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Oral use
Read the package leaflet before use.

1 capsule contains 250 mg ursodeoxycholic acid
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URSOCHOL 250 mg
Ursodeoxycholic acid 250 mg

D0 xa im tay trd em

Dgc k! hudng ddn s* dttng trudc khi dilng

Thirnh phin:
M5i vi6n nang crrlg chria:

Thdnh phdn hoqt chiit:

Ursodeoxycholic acid . 250 mg

Thdnh phin td duqc: Maize starch, silica colloidal anhydrous, magnesium stearate, nang

r6ng s6 0 (titanium dioxide, gelatin).

D?ng biro ch6: Vi6n nang cr?ng.

M6 t6: Vi6n nang cimg mdu tring size 0, thdn vd nip nang mdu trdng.

Chi ilinh:
. Hda tan s6i mflt cholesterol 6 benh nhen c6 soi mft kh6ng ph6t hiQn duoi X-quang vd c6

duong kinh nh6 hon 15mm voi chric ndng trii m4t binh thuong.
. Didu trf x<r gan ir mpt nguyOn phAt (PBC) giai do4n I -III.
. Didu tri r6i lo4n gan m4t ktit hqp vcri bQnh xo nang d tr6 em tu 6 -18 tu6i.

Cich dtng, li6u dtng:
Liiu dine:
. Hda tan s6i mfit kh6ng phdt hi€n qua X-quang cd hodc khdng c6 tdn sdi:

Li6u hang ngdy php thuQc vdo cdn ning, hAu th6ng thuong ld,10-12 mglkg cdn n{ng, chia2
,l
tailngay.

Str dgng ursodeoxycholic acid ae Oieu tri s6i mpt y6u cAu trii m{t phni ho4t dQng.

Th<ri gian di6u tri k6o ddi khoing 6 - 24 thang. N6u kfch cO s6i m4t kh6ng giArn trong vdng

12thing,n6n ngtmg tti6u tri.
. Diiu tri xo gan u mil ngny\n phdt (PBC).

Giai <Ioan I-III
Li6u hang ngiy php thuQc viro cAn n{ng vd khoang 12-16 mgkglngity.

Trong 3 thang dAu di6u trf, thudc n6n du-o. c chia2 - 3 lArVngdy. N6u chric ndng gan cii thiQn,

c6 thO

{l

:4

4r
=

1 vao bu6i tOi.

Vi6n nang

Li6u ti6p theo3 thing iIAu

Cin n{ng
(ke)

Li6u hnng ngiy
(me/kg)

S,irg Trua T6i T6i
(1 l6n/neiv)

47-62 t2-16 250 mg 250 mg 250 mg 750 mg

63-78 l3-16 250 mg 250 me 500 mg 1000 mg
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79-93 13- l6 250 me 500 me 500 mg 1250
94-109 l4-t6 _500 mg 500 me 500 me 1500 meu'- 500 mg 500 mg 750 mg 1750 mg
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tt 6 -18 tu6i bixo nang:

mglkg ngdy chia 24ldn,c6 th6 tdng l6n 30 mg/kg/ngdy n6u cAn thi6t.
Voi li6u ducri 250 mg vd aOi vcri tr6 em kh6 u6ng nguy6n vi6n, nOn dung d4ng thu6c thay th5
chria ursodeoxycholic acid hda tan.

Ctich ding:
Dung dudmg u6ng

Nu6t nguy0n vi6n voi 1 ly nudc. N6n sir dpng thu6c thuong xuy6n.

C6 thO sri dgng ursodeoxycholic acid l6u ddi ee AiCu trl xo gan nguydn ph6t

MQt sO hii5m trucrng hqrp bQnh nhAn xu6t hiQn triQu chimg l6m sang U6t tqi nhu ngira nhi6u hcrn

trong thoi gian b6t dAu di6u tri, khi <16: titip tpc rliAu tri voi li6u 250mg/1 l6:r/ngdy, t5ng ddn

liCu (m6i tu6n tang 250mg) tcri khi d4t dugc li6u di6u tri mpc ti6u theo phric <16 itiOu tri.
Chdng chi dinh:

Kh6ng n6n dtng ursodeoxycholic acid voi c6c bqnh nhan:

- Qu6 m6n vcvi ursodeoxycholic acid, acid m4t holc b6t cri t5 dugc nio cira thu6c;

- Benh nhdn vi6m trii m4t ho4c 6ng m4t c6p;

- Tlc dudng mat (tic 6ng m4t chti hoflc mQt 6ng trii mat).

