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ttUdrc oAH s0 DUNG rnuOt

Rx

Ursoterol 25oms
(Ursodeoxycholic acid 250m9)

Thudc bdn theo ddn. DOc k! ht1ng din s0 dung tru1c khi dDng.

Ndu cln them th1ng tin xin hdi ! *ieh Oac sT. Dd xa tlm tay cia trC em.

rxArl pXAf: u6i vi€n ndn bao phim chrla

DuOc ch{t: Ursodeoxycholic acid 250mg

TA dulc: Lactose monohydrat, tinh bOt ng6, pregelatinised starch, crospovidon, bQt talc, magnesi stearat, opadry il white.

DUOC LUC HOC

NhOm duqc l1i: acid mat. Md ATC: A05A A02.

Ursodeoxycholic acid lii mOt acid m{t tU nhiOn c6 trong mf,t. Ursodeoxycholic acid dung dd lim tan s6i m4t bing cdch tdm
giAm tdng hgp cholesterol 6 gan hay giAm sg hd'p thu c0a chotesterot d ruQt non.

EAnh xo nang 0 trd em

TU cdc bdo c6o lim sing dii han l€n ddn 10 nim vi hdn n0a s{n c6 vdi viQc di6u trl ursodeoxycholic acid 6 bgnh nhi bi xo

nang li0n quan d6h rdi loan gan m{t (CFAHD). C6 blng ch0ng cho thdy di6u tr! v6l ursodeoxycholic acid c6 thd tdm giim sg

tdng sinh 6ng mit, drlng tiOh trinh h0y hoai m0 vi thfm chi dAo nguoc nh0ng thay ddi c0a gan ndu duqc di6u tri d giai

doan sdm c[ra CFAHD. Di6u tri btrng ursodeoxycholic acid nen duoc Odt Odu ngay sau khi duqc chdn doiin CFAHD dd toi ur
h6a hiQu quA di6u tri.

Du0C DoNc Hoc

Ursodeoxycholic acid dtloc tao ra tU nhien trong cd thd. Khi uong, n6 drjoc hep thu hoin todn vi nhanh ch6ng. 96-98%
ursodeoxycholic acid gln k€i vdi protein nuy0't trrong vi ctuqc chi€1 xuAl hiQu qui b0i gan vi bdi ti€l vdo mflt dudi dqng lion

hop glycin vi taurin. Trong ruQt mQt sd li€n hop drloc khrl lion hQp vi tdi hdp thu. Ciic lien hop ndy cUng cO thd duoc

dehydroxylated thinh acid lithocholic, mOt phdn trong d6 drloc hap thU, sulfat h6a bOi gan vi ddo thii qua duong mat.

cHi DINH

Di6u tri xd gan ( mQt nguy0n phdt (PBC), vdi di6u kiQn kh0ng cd xd gan mat OU.

Tan s6i mft cholesterol kh0ng cAn quang trong t0i mit. Ciic t0i mit phii ho4t dOng m{c dir c6 s6i m0t.

Trd em

Rdi loan gan m{t li6n quan vdixd nang 0 trd em tn 6 deh 18 tudi.

LrCu DUNG vA cAcH s0 ouro
Kh0ng c6 gi6i han d0 tudi khi s(l dUng thuOc viOn ursodeoxycholic acid trong di6u tri PBC vd tan s6i mf,t khOng cAn quang.

Ddi vdi benh nhdn cin n{ng drldi 47 kg ho{c benh nhan khong thd nuot vien thu6c ursodeoxycholic acid, c6 thd sfl dung

ursodeoxycholic acid dang viOn nang vi h6n dich.

Lidu d0ng hing ngiy duoc khuy€n cdo cho nh0ng chl dinh khdc nhau nhu sau:

0idu tri xo gan f m{t nguyOn ph{t (PBG)

Li6u dtng hing ngiy php thuQc vio cin n{ng vi trong khoing 3 d6h 7 viOn (14 t 2 mg ursodeoxycholic acid cho m6i kg

cen n{ng),

Trong 3 thing ddu di6u tri, li6u ursodeoxycholic acid nen duoc chia ra trong ngiy.

