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TO HUONG DAN SU DUNG THUOC
R«
UNOURSODIOL - 300

Doc kv hieong dan sir dung trieoe khi dimg

Dé xa tam tay tre em.

Thong bao cho bdc st hode diroe st nhimg idc dung khong mong muon gap phai khi sw
dung thuoc.

Thuoc nay chi dimg theo don thuoc.

THANH PHAN, CAU TAO CUA THUOC:

M3i vién nén bao phim chira:

Thanh phan diroe chit: Acid ursodeoxycholic BP: 300 mg

Thanh phan ta dwge: Cellulose vi tinh thé, tinh bot ngd. povidon K-30. silic keo khan, tinh
bot natri glycolat (loai A), natri lauryl sulfat. talc tinh khiét. magnesi stearat. akoat-312. sit
oxyd vang,

DANG BAO CHE

Vién nén bao phim

Mo ta: Vién nén bao phim hinh tron, mau vang, hai mat 16i va phang.

CHI PINH:

Vién nén acid ursodeoxycholic dugce sur dung diéu tri xo gan mat nguyén phat va hoa tan
soi mat khang can quang, soi mat giau cholesterol kich thude nho dén trung binh.

LIEU LUQNG VA CACH DUNG

Udng thude trong bira dn.

Xo gan mdt nguyén plut

Nguoi truong thanh va ngudi cao tudi: 10 - 15 mg acid ursodeoxycholic’kg thé trong/ngady
chia thanh 2 dén 4 lan.

Tré em: diéu chinh liéu theo thé trong.

Houa tan soi midt

Ngudi trudng thanh va ngudi cao tudi: 6 - 12 mg acid ursodeoxycholic/kg thé trong/ngay.
udng mot 1an trude khi di ngd hodic chia 2 lan. Liéu c6 thé tang Ién dén 15 mg/kg thé
trong/ngay déi vai nhitng bénh nhén béo phi.

Licu trinh diéu tri co thé kéo dai dén 2 nam, tuy thude vao kich thude cua soi va thude duoc
khuyén cao su dung tiép tuc trong 3 thang sau khi so1 dugc hoa tan.

Tré em: diéu chinh liéu theo thé trong.
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CHONG CHI PINH
[. Soi mat calei hda can quang.
2. Viém ti mat hodc duong mat cip tinh.

. Tac duong mét (tac Ong thi mat. tac ong mdt chu).

fad

4. Con dau quan mat thuong xuyén.

L

. Co bop tii mdt kém.

6. Qua man voi acid mét.

7. Phu nir ¢¢ thai hoidc cho con bu hoac ¢6 kha nang mang thai.

8. Bénh gan man tinh. loét da day. bénh nhan mic cac bénh viém nhiém rudt non. dai trang.
CANH BAO VA THAN TRONG

Khi su dung acid ursodeoxycholic can ¢o su theo doi chat ché ctia nhan vién v té.

Trong 3 thang dau diéu tri. cac thong sé chic nang gan AST. ALT. va y — GT can phai
duoc theo ddi chat chd 4 tuan/lan va sau do la 3 thang/lan. Ngoai theo ddi dap ang cua
bénh nhan trong diéu tri xo gan mat nguyén phat, viée Kiém sodt cac thong s6 nay s& gilp
phat hién som suy gan ¢ nhiimg bénh nhan xo gan mat nguyén phat giai doan sau.

Khi s dung acid wrsodeoxvcholic dé hoa tan soi

Dé danh gia tién trién trong qua trinh diéu tri va phat hién sy calci hoa soi mat. tuy theo
kich thude soi. can phai quan sat tai mat vé tong thé va vi tri tic nghén o tu thé ding va
nam ngura (siéu 4m) 6 — 10 thang sau Khi bat dau diéu tri.

Néu khong thé quan sat tui mat béng X —quang. hodc soi mat bi calci hoa, tui mat co bop
kém hoiic dau quian mat thudong xuyén, acid ursodeoxycholic khong dugc khuyén cao sir
dung.

Khi sir dung acid ursodeoxyeholic dé dicu tri xo gan mdt nguyén phdt

Trong mot s truong hop rat hiém gap. xo gan mat bi da dugc bao co va thuyén giam mat
phan sau khi dimg dung thudc.

Néu bi tiéu chay. can phai giam liéu thude. Néu tiéu chay kéo dai, can phai ngimg st dung
thudc.

