacin succinat ti da nén gidi han & mire 5 mg khi diéu tri dong thoi
vOi ketoconazol hodc voi cac chét trc ché manh CYP3A4 khac nhu ritonavir,
nelfivarir, itraconazol.

CHONG CHI DINH:

Min cam vdi bit cir thanh phén ndo cta thude.

Bénh nhén bi bi tiéu, tinh trang da day-rudt ning (bao gdm chimg phinh dai trang
nhiém ddc), bénh nhuoc co ning hodc glaucoma goc hep va nhitng bénh nhin ¢6
nguy co dbi voi nhimg tinh trang nay.

Bénh nhan dang tham phan mau.

Bénh nhan bi suy gan néng.

Bénh nhan bi suy than niing hodic suy gan trung binh va dang diéu trj bang mdt chit
tre ché CYP3A4 manh nhu ketoconazol.

CANH BAO VA THAN TRONG:

Cén danh gia cac nguyén nhan khac géy tiéu nhicu lan (suy tim hodc bénh than)

trude khi diéu tri. Néu ¢6 nhiém khudn dudng tiét niéu, can khoi dau diéu tri bing khang
sinh thich hgp.

Nén than trong khi ding thudc & nhirng bénh nhan co:

Téc ngh&n nude tiéu tir bang quang trén 1am sang ¢ mirc déng ké, ¢o nguy co bi tiéu.
R6i loan tic nghén da day rudt.

Nguy co giam nhu dong rudt.

Suy thin niing (d6 thanh thai creatinin < 30 ml/phiit) va lidu ding khong duoc vugt
qua S mg ddi v6i nhitng bénh nhan nay.

Suy gan trung binh (chi s6 Child-Pugh tir 7 dén 9) va liéu ding khong duge vuot
qua 5 mg ddi voi nhitng bénh nhén nay.

St dung df’mg thoi voi mot chat e ché CYP3A4 manh, vi du: ketoconazol,

Thoat vi khe hoanh/trao ngugc da day-thuc quan va/hodc nhitng nguoi dang dung
dong thoi cac thude (vi du: bisphosphonat) ¢o thé giy ra hodic lam ting ning viém
thue quan.

Roi loan than kinh thue vat.

Khoang QT kéo dai va xodn dinh da duge quan sat thiy & nhitng bénh nhan co yéu

t6 nguy co, vi du: khoang QT dai tir trude va ha kali mau.
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Tinh an toan va hi¢u qua chua dugc xac dinh ¢ bénh nhéan tang hoat dong co ) bang
quang ¢6 nguyén nhan do than kinh.

Phi mach vai téc nghén duong tho da dugce bdo cdo 0 mdt $6 bénh nhan su dung
solifenacin succinat. Néu phit mach xay ra, nén ngung st dung thude va cé cic bi¢n
phép didu trj thich hop.

Phan tng phan v¢é da dugc ghi nhin ¢ mot sO bénh nhan duoc diéu tri béng
solifenacin succinat. Trong truong hgp xay ra cac phan ing phan v¢, nén ngung st dung
thude va cé cac bién phap diéu trj thich hop.

Tac dung 16i da cua thude ¢o thé duge xac dinh sGm nhat sau 4 tuan.

Nhirng bénh nhén ¢6 céc vin dé di truyén hiém gip v& khong dung nap galactose,
thiéu hut Lapp lactase hodc kém hip thu glucose-galactose khong nén ding thude nay.

SU DUNG CHO PHU NU CO THAI VA CHO CON BU:

Phu nir co thai

Chua ¢6 dit liéu 1am sang vé viée str dung solifenacin trén phu nir ¢6 thai. Céc nghién
ctru trén dong vét khong cho thdy anh hudng c6 hai dén kha ning sinh san, sy phat trién
ctia phdi/thai hodic su sinh dé. Chua ro nguy co ¢ thé ¢o ddi voi ngudi. Can than trong
khi k¢ don cho phy nir ¢6 thai.

Cho con bu

Chua co di liéu vé sy bai tiét solifenacin vao sita me. Trén chudt nhit, solifenacin
va/hodc cac chit chuyén hoa ctia nd duoe bai tiét vao sita va gdy anh hudng dén su phat
trién cua chudt nhit mai sinh theo ti 1¢ lidu dung. Vi vay nén tranh st dung thube trong
khi dang cho con b.

