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Rx : Thubc nay chi dung theo don thude
HUESO TAB

(Ursodeoxycholic acid 300 mg)
Doc ky huiong dan si dung trwdc khi ding
Dé xa tam taytré em o TR
Néu cin thém théng tin xin héi y kién bac sy, du'gc sy

Tén thude : HUESO TAB

Thanh phan: Mdi vién chira:

Thanh phan hoat chat: Ursodeoxycholic acid................... 300 mg

Thanh phan ta dwoc: Lactose hydrat, cellulose vi tinh thé 101, colloidal silicon dioxid, hydroxypropyl cellulose, tinh bot
natri glycolat, magnesi stearat, poyidon K-30, hypromellose 2910, talc.

Dang bao ché: Vién nén bao phim

MG ti: Vién nén bao phim tron mau tring.

Chi dinh:

- Soi tui mat cholesterol: S6i tii mit nho hoac khong tri¢u chimg, khong can quang, c6 duong kinh dudi 15 mm, tii mat van
hoat dong binh thudng (duge xac nhan bing chup X quang tii mat), & cic bénh nhan c6 soi nhung bj chéng chi dinh phiu
thuat.

- Bénh gan mdt man tinh dic bigt la chimg xo gan mit nguyén phat, viém xo dudng dan mat, bénh gan méc phai do ching
bénh nhay nhot.

- Roi logn gan mdt két hop véi xa nang & tré em tir 6 dén 18 tuéi.

Lidu dung va cich ding:

* Trong diéu tri soi tii mt cholesterol:

- Liéu c0 tac dung tir 5 — 10 mg/kg/ngay, lidu trung binh khuyén céo 1a 7.5 mg/kg/ngay & nhirng ngudi c6 thé trang trung
binh. D&i v6i nguoi béo phi, liéu khuyén ding 1a 10 mg/kg/ngay, tuy theo thé trong ma liéu ding tir 2 — 3 vién/ngay.

Liéu cho tré em dugc xac dinh riéng bnet dya vao khm lugng co thé

- Cach dung: Khuyén dung ung mot lan vao budi t6i hogc chia thanh hai 1dn budi sang va budi t6i.

Thoi gian diéu tri thong thudng 1a 6 thang, tuy nhién néu soi c6 kich thudc 16n hon lem thi thoi gian diéu tri c6 thé kéo dai
dén 1 nam.

* Trong diéu tri bénh gan mat man tinh:

- Lleu diéu tri tir 10 - 15 mg/kg/ngéy Nén bét du fir liéu 200 mg/ngay, sau d6 ting lidu theo bic thang dé dat duogc duogc Tiéu diéu
tri t01 uu vao khoang 4 — 8 tuan diéu tri.

Liéu cho tré em dugc xac dinh riéng blet dua vao khdi lugmg co thé

* Trong trudng hop bénh gan méat mac phai do bénh nhay nhdt liéu diéu trj tdi wu 1a 20 mg/kg/ngay.

- Céch dung: Chia lam 2 lan, uong vio budi sang va bu01 t6i, uong cung vai bira an.

* Réi loan gan mat két hop vdi xo nang o tré em tir 6 dén 18 tuéi

- 20 mg kg/ngay, chia lam 2-3 lan, liéu t5i da 30 mg/kg/ngay

QMEM!H_h

- Qua man v6i thude. e

- Bénh nhan bj nghen ong mat hoan toan (tac dung loi mat c6 thé 1am trdm trong thém cac tri¢u chirng).

- Bénh nhén viém gan tién trién nhanh.

- Bénh nhan soi calci.

- Bénh nhén viém ti mat cép.

- Phu nir c6 hodc nghi ngo co6 thai.

- Tré em dudi 6 tudi.

- Bénh nhéan bénh than.

- Bénh nhan loét da day - té trang cip.

- Bénh nhan viém két trang hay viém rut nhu b¢nh Crohn's.

Cinh bdo va than trong khi dung thudc:

Canh bao: Doi védi liéu phap diéu tri dai han, mic du acid ursodeoxycholic khong c6 tac dung gay ung thu nhung giam sat
truc trang dugc khuyen cao tlmc hién.

Trong 3 thang dau diéu tri, can theo ddi cac enzym gan AST (SGOT), ALT (SGPT) va y-GT 4 lan / tuin. Ngoal viéc cho
phép xéac dinh cac dap (mg va khong dap ung ¢ nhimg bénh nhan dang dugc diéu tri xo ‘gan mit tién phat, viéc theo doi nay
cling gitp phat hién som céc tiém ning suy gan, dic biét & nhirng bénh nhén giai doan tién trién.

Than trong sir dung: Trong truong hop diéu tri soi tai mét cholesterol, nén kiém tra hiéu qua diéu tri bing chin doan hinh
anh sau 6 thang.

Trong diéu trj bénh gan mat man tinh:
- Bénh nhin bj xo gan két hop vOi suy gidm chic nang té bao gan hoic & mit (ham qung bilirubin huyét trén 200
micromol/L), chirc nang gan (va, neu 6 thé, nong do huyét trong céc acid mat) phai dugc giam sat.

