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Rx

URUSO

(Acid ursodeoxycholic 100mg)

“DE xa tam tay tré em
Doc ki hudng dn s dung trudc khi ding
Thudc nay chi ding theo dan thudc”

[THANH PHAN, HAM LUGNG CUA THUGC]
Mdi vién c6 chda: :

Thanh phédn hoat chat:

Acid ursodeoxychalic ........................100mg
Thanh phén t4 duge: Tinh bt bdp, Carboxym-
ethyleellulose Calcium, Hydroxypropy!
Celluloss, Colloidal silicon dioxide, Magnesium
stearate, lactose monohydrat.

[DANG BAO CHE]

Vién nén hinh tron, mau trdng, mot mt c6
khic k7 ty “DW", mat con lai khdc ky ty
“UDCA".

[CHI BINH]

Uruso dugc chi dinh:

- Hoa tan s6i mit giau cholesterol khi tii mat
con chiic nang.

- C&i thién chic ndng gan trong bénh xd gan
mat nguyén phat.

[CACH DUNG VA LIEU DUNGI

Cach ding:

Thudic diing duting uding

Liéu ding:

e oL mat gidu chol | ki 101 mat
con chiic ning

Nguoi Ién va ngudi cao tudi:

Ligu théng thubing tir 6 - 12mg/kg/ngay, ding
liu duy nhat vao bui t6i hodc chia lidu. C6 thé
ting d&n liu 15mg/kg/ngay néu cdn & bénh
nhan béo phi.

Thi gian diéu tri ¢ thé kéo dai 2 nam, tly
vao kich thudc sdi va nén dugc ti€p tuc diéu tri
3 thdng sau khi sdi tan hoan toan.

Tré em: Lidu dung dua trén cén ndng.

Céi thign chiic ndng gan trong bénh xd gan

mdt nguyén phat
Ngudi Ién va ngudi cao tudi: 10 - 15mg

/kg/ngay chia thanh 2-4 lidu.
Tré em: Liu diing dya trén c&n ndng.

[CHONG CHI BINH]

- Bénh nhin s6i canxi.

- Viém tii mat ¢&p hodc viém dubng mat cdp
- Nghgn 6ng din mat (tdc nghén dng dn
mét chung hodc dng nang mat).

- Thudng xuyén dau bung do gan mat.

- Gidm chifc ndng co thit tii mat.

- Qué man cam vdi céc acid mat hodc bat ky
thanh phén nao clia thudc.

- Phuy nif cé thai, nghi ngd cd thai hodc phu
nii dang cho con ba.

- Bénh gan man tinh, loét da day, viém két
trang hay viém rudt.

- Phiu thudt hep dung m4t bdm sinh that
bai hodc 6ng din mét khong phuc héi & tré
em.

- Bénh nhin khéng dung nap galactose, thiéu
men Lapp lactase hodc khdng hdp thu
glucose-galactose.

[CANH BAO VA THAN TRONG KHI DUNG
THUGCI

Thén trong chung:

- Acid ursodeoxycholic nén dugc st dung dudi
sy theo d6i clia béc sT.

- Trong 3 thang ddu diéu tr, bdc sT nén theo
ddi cac chl sd chifc ndng gan AST (SGOT),
ALT (SGPT) va gama GT mdi 4 tudn va sau d6
mdi 3 thang. Ngodi viéc cho phép xdc dinh dap
(g hodc khong dap (ng voi diéu tri trong xd
gan mat nguyén phat, con cho phép phat hign
som kha nang t6n thuong gan, dic biét & banh
nhgﬁn X0 gan mat nguyén phat giai doan tign
trién.

- Khi chi dinh d€ 1am tan sdi cholesterol: dé
dénh gid tign d diéu tri va phat hién kip thi
tinh trang voi hda sdi mat, tily thudc vao kich
thudc s6i, nén kiém tra hinh @nh t6ng quan cia
tdi mat sau 6-10 thang diéu tri.