Khi n c[ta cdc sd cOa li6u c6 thd ldn m6i n vao budi t6'i.

Vien thuoc phai duqc uong vdi mot it nudc. Khong nen nghidn hodc nhai vi6n thudc. Nen cdn than dd dam b6o ring benh

nhin uOng thdc ddu dan.

C6 thd ti€'p tuc sl dUng vion ursodeoxyChOlic acid trong di6u tri PBC ddn v0 thdi han'

Vi0n bao phim ursodeoxycholic acid 250 mg

3 thdns ddu Sau doCdn n{ng (kg)
Li6u hlng ngiy

(mg/kg cin n{ng)
Sdno Trua l0r T6i (1 ldn m6i nqdy)

47-62 12 - 16 250 mg 250 mg 250 mg 750 mg

63-78 13 - 16 250 mg 250 mg 500 mg 1000 mg

49-93 13 - 16 250 mg 500 mg 500 mg 1250 mg

94 - 109 500 mg 500 mg 1500 mg14 - 16 500 mg

Tr€n 110 500 mg 500 mg 750 mg 1750 mg
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Tan sdi mil cholesterol:

Ngudi l6n: Li6u thudng dirng 8 - 12 mglkglngAy.

Vi6n thl6c phai du0c u6hg vdi mOt tt nudc vdo budi tdi trudc khi di ng[r. Kh0ng n0n nghidn hofc nhai viOn thr.rOt. Thtrdc phAi

duoc udng ttdu din.

Thdi gian cdn thi€i dd nda tan s6i mf,t thudng li 6-24 thdng, tty thr$c vdo kich thtldc vd thinh phdn cira s6i.

Hi0u quA di6u tri ndn du0c kidm tra blng chqp X-quang ho{c si6u 6m m6i 6 thiing cho ddn khi s6i mft bi0n mdt.

Viec ttidu tri n€n duoc ti€p tuc cho d€h khi hai ldn kidm tra lien tiep ciich nhau 4-12 tudn bing chup X-quang ho{c siou dm

kh6ng tim thdy s6i m{t. Bdi vl nh0ng k! thu{t ndy khOng cho phdp thd hien nh0ng hinh inh ddng tin c{y c0a s6i c6 dudng

kinh it hon 2 mm. KhA ning tdi phdt s6i m0t sau khi tti6u tri blng acid m0t duoc udc tinh c6 khi lOn ddn 50% vdo nim th0
5. Hi0u qui cOa ursodeoxycholic acid trong tli6u tri s6i mit cAn quang hay cAn quang mQt phdn chua duoc th0 nghiQm nhr/ng

thudng li tt tan hdn so v6i s6i khOng cAn quang. S6i kh0ng-cholesterol chi6m tri 10-15% cdc s6i khdng cin quang vd cd thd
kh0ng duqc hda tan blng acid mit.

Ngttdi git: Trong cA hai chl dinh khOng c6 ba1 ki' blng ch(ng ndo cho thdy cdn thi6t phii thay odi tidu d ngudi l6n nhung

n€n xem xdt cdc biQn phdp dU phdng thich hqp.

Trd em

S6i mat cholesterol vi PBC ril hi€m g{p 6 trd em nhung khi ch0ng xiy ra, li6u luong nen dua theo trQng luong cd thd.

Kh0ng c6 d[ li€u ddy 00 vd ttnn an bin vi hifu qui d nh6m ddn sd niy.

Oidu ki r01 Ioan gan m{t li0n quan vdi xo nang

TrC em

T16 em tU 6 ddn 18 tudi x0 20 chia ldm 2-3 ldn ndu cdn c6 thd u li6u l6n ddn 30

cH0ilc cHi olNH

- B0nh nhdn qui mIn vdi mudi m0t acid mAt hoAc v6i b{t c0 thinh phdn nio c0a thudc.

