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HUGNG DAN SU DUNG THUOC

CONGTY \
Ui s B “Thuoc nay chi ding theo don thuoc

Pé xa tam tay tré em

. THANH PHAN CONG THUC THUOC:
Thanh phin dwge chit: Ursodeoxycholic acid 400 mg

Thanh phin td dwec: PEG 400 (Polyethylen glycol), povidon K30, lactose, microcrystalin
cellulose 102, crospovidon XL, bot talc, magnesi stearat, nang cimg rng s6 0.

. DANG BAO CHE: Vién nang ctg s6 0, mau nau nhat, chira bot thudc mau tréng, kho toi.

. CHIi PINH:

Vién nang Bearuso dugc chi dinh trong diéu tri:

+ Xo gan mét nguyén phat (PBC) va lam tan soi mét giau cholesterol, khong can quang c6
kich thugc vira va nhé & nhitng bénh nhén c6 tii méat hoat dong binh thudng.

+ Sbi cholesterol phu calci hodc soi cac séc t mat khong duoc ursodeoxychollc acid lam tan.
Dic biét vién nang Bearuso dugc dung diéu tri cho nhiing bénh nhéan bi chdng chi dinh phiu

thudt.
+ Réi loan gan mat do xo nang & tré em tir 6 tudi dén duoi 18 tudi.
. LIEU DUNG, CACH DUNG:
CACH DUNG:
Dung bing dudng ubng: Ubng thube v6i nuéde hodc thire ubng 16ng
LIEU DUNG:
- Ngudi 16n va ngudi cao tudi:
+ Xo gan mat nguyén phat: 10 - 15mg / kg mdi ngay, chia 1am hai dén bbn lan.
+ Lam tan soi mat:
Liéu thong thuong 12 6 - 12mg / kg / ngay, ding mot 14n vao ban dém hoic chia 1am
nhiéu 1n. C6 thé tang 1én 15mg / kg / ngay & bénh nhan béo phi, néu can.
Thoi gian dié’:u tri ¢6 thé 1én dén hai nim, tiy thudc vao kich thudc clia (cac) vién
s0i, va nén tiép tuc trong ba thang sau khi (cac) vién séi tan ra rd rang.

- Tréem:
+ Tré em bi xo nang tir 6 tudi dén dudi 18 tudi: 20 mg / kg / ngay chia 2-3 14n, c6 thé ting
thém dén 30 mg / kg / ngay néu can

Trong luong co Tré em bi xo nang tir 6 tudi dén dudi 18 {uéi: 20 mg
thé (kg) hodc 30mg/ kg / ngay chia 2-3 lan
50-59 3 vién / ngay
60 - 69 3 vién/ ngay
70-79 4 vién/ ngay
80 -89 4 vién/ ngay
>90 5 vién/ ngay
. CHONG CHI PINH:

Main cam véi ursodeoxycholic acid, v6i cac acid mét hodc bét ctr thanh phan nao ciia thube.
Séi tai mat bi voi hoa, gy can quang.
Viém c4p tinh tii mat hodc dudng mat.
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Téc dudng mét (tdc Sng mat chi hoac dng nang)

Bénh nhéin thuong xuyén bi con dau quin mét.

Kha nang co bop ctia tai mét bi suy gidm

Phu nit c6 thai hodc dang cho con bu hoéic phy nit co thé mang thai.

Bénh gan man tinh, loét da day t4 trang hodic nhitng ngudi bi bénh viém rudt non va rudt két.
Phau thudt cét bo tryc trang khong thanh cong hodc khong phuc hdi luu lugng mét tot & tré em
bi thiéu san dwong mat

CANH BAO, THAN TRONG KHI DUNG THUOC:

Viée diéu tri bing ursodeoxycholic acid dugce thuc hién dudi s gidm sat ctia béc si,

Trong 3 thang dau diéu tri, céc thong | s6 chirc ning gan AST (SGOT), ALT (SGPT) va y-GT
nén duoc béc si theo doi 4 tudn mot 1an, sau d6 ctr 3 thang mot lan. Ngoal viéc cho phép xéc
dinh nguoi dap ing va ngudi khong dép ing ¢ bénh nhan dang duge didu tri xo gan mat nguyén
phét, viéc theo ddi nay ciing s& cho phép phat hién sém kha nang suy thoai gan, dédc biét &
nhitng bénh nhén xo gan mat nguyén phat giai doan ning.

Khi duge st dung @& 1am tan séi mat cholesterol:

Dé danh gi4 tién do diéu tri va tAm soat sy véi hoa sO1 tii mat, tuy theo kich thudc cia soi, can

phai kiém tra tti mat (bang chup X quang tii mat) tong thé va (bang siéu 4m) nhitng ddm mo
can quang trong tu thé dimg va nam, 6 dén 10 thang sau khi bt dau diéu tri.

