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Rx - Thudc ké don

Vién nén bao phim SOLNATEC FC Tablet 5mg

(Solifenacin succinat 5mgq)
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' - Déxatdm tay tré em.

- Doc ky huéng dan s dung trudc khi ding.

- Néu can thém théng tin, xin héi y kién bdc si
hodc duoc si.

- Thuéc nay chi duoc dung theo su' ké toa cua
bdcsi.
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THANH PHAN: Mdi vién nén bao phim chiza:

Thanh phdn hoat chat: Solifenacin succinat 5mg

Thanh phan td duoc: Lactose monohydrate, hypromellose,
maize starch 1500 pregelatinised, povidone K30, silica
colloidal anhydrous, magnesium stearate, opadry yellow.

DUGCLUC

Nhoém duokc ly: Nhom thude dudng tiét niéu bao gom ca
cac thudc chdng co that va ma ATC: GO4BDS.

Solifenacin 1a chat canh tranh déi khang thu thé muscarinic
acetylcholin. Suf gan két gilta acetylcholin véi cac thu thé
nay, dac biét la thu thé phu M3, déng vai tro quan trong
trong su co ca tran. Bang cach ngan chan su gan két acetyl-
cholin véi nhiing thu thé nay, solifenacin lam giam truong
luc co tron trong bang quang, cho phép bang quang gilr
mot luong Ién nudc tiéu va giam so lan tiéu cap bach va
khong thé kiém ché.

DUGCDONG HOC
Sau khi uéng Solifenacin succinat dugc hap thu nhanh
chong qua dudng tiéu héa, nong do dinh trong huyeét

lén 10mg, 1 1an/ ngay.

Bénh nhan suy than

Bénh nhan bi suy than & muc dé nhe va trung binh (CLcr >30
mL/phut) khong can diéu chinh liéu. Bénh nhan suy than nang
(CLcr< 30 mL/phtt) nén diéu tri than trong va uéng khong qua
5mg, 11an/ ngay.

Bénh nhan suy gan

Bénh nhan bi suy gan nhe khong can dieu chinh liéu. Bénh
nhan suy gan trung binh nén diéu tri than trong va uéng khéng
quasmg, 1 lan/ ngay.

Chat urc ché Cytochrom P4503A4

Liéu t6i da Smg dugc khuyén cdo & bénh nhan dang duing
nhiing chat tc ché manh cytochrom P450 isoenzym CYP3A4
nhu ketoconazol hodac ritonavir.

Liéu clia tré em: chua dugc nghién cliu.
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DUCCDONGHOC

Sau khi udng Solifenacin succinat duoc hap thu nhanh
chong qua dudng tiéu hda, néng doé dinh trong huyét
tuong dat dugc sau 3-8 gid va sinh kha dung khodng 90%.
Thuc an khong anh hudng dén dugc déng hoc cua
Solifenacin. Khoang 98% solifenacin succinat gén két voi
protein huyét tuong phan Ion véi chat alphal-acid
glycoprotein. Thuéc dugc phan bé chl yéu vao cac mo
khong phai mé than kinh trung uong, thé tich phan b 6n
dinh trung binh khoang 600L. Phan |on Solifenacin
succinat dugc chuyén héa chinh & gan béi hé cytochrom
P450 isoenzym CYP3A4, nia ddi thai trir khodng 45-68
gi¢. Solifenacin succinat dugc bai tiét chii yéu qua nudc
tiéu va phan.

CHiDINH

SOLNATEC FC Tablet 5mg (Solifenacin succinat) dugc
chi dinh diéu tri bang quang tang hoat déng vdi nhiing
triéu ching nhu tiéu khong kiém ché do thoi thuc, tiéu
gap va tiéu nhiéu lan.

LIEU LUONG VA CACHDUNG

Nén uéng va nuét nguyén vién SOLNATEC FC Tablet 5mg
(Solifenacin succinat) vdi nudc. SOLNATEC FC Tablet
5mg (Solifenacin succinat) cé thé dung cung vdi thic
an hoac khoéna.

Nqudi trudng thanh

Liéu khuyén dung SOLNATEC FC Tablet 5mg (Solifenacin
succinat) 1a 5mg, 1 1an/ ngay. Néu can thiét, liéu ¢6 thé tang
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Théng bdo cho bdc sinhitng tdc dung phu gap phai
khi ding thuéc.

CHONG CHi PINH

Solifenacin succinat chdng chi dinh & nhitng bénh
nhan sau:

- Bénh nhan qua man cam vdi solifenacin succinat
hoac bat cit thanh phan nao clia thuéc.

- Bi tiéu.

- Nghén da day ruét.

- Glaucom g6c hep khong thé kiém soét.

- Nhugc co nang.

- Pang tham phan mau.

- Bénh nhan bi suy gan, suy than nang.

- Bénh nhan dang str dung cac thudc Uc ché CYP3A4
manh (nhu ketoconazole).

THAN TRONG

Nghén thodt nudc tiéu tir bang quang

Solifenacin succinat giong nhu nhitng thuéc khang
cholinergic khac, nén dugc dung than trong & nhiing
bénh nhan ¢6 dau hiéu nghén thoat nudc tiéu tu
bang quang ro6 rét trén lam sang vi nguy ca bi tiéu.
Réi loan nghén tac va giam nhu déng da day ruét
Solifenacin succinat giong nhu nhiing thuéc khang
cholinergic khac, nén dung than trong & nhifng
bénh nhan giam nhu déng da day rudt.