- Benh nhAn thudrng xay racdc con dau do soi m4t.

- Benh nhdn c6 s6i m4t v6i h6a.

- Benh nhAn ginm chric ndng co b6p cria trii m4t.

Tri em:

- Th6ng ducrng mft kh6ng thanh c6ng ho{c phqc h6i kh6ng hoan toan duong d6n m4t o

tr6 em bit mat.

Cinh c6o vi th$n trgng khi dtng thu6c:

St drJng ursodeoxycholic acid duoi su theo ddi ch{t che cria b6c si.

Trong 3 thang dAu di6u trf, c6c th6ng s6 vA chfc ning gan nhu AST (SGOT), ALT (SGPT) vA

y-GT c6n dugc theo d6i 4 tudn mQt l6n, sau d6 ld 3 thang mQt lAn. Ngodi viQc ili5 x6c dlnh sg

d6p rmg ho{c kh6ng drip irng o benh nhan <Ii6u tr! xo gan u m4t nguydn phrlt, viQc theo d6i

cflng girip ph6t hiQn sorn nguy co suy gan, d{c biQt ld 6 benh nhdn dang 6 giai doan titin tritin

cira xo gan f m{t nguy6n ph6t.

Trron* hw tdn sdi mdt:

Oe Uat dAu qu6 trinh <IiAu tri vd d6 ph6t hien kip thoi b6t ki sU v6i h6a niro cira soi mdt, tty
thuQc kich thu6c s6i, cAn ki6m tra trii mf,t (thu6c c6n quang) 6 - l0 th6ng sau khi bat dAu di6u

tri (qua si6u 6m) v6i hinh 6nh t6ng quiit vir hinh anh t6c nghEn o th6 dimg vd th6 nim ngua.
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NiSu trii m4t kh6ng th6 nhin th6y iluo. c tr0n hinh anh x quang, ho6c trong trudng hqp soi m4t
h6a, suy gi6m khi n[ng co b6p cria trii m4t ho{c thudng xuy6n c6 ciic con dau do soi

ngrmg dtng thu6c ngay.

dgng thu6c AO nm tan soi mdt n6n c6 bign ph6p tranh thai kh6ng nQi tiijt t5, vi c6c
thai nQi tii5t c6 thiS thric cIAy hinh thdnh soi m4t.

ti6n

xtty raxo gan m6t bir, phAn ndo tho6i lui khi ngmg ili6u tri
nhdn x<v gan ri m4t nguy6n phit, citc triQu chimg l6m sang c6 thO x6u hcm trong mQt s6

it trucrng hgrp khi bat dAu tti6u tri, vi du: ngria c6 th6 tang l6n. Trong trudng hqp ndy, lidu
lugng cria thu6c ndy c6 th6 giam xu6ng con m6t vi6n 250 mg /ngdy vd sau d6 ndn t6ng dan

li6u dtin li6u d6 nghi.

N6u xiy ra ti6u ch6y cdn phii gi6m fiAu vd trong trucrng hqp itd bi ti6u ch6y tru6c d6 thi kh6ng

n6n sri dgng thu6c.

Sfr dgng thuiic cho phg nir c6 thai vir cho con bri:

Phu nti cd thai
Chua c6 dAy dti d[ liQu vO viQc sir dpng ursodeoxycholic acid o phu nfr mang thai, ddc biqt ld

trong 3 thrlng dAu thai kj. C6c nghi0n cr?u tr6n <lQng vat cho th6y ntrirng bing chimg vC t6c

dQng g6y qu6i thai trong giai do4n s6m cria thai kj.. Vi v4y kh6ng sri dgng acid

ursodeoxycholic d phg nfr mang thai n6u kh6ng thyc sg cdn thiiSt.

