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TO HUONG DAN SUDUNG THUOC

R,
PHUHEPA
Dé xa tim tay fré em,
Dgc k lurdng dan st dung triede khi ding.
Thudc nédy chi dimg theo don thude,
THANH PHAN CONG THUC THUOC : Pl
Mai vién nén bao phim clira: For CONG TY
Thanh phdn hoat chit - i GOl
Acid ursodeoxycholic .o 150 mg. _
Thanh phdn td diege -
Avicel 102, PVP K30, Natri lauryl sulfar, DST, Magnesi stearat, ]-[?"\:IG -51'\ }’%G' 60'00 Titan dioxyd.
Tale. Sunset vellow lake, Sunset vellow, Ponceau 4R,
DANG BAO CHE :
Vién nén tron bao phim mau cam, hai mt trom,
CHI PINH :
PHUHEPA duge chi dinh trong didu trj xo gan & mat nguyén phit (PBC) va lim tan soi mit
cholesterol ¢6 kich thirde nho dén trung binh khang phiu thudt duge (kKhdng can tia X) & bénh nhin ¢6
chite ndng i mdt binh thudng,
Acid ursodeoxycholic khong hoa tan s6i cholesterol duge bao bec béi calci hodc s6i ¢6 thanh phin sic
t mat.
Tre em - Cde bénh vé gan - dng mit trong bénh xo nang (CF) & tré em tir 6 tudi dén dudi 18 i,
CACH DUNG, LIEU DUNG :
Ciach ding: Ding dudmg vong.
Litu dirng:
Bridu tri xo ean & mit ugy-.;n phd[ (PBC):
Ngteaf lem vé ngeedi cao tudic Licy thudmg ding 1 10-135 mg/kg/ngay, chia Jam 2-4 laningay.
Tre em; Liéu ding thy theo trong lugmg cor thé.
Hia tan sé mgl
Newai lom va ngidi coo tuGi; Lidu thidmg diing 1 6-12 me/ke/ngdy, uéng | Iin trurdse khi di ngth hojic
¢hia lam 2-3 lan, Liéu ding ¢6 thé 1ang 1én 15 me/kg/ngdy & bénh nhan béo phi. néu can thiét,
Thei gian diéu trj ¢6 thé kéo dai dén 2 nam thy theo Kich thude soi. Khi soi da tan, tiép tye diing trong
3 thang nira.

!

Tré em Lidu diing tiiy theo trong Em_mg co the. o%/
Bénh xo nang (CF) & tré em tir 6 woi dén dusgi 18 udi: 20 me/ke/ngiy chia 2-3 Win/ngiy, ¢d thé 1ang
Ién 30 mg'kg/ngdy néu can.
CHONG CHI DINH :
Acid urs::‘dco'(}choltc khang duge ding o nhimg bénh nhin sau:
» Qui min voi bt eir thinh phin ndo cua thude.
+ S6i calel ¢d can tia X.
» Viém 1l mat hoje 6ng mit cip,
» The dudme mit (tac ong mdt chi hofic mét ong il mat).
» Bénh nhan thuéme xay ra cde com dau do soi mat.
* Bénh nhin gidm chire ning co bop cua thi mit
» Phy nir ¢d thal hodc ¢6 kha ning mang thai va phy nit trong théni K ¢ho con bo.
+ Bénh gan man tinh, loé da diy td tring hofic cac bénh Iy viem rudt non hofic rugt két.

Tré em: Phéu thuiit ndi mat-rudt (phiu thuit Kasai) nhung khang think cong & bénh nhi teo dudmg mat
bim sinh.