ANH HUONG LEN KHA NANG LAI XE, VAN HANH MAY MOC:

Solifenacin gidng nhu cac thude khang cholinergic khac ¢6 thé giy nhin mo, trong
mot s0 truong hop, ¢6 thé gay budn ngii, mét méi va anh hudng xdu dén kha nang lai xe
va van hanh may maéc.

TUONG TAC, TUONG KY CUA THUOC:
Twong tac cia thude

Twong tdc duoc luc hoc

Dung dong thoi véi céc thude khac ¢o dic tinh khang cholinergic ¢o thé din dén tac
dung diéu trj va tac dung khéng mong muén thé hién ro rét hon. Nén gian cach khoang
| tun sau khi ngirng diéu tri bing solifenacin, truéc khi bit ddu diéu tri bing thudc
khéng cholinergic khac. Tac dung diéu tri ctia solifenacin ¢6 thé bi giam khi dung ddng
thoi véi chit cha véan thu thé cholinergic.

Solifenacin ¢6 thé 1am giam tac dung cia cac thude kich thich nhu dong cua dudng
da day-rudt, nhu metoclopramid va cisaprid.

Twong tdc dwoc dong hoc

Cac nghién ctu in vitro cho Lhéy, \] nf'_‘mg do diéu tri, solifenacin khong tre ché
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CYP1A1/2, 2C9, 2C19, 2D6 hoidc 3A4 ¢6 ngudn gde tr microsom gan ngudi. Vi vay,
solifenacin khong ¢ kha ning lam thay ddi do thanh thai cua cic thude duge chuyén
hoa boi cac enzym CYP nay.

Anh hwong ciia cdc thubc khdc déi voi duwoc dpng hoc ciia solifenacin

Solifenacin dugce chuyén hoéa bdi CYP3A4. Truong hop ding ddng thoi véi
ketoconazol (rc ché manh CYP3A4) véi lidu 200 mg/ngay, ¢6 thé dan dén AUC cua
solifenacin tang gip 2 lan; néu ding ketoconazol vai lidu 400 mg/ngay thi AUC cua
solifenacin ¢o thé ting gép 3 lan. Vi véy, lidu solifenacin succinat t4i da nén gi¢i han &
mirc 5 mg, khi duge dung dong thoi voi ketoconazol hodc cac chat e ché manh
CYP3A4 khac (vi du: ritonavir, nelfinavir, itraconazol).

Chéng chi dinh str dung dong thoi solifenacin va mot chat e ché manh CYP3A4
trén bénh nhan bi suy thdn ndng hodc suy gan trung binh.

Tac dong cam tng enzym ddi vai duoc dong hoc clia solifenacin va cac chit chuyén
hoa ctia né chua duge nghién ctru, cling nhu chua ¢6 nghién ctru vé anh hudng cia cic
co chit CYP3A4 ¢6 i luc cao hon dén su phoi nhiém solifenacin. Vi solifenacin duoc
chuyén hoa boi CYP3A4, céc twong tac duge dong hoc ¢o thé xay ra véi cac co chét
CYP3A4 khéc c6 ai luc cao hon (vi du: verapamil, diltiazem) va céac chit gay cam ung
CYP3A4 (vi du: rifampicin, phenytoin, carbamazepin).

Anh hwéng ciia solifenacin ddi véi dwoc dpng hoc ciia cdc thube khic

Thuéc ngira thai ding dwong uéng: Solifenacin khong lam thay déi duge dong hoc
cic thube ngira thai dung dudng udng phdi hop (ethinylestradiol/levonogestrel).

Warfarin: Solifenacin khong lam thay doi duoc dong hoc ctia R-warfarin hoic S-
warfarin hodc tac dung cta warfarin dén thoi gian prothrombin.

Digoxin: Solifenacin khong lam thay d6i duge dong hoc cta digoxin,

Twong ky cta thudce

Do khong ¢6 cac nghién ciru vé tinh twong ky cua thude, khong tron 1an thude nay

v6i cac thude khac

TAC DUNG KHONG MONG MUON:

Do dic tinh duge ly cua solifenacin, thube co thé gy ra cac tac dung khang
cholinergic khong mong mudn (noi chung) mic do nhe hodc trung binh. Tan suét cua
cac tac dung khang cholinergic khong mong muén phu thudc liéu.