Phu nft cd khd ndne mane thai
Php nfi c6 khi ndng mang thai chi ndn didu trf acid ursodeoxycholic khi str dgng c6c biQn

phrip tranh thai hiQu qu6: triinh thai kh6ng n6i ti6t t6 ho4c tranh thai v6i li6u estrogen th6p.

Tuy nhiOn, php n[ sri dpng thu6c ndy di5 l]rm tan soi m4t n0n c6 biQn ph6p tr6nh thai khdng c6

ho4t tinh hormon, vi c6c thu6c tranh thai nQi titit c6 thiS thric dAy su hinh thenh soi mft.

Cdn tranh kh6 ndng mang thai tru6c khi bit dAu di6u tri.

Phu nir ttane cho con brt

Chua rO ursodeoxycholic acid c6 bdi titit qua sfra mg hay kh6ng. Kh6 ndng bni ti6t chua du-o. c

nghi0n cr?u tr6n dQng v{t. CAn c6n nhdc gita lcvi fch vd rui ro khi dtng ursodeoxycholic acid 6

php nfr dang cho con bti.

Khd ndne sinh sdn

Nghi6n cuu tr6n dQng vat kh6ng cho th6y Uat ry Anh hucrng ndo cira thu6c AOi vOi khi ndng

sinh san. Kh6ng c6 s6 ligu vO triQu qu6 sinh s6n sau khi di6u tri bAng thudc ndy.

Anh hu6mg cria thuSc l6n khi nlng l6i xe, vfn hinh mrly mric:

Ursodeoxycholic acid chua ghi nhan 6nh hucrng d6n kh6 n6ng Lii xe vd van hdnh m6y m6c.

Tuong tfc, tugng ky cria thu5c:

Tuong tdc thudc:

Kh6ng n0n dtng tl6ng thoi acid ursodeoxycholic v6i colestyramine, colestipol ho{c thu6c

knang acid c6 chua nh6m hydroxyd vir/ho{c smectite (oxyd nhdm), bcri vi c6c ch6 phAm ndy
! . a.

gan Ker vcn ursodeoxycholic acid trong ruQt vi v4y ric chti sg h6p thu vi hiQu qu6 cia thu6c.
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N6u c6n thi5t phai sri dung c6c thu6c ndy, non u6ng it *at z gio tru6c horc sau khi A
uong

acid.

acid c6 thc ldm tdng su h6p thu cyclosporin tt ruQt. o nhirng bgnh nh6n
tri cyclosporin, cdn ki0m tra n6ng tIQ cyclosporin trong m6u vd di6u chinh lieu n6u

cta ursodeoxycholic acid d6i v6i su titit acid mdt c6 lf thuy6t cho ring su h6p thu
lipophilic c6 th6 bi anh huong.

mQt s6 trucmg hgo ursodeoxycholic acid c6 th6 lam giAm sp h6p thu ciprofloxacin.
Trong mQt nghiOn ciru ldm sang v6i nhtng nguoi tinh nguyQn kh6e m4nh, str dgng

ursodeoxycholic acid (500 mg/ngdy) vd rosuvastatin (20 mg/ngdy) ldm tdng n6ng d0

rosuvastatin trong huytit tuong. Li6n quan l6m sang cria tuong tdc nity vor circ statin kh6c

kh6ng <tuqc bi6t.

Thu6c dd duo. c chimg minh ld lnm gi6m n6ng <tQ dinh trong huy6t tucrng (C,,*) vd diQn tich
du6i ducrng cong (AUC) cria ch6t aOi rurang calci nitrendipine khi nghidn ctru nhirng bQnh

nhen tinh nguyQn kh6e manh. NOn theo d6i ch4t chE k6t qu6 sri dpng il6ng thoi nitrendipine vd

ursodeoxycholic acid. C6 th6 cAn phii tdng li6u nitrendipine khi cAn thi6t. Mgt sU tuong t6c

lnm gi6m hiQu qui tti0u tri ctra dapsond ctng d5 dugc b6o c6o. Nhirng quan s6t ndy, cirng v6i
nghiCn ciru in vitro chi ra rAng ursodeoxycholic acid c6 th6 duo. c gidi thich boi enzyme

cytochrome CYP3A4. Tuy nhi6n, thu6c kh6ng c6 mQt t6c dQng cim img li6n quan tr6n

enzyme cytochrome CYP3A4.