CANH BAO VA THAN TRONG KHI DUNG THUOC :
Tmnu 3 thang diy dlcu tri, cdc thong s vé ehire ning gan nhu AST (SGOT). ALT (SGPT) va v-GT
cin durge theo doi 4 win mot Hin, sau 46 1a 3 thang mdt lan. Neoai vige dé xde dinh sy ddp img hoge
khdng ddp tng & bénh nhdn diéu trj xo gan ¢ mat nguyén phat, vige theo ddi cuug gilp phit hign stm
nguy co suy gan, dic bict 1d o benh nhin dang o giai doan tién 1tién ciia xo gan & mat nguyén phal .
Trong diéu tej 561 mt, dé danh gia tién d didu trj va xde dinh Kip thivi tinh trang calei hoa soi mit can
chyp X quang tii mat sau 6-10 thing » diéu tef,
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Tiii mat khong hién thi durge khi chup X Quang, soi mat ¢d bitn chimg, tic mdt. com dau quan maL
Khi sir dung thuoe de diéu trj giai dogn tién wién ciia xo gan i mjt nguyén phit: Hiém khi xiv ra xo
gan mét bl va bénh nhin phai ngung didu tri,
Néu xay ra tiéu chay can phai giam liéu v trong trirdmg hop da bi tiéu chay trude dn thi khéng nén sir
dung thude:
Trong thude co chiea 1d duoe:
Lactose monohydrat: Bénh nhdn gdp cic van dé vé di truyén hu:ni Eﬁfp ﬂhq 'khaﬁg dung nap
galactose, thiéu Lapp lactose hogic kém hip thu glucose-galatose khongpéo.s‘u dnng ;hpoc
Natri lauryl sulfat : Dung than twong vai ngudi ¢6 lan da nhay cam \r:. co Ihe.ga)-rrar-.ac phan img fai
chd nhir cham chich hodc cam gide dét, 3
SU'DUNG THUOC CHO PHY NUCO THAI VA CHO CONBU :
Phu nit ¢6 that: Chua cé day di dir liéu vé viée sir dung acid ursudeowchollc & [:Ihu nﬁ mang thai dic
biét I trong ba thing dau thai ky. Cdc nghién ciru trén déng viit cho thdy nhimg bing chimg vé tac
ding edy qudi thai trong giai doan som cua thai k¥, Vi viy, khong sir dung acid ursodeoxycholic o
phy nir mang thai. Nén agung thude ngay 1§p nirc néu mang thai v tur vn bic si.
Phuy nir ¢6 kha ning mang thai ¢hi nén dicu tri acid ursodeoxyeholic khi sir dung cde bién phip trinh
thai hiéu qua. Cin trinh kha ndng mang thai tnée khi bit ddu didu tri,
Phy nit cho con bii: Chura biét acid ursodeoxycholic ¢6 qua duge sia me hay khong, Vi vy, khéng sir
dung acid ursodeoxycholic & phy nir cho con bi. Néu cdn thidt phai diéu trj bing acid
ursodeoxycholic nén ngumg cho con bii.
ANH HUOGNG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC :
| Chua ghi nhin nhimg dnh huwdmg ciia thude dén kha niing ki xe va viin hinh may mée.
- TUONG TAC, TUONG KY CUA THUOC :
| Khong nén ding dong thii acid ursodeoxycholic vai than hoat. colestyramin, colestipol hodc lhum
khdng acid ¢6 chira nham hydroxyd vivhoge smectit (oxyd nhom), bai vi edc ché phim niy eﬁn két
vii acid ursodeoxycholic trong rudt vi vay e ché sir hap thy va hidu  qua cia thude. Néu can thiét
phai sir dung cdc thude ndy, nén udng it nhat 2 gidr trwde hode sau khi udng acid ursodeoxycholic.
Acid ursodeoxycholic c6 thé lam tng sy hap thu cy closporin tir rugt. O nhimg bénh nhin dang didu
uj eyclosporin, cin kiém tra ndng do cvclosporin trong mau v diéu chinh lidu néu cin thiér,
| Tmnv mt s6 irromg hop aeid unodwwchohc o thé tam gmm syt hip thu ciprofloxacin.
Acid ursndmchlmlrc di duge chimg minh la lam giam nong d§ dinh trong huvét twomg (Cmax) va
dién tich dudi diimg cong (AUC) cua nitrendipin chat déi khang calei. Vlf;ﬂ sir tromie tae lam gigm
hi¢u qua didu trj cua dapson cling di duge bio cdo.

'\.

