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R, THUOC BAN THEO BON
Boc Ity huomg dan sie a’ung trucc khz dung
Néu can thém thong tin xin héi y kién bdc sy
Chi dung thuoc ndy theo don cua bdc sy
Dé thubc xa tam tay cia tré em

- URLIV-300
(Vlen nén ursodiol USP 300 mg)

THANH PHAN

MGéi vién nén khong bao c6 chira:

Hoat chat: Ursodiol 300 mg. 3

Ta dwogc: Tinh bt ng6, microcrystallin cellulose, povidon
(PVK 30), natri benzoat, magnesi stearat, purified talc, natri
starch glycolat, colloidal silica khan.

DANG BAO CHE
Viénnén khong bao.

CACPACTINHDUQCLUCHOQC

Acid ursodeoxycholic la mt acid mat tir nhién hién dién véi

mot lrgng nho trong thanh phan acid mat & ngué’i.

Acid ursodeoxycholic Ia mot tac nhan lam tan s6i mat do lam

giam ham luong cholesterol trong ruft nho 1am giam tong
qumg cholesterol & gan va lam giam hap thu cholesterol

CACPAC TINH DUQCDONGHQC

Ursodiol chu yéu duge hap thu tir ruot non (khoang 90% liéu
dung). Ursodiol gan két manh véi protein huyét tuong.
Chuyen hoéa lan diu qua gan: _ursodiol ngoal sinh dugc
chuyen hoéa qua gan dudi dang goc taurin va glycin lién hop.
Cac chat lién hop nay dugc bai tiét vao mat. Thoi gian dat
nong d¢ dinh tir 1 - 3 gio. Thoi gian ban thai cua ursodiol tir
3,5 - 5,8 ngay. Ursodiol dugc thai trir chii yeu qua phan, mét
lwong rat nho dugce thai trir qua nudc tieu. Mot lugng nho
ursodiol khéng hap thu di vao ruét gia va bi phan huy badi vi
khuan thanh 7-dehydroxylat10n két qua 1a mot phan acid
lithocholic dugc hép thu vao rudt gia nhung bi sunfat hoa tai
gan va nhanh chéng dugc dao thai qua phan dudi dang
sulfolithocholyl glycin hoic dang két hop sulfolithocholyl
taurin.

CHI PINH

-Lam tan s6i mat cholesterol thau quang ¢6 kich thudc nho
dén trung binh ¢ bénh nhén ¢ chirc ning thi mét con
chirc nang. Acid ursodeoxycholic khong hoa tan soi
cholesterol dugc bao boc bdi calci hodc séi ¢6 thanh
phan sic t6 mat.

-Cai thién chirc ndng gan trong xo gan mat tién phat.

LIEU LUQNG VA CACHDUNG

URLIV-300

—naotuathuot:“ T TN T T TR T o el

Vién nén Urliv dugc ding dudng udng, thude dwgce ubng
cung véinude. Acid ursodeoxychohc nén duocchialam?2 -3
lan u0ng sau bira an, trong d6 c6 luén c6 mét lidu uong duoc
sau bira an toi.

Bleu tri X0'gan mat tién phét

Doi véi nguei Iém va ngueoi cao tuoi: lidu thudng dungla 10-
15mg ac1d ursodeoxycholic/kg/ngay, chia lam 2-4 lanfngzly

~ Tré em: licu dung theo can ning

Lam tan s6i mat cholesterol:

Déi véi nguedi !o'n va nguoi cao tuoi: Lidu thuong dung 1a 6-
12 mg/kg/ngay, uong 1 1an trudce khi di ngu hodc chia lam 2-3
lan. Liéu dung co the tang Ién 15 mg/kg/ngay & bénh nhan
béo phl néu can thiét.

Thoti glan diéu tri c6 thé keo dai dén 2 nam tiy theo kich
thudc soi. Khi soi d tan, tiép tuc ding trong 3 thang nira.