Bénh nhan co cac van dé di truyén hiém gap khong dung nap galactose, thiéu yéu té phan
wiai duong lactose (Lapp lactose deficiency) hode kém hip thu glucose — galactose khong
duoge dang thude nay.

SU DUNG TRONG THOI KY MANG THAI VA CHO CON BU

Phu nit co thai:

Khong 6 day di di ligu vé st dung thuée & phy nit ¢6 thai trong ba thang dau thai ky.
Nhiing nghién ctru trén dong vat cho thiy bang chiing vé kha nang gay quai thai clia thude
trong thoi ky dau thai ky. Chong chi dinh sir dung thude cho phu nir ¢6 thai. Khi phat hién

¢6 thai, can ngumg st dung thuoce ngay lap tie va theo tu van cua bac s§.
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Phu nit ¢6 kha ning mang thai chi nén ding thudc khi s dung cdc bién phap tranh thai:
thude tranh thai khéng hormon hodc thude tranh thai ham luong estrogen thap duong uéng.
Tuy nhién, nhimg bénh nhan st dung acid ursodeoxycholic dé hoa tan s6i mat dugc khuyén
cdo str dung thudc tranh thai khdng hormon do cic thube tranh thai chita hormon ¢ thé
lam tang soi mat. Kha ndng mang thai can duoc loai trir trude khi bit dau ding thudc.
Phru niv cho con bi:

Kha ning acid ursodeoxychaolic ¢o thé qua stra me chua dugc biét. Do do, phu nir dang cho
con bu khong duge khuyeén cdo sir dung acid ursodeoxycholic hodc ding cho con b trong
truomg hop cén thiét phai s dung thude.

ANH HUONG CUA THUOC LEN KHA NANG LAl XE VA VAN HANH MAY
MOC:

Cho dén nay chua cé anh huong dén kha nang lai xe va van hanh may méc cua thude duoce
bdo cao.

TUONG TAC VOI CAC THUOC KHAC, CAC DANG TUONG TAC KHAC
Antacid (chiva nhém)

Giam hép thu acid ursodeoxycholic.

Thube gin acid mit

Giam hap thu acid ursodeoxycholic. Su dung cac thuée gan acid mat (cholestyramin,
colestipol) trude hodce sau khi dung acid ursodeoxycholic it nhat 2 gio.

Clofibrat

C6 thé lam giam hiéu qua cua acid ursodeoxycholic do clofibrat (va ¢é thé cac thude lam
giam md mau khac) lam tang tiét cholesterol gan.

Estrogen

Co thé lam giam hiéu qua cua acid ursodeoxycholic do cac estrogen lam ting tiét
cholesterol gan.

Cdc thudc trdanh thai hormon

Céc thude tranh thai duong udng lam tang tiét cholesterol gan nén co the lam giam hiéu
qua cua acid ursodeoxycholic.

Cyclosporin

Acid ursodeoxycholic ¢o thé lam tang hap thu cua cyclosporin qua rudt. O cac bénh nhan
sir dung cyclosporin, nong do cyclosporin trong mau can dugc theo ddi va c6 thé phai hiéu
chinh liéu néu can thiét.

Ciprofloxacin

Acid ursodeoxycholic ¢o thé lam giam hap thu ciprofloxacin.

Nitrendipin, dapson
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Két qua cua mot s6 nghién ciru cho thay acid ursodeoxycholic ¢ thé lam giam néng do
dinh trong mau (Cmax) va dién tich dudi duong cong (AUC) cua nitrendipin. Tuong tac
thude lam giam hi¢u qua diéu tri cua dapson cling di duoc béo cdo.

TAC DUNG KHONG MONG M UON

Roi loan tiéu hoa

Tiéu chay hodc di ngoai phan nhdo la tri¢u chimg thudng gip.

Dau bung trén, bén phai nghiém trong trong khi diéu tri xo gan mat nguyén phat rat hiém
2ap.

Acid ursodeoxycholic lam tang kha nang budn ndn. non. Tan suat cua hién trgng nay chua
duoe biét ro.

Roi foan gan mgt

Trong sudt qua trinh diéu tri bang acid ursodeoxycholic, rit hiém gap trudng hop soi mat
¢6 thé bi calci hoa va lam cho soi kho bi hoa tan khi diéu tri vai acid mat va mot s¢ bénh
nhan phai lam phau thudt.