Phan (g phu hay gap nhét dugc ghi nhan la khd miéng. Phan tng nay xay ra voi
11% bénh nhan duge diéu trj bang 5 mg x 1 1an/ngay; 22% bénh nhan dugc diéu tri bing
10 mg x 1 lan/ngay; 4% bénh nhan duge didu tri bing gia duge. Mace do khd miéng
thuong nhe va chi thinh thoang méi dan dén ngirg didu tri. Nhin chung, mire do tudn
thu didu tri rat cao (khoang 99%) va khoang 90% bénh nhan duoc diéu tri da hoan tat
diy du giai doan nghién ctru 12 tuan.
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Rt - Hiém giip Rit Chua biét
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QUA LIEU VA CACH XU TRi:

Quad liu:

Qui liéu solifenacin succinat c¢o thé din dén viée khang cholinergic nghiém trong.

Iiéu solifenacin succinat cao nhét vo y dwa cho mot bénh nhan st dung la 280 mg
trong thoi gian 5 gid, da gdy ra cac thay doi vé trang thai tdm than nhung khéng cin
nhép vi¢n.

Cach xi tri:

Trong trudng hgp qua liéu solifenacin succinat, bénh nhan nén duge diéu tri bing
than hoat. Rira da day ¢6 thé hitu ich néu duge thuce hién trong vong 1 gidr, nhung khong
nén gay non.

Twong tu dbi véi cic thude khang cholinergic khac, c6 thé diéu tri tricu ching nhu
sau:
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- Céc triéu ching khéang cholinergic trung wong nang nhu do giac hodc kich dong ro
rét: diéu tri bing physostigmin hoic carbachol.
- Co giat hodc kich dong ro rét: diéu tri bang benzodiazcpin.
- Suy hé hép: diéu tri biang ho hdp nhan tao.
- Nhip tim nhanh: diéu tri bing thudc chen beta.
- Bi tiéu: ditu tri bang dat dng thong tiéu.
- Gidn déng t: diéu tri bang thude nhé mét pilocarpin va/hodic cho bénh nhan nam
trong phong t4i.
Tuong tu cac thude khang muscarinic khéc, trong trudong hop qua lidu, can phai luu y
diic biét dén nhirng bénh nhan da biét co nguy co kéo dai khoang QT (vi du: ha kali mau,
nhip tim chdm, dang diung dong thoi voi cac thude kéo dai khoang Q1) va mic céc bénh
tim tir trude (vi du: thiéu mau cuc bd co tim, loan nhip, suy tim sung huyét).

PAC TINH DUQC LUC HQC:

Ma ATC: G04B D08

Nhom duge 1y: Chéng co thiit duong tiét ni¢u

Solifenacin 1a mot chdt déi khang thu thé cholinergic dic hi¢u theo co ché canh
tranh.

Bang quang dugc kich thich boi h¢ than kinh cholinergic phé giao cam.
Acetylcholin lam co co tron bang quang nho tac dong chu yéu dén cdc thu thé muscarinic
thudc phan nhom Ms. Céac nghién ctru duge ly in vitro va in vivo cho thay solifenacin 1a
mdt chét tre ché canh tranh cta thy thé muscarinic phan nhom M;. Ngoai ra, solifenacin
con cho thiy tinh d6i khang dic hiéu dbi véi cac thu thé muscarinic, biéu thi béng ai luc
thap hoic khong ¢6 ai luc dbi vai cac thu thé va kénh ion khéc duoge thir nghi¢m.

PAC TINH DUQC PONG HOQC:
Ddc tinh chung
Hap thu
Sau khi udng thude, ndng do solifenacin tdi da trong huyét tuong (Cmax) dat duge
sau 3 gior dén 8 gidr. Thoi gian dat duoc nong do 181 da (tmay) khong phu thude
vao lidu. Cmax va dién tich dudi dudng cong (AUC) ting ty 1¢ vai licu dung tir 5
mg dén 40 mg. Sinh kha dung tuyét d6i khoang 90%.
Thite an khong anh hudng dén Cuax va AUC ctia solifenacin.
Phdn bé
Thé tich phan bo bi¢u kién cta solifenacin sau khi dung dudng tinh mach khoang
600 lit. Solifenacin gin két vi protein huyét twong & marc cao (khoang 98%).
cht yéu véi aj-acid glycoprotein.
Chuyén héa
Solifenacin duoc chuyén hoa manh & gan, chii yéu boi cytochrom P450 3A4
(CYP3A4). Tuy nhién, co nhiéu con dudng chuyén hoa khac cé thé tham gia vio
qua trinh chuyén héa ctia solifenacin. D@ thanh thai toan than cta solifenacin
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khoang 9,5 lit/gio va thoi gian nira doi trong huyét twong ctia solifenacin khoang
45 - 68 gio. Sau khi dung duong uéng, 1 chét chuyén hoa ¢6 hoat tinh dugc 1y
(4R-hydroxy solifenacin) va 3 chit chuyén hoa khong co hoat tinh (N-glucuronid,
N-oxid va 4R-hydroxy-N-oxid cua solifenacin) da dugc tim thdy trong huyét
tuong.