- Viem cip tfnh t0i mit ho{c dudng mat

- TIc dudng m0t (tIc ngh6n dng d5n mit chung ho{c 6ng dln trii m0t)

- cdc con tlau qu{n mat thudng xuyen

- S6i mit cAn quang

- Gi6m co b6p t0i m4t

Khi dilng trong rdi loan gan mit li6n quan vdi xd nang 0 tr6 tir 6 den 18 tudi

PhIu thu{t n6i mat - ruot khong thinh cong ho{c khong h6i phuc tdt luu luong mit 6 tr6 bi f mat.

THiir TR0!.rG

Vion ursodeorycholic acid nen dr0c sfi dung dudi s{ gi6m s{t y khoa.

Trong 3 thdng ddu t!i6u tri, bdc sT n€n theo d6i cdc thOng s6 chfc ndng gan ASAT (SG0T), ALAT (SGPT) vi y-GT m6i 4

tudn, sau d6 m6i 3 thdng. Ngodi viec c6 thd xdc dinh benh nhdn rlang dr0c <ti6u tri PBC c6 ddp fng hay khong ddp fng,

giiim sdt niy cflng cho ph€p phdt hiQn sdm nguy cd hU hai gan, d{c biQt 0 nh0ng bQnh nhdn PBC 0 giai doan cuOi.

Khi rtrtoc sU dung tld hOa tan s6i mlt cholesterol:

Dd denh gid sU ti6h tridn cOa di6u tri va kip thdi phdt hiQn c0a sU vOi h6a cfia sdi m0t, tiry thu0c vio klch thudc s6i, n6n

quan s6t idng quat tfi mit vi sU tic mit (chUp dudng mat c6 thuOc cAn quang qua dudng udng) tu thd bung d0ng vi ndm

ngria 6-10 th6ng sau khi b{t deu di6u tri.
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Vi€n bao phim ursodeoxycholic acid 250m9
Cdn ning (kg)

Li6u hing ngiy
(mg/kg cdn n{ng) Siing Trua T6i

20-29 17 -25 250 mg 250 mg

250 mg30 39 19 - 25 250 mg 250 mg

40-49 20-25 250 mg 250 mg 500 mg

50-59 21 -25 250 mg 500 mg 500 mg

60-69 22-25 500 mg 500 mg 500 mg

70-79 22-25 500 mg 500 mg 750 mg

750 mg80-89 22-25 500 mg 750 mg

750 mg90-99 23-25 750 mg 750 mg

100 - 109 23-25 750 mg 750 mg 1000 mg

750 mg 1000 mg 1000 mg> 110
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N0u trli m0t khOng thd quan sdt thiy trOn X-quang, ho{c trong trudng hop s6i mft bi voi h6a, giim co b6p tfi m{r ho{c
thudng xuyen c6 cdn dau quin mit, khong nen st dung ursodeoxycholic acid.

BQnh nhdn n[ uong ursodeorycholic acid dd hm tan s6i mf,t n€n s0 dung mot bien ph{p trdnh thai higu qu6 kh6ng nQi ti6t
t6, vi thudc trdnh thai noi tiet td c6 thd tdm fitng sdi m{t.

Khi drloc sfi duno trong di6u tri xo gan f mdt nguyOn ohiit oiai doan ct6i:

Dd quan srit th{y nh0ng trudng hgp rdl hi6m cira xo gan mdl bir, c6 thd gi6m mQt phdn sau khi ngrrng didu tri.

d nh0ng b$nh nhin PBC, trong nh0ng trrldng hQp hi6m g{p ciic triQu chring tim sdng c6 thd xiu di khi bdt ddu didu tri,
nhu ngfa ttrng l0n. Trong trudng hQp niy ndn giim li6u cdn 250 mg m6i ngiy vd sau d6 tdng ddn t6n ddn li6u khuy6'n cdo.

Ndu xiy ra ti6u chiy, phdi giim li6u vd trong trurdng hgp ti€u chAy k6o dai, n0n ngung rti6u tri.