Trong qua trinh diéu tri cdc giai doan sau cua xo gan mat nguyén phat bang acid
ursodeoxycholic, rat hiém gap truong hop bénh nhan bi xo gan mat bu. Khi dung su dung
thude tinh trang bénh thuyén giam mét phan.

Da vé roi loan dudi da

Rét hiém khi bi noi mé day.

Acid ursodeoxveholic ¢6 thé lam tang kha nang bi ngira. Tan sudt hi¢n wong nay chua
duoc biét ra.

QUA LIEU VA CACH XU TRIi

Tiéu chay co thé xay ra Khi bi qua lieu. Thong thuong, cac trigu ching khéc déu khong ro
rang va chic chin do sy hap thu acid ursodeoxycholic giam khi tang liéu va do do. thude
duoc dao thai qua phan nhiéu hon.

Piéu trj tiéu chay theo triéu chimg bang phyc hoi lai can bang cic chit dién giai va dich
trong co thé.

DUQC LUC HQC

Mi ATC: AOSAAOQ2

Acid ursodeoxycholic. 7B-hydroxyepimer cua acid chenodeoxycholic, la mot acid mat than
nude, duoc tim thay trong dich mat ctiia ngudi voi lugng nho (thudng chiém khoang 5%
tong luong acid mat) va trong dich mét cua mjt s6 dong vit.

Mic du co ché chinh xdc ctia tac dung hoa tan soi mat cua acid ursodeoxycholic chua dugc
biét rd nhung acid ursodeoxycholic duge gia thiét la tc ché tong hop va bai tiét cholesterol

trong gan va (¢ ché hap thu cholesterol qua rugt.
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Cholesterol khong tan trong nude nhung khi ¢6 mat cac acid mat dihydroxy. cholesterol ¢é
thé hoa tan trong nudc qua sy phén tan cholesterol dudi dang tinh thé long hoac micel. Do
do. ndng do cholesterol bao hoa tang Ién.

Thude ¢6 thé anh huong dén qua trinh tao mam tinh thé clia cholesterol bing cach thay doi
cac yéu t6 tao mam.

Thube ¢o thé (e ché nhe qua trinh dng hop va bai tiét acid mat ndi sinh vao dich mat: va
khong anh huong dén bai tiét phospholipid vao dich mat.

O nhiing bénh nhén ¢o soi mat. téc dung phdi hop ctia thude lam thay doi dich mat tir két
tinh cholesterol sang hoa tan cholesterol va do do hoa tan soi mat cholesterol.

Acid ursodeoxycholic ¢o tac dung bao vé gan. duge cho la lién quan dén su chuyén cdc
acid mat than dau va déc tich Iy trong truong hop & mat.

Acid ursodeoxycholic lam giam bilirubin huvét trong ¢ bénh nhan xo gan mat nguyen
phat.

C6 tac dung diéu hoa mién dich bao gom lam giam bié¢u hién cac khang nguyén lop 1 o cic
té bao gan. ciing ¢ thé déng vai trd quan trong trong céc tac dung co loi tren bénh nhan
X0 gan mat nguyén phat.

DUQC PONG HQC

Thudc hap thu tot qua dudng tiéu hoa véi ty I¢ chuyén hoa qua gan lan dau 1a 50 = 60% va
chu trinh gan ruot. Thude lién hop mot phan ¢ trong gan trude khi duge bai tiét vao dich
mat va qua qua trinh 7-a-dehydroxy hoa chuyén thanh acid fithocholic. Acid nay dugce bai
tiét mot phzﬁn qua phdn va phén con lai duge hap thu va chu yéu dugc lién hop va sulfat
hoa trong gan trude Khi bai tiét qua phan.

QUY CACH PONG GOI: Hop 10 vi x 10 vién nén

PIEU KIEN BAO QUAN, HAN DUNG VA TIEU CHUAN CHAT LUQNG:
Piéu kién bao quan: Bao quan dudi 30°C. Tranh anh sang va do am.

Han duang: 24 thang ké tir ngay san XUAL.

Tiéu chuin chit lugng: BP

SAN XUAT BOI:

AKUMS Drugs & Pharmaceuticals Ltd.

Dia chi: 19,20 & 21, Sector - 6A, [LLE, Sidcul, Ranipur, Haridwar-249403. An Do.

TUQ.CUC TRUONG

P.TRUONG PHONG . ’
Pham Ghi Vin Hank m/