- Khdng ding acid ursodeoxycholic néu tai mat
khdng thé thdy dugc trén X quang hodc trong -
trudng hop v6i hda s6i mat, gidm co thit tai
mat hodc thuting xuyén dau bung do gan mét.

- Khi st dung dé diéu tri xo gan mat nguyén
phat giai doan tién trién: trong mgt so rat higm
trudng hop ghi nhén hién tugng xd gan mat b,
va hdi phuc mét phdn khi ngung diéu tri.

- Néu tigu chay xay ra, phai giam liéu va
trong trudng hgp tidu chay kéo dai, nén ngung
dung thudc.

- Bénh nhén bénh di truyén hiém gip vé
khéng dung nap galactose, thi€u hyt Lapp
lactose hay khong hdp thu glucose-galactose
khéng nén str dung thudc nay.

Thén trong khi chi dinh Uruso cho cdc bénh
nhan sau :

- Bénh nhén bénh tuyén tuy trdm trong.

- B&nh nhén cé séi mat trong 6ng mat (& mat
c6 thé xdy ra do tic dong lgi mat).

- Bé&nh nhdn bénh ndo do gan gdy ra, xo gan
¢ trudng hodc cdn ghép gan.

[PHU NO' CO THAI, PHU NO' CHO CON BU]
Phu nif cd thai:

- Phu nit ¢d khd ndng mang thai chi dugc digu
tri acid ursodeoxycholic khi dang ding bién
phép trdnh thai higu qua: bién phap tranh thai
khéng héc mén hodc thudc tranh thai duding
udng chia estrogen lidu thdp duge khuyén cdo,
Tuy nhién, & bénh nhan dang ding acid
ursodeoxycholic dé lam tan séi, nén diing bién
phép tranh thai khéng hdc mén do thudc tranh
thai dubing udng chifa héc mdn c6 thé lam ting
nguy cd soi mat. Khd ndng mang thai phai
dugc loai trir trudc khi bt ddu didu trj.

Phy nif cho con bii:

- Chua biét acid ursodeoxycholic cé qua dugc
siia me hay khéng. Vi thé, khéng diing acid
ursodeoxycholic trong thai ky cho con bd. N&u
c4n thigt phai diéu trj vdi acid ursodeoxychalic,
nén ngung cho tré bl siia me.

IANH HUGNG CUA THUGC LEN KHA NANG
LAI XE, VAN HANH MAY MGC]
Thudc khéng &nh hubing.

[TUONG TAC, TUONG KY CUA THUGC]

- Khéng nén ding k&t hgp acid ursodeoxy-
cholic vdi than hoat, colestyramin, colestipol
hodic thudc khang acid chira nhdm hydroxyd
va/hodc nhom oxyd, do cdc thudc nay gdn vdi
acid ursodeoxychalic @ rugt va do dé, lam giam
hdp thu va hiéu qud. Trong trung hgp cdn
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thiét phdi ding mot trong nhiing thudc trén,
phai ding it nhat 2 gio trude hodc sau khi udng
acid ursodeoxycholic.

- Acid ursodeoxycholic 6 thé 1am tdng hap
thu clia cyclosporin & rut. G bénh nhan dang
diéu tri véi cyclosporin, cdn kiém tra néng do
trong mau clia cyclosporin va diéu chinh ligu
néu cdn.

- MGt s trudng hgp, acid ursodeoxycholic cd
thé lam gidm hdp thu ciprofloxacin.

- Acid ursodeoxycholic cho thdy khd ndng lam
gidm néng do dinh (Cmax) trong huy8t tuong
va dién tich dudi dubing cong (AUC) clia thudc
chen kénh calci nhu nitrendipin. Mt tuong tac
lam gidm higu qud diéu tri clia dapson ciing
dugc ghi nhdn. Nhilng quan sat nay cing vdi
thit nghiém in vitro cho thdy kha ning acid
ursodeoxycholic cdm Ging enzym cytochrom
P450 3A. Tuy nhién, trong cdc thi nghiém 1am
sang co kiém soat, acid ursodeoxycholic cho
thdy khong ¢d anh huling lign quan d&n cam
{ing enzym cytochrom P450 3A.