Tré em: liéu ding theo can nang

. CHONG CHI PINH

Chéng chi dinh &nhing bénh nhan sau:

1. Bénh nhan c6 soi calci co cantia X.

2.Bénhnhan v1em taimathodc o ong mat cap

3. Bénh nhén tic dudng mat (téc ong mét chi hoic Mot dng
thi mat).

4.Bénh nhéan thm‘:mg xay ra cac con dau do s6i mat.
5.Bénhnhén glam chirc nang co bop cua thi mat.

6. Bénh nhin qua man véi acid mat hoac bat cr thanh phan

7. Phu nir ¢6 thai hodc c6 kha ning mang thai va phu nir cho

conbu.
8. Bénh nhén bénh gan man tinh, loét da day - ta trang hoac

céc bénh 1y viém rudt non hodc rudt két.

THANTRONG VA CANHBAO
Trong 3 thang dau diéu tri, cac thong so vé chirc nang gan nhu
AST (SGOT),ALT (SGPT) vay-GT can duoc theo ddi 4 tudn

~mot lan, sau d6 1a 3 thing mot lan. Ngoai v1¢c dé x4c dinh sy

dap tng hodc laf)ﬁ_gﬁap tng & bénh nhan diéu tr] xo gan
matnguyén phat, viéc theo ddi cling gitp phat hi¢n sém nguy
co suy gan, ddc bi¢t 1a & bénh nhan dang & giai doan tién trién
clia xo gan r mat nguyén phét.

Pé danh gla tién do diéu tri va xéc dinh kip thoi tinh trang
calci hoa soi mat can chup X quang ti mat sau 6-10 thang
diéu tri.

Khi str dung thue dé didu tri g1a1 doan tién trlen cuaxoganir
mat nguyén phat: Hiém khi Xdy ra Xo gan mét bu va bénh
nhén pha1 ngung diéu tri.Néu bénh nhan bj tiéu chay, can
phai gidm liéu va trong trurdng hop tiéu chay dai dang, nén
ngung ding thude.

Trénh ché d an giau nang luong va cholesterol Che d anit
cholesterol ¢6 thé 1am tang hiéu qua diéu trj ctia thude.

SUDUNG G PHUNU CO THAI VA CHO CON BU
Chura c6 day du dit liéu vé viéc sir dung ursodiol & phu nir



h trqgl% MH H"ﬂ g@mmg‘ %h%mé thai ky. Céc nghién

ctru trén dong vat cho thay nhirng bang chirng vé tac dong
gdy quéi thai trong giai doan dau cua thai ky. Vi vay, khong
str dung ursodiol & phu nir mang thai. Ngung thudc ngay lap
tircnéu mang thai va can tu van béac sy.

Phu nit ¢6 kha nang mang thai chinén diéu tri ursodiol khi str
dung cac bién phap tranh thai hiéu qua: khuyén céo sir dung

céc thube uong tranh thai khong c6 hormon hodc chira ham -

lwong estrogen thap. Bénh nhéan diing ursodiol dé 1am tan $01
mat nén su dung thudc tranh thai khong c6 hormon vi thudc
ubng tranh thai c6 hormon c6 thé lam tang soi mat. Can loai
trir kha ndng mang thai truege khi batdau diéu tri.

Chua biét ursodiol ¢6 vao trong stra me hay khong. Vi vay,
khong sir dung ursodiol & phu nir cho con bu. Ngung cho con
bt néu can thiét phai diéu tri bang ursodiol.

TACDUNG KHONG MONG MUON

~ Tac dung khong mong mudn duoc liétké dudi day theo tAn -

suat gép, strdung theo quy udce sau:

Rt thuong gip (= 1/10); thuong gap (=1/100 t6i < 1/10); it
gip (= 1/1,000 t6i < 1/100); hiem ggp (= 1/10.000 t6i <
1/1.000); rat hlem gép (< 1/10.000), khong xac dinh (khong
the woc tinh tirsé lidu san co).

