Rx Thuéc nay chi ding theo don thuic.

HOMAN Vién nén
Acid ursodeoxycholic 300 mg

SPK: VD-25373-16

THANH PHAN

MJi vién nén chita:

AT ursadeoXYeHBlLIOE « . B s T s SRR - vsionetoosos oasnsap g R e on 300 mg
Td dugc: Tinh bdt ngé, Lactose, Calci carboxymethylcellulose, Hydroxypropyl cellulose,
Acid silicic khan chudi nhe, Magnesi stearat.

MO TA

Vién nén dai mau tring, hinh bau duc, mot mit c6 khic “KUP”, mit kia tron.

DUGC LUC HQC

Acid ursodeoxycholic 1a mét acid mat tu nhién hién dién v6i mot lugng nhé trong thanh
phdn acid mat & ngudi. Acid ursodeoxycholic e ché sy tdng hgp va bai tiét cholesterol &
gan, va ciing e ch€ sy hap thu cholesterol tit rudt. Thudc it c6 tic dong e ché su téng

hdp va bai ti€t vao trong dudng mat ciia cdc ‘acid mdt noi smh va khong anh hlrdng t6i

sy bai i€t phospholipid vio mat. R e
\

DUGC PONG HQC \

Acid ursodeoxycholic hdp thu theo dudng tiéu héa sau khi uéng va trdi qua chu trinh
gan-rugt. Mot phin dugc lién hop trong gan trudc khi bai tiét vao mat. Dudi tdc dong
clia vi khudn dudng rudt, thudc & dang ty do va dang lién hdp trdi qua qué trinh 7a-
dehydroxy héa tao thanh acid lithocholic, mot phin dao thai truc ti€p qua phan, phin
cdn lai duge hdp thu, chd y&u la lién hgp va sulfat § gan trudc khi dio thai qua phan.

CHI PINH

Vién nén HOMAN dudc chi dinh trong hé tr¢ diéu tri xd gan & mat nguyén phat va lam
tan s6i mét cholesterol c6 kich thudc nhd dén trung binh khong phiu thuit dugc (khong
cdn tia X) & bénh nhén c6 chic ning tii mat binh thudng.

Acid ursodeoxycholic khdng hda tan sdi cholesterol dugc bao boc bdi calci hoic sdi ¢
thanh phin sic t& mat.

LIEU LUGNG VA CACH DUNG

Diéu tri xo gan i mdt nguyén phdt

Ngudi 16n va ngudi cao tudi: Liéu thudng ding 12 10 - 15 mg/kg/ngdy, chia 1am 2-4 1an/

ngay.
Hoa tan sdi mdt
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khi di ngd hoic chia 1am 2 -3 1dn. Liéu ding c6 thé ting 1én 15 mg/kg/ngdy & bénh nhin
béo phi, n€u cin thiét.

Thdi gian diéu tri c6 thé kéo dai d&€n 2 nam tdy theo kich thudc si. Khi séi di tan, ti€p
tuc ding trong 3 thing nira.

CHONG CHi PINH

Acid ursodeoxycholic chdng chi dinh & nhitng bénh nhén sau:

. Bé&nh nhén c6 sdi calci ¢6 cdn tia X.

. Bénh nhédn viém tdi mat hodc 6ng mat cip.

. Tdc dudng mat (tic Sng mat chd hodc mot Sng tii mat).

. Bénh nhin thudng xdy ra cdc con dau do sdi mat.

. Bénh nhén gidm chitc ndng co bép cla tii mat.

. Bénh nhin qud min v6i acid mat hodc bat cit thanh phin nao ciia thudc.

. Phu nif ¢6 thai hodc c6 khd ning mang thai va phu ni¥ cho con b.

. Bénh nhdn bénh gan man tinh, loét da day t4 trang hodc cdc bénh Iy viém rudt non
hoic rudt két.

TAC DUNG KHONG MONG MUON

R&i loan tiéu héa: Acid ursodeoxycholic ¢ thé gay budn ndn, ndn, tiéu chdy, khé chiu
trong bung, dau bung, tdo bén, khé tiéu.

0NN AW =

Réi loan gan mdt: Vang da (ting ning hoic vang da c6 tif truéc). Rat hi€m trudng hop
xdy ra sy calci h6a séi mat lam cho ching khong thé hoa tan biing liéu phap acid mat va
bénh nhan phdi can d&€n phiu thuat.

Cdc thit nghiém bdt thuong: ALT ting, AST ting, phosphatase kiém trong médu ting,
bilirubin trong mau ting, y-GT ting, ting men gan, ki€m tra chic ning gan bat thudng,
ting transaminase.

R6% logn trén da va mé dudi da: Mé day, ngita, rung téc, phat ban.

Cdc réi logn chung: Mét méi, phil ngoai bién, sot.

R’ logn hé thong mién dich: Qui min v6i thudc bao gdm phd mit, ndi mé day, phit
mach va phi né thanh quan.

R&i loan co xuong khdp va mé lién két: Pau cd.

R&i loan hé thdn kinh: Chéng mit, nhitc dau.

R&i loan hé hdp, long nguc va trung that: Ho.

Théng bdo cho bdc si nhitng tdc dung khong mong muén gdp phdi khi sit dung thuéc.
THAN TRONG

Trong 3 thing ddu diéu tri, cdc thong s& vé chitc niang gan nhu AST (SGOT), ALT

(SGPT) va y-GT can dugc theo doi 4 tuin mot lan, sau d6 1a 3 thang mot 14n. Ngoai viéc
d€ xdc dinh sy ddp ng hodc khong dép @ng § bénh nhan diéu tri xd gan & mat nguyén
phat, viéc theo doi ciing gitip phdt hién sém nguy cd suy gan, dic biét 1a § bénh nhan
dang & giai doan tién trién clia xd gan ¢ mat nguyén phat.

