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Vf t- 4t/t/t+

Rxa
nUdr,rc oAr,r s0 DUNG tru0t

ThuAc bdn theo ddn. NA'u cin th€m th6ng tin, xin hdi 1i ki6n biic si.

Dqc ki hldng din s[t dUng trudc khi ddng. Dd xa tim tay cia trd em.

Ursoterol Soomg
(Ursodeoxychotic acid 500m9)

THAUH pttAtt: lvt6i vien n6n bao phim ch0a

Ursodeoxycholic acid 500m9

Td dUdc: Lactose monohydrat, tinh bOt ngO, pregelatinised starch, crospovidon, bQt talc, magnesi stearat, opadry
ll white.

Du0c Luc Hoc

MQt lUOng nh6 ursodeoxycholic acid duqc tim thAy trong mft ngudi.

Sau khi udng, ursodeoxycholic acid ldm gi6m dQ bdo hoa cholesterol c[ra mft blng ciich ric chd sU hd'p thu
cholesterol 6 ruOt vd giim bdi ti61 cholesterol vdo trong m0t. SU tan da'n cfra s6i mit cholesterol c6 16 ld do sU

phdn t6n cholesterol vd hinh thdnh cdc tinh thd 16ng.

Theo nhfng hidu biO't hiQn nay, hi0u qud cla ursodeoxycholic acid trong ciic b€nh gan vi u m0t duoc cho ld do

sU trao ddi tuong ddi c0a acid mflt thdn ddu, tiic dQng nhu chdl phri hiry gan vd gdy dQc vdi ursodeoxycholic

acid - acid mdt thdn nu6c, tiic dOng nhU chd't bio vQ gan vd kh0ng gAy dOc, ldm cAi thi0n khA ntrng bdi tiOt

cfia cdc t0 Uao gan, vd cdc quii trinh didu hda mi6n dich.

B€nh xd nang 6 trd em

Til ciic biio ciio ldm sdng ddi han lOn d6'n 10 nlm vd hon nfa sfn c6 vdi viQc didu tri ursodeoxycholic acid 6

bOnh nhi bi xo nang li€n quan ddn rOi loan gan m0t (CFAHD). C6 blng chring cho thdy didu tri v6i

ursodeoxycholic acid c6 thd ldm gidm sU tdng sinh dng m0t, dilng ti6'n trinh hly hoai m0 vd thflm chi dio
nguqc nhfing thay ddi cta gan n6'u dugc di6u tri 6 giai doan sdm c0a CFAHD. Di6u tri blng ursodeoxycholic

acid nOn OuOc bdt rldu ngay sau khi duoc chdn doiln CFAHD dd tdi m h6a hiQu qud didu tri.

DUOC DQNG HOC

Ursodeoxycholic acid duoc tao ra tg nhi6n trong co thd. Khi uOng, n6 duOc hdp thu hodn todn vd nhanh ch6ng.

96-98% ursodeoxycholic acid gdn k€1 vdi protein huy6t tuong vd duoc chi€l xudt hieu qud b6i gan va bai ti61

vdo m4t dudi dang lien hqp glycin vd taurin. Trong ruQt mQt sd li0n hqp duqc khrl li6n hgp vd trii hdp thu. Cilc

li6n hop ndy clng cd thd dugc dehydroxylated thdnh acid lithocholic, mOt phdn trong d6 OuOc hdp thu, sulfat

h6a b6i gan vd ddo thdi qua duong m4t.

cHi olNH

Didu tri xo gan ( m4t nguy€n phrlt (PBC), vdi didu kien kh0ng c6 xo gan mat Ou.

Tan s6i mOt cholesterol trong t0i m4t. Ciic s6i m0t khOng cdn quang vd dudng kfnh kh0ng nCn vuot quil'15 mm.

C6c t0i mOt phdi hoat dOng m{c dir c6 s6i mOt.

Trd em

Rdi loan gan mqt liOn quan vdi xo nang 6 trd em tu 6 d€n 18 tudi.