Néu khong thé nhin thdy tGi mat trén hinh dnh X-quang, hodc trong trLrorng hop s6i mat voi hoa,
suy giam co bop cla tui mat hogic cdc con dau quin mat thuong xuyén thi khong nén sir dung
ursodeoxycholic acid.
Khi dugc su dung dé diéu tri giai doan n@ing cua xo gan mét nguyén phat:
Trong mét sb rét hiém truomg hop xo gan, gan mét b dd duoc quan sat thdy, bénh nay s& phuc
hdi mot phan sau khi nging diéu tri.
Néu bj tiéu chay, phal giam lidu va trong trudng hUp tiéu chay kéo dai, nén ngung diéu tri.
Bénh nhén ¢6 cac van dé di truyén hiém gip vé khong dung nap galactose, thiéu hut Lapp
lactose hodic kém hdp thu glucose-galactose khong nén duing thudc nay
CAC DAUHIEU LUU Y, KHUYEN CAO KHI DUNG THUOC:
Dé thudc xa tAm tay tré em.
Chi dung thudc nay theo don ciia bac s§ diéu tri.
Khéng ding thude qué liéu chi dinh cua bac s§ diéu tri.
Poc k§ huéng dan sir dung thudc trude khi ding.
Thong béo ngay cho bic sy diéu tri hodc dugc sy nhitng tdc dung khdng mong mudn gip phai
khi str dung thuoc.
SU DUNG THUOC CHO PHU NU'MANG THAI VA CHO CON BU:
Thai

Khéng c6 dir liéu diy du vé viée sir dung ursodeoxychollc acid, dgc biét la trong ba thang dau
cua thai ky Cac nghién ctru trén dong vat da cung cap bing chimg vé tac dung gy qudi thai
trong giai doan sém cua thai ky. Khong sir dung ursodeoxychohc acid trong thai ky. Viéc diéu
tri nén dwgc ngung ngay 1ap tic khi mang thai va can tu van kham béc si.

Phu nit c6 kha nang mang thai nén dugc didu tri chi khi sir dung bién phap tranh thai déng tin
cly: cac bién phdp tranh thai khong c6 noi tiét td hogc estrogen thap bing dudng ubng dugce
khuyén khich. Tuy nhién, & nhitng bénh nhan sir dung ursodeoxycholic acid theo dudng ubng
dé lam tan s6i mat, bién phap ngira thai khong hormon c6 hiéu qua nén dugc str dung. Kha niang
mang thai phai duoc loai trir trude khi bat dau diéu tri.

Cho con bui

Khong biét ursodeoxycholic acid c¢6 vao sira me hay khong. Vi v@y khong nén sir dung
ur sodeoxychollc acid & phu nit cho con bi. Néu diéu tri bang ursodeoxycholic acid 1a can thiét,

phai dirng viéc cho con bu.
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ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC:

Ursodeoxycholic acid khéng c6 hodc anh huong khong dang ké dén kha nang 14i xe va van hanh
may méc.

TUONG TAC, TUONG KY THUOC:

Ursodeoxycholic acid khong duge ding ddng thoi véi colestyramin, than, colestipol hay cac
thude khang acid c6 chira nhom hydroxyd va/hodc smectit (nhom oxyd), boi vi cac thubc nay
lién két véi ursodeoxycholic acid tai rudt va ngan can sy hip thu va tic ché hidu qua cta né. Khi
can thiét sir dung thuoc c6 chia céc hoat chit néu trén, phai luu y ding thudc cach xa it nhat 2
gidy trrée va sau khi udng ursodeoxycholic acid.

Ursodeoxycholic acid ¢6 kha nang anh huong dén sy hip thu cua ciclosporin tai rudt. O bénh
nhén dugc diéu tri bang clclospoun béc si phai theo doi ndng do thudc nay trong méu va diéu
chinh liéu ciclosporin khi can thiét.

Trong mot sb trudng hop riéng 18, ursodeoxycholic acid co thé lam giam sy hadp thu cla
ciprofloxacin.

Ursodeoxycholic acid lam giam ndng d6 dinh (Cmax) va dién tich dudi dudng cong (AUC) cua
nitrendipin, mot thudc e ché calci, & ngudi tinh nguyén khée manh. Khuyén céo theo doi cht
ch& hiéu qua khi sir dung ddng thorl nitrendipin va ursodeoxycholic acid. Co thé can tang liéu
nitrendipin.

Ciing c6 bdo céo vé tuong tac thube 1am giam higu qua diéu tri ctia dapson.

Céc phat hién trén lam sang, cling nhu dit li¢u in vitro, c6 thé cho thdy kha ning
ursodeoxycholic acid 13 mot chit cam mg enzym cytochrom P450 3A. Tuy nhién, cac thu
nghiém 14m sang c¢6 dbi chiing da chi ra ring ursodeoxycholic acid khong c6 tic dung cam tng
lién quan dén céc enzym cytochrom P450 3A.