Pé dinh gid ti€n do diéu tri va xdc dinh kip thdi tinh trang calci héa sdi mat, cin chup X
quang tdi mat sau 6 — 10 thing diéu tri.

Khi st dung thudc dé diéu tri giai doan ti€n tri€n clia xd gan ¢ mat nguyén phit: Hi€m
khi xdy ra xd gan mat bl va bénh nhan phdi ngung diéu tri.

Né&u xdy ra tiéu chdy cin phdi gidm liéu va trong trudng hgp da bi ti€u chdy truéc d6 thi
khong nén st dung thudc.

Bénh nhin gip cdc van dé vé di truyén hi€m gip nhu khong dung nap galactose, thi€u
Lapp lactose hodc kém hap thu glucose-galactose khong nén sit dung thudc.

TUONG TAC THUOC

Khéong nén ding ddng thdi acid ursodeoxycholic v4i than hoat, colestyramin, colestipol
hoic thudc khang acid c¢6 chita nhém hydroxyd va/hodc smectit (oxyd nhém), bdi vi cdc
ché& phdm nay gdn két vdi acid ursodeoxycholic trong rudt vi vay e ch€ sy hap thu va
hiéu qué cla thuSc. N&u can thi€t phdi sit dung cdc thudc nay, nén uéng 1t nhét 2 gis

7 trudc hodc sau khi uong acid ursodeoxycholic.
Acid ursodeoxycholic c6 thé 1am ting sy hap thu cyclosporin tif rudt. o] nhitng bénh nhén
dang diéu tri cyclosporin, cin ki€m tra ndng d6 cyclosporin trong m4u va diéu chinh liéu
néu cin thiét.

Trong mét s& trudng hgp acid ursodeoxycholic c6 thé lam gidm sy hap thu ciprofloxacin.
Acid ursodeoxycholic di dugc chitng minh 1a 1am gidm néng d6 dinh trong huyé&t tuong
(Cpay) va dién tich dudi dudng cong (AUC) ciia nitrendipin chit d8i khang calci.

Mot tuong tic lam gidm hi¢u qué diéu tri cia dapson ciing da dugc béo cdo.

Thudc tranh thai dudng uéng, hormon oestrogen va cic thudc lam gidm cholesterol trong
mdu nhu clofibrat c6.thé lam ting sdi mat, tic dong ngudc lai véi acid ursodeoxycholic
dugc sit dung d€ 1am tan séi mat.

SUDUNG THUOC O PHU NU MANG THAI VA CHO CON BU

Chua c6 diy di dit liéu vé viéc sit dung acid ursodeoxycholic & phu ni¥ mang thai dic
biét 1a trong ba thing dau thai ky. Cdc nghién cifu trén dong vat cho thdy nhitng bing
chitng vé tdc dong giy qudi thai trong giai doan sém cia thai ky. Vi viy khong st dung
acid ursodeoxycholic & phu nit mang thai. Nén ngung thudc ngay 1ip tic né€u mang thai
Va tu van béc si.

Phu nif c6 khd ning mang thai chi nén diéu tri acid ursodeoxycholic khi st dung cdc bién

phip tramh that hieurqua-Camtrantkidnang mang thai trroc khi bat dduwatéutr.
Chua bi€t acid ursodeoxycholic cé qua dudc sita me hay khong. Vi vdy, khong st dung
acid ursodeoxycholic & phu nit cho con bi. N&u cin thi€t phdi diéu tri bing acid
ursodeoxycholic nén ngung cho con bi.

SUDUNG THUOC G TRE EM

Tinh an toan va hi€u qud cia acid ursodeoxycholic & tré em chua dugc thi€t 1ap.

ANH HUGNG PEN KHA NANG LAI XE VA VAN HANH MAY MOC

Chua ghi nhin nhitng 4nh hudng ciia thudc d€n kha ning 14i xe va van hanh mdy méc.
QUA LIEU VA XU TRI

Tiéu chay c6 thé xay ra trong trudng hgp qué liéu. Nhin chung céc triéu chiing qué liéu
khdc thudng khéng xay ra vi sy hidp thu cla acid ursodeoxycholic gidm din theo liéu
tang din va vi vay thudc dugc dao thii qua phan nhiéu hon.

Khéng cin céc bién phip diéu tri dic biét, n€u x3y ra tiéu chdy can bu nudc va can
biing dién gidi.

PONG GOI

Hop 3 Vix 10 Vién nén.

Hop 10 Vi x 10 Vién nén.

HAN DUNG

36 thang k& tir ngay sin xuat.

Khéng diing thubc qud han sit dung ghi trén hop.

BAO QUAN

Trong bao bi kin, tranh 4nh séng.

& nhiét @5 phong khong qué 30°C.

TIEU CHUAN

TCCS.

Doc ky huéng dan sit dung trudc khi ding.

Néu cdn thém thong tin, xin héi y kién bdc si.

Thuéc nay chi ding theo su ké don ciia thdy thudc.

San xuat tai

CONG TY CO PHAN KOREA UNITED PHARM. INT’L

S8 2A, Pai 16 Ty Do, Khu céng nghiép Viét Nam — Singapore, Thi xi Thuin An,
Tinh Binh Duong, Viét Nam.