LrEu DUNc vA cAcH s0 ourue

Kh$ng c6 gidi han dg tudi khi srl dung thudc vi0n ursodeoxycholic acid trong didu tri PBC vd tan s6i mat khOng

cdn quang. Ddi vdi bQnh nhdn cAn n{ng dtli 47 kg ho{c bQnh nhdn khOng thd nudt vi0n thu6c ursodeoxycholic

acid, c6 thd sfi dung ursodeoxycholic acid dang viOn nang vd h6n dich.
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Li0'u dtng hdng ngiy duqc khuy6n ciio cho nhfing chi dinh khric nhau nhu sau:

0i€'u tri xd gan rl m{t nguy6n phtit (PBC)

Li6'u dung hdng ngdy phu thuQc vdo cAn n{ng vd trong khodng 1Yz ddn 3/z viln (14 ! 2 mg ursodeoxycholic

acid cho m6i kg cdn n{ng).

Trong 3 thiing ddu didu tri, li0'u ursodeoxycholic acid nOn duqc chia ra trong ngdy. Khi c6 sU cdi thiQn cfra ciic
sd cta an lidu hdn c6 thd udnn lan mor n vao nudi tdi
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Vi€n bao phim

3 thring da'u Sau doCan n{ng (kg)
Li0'u hing ngdy

(mg/kg cdn n{ng)
Sdng Trua l0r

x.
r0r ('r ran mor ngay)

47-62 12-16 1/^
Y2 v, 1Y2

63-78 13 - 16 v, Y2 1 2

49-93 '13 - '16
Yz 1 1 2Yz

94 - 109 14 - '16 '1 ,l
1 3

Tr€n 110 1 1 1Yz sYz

Vi0n thudc ph6i drJoc udng vdi mQt it nr-tdc. Kh0ng nOn nghidn ho{c nhai viOn thuO'c. NCn cdn than dd dim bAo

rlng bOnh nhdn u0'ng thuO'c ddu d{n.

C6 thd ti€p tuc st dung vi€n ursodeoxycholic acid trong didu tri PBC dO'n v0 thdi han.

Tan sdi m{t cholesterol:

Khoing 10 mg ursodeoxycholic acid cho m6i t<g cdn n{ng, tuong duong vdi:

Deh 60 kg: 1 vien

61 -80 kg: 1/z viin

81 -1 00 kg: 2 viO n

Hon 100 kg: 2/zuiln

Vi0n thu0c phdi duqc udng v6i mOt it nu6c vdo budi tdi trudc khi di ngt. KhOng n€n nghidn hodc nhai vi0n

thudc. Thudc phii duOc udng ddu d{n.

Thdi gian cdn thi€t Od trOa tan s6i mat thuong lit 6-24 thiing, ttry thuQc vdo klch thu6c vd thdnh phdn cta s6i.

N61 kich thudc cia s6i mat khOng gi6m sau 12 thiing, kh0ng n0n tidp tuc didu tri.

Hi0u qu6 di6u tri n0n duoc kidm tra blng si€u Am ho{c chup X-quang m6i 0 tfrdng. Tai ciic $ theo d6i, phii

kidm tra xem trong khi chd dOi lieu c6 xiy ra sU vOi hoii s6i. Ndu didu ndy xAy ra, phAi kOt th0c didu tri.

KhA ndng trii phiit s6i mQt sau khi di6u tri blng acid mat duQc u6c tinh c6 khi lOn ddn 50% sau 5 ndm. HiQu

qui cta ursodeoxycholic acid trong di6u tri s6i mflt cdn quang hay cdn quang mQt phdn chua duQc thll nghiQm

nhung thudng ld it tan hon so vdi s6i kh0ng cdn quang. S6i kh0ng-cholesterol chi6'm tu 10-15% ciic s6i kh6ng

cAn quang vd c6 thd kh0ng du0c hda tan blng acid m0t.

Ngudi gia: Trong cA hai chi dinh kh0ng c6 bdt k! bing chting ndo cho thdy cdn thigt phai thay ddi lidu 6 ngudi

l6n nhUng nOn xem xdt cilc bi0n ph6p dU phdng thich hOp.

TrE em

CA hai chi dinh ddu rdt niO'm g{p 6 tr6 em vd thanh thiOu ni0n. Do do, kh0ng c6 ddy dfi s0 liQu vC' tinh an todn

vd hi0u quA 0 nh6m tudi ndy.

Vi0c slt dung ursodeoxycholic acid dua theo cdn n{ng vd unh trang b€nh.