Td duoc lactose

SAn phdm niy c6 chfa lactose, nhilng bQnh nhdn m{c cdc rdi loan di truydn hiOm g{p vd dung nap gatactose, chfng thi6u
hqt lactase Lapp ho{c rdi loan hep thu glucose-gatactose khdng n6n st dqng thu0t ndy.

PHU Nu c6 THAI VA CHO COlt BU

Thdi kit mang thai

Kh0ng cO ddy tl0 d0 liQu vd vi$c sfi dung ursodeorycholic acid, d{c biQt la trong ba thdng ddu c0a thai k}. Ciic nghien cfu
tren dong vft cho thdy tdc dung giy qudi thai trong giai doan som c0a thai k!. Ursodeorychotic acid khong duqc sfi dung
trong qud trinh mang thai trU phi th{t cdn thi€l.

Thdi ki, cho con bil

Theo mOt vdi tildng hOp de du0c ghi nhin c0a phq n0 cho con b0 sita, n6ng dQ ursodeoxycholic acid trong s0a m9 rd1 thdp
vA c6 thd khong cO phAn rng bet loi xay ra 6 tra b[ soa me.

TAc 00Nc cOn rHu0c KHr LAr xE vA viN xAlttt mAy m6c

Kh0ng Anh hudng rt€n khi ntrng ldi xe vi vfn hdnh mdy m6c.

TUdNG TAc THU6c

Kh0ng nOn dirng d6ng thdi ursodeoxycholic acid vdi colestyramin, colestipol ho{c ciic thrrOc kheng acid c6 chtia nhOm

hydroxid vi/ho{c smectite (nh0m oxit), bdi vi cdc chd phdm ndy sE g{n acid ursodeoxycholic trong ruQt vi do do uc chd sU

h{p thU vi hiQu qu6 clra n6. N6u cdn phAi s0 dUng chd phdm chrta mQt trong ciic chdl nay thi phii dung it nhdi 2 gid trudc

ho{c sau khi dUng ursodeoxycholic acid,

Ursodeorycholic acid c6 thd 6nh hudng ddn sU hdp thu c0a ciclosporin tU ruQt. Do d6, 0 bQnh nhin di6u tri bdng ciclosporin,

nOn kldm tra n6ng d0 c0a ch0t niy trong miiu vd bdc sT sd di6u chinh lidu luong ciclosporin n01 cdn.

Do Anh hu6ng c0a ursodeoxycholic acid dO'i vdi sU tiet acid m6t, co mOt khi ning l! thuydi rang sU hd'p thu ciic chdt

lipophilic khdc c6 thd bi anh hu0ng.

Trong mQt s6 trrrdng hOp hi0m g{p ursodeorycholic acid c6 thd lam giim sU hi'p thu cta ciprofloxacin.

Ouan s6t 6 ngrtdi tinh nguy0n kh6e manh cho thdy ursodeoxycholic acid ldm giim n6ng d0 dlnh trong huy6t tuong (Cmax)

vi diQn tich dr.tdi dudng cong (AUC) c0a thu6'c chen k€nh calci nitrendipin. Khuy0n ciio gidm sdt ch{t chO ciic kOi quA c0a

viQc s[ dUng tt6ng thdi nitrendipin vi ursodeoxycholic acid. C6 thd cdn phAi gia ttrng li6u c0a nitrendipin. Dd c6 biio cdo v6

tudng tec lim giAm hiQu quA didu tri cla dapson. Nhilng quan sdt niy cirng vdi nh0ng phdt hi|n in vitro c6 thd cho thdy khi
ning ursodeoxycholic acid cAm rlng enzym cytochrom P450 3A. Tuy nhi0n sU cim rlng khOng du0c quan silt thdy trong mQt

nghi€n crlu tudng tec duoc thiel kd tot vdi budesonid - duqc biet nhr/ mQt chil ndn cta enzym cytochrom P450 3A.

Hormon oestrogen vi cdc ch6t giAm cholesterol trong meu nhu clofibrat ldm ting bii ti0i cholesterol 0 gan vi c6 thd gdy ra

chrlng dau thrt mAt, li phan (ng chong lai acid ursodeoxycholic dUng dd hda tan s6i mit.

