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Pé xatdmtay tré em

Doc ki huéng dan sl dung trudc khi diing
Thudc nay chidung theo don thuéc
Thanh phén céng thirc thuéc:

- Thanh phan dugc chét: Acid ursodeoxycholic 200 mg

- Thanh phan t4 dugc: Lactose, PVP K30, natri lauryl sulfat, natri
croscarmellose, aerosil, magnesi stearat, HPMC 606, HPMC 615, PEG
6000, talc, titan dioxyd vita dd 1 vién.

Dang bao ché: Vién nén dai thudn hai ddu, mdt mat cé khic bi€u tugng
clia cong ty, m6t mattron, bao phim mau trdng, bén trong mau tring.
Chidinh:

- Cai thién chlic ndng gan trong xd gan méat tién phat hay bénh gan man
tinhloai C.

- Thu8c dugc chi dinh dé 1am tan sdi cholesterol & nhitng ngudi bénh
sOi mat ¢ tii matvan con hoat ddng.

Céchdung, liéudung:
*Xogan mattién phat:

- Ngudi I6n va ngudi cao tudi: 10— 15 mg/kg/ ngay, chia lam 2 -4 1an.

- Tré em: SOi mat giau cholesterol va xd gan méattién phatrathiém & tré
em. N&u xay ra, liéu diing nén tinh theo trong lugng cad thé. Khdng c6 day
da dit liéu vé tinh an toan va hiéu qué cho dditugng nay.

*Lam tan sdi cholesterol:

Ngudi I6n va ngudi cao tudi: 8 — 10 mg/kg/ngay, chia 1am 2 1&n hoic
udng 1 liéu duy nhat vao budi tdi. Liéu diing cé thé ting dén 15 mg/kg/ngay
3 bénh nh&n béo phi, néu can.

Thdi gian diéu tri c6 thé kéo dai dén hai nam, tiy thudc vao kich thudc
cla sdiva néndugctiép tucba théng sau khisditan.

*Tré em:

Tré em bi ching xd nang, ti 6 tu5| dén dudi 18 tudi: 20 mg/kg/ngay chia
lam 2- 3 14n, tang I&n 30mg/kg/nga§ néu céin.
Chéng chidinh:

-Qua man véibat cu thanh phé..n nao cua thuée.

-Viém c4p tinh tdi mat hodc dudng ddn mat.

- Téac nghén dudng dan mat (téc nghén dng mat chung ho#c 6ng dan
tui mat).

- Thudng c6 triéu chiing con dau 36| mét

- Bénh co that tdi mat.

-Sdicantia X (sbicalci).

- Phuy nif c6 thai hodc c6 dy dmh mang thaiva phy nif cho con bu.

- Bénh gan man tinh, viém rudt hosc loét da day - ta trang.

- Tré em: Phau thuat nbi soi khdng thanh cdng hoic khéng phuc hdi luu
lugng mattot & tré em bj viém dudng mét.

| Canh béo va th@n trong khi dung thuéc:

- Trong 3 thang dau diéu tri, cac thdng s6 chic nang gan nhu AST, ALT
va y-GT nén dugc theo ddi mdi 4 tudn, sau d6 mbi 3thang.

- Trong trudng hgp diéu tri sbi tii mat cholesterol, nén kiém tra hiéu qua
diéu tri bang chdn do4n hinh &4nh sau 6 thang. Néu X-quang khéng thay
dugc tai méat, s6i mat bj véi hda, tii méat gidm co bép hodc thudng xuyén
Xuat hién cac con dau quan mat, Meyersibi khdng dugc s dung.

- N&u bj tidu chdy, phai gidam liéu, trudng hgp tiéu chay van con, nén
ngung thudc.

- Tranh phoi hgp véi cac thudc c6 ddc tinh v3i gan.

- Thanh phén t& dugc cta thudc cd chita lactose, nén khong nén si
dung cho bénh nhan khong dung nap galactose, thiéu hyt Lapp lactase, roi
loan hap thu glucose-galactose.

- Tranh bita &n cung cap qua nhiéu nang lugng va cholesterol.

St dung thuéc cho phy nif c6 thai va cho conbu:

- Thai ky mang thai: Khong c6 dit liéu day du vé viéc s dyng acid
ursodeoxycholic, dic biét la trong ba thang dau cla thai ky. Cac nghién
clu trén ddng vat da cho thay kha ning gay quai thai trong giai doan sém
cta thai ky. Do dé khong dugc st dung thudc trong khi mang thai trif khi
that sy can thiét.

- Thdi ky cho con bu: Chua c6 dit liéu 1am sang vé sy an toan cda acid
ursodeoxycholic 6 phy nit dang cho con bu. Vi vay, Meyersibi khdng dugc
khuyé&n cdo cho nhém bénh nhan nay.