Di0'u tri r0'i loAn gan m{t li6n quan vdi xd nang

TrA em

T16 em tir 6 dOn 18 tudi b! xo nang: 20 mg/kg/ngdy, chia ldm 2-3 la'n, n€u cdn c6 thd Ung lidu lOn d€'n 30

mgikg/ngdy. r
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CAn ning (kg)
Lidu hlng ngdy

(mg/kg cAn n{ng)

Vi€n bao phim ursodeoxycholic acid 500m9

Siing Trua t0r

20-29 17 -25 Yz Y2

30-39 19 - 25 Y2 Y2 Yz

40-49 20-25 Y2 v, 1

50-59 21 -25 Yz 1 1

60-69 22-25 1 1 1

70-79 22-25 1 1 1Y2

BO-89 22-25 1 1Y2 1Yz

90-99 23-25 1v, 1Y2 1v,

100 - 109 23-25 lYz 1Yz 2

> 110 1Yz 2 2

cHo'Nc cHi DINH

B0nh nhdn qud m6n vdi acid mat ho4c v6i bdl cf thdnh pha'n ndo cla thu6'c.

S6i mflt cAn quang, s6i cholesterol vOi h6a.

Lodt da ddy, tii trdng ti€n tridn.

Benh viOm ruOt.

Phu n[ c6 thai ho{c cho con b0.

THAN TRONG

ViOn ursodeoxycholic acid nen duoc st dung dudi sU giiim siit y khoa.

Trong 3 thdng ddu di6u tri, bilc sT nOn theo d6i cdc thOng sd chfc ntrng gan AST (SGOT), ALT (SGPT) vd 1-GT

m6i + tua'n, sau dO m6i 3 thdng. Ngodi vi0c c6 thd x6c dinh benh nh6n dang duoc didu tri PBC c6 diip rlng hay

kh0ng ddp rlng, gi6m siit ndy c0ng cho ph6p phrit hi0n sdm nguy co suy gan, d{c bi0t 6 nh0ng bQnh nhdn PBC

0 giai doan tidn tridn.

Khi dr.toc sil dung trong didu tri xo gan rr m0t now6n ph6t oiai doan ti€h tridn:

05 quan srit thdy nh[ng truong hqp rd't hi€'m cfra xo gan mdt Uir, c6 thd giAm mQt phdn sau khi ngung didu tri.

0 nh[ng benh nhdn PBC, trong nh0ng trtrdng hOp hiem gip ciic triOu ch0ng l6m sdng c6 thd xdu di khi bdt ddu

didu tri, nhu ngfa ttrng l€n. Tronq truong hgp ndy n€n gidm lidu cdn 250m9 m6i ngdy vd sau d6 tdng ddn l€n

d0n lidu khuyd-n c6o.

Ndu xiy ra ti0u chly, phAi gi6m lidu vd trong trudng hop tiOu chdy k6o dai, nOn ngung didu tri.

Khi duoc sft dung dd hda tan s6i mOt cholesterol:

Od Oann giri sU tidn tridn c0a didu tri vA kip thoi phiit hiQn clra sU vOi hoa c0a s6i mit, tity thuQc vdo kich thttdc

s6i, n€n quan sdt tdng qurlt t0i m0t vd sU tdc mOt (chUp dudng m0t c6 thu0c cin quang qua duong udng) tu thd

bung drlng vd nlm ng0a 6-10 thiing sau khi b{t ddu di6u tri.

NCu tfii m4t kh$ng thd quan siit th0y trOn X-quang, ho{c trong trudng hgp s6i m{t bi vOi h6a, gidm co b6p ttii

mat ho{c thudng xuy€n c6 c6n dau qu{n mat, khOng n6n st dUng ursodeoxycholic acid.

Bqnh nhdn n[ udng ursodeoxycholic acid Od tam tan s6i mflt nOn st dung mQt biQn philp triinh thai hiOu qui

kh0ng nOi ti€t td, vi thuOc triinh thai nOi ti6t td cri thd ldm ting s6i mat.

Te duoc lactose

Sdn phdm ndy c6 ch(a lactose, nhilng bQnh nhAn mlc cilc rdi loan di truydn hi6m g{p vd dung nqp galactose,

chring thidu hut lactase Lapp ho{c rdi loan hd'p thu glucose-galactose khOng n€n st dqng thudc ndy.