Réi logn tiéu héa

-Thuong gap phan nhio, tiéu chay;

- Réit hiém gap: dau bung trén bén phai trong qué trinh diéu trj
X0 gan mat.

- Khéng xac dinh: Non, budn non

Rm loan gan mat:

-Rat hlem gap: alci héa s6i mat lam cho chiing khong | thé hoa
tan bang li¢u phép acid mat va bénh nhan phai can dén phiu
thuat, xo gan mat bu trong diéu tri giai doan d4u cta xo gan
mat tién phat (phin nao giam sau khi ngung dung thuoc)

Réi logn davamé dudida:

-Rathiém gap n6i may day.

- Khéng xac dinh: ngira.

Théng bdo vdi bdc sy cac tic dung khong mong muén gap
phii khi ding thuéc.

TUONG TAC THUOC
Khéng nén dung dong thoi acid ursodeoxycholic voi than

hoat, cholestyramin, cholestipol hodc thuoc khang acid c6 -

chira nhém hydroxid va/hodc smectit (oxyd nhém), boi vi
cac ché phdm ndy gan két véi acid ursodeoxycholic trong
rudt, vi vay trc ché s hip thu va hiéu qué cua thuoc Néu can
thiét phai sir dung céc thudc nay, nén udng it nhit 2 gio tmcc
hedc saukhi uengaetd -ursodeoxycholic:— 3
Acid ursodeoxycholic c6 thé lam tang sur hap thu cyclosporm
tir rugt. O nhimg bénh nhén dang diéu i cyclosponn can
klem tra nong dd cyclosporin trong méu va diéu chinh liéu
néu can thiét. _

Trong mot s6 trwdng hop, acid ursodeoxycholic ¢ thé lam
giam sy hép thu ciprofloxacin.

Acid ursodeoxycholic da duoc chirng minh 1a 1am giam ndng

. mayméc'— =,

db dinh trong huyét tuong (Cmax) va dién tich dué6i duong
cong (AUC) cua mtrend]pm thuoc chen kénh calci. Sy
twong tac lam gidzm higu qua diéu tri cua dapson ciing da
duogc béo céo. Nhu'ng quan sat nay cung véi cac phat hién in
vitro chi ra rang c6 kha nang acid ursodcoxychohc gdy cam
ung enzym cytochrom P450 3A. Tuy nhién, céc thir nghiém
lam sang c¢6 kiém chimg cho thay acid ursodeoxycholic
khéng cé tac dong giy cam tmg d6i véi cAc enzym
cytochrom P450 3A.

Cac thudc tranh thai duong uong, hormon oestrogen va cac

thudc 1am glam cholesterol trong mau nhu clofibrat c6 thé
lam tang so1 mat, tac dong ngugc lai véi acid
ursodeoxycholic dugc sir dung dé lam tan s6i mat.

TAC B()NG CUA THUOC POI VOI KHA NANG LAI
XE VA VAN HANHMAYMOC
Chuard anh hudng cua thuoc dén kha nang ldixe va van hanh

QUA LIEU VA CACH XU TRi

Tiéu chay c6 thé xay ra trong truong hop quéa liéu. Nhin
chung céc tri¢u chimg qué liéu khac thuong khong xay ra vi
sy hap thu cuia acid ursodeoxycholic giam dan theo liéu tang
danvavi vay thude dge dio thai qua phan nhleu hon.

Khong can cac bién phap didu tri dic biét, néu xay ra tiéu
chdy canbu nude va can bang dién giai.

PONG GOI: Hop 10 vix 10 vién.

HAN DUNG: 24 théng ké tir ngay sin xuét. Khong dung
thude qud hansirdung.

BAO QUAN: Bao quan ¢ nhiét d duéi 30"C tranh 4m va
anh sang. e

NHA SAN XUAT

THEON PHARMACEUTICALS LIMITED

Bia chi: Vill. Sainimajra, Tehsil Nalagarh, Distt. Solan (H.P),
India (AnD9).
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