Glaucom géc hep co thé kiém sodt

Solifenacin succinat nén s dung than trong &
nhirng bénh nhan diéu tri Glaucom géc hep c6 thé
kiém soat.

Chirec ndng than suy giam

Solifenacin cuccinat nén stitduna than trona éd nhina

succinat trong thdi ky mang thai, khi lgi ich cua viéc
diéu tri quan trong hon cac nguy cd c6 thé xay ra trén
thai nhi.

PHU NU DANG CHO CON BU

Chua dugc biét solifenacin succinat c6 qua duoc siia me
hay khéng. Vi cé nhiéu thuéc qua stfa me, khong nén
dung solifenacin succinat trong thdai ky cho con bud. Nén
quyét dinh ngung cho con bu hodc ngung dung thudc.

ANH HUGONG PEN KHA NANG LAI XE VA VAN HANH
MAY MOC

Solifenacin tuong tu nhu cac thudc khang cholinergic
khac ¢6 thé gay nhin ma, buén ngd va mét moi bat
thudng, do d6 cé thé anh hudng khong tét dén kha
nang lai xe va van hanh may maéc.

TUONG TAC THUOC

Tuong tdc vé duoc Iy hoc

Dung déng thai vdi thuéc khéang cholinergic khac co
thé gdy tang tac dung diéu tri va tac dung phu ro rét
han. Nén dung céc thuéc khang cholinergic cach nhau
1 tuan. Dung dong thai véi thuéc déi khang thu thé
cholinergic c6 thé lam gidm hiéu qua cuta thudc.
Tu'ong tdc vdi Ketoconazol

Dung déng thdi vién nén Solifenacin succinat va
ketoconazol 400mg, gdy Uc ché hiéu luc cia CYP3A4,
nong dé trung binh Cmax va dién tich dudi dudng
cong AUC cua Solifenacin tdng lan luot 1,5 va 2,7 1an. Vi
thé, khdng nén vugt qua 5mg Solnatec mdi ngay khi
dung vdi ketoconazol hoac véi thuéc tic ché CYP3A4.

QUA LIEU
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Chu'c nang thén suy giam

Solifenacin succinat nén st dung than trong & nhirng
benh nhan chiic nang than suy giam. & nhing banh
nhan suy than ndang (Cler<30mL/phut), khéng duoc
dung liéu In hon 5mag.

Chu'c nang gan suy gidm

Solifenacin succinat nén s dung than trong & nhiing
bénh nhan chitc néng gan suy giam. & nhitng bénh
nhan suy gan nang, khéng dugc dung liéu Ién hon 5mg.
Thodt vi khe thuc quan

Solifenacin succinat nén sir dung than trong ¢ nhiing
bénh nhan thoat vi khe thuc quan/ trao ngugc da day
thuc quan hodc dang dung déng théi thude (nhu
bisphosphonat) gay ra viém thuc quan ning.

Nhirng vén dé di truyén

Khong dugc dung thuéc nay & nhiing bénh nhan bi
nhing van dé vé di truyén nhu khéng dung nap
galactose, thi€éu hut Lactase Lapp hoac kém hap thu
glucose-galactose.

Khodng QT kéo dai do mdc phadi hodc bam sinh
Nén than trong & nhitng bénh nhan cé tién sirkhodng
QT kéo dai hoac nhitng bénh nhan duing thuéc gay
kéo dai khoang QT.

PHU NU MANG THAI
Chua c6 s6 liéu nghién clu day da va dugc kiém
soat tot & phu n{r mang thai. Chi ding Solifenacin
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cong AUC cua Solifenacin tang lan lugt 1,5 va £,/ lan. Vi
thé, khong nén vugt qué 5mg Solnatec moi ngay khi
dung vdi ketoconazol hoac véi thuée tic ché CYP3A4.

QUA LIEU

Qua liéu solifenacin succinat cé thé gay tac dong
khang cholinergic ndang va can dugc diéu tri phu hop.
Trong khoang thdi gian 5 gid, dung ngau nhién liéu
don cao nhat 280mg gay ra thay doi trang thai tinh
than nhung khong can phai nhap vién.

Trong truding hgp qué liéu solifenacin succinat bénh
nhan nén dugc diéu tri véi than hoat tinh. Nén r(ra.

BAO QUAN: Bdo quan & nai khd, tranh 4nh sang va do
am, nhiét d6 dudi 30°C.

HAN DUNG: 36 thang ké tir ngay san xuit.

QUY CACH DONG GOI: Hop 3 vi x 10 vién nén bao phim.
DNNK: CONG TY TNHH DUGC PHAM NHAT ANH

S6 11 Hoang Diéu, phuding 10, quan Phu Nhuan, Tp. HO
Chi Minh.

Nha sdn xudt:

ONE PHARMA INDUSTRIAL PHARMACEUTICAL COMPANY
SOCIETE ANONYME

Bia chi: 60th km N.N.R. Athinon-Lamias Sximatari,
Voiotias, 32009 Hy Lap

Nha s& hitu giday phép tai Hy Lap:

VIAN S.A.

bia chi: 2., Ag. Nektariou str,153 44 Gerakas, Pallini
Attiki - Hy Lap.
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