Anh hudng ciia thubc 16n khé néing l4i xe, vén hanh méy méc:

Thudc khdng anh hudng dén khé néng l&i xe hay van hanh may méc.
Tuong tac, tuong ky cia thubc:

- Khéng nén dung dong thdi acid ursodeoxycholic véi than hoat,

https://vnras.com/drug/

colestyramin, colestipol hodc thudc khang acid <6 chira nhém hydroxyl
va/hoic smectit (oxyd nhdm), bdi vi cac ché phdm nay gan két véi acid
ursodeoxycholic trong rudt lam tc ché sy hap thu va hiéu qua cta thudc.
Né&u can thi€t phai st dyng céc thudc nay, nén udng it nhat 2 gid truéc hodc
sau khi uéng acid ursodeoxycholic.

- Acid ursodeoxycholic c6 thé iam tang sy hap thu cyclosporin tif rudt.
G nhitng bénh nhan dang diéu tri cyclosporin, cdn kiém tra néng do
cyclosporin trong méu va diéu chinh liéu néu can thiét.

- Trong mot s6 trudng hop acid ursodeoxycholic ¢6 thé lam gidm sy
hap thu ciprofloxacin.

- Acid ursodeoxycholic da dugc ching minh la lam gidm ndéng d6 dinh
trong huyét tudng (Cmax) va dién tich dudi dudng cong (AUC) cua
nitrendipin chat d8i khang calci. Mot sy tuong tac lam giadm hiéu qué diéu tri
cladapsonciingda dugcbaocéo.

- Thu8c tranh thai duéng udng, hormon estrogen va céc thudc lam
giam cholesterol trong méu nhu clofibrat c6 thé lam t&ng sbi mat, tdc ddng
ngugc lai véi acid ursodeoxycholic dugc st dung dé lam tan sbi mat.

* Tuong ky cua thuéc: Do khdng c6 céc nghién cliu vé tinh tuong ky clta
thubc, khong tron 1an thubc nay vdi cac thudc khac.

Tédc dung khéng mong muén cua thuéc:

*Rbiloan tiéu héa:

-Thudng gép (1/100 < ADR < 1/10): Phan 1dng, tiéu chay.

- R4t hiém gip (ADR < 1/10.000): Pau byng trén bén phai nghiém
trong da xay ra trong quad trinh diéu tri xd gan mattién phat.

- Acid ursodeoxycholic ¢é thé gay budn ndn va ndn (tan s6 xay ra chua
ro).

*R6iloan gan mét:

R4t hi€m gap (ADR < 1/10.000): Séi matbj vdi hda, xo gan matbu.
*R6iloan davamé dudida:

-R&thiém gap (ADR < 1/10.000): May day.

- Acid ursodeoxycholic c6 thé gay ngtta (tan s6 xay ra chua rd).
Théng bdo cho béc s hodc dugc si céc tac dung khéng mong mubn gdp
phai khi s dyng thuéc
Qué liéu va céch xu tri:

- Tridu ching: C6 thé bj tiéu chay. N6i chung, cac triéu ching khac clia
qua liéu hau nhu khdng ¢4, bdi vi sy hap thu clia acid ursodeoxycholic giam
khi tang liéu va do d6 dugc baitiét nhiéu han vao phéan.

- X trf: Didu tri triéu chiing tiéu chay két hgp phuc hdi can bang nudc
va dién gidi. Nhya trao déi ion ¢6 thé hitu ich d& gén két cac acid mattrong
rudt. Khuyé&n khich kiém tra chiic nang gan.

*Théng tin bd sung danh cho céc quén thé dic biét:

Liéu phap diéu tri Ursodeoxycholic acid liéu cao (28 — 30 mg/kg/ngay)
dai han & b&nh nhan viém dudng mat xa cuing tién phéat c6 thé gay ra céc
tac dyng khdng mong muén véity lé cao hon.

Dac tinh duogc lyc hoc:

Acid ursodeoxycholic 1a mdt acid mat ty nhién hién dién véi s6 lugng ft
trong mat ngudi. Acid ursodeoxycholic Uc ché sy tong hgp va bai tiét
cholesterol & gan va uc ché sy hap thu cholesterol & rudt. Thudc dugc dung
dé 1am tan céc sbi giau cholesterol & ngudi bénh c6 tGi mat van con hoat
dong.

Ddc tinh dugc dong hoc:

- Hap thu: Acid ursodeoxycholic hdp thu qua dudng tiéu héa sau khi
udng va trai qua chu trinh gan-rudt.

- Phan bd: Acid ursodeoxycholic dugc lién hgp moét phan & gan trude
khibai tiét vao mat.

- Chuyén héa va thai trif : Dudi tadc ddng chia vikhuén dudng rudt, thudc

' dang ty do va dang lién hgp trdi qua qua trinh 7- a-dehydroxy héa tao

thanh acid lithocholic, mot phan dao thai tryc tiép qua phan, phan con lai
dugc hdp thu, chi yéu la lién hgp va sulfat § gan trudc khi dao thai qua
phan.
Quicach dong goi:

- HOp 03 vix 10 vién nén bao phim.

-HOp 10 vix 10 vién nén bao phim.
Diéu kién bdo quan cua thubc: Bao quan thudc ndi khd, nhiét do khong
qua 30°C, tranh anh sang.
Han dung cta thudc: 36 thang ké tif ngay s&n xuat.
Tiéu chudn chétlugng cdathuéc: TCCS
Co sd sdn xuét thuéc:

MEYER-BPC
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