Mqt nghi€n cfu ldm sing tr€n tinh nguyQn viOn kh0e manh vdi vi$c s0 dUng d6ng thdi ursodeoxycholic acid (500 mg/ngdy)

vi roswastatin (20 mg/ngiy) lAm ting m(c rosuvastatin trong huy0i tuong. SU liOn quan l6m sing c0a sU tudng tdc niy vi
thim chi nh0ng tudng t6c lien quan ttdn c6c statin khdc khong duoc bi6t.

TAc DUNG KHOilG MONG MUO-N

Ddnh gid cdc tiic dong khong mong muon duoc dua tr€n dil lieu tdn suit sau:

Rft thudns s4p (z 1/10)

Thudng sAp (z 1n00 d€n < 1/10)

it s{p (> 1n.ooo den < 1/1oo)

Hi€m g{p (z 1/10.000 rl6n < 1/1.000)

Ral hie'm g{p (< 1/10.000)

Khong ro (khong thd udc tlnh tU d0 lieu c6 sin)
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ROi loan ilAu hda

Trong cdc th0 nghi€m ldm sdng, cdc bdo ciio vd phdn nhat hay tiOu chiy trong khi di6u tri bing ursodeoxycholic acid ld

thudng g{p.

Ral hiem g{p nhung dau bUng tr0n bOn phii dd xAy ra trong quii trinh di6u tri xo gan ri mit nguyOn phrit.

Rdi loan gan mdt

Trong qu{ trinh di6u tri blng ursodeoxycholic acid, vOi h6a s6i mit cd thd xiy ra trong nh0ng trudng hgp hi6h gip.

Trong qu{ trinh di6u tri cdc giai doan ti€n tridn xo gan f mat nguyOn phiit, di quan sdt thdy nh0ng trudng hOp hi6m g{p

cOa xd gan me't Oir, duqc hdi phqc mQt phdn sau khi ngUng di6u tri.

Rdi loan da vA mA dudi da:

R{t hi6m g{p nhung miy day c6 thd xAy ra.

Thdng b{o ngay cho bdc sT hoic dugc sT nh0ng phin (ng c6 hai g{p phii khi s0 dung thu0c.

Hrldng df;n cdch xr? trt ADR

Chua c6 hu6ng df;n cdch x0 trtADR d6i vdi ursodeoxycholic acid. NOu g{p cdc tdc dung kh6ng mong mr-rdn, ngr-tng dirng

thuOc vi bdo cho b6c sT di6u tri.

ouA LrEu vA cAcH x0 rni
Ti0u chAy c6 thd xAy ra trong tn dng hop qud li6u. Nhin chung, khOng c6 cilc tri0u chrlng khdc khi quii lidu vi sU hdp thrJ

ursodeoxycholic acid giim khitllng li6u. Di6u tri triOu chrtng, phuc n6i can btrng nudc vd ciic chdl diOn giii.

ThAng iln bd sung ddi vdi nhdm ddn s0 Odc Oi€t:

Li0u phdp di6u tri vdi ursodeoxycholic acid li6u cao k6o dii (28-30 mg/kg/ngay) 0 nh0ng bOnh nhdn bi viem duong mat xd

cring nguy€n phdt (s0 dUng ngodi hrldng d5n tr0n nhin) c6 li6n quan d6n ti l0 cao hdm c[ra cilc tilc dung phu nghi€m

trqng.

HAt{ DUNG: 36 thdng kd tU ngiy sAn xudt.

gAo OuAt{: Dudi 3ooc, Triinh dm vi dnh s6ng.

rrEu cxuflr: rccs.

TRiNH BAY: Hop o3 vi, vi 1o vion.

Ngiy xem x6l sfla ddl, c4p nh{t tai n0i dung hrrdng din sfl dung thuOl

cONc TY cd pxAH PYMEPHARco

166 - 170 Nguy6n HuO, Tuy Hda, Phri Ydn, Vi0t Nam
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