Hormon estrogen vi c6c thu6c ldm gi6m cholesterol trong m6u nhu clofibrate lhm tAng bdi ti6t

cholesterol o gan do d6 c6 thiS ldm t6ng s6i mflt, t6c dQng ngu-o. c l4i v6i ursodeoxycholic acid

duo. c sri dpng d6 ldm tan soi m4t.

I nghiOn cr?u tr6n l6m sang trOn nhirng nguoi tinh nguyQn kh6e m4nh sri dgng it6ng thoi

ursodeoxycholic acid (500 mg/ngdy) vd rosuvastatin (20 mg/ngdy) d6n d6n t6ng n6ng tIQ

rosuvastatin trong huytit tucrng. Li6n quan l6m sang cira tucrng t6c ndy vd c6c tuong tdc vor cfrc

statin kh6c diiu kh6ng 16.

Trong ky.crta thuiSc:

Do kh6ng c6 c6c nghiOn cr?u vd tinh tucrng ky cira thu5c, kh6ng trQn 6n thu6c niry voi c6c

thudc kh6c

Tic dgng kh6ng mong mu6n cria thu5c:

Ddnh gid cdc tdc dqng kh6ng mong *uiln cluqc dua tAn tdn sii nhu sau: Rdt phA bi1n 2
t/10), thwdng sqp e \n00 diin <1/10), it gdp e ]/t 000 dan <l/100), hiem ( > 1/10 000 dan

<t/1 000), riir hiAm G1/10 000), kh6ng biAt (kh6ng thd udc luqng duqc tb dii liQu s&n c6).

Riit loqn fiAu h6a

Thudng g4p: phin l6ng ho{c ti6u chiy.

R6t hi6m: dau bpng tr0n xdy ra trong qu6 trinh di6u tri xo gan ri m4t nguy6n ph6t.

Riit loqn gan mQt

R6t hi6m: v6i ho6 s6i mflt; xo gan m6t bt 6 gan (<tiAu tri d benh nh6n tiiSn tri6n xo gan ri m{t

nguy6n ph6t), ph6n ndo thorii lui khi ngimg di6u tri.
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Riii loqn da vd m6 du6i da

R6t hi6m: ndi may day.

B5o c6o c6c phan img b6t lcyi

86o ciio c6c phdn ung php rtring nghi ngd sau khi thu6c luu hanh ld r6t quan trgng. Girip theo
bAng lqi fch / nguy co cta thudc. C6c chuy6n gia ch6m s6c sric kho6 duo. c y6u cAu b6o

phin img U6t tqi nghi ngo ndo.

cfch xri tri:
c6 th6 xhy ratrong trucrng hqp quri li6u. Nhin chung crlc triQu chimg qu6lidu kh6c

xiy ra vi sg hdp thu cta ursodeoxycholic acid ginm dAn theo li6u tdng d6n vd vi
duoc ddo thii qua phdn nhidu hcrn.

Kh6ng cdn ciic biQn ph6p di6u tri d4c biQt, n6u x6y ra tiOu ch6y cdn bt nudc vd c6n bang diQn

gi6i.

Th6ng tin b6 sung vO c6c qu6n th6 dac bi6t

Sri dpng lidu cao l6u ddi (28-30 mg/kg/ngdy) o nhirng bQnh nhan bi vi6m xo chai ducrng m{t
ti6n ph6t (sri dpng thu6c ngodi hucrng din; cO li6n quan d6n su gia tdng phan ung phg nghiCm

trgng.

