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HUGNG DAN SUY DUNG THUGE CHO CAN BO Y TE

RX THUGC BAN THEO DON

pendo-URSODIOL C

+ Bocky hudng dinsitdung trudckhi ding.

» DExatimtaytriem,

» Thubcnaychiding theo don cliabicsi.

* Théng bao ngay che bic 5 hobc dugc sl nhidng tac dung khong mong mubn ghp
phai khisddung thuse.

THANHPHAN:
Méivién nén bao phim chira:
= Ursodiot 250mg
= Tadune Natrd starch glycolat, Pavidon K30, Natri lauryl sulfat, Micracrystallin callulose
FHI01, Polyethylen glycol 3350, Magnesi stearat, Opadry ¥5-1-7006 claar,
DANG BAO CHE:
Vién nénbao phim.
QUY CACHBONG GOL:
= Chal 100 widn
=HOp 1 vix LOvign hip 3vix 10vien; hip 10w x 10vidn,
DUGCLUCHOC:
Nhém dutge bz Thude Séutriimit
MA ATC: ADSAAD2
Acid ursodeoxycholic [LDCA) 13 mdt acid mat Lam gidm cholesterol trong dich mal
nguyén phal bing cich phantancholesterol va sy hinhithanh cac tinh thé [éng.
|

Tir cac bao cao lam sang han 10 nam dibu tr I da vdi acd ursodecsycholic 0 nhing
trénh nhan nhi bi bénh ko nang do 16i logn gan mat. Ca bang chiing cho thiy digu tr
bing acid ursodecxycholic co thé lam gldm hodc ngan chin sy tién tridn cda dng mit
Isf t6n thurong v thim chl bl phige che thay d61 gan mit ndu ackd ursodeaxycholic
dupc didy tri 0 gial doan ddu cha bénh xa nang do rdi loan gan mat. Viéc didu tri bing
acid urs ic nén duge bat diu ngay khi chin dodn | bénh o nang do rdi loan
gan mst dé 66 uu tda hidu qua didu trj,

DUGCBONGHOC:
Acid ic hign dién Ty nhién trong oo the. Sau khi wing, acld ursodegcycholic
s duee hiip thu shanh chong vh hodn tobr. S6-98 9% libn kit vol protein huydt teong v
Ao git 1al & gan v bai tidt vao mdt dudi dang lién hap vl glycin v tawrin. Trong rudt,
céc dang lén hap nay duoc 1ai hip thu boac Bl lign hap, Gic hap chit nby cing co thé
e khik nham hydroxy thanh acd fithocholic. mét phdn adid lithocholic duoc ti hip
thu, sulfal hoa &gan va bal tit trong mat.

CHIBINH:

pendo-URSODIOL € 250 mg (ursodicl] cén goi s acid ursodeaxychalic (VDCA) dugc
chidjnhe

- Bidu tri o gan mat nguyén phat (PBC).

- Livm tar sdi mdt khong cdn quang d bénhnhan cdtdimat hoat déng binh thudng.
Tréem

RS loangan mdt n quan déa sananag O 1 em o s - 18 twdl,

LIEU DUNG VA CACH DUNG:

Cachdung:

Wéng pendo-URSODIOL € 250 mg voi nuide, Khdng nén nghién hobc nhai, Nén udng
pendo-URSODIOLC 250mg déu din

Khing cd gidi han dé tudi khi ding pendo-URSODIOL C 250 mq trong diéu tri xo gan
mat nguyén phat(PEC) valamtan sl mat khang cin quang

Lidu ding:

Lighus bl gy sau ddy duoc dé nghi cho edc chi dinh khac nhaie

Ligu hana naav ohu thude vao trona luona cathé

CHONG CHIDINH:
Khéng nén dimg pendo-URSODIOL € 250 mg chobénh nhan:
~Cud mhn wi acld mt hode bt ky thanh phiin no ca thudc

=Viém tidi mat hodc duding mat cip tinh.
-Tic duting danmat (TacSng dinmat théng thugng hodo dng dan 1l
=Cacdo dauving i mdt thudng gp.
=58 cdn quang [chdacaled),
~Cothit tiimat suy gidm.
Khi ding trong rdi loan gamn mat liEn quan d&n xanang Jiré em 16 -8 tudi;
- Philu thust sl dudng mat true tidp vao nidt khdng thanh edng hode khing phuc hdi
dluie the dé dhbng mat 1t A teé em bi hep Sog dinmdt.
THANTRONG KHI DUNG THUSC:
Dima pendo-URSODIOL C 250 mag dudl w gldm sitcdanhinvién yid
Trong 3 thang ddu didu tri, phii gidm sit che théng 56 cba chic ning gan AST [SGOT),
ALT (SGPT) va y-GT midl 4 tudn mot ldn, sau 86 cach 3 thang am xét nghigm mt [§n.
Theo doi ddp ung vi khang dip ing dbénh nhindang didu tr xo gan madt nguyén phiat
[PEC), eho phép phat hidn sém khd ndng suy gidm chile ndng gan thém dn, dic blatd
nhiling bénh nhan Ggiai doan tién tridn cia xd gan mt iguyén phdt (PBCE