Thube wanh thai duéme udng, hormon oestrogen va cde thuoc lam gidm chole trong mdu nhur
clofibrat ¢é thé lam tang s6i mdt, tic dong nguge lai vol acid ursodeoxyeholic dide sic dung dé lam
tan s0i mgt.

TAC DUNG KHONG MONG MUON CUA THUOC :
Pinh gid cde tic dong khong mong mudn dya trén s ligu tin suat sau: Rat thuwémg gip (= 1/10).
thwémg giip (1/100 < ADR < 1/10), it gdp (1/1.000 < ADR < 1/100). hiém gip (1/10.000 < ADR <
1/1.000), it hiém ggp (ADR < 10.000).
Thieomg gap. ADR = 17100
Tiéu héa: Tidu chay.
Hiém gap. 1/10.000 < ADR < 1/1.000
Gan mat: Véi héa 50 mat, xo gan mdit bl trén bénh nhin xo gan r mat nguyén phat (PBC). (hdi phue
sau khi naimg thuée).
Reit hiém gap. ADR < 1/10.000,
Tiéu hoa: Pau bung ¢6 thé xay ra trong qué trinh diéu trj xo gan.
Da: May day.
Tin suit khong xdc dinh.
Da: Ngira,
Tigu hoa: Budn ndn, nén.
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QUA LIEU VA CACH XU TRI :
Tiéu chay ¢6 thé xay ra trong trudng hop qua liéu. Nhin chung, cdc tri¢u ching qua lidu khac thuomg
khong xay ra vi sy hap thu cua acid ursodeoxycholic giam dan theo liéu tang dén va vi vay thude duge
dao thai qua phan nhiéu hon.
Khéng can céc bién phap didu tri dac biét. néu xay ra tiéu chay can bi nude va can bing dién giai.

PAC TINH DUQC LUC HQC :
Nhom durge lyv: Thong mat, tan soi mat, bao vé té bao gan.
Ma ATC: AOSAAD2.
Acid ursodeoxycholic 1a mot acid mat tw nhién hi¢n dién véi mét luong nho trong thanh phan acid mat ¢
ngudi. Acid ursodeoxycholic tre ché sy tong hop va bai tiét cholesterol & gan, va cling irc ché sur hap thu
cholesterol tir rugt. Thuée it ¢6 tic dong (e che sir tong hop va bai tiét vao trong durdmg mét cua cac acid
mat ndi sinh, va khong anh huong tdi s bai tiét phosphollpld vao mal.

PAC TI\’H DUQC PONG HQC :
Hdp thu: Acid ursodeoxycholic hap thu theo duromg tiéu hoa sau khi udng va trai qua chu trinh gan-rudt.
Phdn bé: Mt phan duge lién hop trong gan trude khi bai tiét vao mat,
Chuyén héa: Dudi tac dong cua vi khuin dudmg rudt, thude & dang tu do va dang lién hop trai qua qua
trinh 7- dehydroxy hoa tao thanh acid lithocholic.
Thai trie: Mot phan dao thai truc tiép qua phan, phan con lai duge hap thu, chu yéu la lién hop ng:'ézsl‘%al
& gan truGe khi déo thai qua phan.

QUY CACH PONG GO :

' Vi 10 vién: hdp 3 vi. hép 4 vi, hgp 6 vi va hop 10 vi.

' Chai 30 vién, Chai 60 vién va Chai 100 vién.

PIEU KIEN BAO QU AN, HAN DUNG, TIEU CHL AN CHAT LU 'ONG CUA THUOC :
Diéu ku;n bao quin: Noi kho. nhigt do dudi 30°C, tranh anh sang.
Han ding: 36 thang ké tir ngay san xuat,

, Thude san xuit theo TCCS

| TEN, DIA CHI CUA CO SO SAN XUAT THUOC :

CONG TY €O PHAN SX - TM DUCC PHAM BONG NAM
¥ L& 24, Buang 1A - KON Tan Tao, P.7an Tao A.Q. Binn Tan - TP HCM
' ' ©T:(08) 3754.1748, (08) 3754,1749: FAX (08) 3754.1750

CTY CO PHAN-SX - TM DP DONG NAM
Tong Giam Doc