D{c tfnh dugc Igc hgc:

Nh6m dugc ly: Thu6c tan soi mpt, m5 ATC: A05AA02

Acid ursodeoxycholic ld mQt acid m4t ty nhi6n hiQn dien trong mdt nguni v<ri ndng itQ th6p.

O nhtrng benh nhan c6 s6i m4t th6u xa, vi6c b6 sung ursodeoxycholic acid tang khi nang hda

tan cholesterol o mft.
Di6u ndy d4t dugc th6ng qua viQc t6ng hdm luqmg ursodeoxycholic acid o m4t vd tang dung

tich m4t. Hon nira, ursodeoxycholic acid ldm gi6m khi ndng h6p thU cholesterol d ruQt.

Di6u tri d benh nh6n xo gan f m4t nguy6n phSt th6 hiQn qua cfuc co ch6 kh6c nhau. Thay d6i

thanh phAn cria mdt vcvi sU giam c6c ch6t dQc, ch6t nQi sinh chir y6u ld c6c acid m4t ua mo vir

sg t[ng ursodeoxycholic acid dugc xem li quan trqng nh6t. Ngodi ra, t6c dQ chdy cria mft
dugc kich ho4t, hm kha ndng chuyen aOi cta acid mQt nhanh hon. Trdn in vitro,

ursodeoxycholic acid cfing c6 t6c dr,rng b6o vQ tryc titip lOn t6 bdo gan.

Tri em

Xo nang

Tir c6c b6o cilo ldm sdng, thu6c dE dugc dung di6u tri o nhirng benh nhi bi r6i lo4n m4t vi xo

nang (CFAHD) voi kinh nghiQm l6u dii tr6n 10 ndm. N6 da dugc chimg minh rdng vigc di6u

tri bang ursodeoxycholic acid c6 th0 ldm giam sg ph6t tri6n ctra 6ng mft, ngdn ch4n sg ti6n

tri6n ctra t6n thu<rng md hgc vd th4m chi d6o ngugc cdc thay d6i trOn gan, khi o giai do4n dAu

cta CFAHD. Viec di6u tri voi ursodeoxycholic acid phdi duqc b6t dAu ngay khi chAn doan

CFAHD, nh6m t6i uu h6a hiQu qu6 cria viQc di6u tri.

D{c tinh dugc dQng hgc:

Khoang 60-80% lugng ursodeoxycholic acid dirng dulng u6ng duqc h6p thu nhanh ch6ng

trong hSng trirng vd h6i trang tr6n bdng khuytich t6n thg dQng vd tai phAn cuOi trOi trdng bang

vfn chuy6n chti dQng.
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khi h6p thu, ursodeoxycholic acid di vho gan (chuy6n h6a lan dAu), tAi ddy

acid li6n hgrp vdi glycine hodc taurine vd sau d6 dugc bdi titit vdo m6t.

dAu ti6n o gan nim trong khoing 50 -75%.

di6u trf hdng ngdy vd c6c nguy co ti0m An ho4c tinh tr4ng ctra gan sE c6 nhi6u

acid hydrophilic tich lfry trong mQt. Ddng thoi gi6m lugng lipophilic dd

s6t.

nh6 acid ursodeoxycholic ducyi tric dQng cria vi ktruAn duong ru6t, chuy6n h6a

thanh thanh 7-keto-lithocholic acid hodc lithocholic acid.

Thoi gian ban thii cta ursodeoxycholic acid ld khoAng 3,5 tltin 5,8 ngdy

Quy crflch il6ng g6i: HQp 1 chai 50 viOn nang.

Didu kiQn bio quin: Noi kh6 mAt, nhiCt d0 du6i 300C, trrffi rffi sring.

Hpn dtng: 24 thingk6 tu ngdy san xu6t.

Ti6u chu6n chdt luqng: Ti6u chuAn co sd.

TOn, dia chi cria co sO sin xu6t thudc:

ABC FARMACEUTICI S.P.A

Via Cantone Moretti 29, (loc. Localitd San Bernardo) - 10015 Ivrea (To), -f
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