Céac thude tranh thai va cac t’huéc ¢6 tac dung ha cholesterol mau nhur clofibrat c6 thé lam ting
soi mét. Vi vay nén tranh phoi hop céac thudc nay.
TAC DUNG KHONG MONG MUON CUA THUOC:
- Thuong gap (>1/100 dén <1/10):
R&i loan tiéu hoéa: Phan nhio hoic tiéu chay.
- Rét hiém gap (<1/10.000):
Réi loan tiéu héa: Pau dit doi & ving ha sudn phai (trong khi diéu trj viém dudong mat
x0 hoa nguyén phat)
R&i loan gan mat: Vi hoa soi tii mat, Xo gan n}ét bu (trong khi diéu tri viém duong mat
xo héa nguyén phat & giai doan tién trién), c6 hoi phuc mdt phan sau khi ngirng dicu tri
Réi loan trén da va td chire duéi da: N&i may day
- Tén suét khéng biét
R&i loan tiéu hoa: Budn ndn va ndn
Réi loan trén da va té chirc dudi da: Ngira gia ting
QUA LIEU, CACH XU TRi:
Trong trudng hop qua lidu, c6 thé xay ra tidu chay. N6i chung, céc trigu ching khéc cta qué

lidu ursodeoxycholic acid la khong dang ké vi su hdp thu ursodeoxycholic acid giam khi téng
lidu va do d6 dugc bai tiét qua phan nhiéu hon.

Néu bj tiéu chay, nén giam lidu va ngimg diéu tri trong trudmg hop tiéu chay kéo dai.

Trong trudmg hop bi tiéu chay c6 thé diéu tri bang cach khoi phuc can bang nudce va dién giai.
PAC TINH DUQC LUC HOC:

Nhém dwoe ly: Didu tri cac bénh 1y gan mat

Mia ATC: AO5AAQ02

Dac tinh dwoce lye hoc
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Ursodeoxycholic acid 1 mot ddng phan epimer 7-B cta acid chenodeoxycholic. Day 1a mot acid
mét cé mit ty nhién trong thanh phé"m dich méat ctia nguoi nhung tdn tai voi ty 18 thip so véi
lwong acid mét toan phén.

Ursodeoxycholic acid lam tang kha nang hoa tan cholesterol trong dich mat ¢ ngudi, chuyén ddi
mét khong tan (d& tao sdi) thanh dich mat tan. Nhiéu co ché tac dong duge chimg minh dé giai
thich tac dung ctia ursodeoxycholic acid: giam bai tit cholesterol vao dich méat bang cach giam
su hép thu cua cholesterol tai rudt va su tébng hop cia né tai gan; ting lugng acid mét c6 tac
dung lam tan cholesterol dudi dang micelle; dénh tan s6i mat bang cach tao thanh chét long két
tinh dam dic tai tdi mat va cai thién sy bai tiét mat déu dén va sy théo rong mdt trong tai mat.

O tré em
Bénh xo nang: Tir cac bdo céo 1am sang, kinh nghiém va céc bang chung ¢
ursodeoxycholic acid & bénh nhi mac ching roi loan gan mét lién quan aéi
cho thay diu trj bang ursodeoxycholic acid ¢6 thé 1am giam sy ting sinh 8
tién tricn cta ton thuong mé hoc va tham chi dao nguoc cac thay doi gaw-mé { :
hién & giai doan dau cua CFAHD. Dicu tri bang ursodeoxycholic acid nén duge bat dau ngay
khi chin do4n dugc thyc hién dé toi wu hoa higu qua dicu tri

Dic tinh dugc dong hoc

Khi dung dudng ubng, u;'sodeoxycholic acid dugc hdp thu nhanh chéng va hoan toan. Lién két
96-98% véi protein huyét twong. Sau do, ursodeoxycholic acid bi dao thai qua mat dudi dang
lién hop véi glycin va taurin. Trong rudt, mot s chat lién hgp duge khir lién hop va tai hap thu.
Céc chat lién hop cling c6 thé bi dehydroxyl hoa thanh lithocholic acid, mét phan trong so do
dugc gan hép thu, sulfat hoa va bai tiét qua dudng mat.

QUY CACH PONG GOI:

Hop 3 vi Alu—PVC, vi 10 vién nang cimg, kém t& huéng dan sir dyng.

&n v6i diéu tri
ang (CFAHD),

Hop 5 vi Alu—PVC, vi 10 vién nang ctimg, kém t& hudng dén sir dung.
Hop 10 vi Alu—PVC, vi 10 vién nang cting, kém t& huéng dén sir dyng.
PIEU KIEN BAO QUAN: Noi khd thoang, tranh 4nh sang, nhigt d dudi 30°C.
HAN DUNG: 36 thang ké tir ngay san xuat.
TIEU CHUAN CHAT LUQNG THUOC: BP 2020.
TEN, PIA CHI CUA CO SO SAN XUAT THUOC:
CONG TY CO PHAN DUGC VA VAT TU' Y TE BINH THUAN
192 Nguyén Hoi, Phudng Pha Trinh, TP. Phan Thiét, Tinh Binh Thuin
TEN, PIA CHi CUA CO SO PANG KY THUOC:
CONG TY TNHH THUGNG MAI DUGC PHAM MINH TiN
Dia chi: 925 Lily Ban Bich, Phuong Téan Thanh, Quan Tan Phu, TP. Hb Chi Minh.
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