: h Al

B ganh gl Sdp g didu 1l va phat hidn kip thon sdi vhi hea, oy thudc vao kich thudse
581, chup téng quan tul mat (co thuse cin quang duting udng) va guan it diém tic
nghén khi bénh nhan chup 0 vi trl ding wa nbm ngda (kiém soat bing sidu am) trong &-
10 thing sau khibit diu didutrl.

Mibu tihi mat khéng the nhin thiy duge trén hink Anh X-guang hale trong trudng hop
s6i m3t bi vdi hoa, st suy gidm chifc ning co bip cda tal mit hodt cac con dau quan
mrnhm:mmlmammmwmmczmm.

Mhing bénh nhan nirding penda-U OL C 250 mg 4€ 13m tan sdi mat nén diing

Bidn phap trinh thai hiéw qua khéng chifa ndi fiét 6, vi hién phap tranh thai chua ndl
tiét t6 6 thé lm ting bénh s81 mat (xem phin TUONG TAC CUA THUGC vidl CAC
THUGE KHAC VA CAC LOAI TUONG TAC KHAC VA PHU N €O THAI VA CHO CON
BuUy.

Syfmat bircdia xo gan thudng hiém gdp vi gidmmt phan saukhi ngung diéu tri
Onhiing bénhnhan bj xagan mit nguyén phat (FECL hiém gap cac tniong hapma cac
triéu chimg Lim shng o6 the td nén xiu han ki bt dfu didu trl, ol du: Ngda cd thé ting
I&m Tromg trudmg hap nay. nén gidm Hidu x 250 mo/ngay va sau db ting din dén
|séukhuyé1dnmmmmngpmnu£mmﬂmunﬂﬂﬁ.

b thea chady xudt hidn, phil gidm (8o vi truong bop tidu chiy dai ddng, nén nogung
dingthube

Phunii co thai va cho con bz

Cac nghi@n cdu trén ddng vat khang cha thily sudinh hubng cla acld ursadeoiycholie
51 val kha ndng sinh £3n, Cae o (B trdn nout vé kha nbng sink san sau khi didy tr)
bang acid ursodeoxychalicla chuadiydiu

Thié h.

Khéng oo di éu hodo dil lbu con han che v vibe ding acid ursadaoxycholic & phia nil
mang that Cac nghidn ol trén déng vat da cho thiy o< tinh sinh s3n trang alal doan
ddu coa thai ky. pendo-URSODIOL C 250 mg khdng dugc ding trong thai ky mang thai
trirkhl thit cin thidt,

Pl mirtrong dé tudi sinhdé

Pha nid trong @6 tudl sinh d& chl ding pendo-URSODIOL C 250 mg khi w0 dung bidn
phidp trinh thai dang tin cdy: Thudc tranh thal dubng udng chia ndng db estrogen
ihip hosc khing chia ndi 1t 18 duge khuydn cio s dung Tuy nhidn, & nhing banh
nhin ding pendo-URSODIOL C 250 mig &8 lam tan $6f mik nénding bién phap ngla
thai hidu ged, khdng chida ndd tét té vl thude ngda thai duéng udng chiza ndi tidt thod
ithé Lam tiing bénh sdi milr,

Kb g mang tha phidi duge load trd trude khi bt d@u didutn,

Thaikychocon bl

M vdi trudng hap ds ghl nhin ndng 46 acid Ursodeaayeholic tromg 4ila me eit thip v
e thé khing gay phdn ting bt o d iré bd sira me.

Anh hudng cia thude déi vl cang viee (nguirivan hanh may méc, dang lai thu xe,
gl lam viéc trén cao va cac truting hop khac):

Acid ursodeoxychalic khdng oo hodc anh hudng khong ding ki dén khid ndng L xe v
vanhanhmay mac

TUONG TAC CUA THUGC VO CACTHUOC KHACVA CACLOAITUONG TAC KHAC:
Khong nén ding déng thi pendo-URSODIOL € 250 mg wai cholestyramin, cholestipol
hode céc thubc khing acid cd chia nhém hydrocid virhode oxid nham, v cle ché
hdm ndo fide bl wdd acid rtncdeorechadie Broan oadd dio dd e chd ed hdinbhyie hide
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AL Ty
Udng pendo-URSODIOL C 250 mg viil nude. Khing nén nghidn hode nhal Mén sdeg
URSODIOL C 250 mg déu diin,
iy € it hian 8 tudd khidiing pendo-URSODIOL C 250 mag trond diéu tri ko gan
mhnguyenphﬂlmﬂnhmunsﬂmﬂhﬂngdnmmg

U!uhhqngﬂy:lud&rmdé nahi che cac chi dinh khdc nhaw:
g Ut xoigan mat nouyen phat (PBC]
Li#uhang ngay phy thuse vio trang lugng oo thé.