- ThudC tranh thai dudng udng chita estrogen
va thudc ha cholesterol nhu clofibrat ¢6 thé
lam tdng nguy co s6i mat, do dé anh huing
dén hiéu qud cla acid ursodeoxycholic trong
diéu tri soi mat.

[TAC DUNG KHONG MONG MUGN CUA
THUdC]

Panh gid cdc tic dung ngoai ¥ dya vao tdn
sudt nhy sau: Rdt thuding gdp (= 1/100 va <
1/10); Thuing gdp (1/1.000 < ADR < 1/100); ft
g4p (1/10.000 < ADR <1/1.000); Rt higm gip
/ chuia hit (< 1/10.000 hodc khéng thé dodn
dugc tir dif fiéu hién tai)

Thudng gdp:

- Tiéu héa: phan nhay hoic tiéu chay.

Rét hiém gdp: _

- Tiéu héa: dau ving thugng vi.

- Gan mat: vdi héa séi mat,

- Da: nglia.

Chua bidt:

- Tidu hda: budn ndn, 6i mia.

[QUA LIEU VA CACH XU TRI]

C6 thé xay ra tidu chay trong truting hop qud
liu. Nhin chung, cic trigu chiing qué lidu khdc
khdng thé xay ra do hap thu clia acid ursode-
oxycholic gidm khi tang liéu va vi thé dugc bai
tiét nhiéu qua phan.

Khéng c6 bién phap dic hiéu trong didu tri qua
ligw Khi bj tiéu chay, cdn bl nudc va dién gidi

[DAC TINH DUGC LUC HOC]

- Sau khi udng, acid ursodeoxycholic dugc cd
ddc va dy trd trong t0i mat, acid ursodeoxy-
cholic 1am gidm bao hoa cholesterol nhd (ic
ché tong hop va bai tiét cholesterol & gan,
déng thdi (tc ché tai hdp thu cholesterol vao
rudt. Tac dung gidm bdo hoa cholesterol cho
phép hda tan tir tif soi cholesterol.

- Ngoai ra, acid ursodeoxycholic [am tdng luu
lugng mat, gidp cdi thién tinh trang 0 mat.
Acid ursodeoxycholic gidp bdo vé t& bao gan
khdi téc dung gdy ddc gan cla cdc acid mat
khdng tan trong nudc (nhu acid lithocholic, acid
deoxycholic, acid chenodeoxycholic) nhd (ic ché
canh tranh hdp thu vao rugt

[PAC TINH DUGC BONG HOC]

- H4p thu v& phan bé: sau khi ubng, acid
ursodeoxycholic duge hdp thu tir duding tidu
hda, vio mau va dudc chuyén truc tiép dén
gan, chi mét lugng nhd luu théng trong vong
tudn hoan.

- Chuyén héa: acid ursodeoxycholic nhanh
chéng hdp thu vao gan va gin két véi glycin
hodc taurin réi di vao mat. Mgt ty 1& nho acid
ursodeoxycholic di vao chu trinh gan ruét.

- Thai trir: acid ursodeoxycholic dugc dao thai
chi y8u qua phan

[QuY CACH BONG GOI]
Hop 10 vi x 10 vién.

[BAO QUAN]

Bdo qudn trong bao bi kin & nhiét d§ duti 30°C.

[HAN DUNG cUA THUGC]

36 thdng ké tif ngay sén xudt.

Khéng ding thudc khi da qud han ding ghi
trén hop.

[TIEU CHUAN]
BP

[NHA SAN XUAT]

Daewoong Pharmaceutical Co., Lid.
35-14 Jeyakgongdan 4-gil, Hyangnam-eup,
Hwaseong-si, Gyeonggi-do, Han Qudc.
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