- Trong truong hop & mat gy min ngira, liéu dung cua acid ursodeoxycholic can dugc ting dan véi liéu khoi dau 1a 200
mg/ngay. Trong truomg hop nay, viée st dung dong thoi cholestyramin 1a can thiét voi didu kién cholestyramin phai dugc
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dung cach 5 gio vdi acid ursodeoxycholic.
- Nhirng benh nhén thiéu lactase, khong dung nap lactose, kém hap thu glucose-galactose khong nén dung thuée nay.
Sir dung thudc cho phu nir ¢6 thai va cho con bi:
Céc nghién ciru trén dong vat da cho thay kha nang gay quai thai. Khéng c6 du dir lidu nghién ciru dé danh gia kha ning giy
quéi thai hodc giy dc bao thai cua thude nay khi ding trong thoi gian mang thai.
Khoéng st dung acid ursodeoxycholic trong thoi ky mangthai
Khong biét ligu cid ursodeoxycholic ¢6 di vao sita me hay khong. Do d6, khong dung thudc trong thoi gian cho con bit. Néu

bt budc phai diéu tri bing acid ursodeoxychollc phai ngirng cho con bu.
Anh hwéng 1én kha niing ldi xe va vin hanh may:
Thuoc khong anh huong dén kha nang lai xe va vian hanh may moc.
Tuong tic, twong ky cia thube:
- Khong dung dong thoi véi cholestyramin: Téc dung cua acid ursodeoxycholic bi giam do gén két vai cholestyramin va b
dao thai ra ngoai. Néu cin ding cholestyramin, nén dung cach 5 gi¢ véi thai diém dung acid ursodeoxycholic.
- Khéng nén sir dung véi céc loai thudce kich thich to estrogen, vi cc thude nay gay gia tang cholesterol mat

~"Tranh sir dung v&i cac thudc gén véi acid mat khac nhu céc thude khéng acid, than hoat tinh vi ¢6 thé lam giam hiéu qua
diéu tri.
- Trong mét s6 trudmg hop dic biét, acid ursodeoxycholic co thé 1am giam hép thu ciprofloxacin.
- Acid ursodeoxycholic da dwgc chimg minh lam giam ndng d6 dinh trong huyet tuong (C max ) va di¢n tich dudi duong
cong (AUC) cua nitrendipin dbi khang calci. Ciing c6 bdo cdo tuong tac lam glam hi¢u qua diéu trj cta dapson.
- Thudce tranh thai, hormon estrogen va thudc ha cholesterol méu nhu clofibrat c6 thé 1am tang s6i mat.
Tic dung khong mong mudn cia thude: .
- Do tinh tan & rudt rat kém, acid ursodeoxycholic khong gay kich tmg mang nhay rudt, do d cac trudng hop tiéu chay 1a rit
hiém.
- Gia tang chirng ngira ngay, mé day khi bat dau didu tri chu’ng o mat nang Do d6, liéu khéi dau khuyén cdo cua céc bénh
nhan nay la 200 mg/ngay.

Théng bdo cho bdc si nhitng tic dung khéng mong muén gdp phdi khi sir dung thuéc.

Qui liéu va cich xir tri:
Tri¢u ching qué liéu bao gdm tiéu chay. Ngoai ra, khong c6 cac tridu chimg khéc do acid ursodeoxycholic bi giam hép thu
khi tang liéu va dugc dao thai qua phéan. .
Khi xay ra qua liéu cén diéu trj triéu chirng cta tiéu chay va can bang nudc - dién giai cho bénh nhan.
Dic tinh dwge lue hoc:
Ma ATC: AOSAA02
Nhom dugce Iy: Nhom thude duong tiéu hoa
Acid ursodeoxycholic la mot acid mat thir cap duge san sinh tir céc vi khuén dudng rudt, trong khi cdc acid mat so cap duoc
san sinh ra tir gan va duqc tich liy ¢ tui mat. Khi dugc bai tiét vao doan rudt ket cac acid mét so cap ¢6 thé dugc chuyen hoa
thanh acid mét thir cAp nh céc chung vi khudn duang rudt. Céc acid mat so cap va thir cép gitp co thé tiéu héa lipid.
Acid ursodeoxychohc c6 hoat tmh diéu chinh sy can bing giita céc thanh phan cua mat (lam giam tdng hop cholesterol &
mat), kich thich va gitp tai tao té bao gan, tao cac diéu kién thuan l¢i hoa tan cac soi cholesterol.
Dic tinh dwoc dong hoc:
- Phan bo sau khi udng: Acid ursodeoxycholic vao mau va dugc chuyén tryuc tiép dén gan, chi mét lugng nho luu théng trong
vong tudn hoan.
- Chuyen héa: Acid ursodeoxycholic nhanh chong hép thu vao gan va gin két véi glycin hodc taurin roi thai vao mat.
Chuyén hoéa qua gan lan diu tir 50 dén 60%. Mot ty 1é nho acid ursodeoxychohc chiu sy chuyén héa trong chu trinh gan-rut.
- Thai trir: Acid ursodeoxychohc dao thai qua sira me, than, mat va chu yéu qua phan.
Quy cach déng goéi: Hop 10 vi x 10 vién; Hop 3 vi x 10 vién
Bio quén: Bao quan trong bao bi kin, nm kho rao va thoang mat, & nhiét d¢ dudi 30°C.

Han dung 36 thang ké tir ngay san xuat.
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