PHU NU C6 THNI VA CHO CON BU
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Thdi ki, mang thai:Kh0ng c6 de'y dir d[ li0u v€' vi€c sil dung ursodeoxycholic acid, d{c biet ld trong ba thilng
ddu cla thai hi. Cdc nghi0n criu tr0n dQnq vat cho thdy tiic dung gdy qurii thai trong giai do4n sdm cfra thai h.[.

Ursodeoxycholic acid khOng duqc sft dung trong qud trinh mang thai. Vi0c didu tri n€n ngUng ngay l0p tuc n6u
phiit hi€n mang thai.

Thdi ki, cho con brl: Kh0ng rO ursodeoxycholic acid c6 drlgc bai ti€t trong sla me hay khOng. Vi vQy, khOng n0n

s0 dung ursodeoxycholic acid trong thoi gian cho con b0. NOu vi€c didu tri blng ursodeoxycholic acid ld cdn

thidt, phii ngung cho con b[.

TAc 00NG cOn rnuO'c KHr LAr xE vA v4u xAHn mnv m6c

Kh0ng dnh hu0ng deh khi ndng ldi xe v{n hdnh mdy m6c.

TUdNG rAC rnUo'C

- Trdnh ding chung v6i ciic thudc ldm tdng cholesterol mflt nhu hocmon oestrogen, thu6c ngila thai udng vd

mQt sd thudc ldm giim cholesterol mdu nhr.t clofibrat.

- Trdnh dDng chung v6i thu6'c gdn k61 acid mit nhu thuOc trung hda acid, than hoat vd cholestyramin.

- Ursodeoxycholic acid c6 thd ldm ttrng hdp thu ciclosporin tu ruOt.0 nh[ng b0nh nh0n duOc dfuu tri
ciclosporin, cdn kidm tra ndng d0 trong mdu cia ciclosporin vd didu chinh lidu ciclosporin n€u cdn thi0t I

- Ouan siit 0 ngudi tinh nguyQn kh6e manh cho thdy ursodeoxycholic acid ldm giim ndng tlQ dinh tron6i/iuy€1

tuong (Cmax) vd diQn tich du6i dUdng cong (AUC) cria thu6'c chen kOnh calci nitrendipin. Khuydn ciio gfim siit

ch{t ch6 ciic k01 qud cta vi€c sil dUng ddng thoi nitrendipin vi ursodeoxycholic acid. C6 thd cdn phii gia

tang lidu cira nitrendipin. Dd co b5o ciio vd tr,tong tiic ldm giim hi€u qud didu tri cira dapson. Nhfing quan siit

ndy cung vdi nhfing philt hiQn in vitro c6 thd cho thay khi nlng ursodeoxycholic acid cim ung enzym

cytochrom P450 3A. Tuy nhiOn sU c6m ttng khOng duqc quan sdt thdy trong mQt nghi0n crlu tuong tiic drtqc

thiO't kC- t6't vdi budesonid - dttoc bi6l nhu mot chd't ndn c0a enzym cytochrom P450 3A.

TAc DUNG KHoNG MONG MUo,N

ThUdng gdp e 1n.000 d€'n < 1/100): phdn nh6o ho{c tiOu chAy.

R{t hidm gdp k 1/10.000): dau bung trOn b€n phAi nghiOm trqng, budn nOn vd 6i m&a, vOi h6a s6i mat, xo

gan m6t bil, ndi md day, ngrla.

Th0ng b6o cho thdy thuOc tiic dUng khOng mong mudn g{p ph6i khi sfi dung thuOc.

ouA uEu vA cActt x0 rni
Ti0u chdy c6 thd xiy ra trong trutdng hop qu6 lidu. Nhin chung, kh0ng c6 ciic quii lidu vi sU

hdp thu ursodeoxycholic acid gidm khi tdng lidu, Di6u tri triOu chfng, phuc

siii,
HAN DUNG: 36 thiing kd tU ngdy sin xua't.

gAo OuAN: Ndi kho, mdt (dudi 300C). Triinh iinh siing.

nEu cnudru: TCCS.

rRiltH gAv: Hop o3 vi, vi 1o vion.
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