Thai triv

Sau khi dung mot lidu don solifenacin 10 mg ¢6 gin phong xa 'C. khoang 70%
phong xa dugc phat hién trong nude tiéu va 23% trong phan sau 26 ngay. Trong
nude tidu, khoang 11% phong xa dugc tim thay dudi dang hoat chat khong doi;
khoang 18% dudi dang chat chuyén hoa N-oxid, 9% dudi dang chét chuyén hoa
4R-hydroxy-N-oxid va 8% dudi dang chét chuyén héa 4R-hydroxy (chit chuyén
hoa co hoat tinh).

Tinh tuyén tinh

Dugc dong hoc ¢d tinh luyén tinh trong khodng licu diéu tri.

Ddc tinh trén cac nhom bénh nhan ddc biét

M

Tuoi

Khong can diéu chinh liéu theo tudi ciia bénh nhan. Céc nghién ctu trén nguoi
cao tudi cho théy, sur hé‘ip thu solifenacin, dugc biéu thi dudi dang di¢n tich duoi
duong cong (AUC) sau khi dung solifenacin succinat (5 mg hodc 10 mg x 1
lin/ngay) tuong tu nhau gitra ngudi cao tudi khoe manh (65 - 80 tudi) va nguoi
tré khoe manh (dudi 55 tudi). Tde do hdp thu trung binh dugce biéu thi boi tma
hoi chdm hon va thoi gian ban thai dai hon khoang 20% & ngudi cao tudi. Su
khéc nhau nay duoe cho la khong ¢ ¥ nghia vé 1am sang.

Duge dong hoc ca solifenacin chua duge xéc dinh & tré em va thiéu nién.

Gioi

Duoc dong hoc cua solifenacin khong bi anh hudng boi gidi.

Chung toc

Dugc ddng hoc cua solifenacin khdng bi anh huong badi ching tde.

Suy thdn

Dién tich duéi duong cong (AUC) va nong do cao nhat trong huyét tuong (Cinax)
ctia solifenacin & bénh nhén suy than nhe va trung binh khéac biét khong dang ké
so vdi cac dir li¢u ghi nhan & nguoi tinh nguyén khoe manh. O bénh nhan bi suy
than ndng (d¢ thanh thai creatinin < 30 ml/phut), su he?ip thu solifenacin cao hon
dang ké so voi nhom ching; cu thé Cuax ting khoang 30%, AUC cao hon 100%
va ty, cao hon 60%. Tuong quan gitra d thanh thai creatinin va do thanh thai
solifenacin dugc xdc dinh ¢ y nghia thong ké.

Chua ¢6 nghién ciru vé duoe dong hoc & bénh nhan dang thim phan mau.
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Suy gan
O bénh nhan suy gan trung binh (chi s6 Child-Pugh tir 7 dén 9), Cmax khong bi
anh hudng, AUC ting 60% va ty, ting gap doi. DI vai bénh nhén suy gan ndng,
chua ¢ nghién ciru vé duge dong hoc ctia solifenacin.
BAO QUAN: Noi kho rio, nhiét do khong qua 30 °C, trénh anh sang.
HAN DUNG: 36 thang ké tir ngay san xudt.
TIEU CHUAN: TCCS.

Sin phim cia: CONG TY CO PHAN TRAPHACO
75 Yén Ninh - Ba Dinh - 11a N§i
Dién thoai lién hé: 18006612
Sin xuét tai: CONG TY TNHH TRAPHACO HUNG YEN

Thon Binh Luong - X@ Tén Quang - Huy¢n Van LLAm - Tinh Hung Yén
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