Trong 3 thing diu did tri, liéu pende-URSODIOL C 250 mg dugc chizdéu trong gy,
Kl chic ndng gan duge cai thign, bEu hing nody doog udng midt Eningay vao budi tal

Trong lugng 1.i_éuhiang pendo-URSODIOL C 250 mg
cothé (gl |ngy Imaikg ™ 3 s ang dau dvéu tr Sau 3 thang ddu
i e s it 1
o théf)
Budi sang | Bubichidu | Budidi Budi 1
imist lin/nosy]
a7-52 12-16 250mg | 250mg | 250mg 750ma
61-78 13-16 | 250mg | 20mg | 500mg 1000 mg
T9-93 i13=16 250mg 500 Mg 500 mg 1250 mg
94109 14— 16 500mg | S00mg | S0Omg 1500 mg
Trén 110 500 mg 500 mg 750 mg 1750 mg

ﬁ;ﬂ;ﬂmuﬁtmtm 128-12 mg/k ngdy vao budl 16l vidi: 750 mg/ngly vie
i,

Thish glan cin thist 3£ lamtan si médt chabestenol frong Wi mat [36-24 thang, by thube
vaokich cvathanh phin cla s6) mat cholesterol

Cach&thang chup X tutm3t hodc sk dm cho dén khi 5ol miat bidn mat.

T tidp tue didu ulﬂuﬂnthmuhﬂmn K tra bdng chup X-quang hosc sido Sm
trong4-12 tudn kiiing cén séi mat. Do két gua cha nhiing ki thudt ndy khéng ding tin
cly ki 364 it £ duiing kinh phd ham 2 mom. Ty Bt phit sét mat sau ke didu tr lim
tan s8i mdt trong vong 5 ndrm 1k 50 %. Hibu qud o pendo-URSODIOL € 250 mg trong
‘i didu trf 58 mdt cdn quang hode cin quang mdt phn chiua duse kiém tra, thudng
ke hemy 52 i 56 khing cdn quang. 581 khing oo cholesteral chidm td 10-15 % o
khéng can quang va khang duwe hoa tan bai cic acid mat

Hgui cap tudi Khong o6 bang chimg nao cho thiy cin phai thay 4 idu nguii lan
nheing can phid luu ¥ khi dung pendo-URSODIOL C 250 myg cho cic bénhnhannay,

Tréem

Cahafchl dinh déy rat higm gdp d1ré em nhung co thi xudt hién, o ding cla pendo-
WRSODIOL € 250 myg dua vao trang hugneg cothé Chim odd lida ddy divé hida qud va
tink an todn cho dSituong niy.

Tréem
Trd e bl wer nang & i 10 6-16 bk 20 mo/kg/ngdy, chis 2-3 1, ting thiém néu cin
dén T0mgka/ngay.

03 EFVE T TEITRL (Y (TN KOTIR DL 1003 LR LU SIS TS
Anhhuiéng cia thude d8i vii cing vige inguél vin hinh miy mie, dang ldi thu xe,
nguidi lim vikctrén cao v cic truding hap khacl:
Acid ursadeoxycholic khong b hodc dnh hudng khang dang ki d&n kha nang 13l xe va
vanhanhmay mec.
WMTMOMWMMMMMIWMHMTEM
ung d6ng thal pende-URSODIOLC 250 mg vl cholestyramin, cholestipol
2: dc 1hu6c khing acld cd chim nhbm hydonid virhoae oxld nhom, v cic ché
il Hiey kbt v il uiesodeoycholic trong rudt, do dd e chi s hilp thy vi hidu
qui cla achd ursodecxycholhe. NEU cin phal ding cée ché phim ny thi phédi dang it
nhat 2 glotrute hode sau ki ding pendo-URSODIOL C 250 mg.
pendo-URSODIOL C 250 mg o6 theé dnh hufing dén sy hip thu ciia cicletporin 10 redt, &
bénh nhan difu iy bing ddosparin, Adn kifm tia ndng 46 cla cidodporin trong mau
v.!ﬁéud‘m‘lhhéundmpmn‘lniudn.
Trén ly thuyét, acid ursodecxycholic (UDCA) cd tic ddng 180 su bl tift acld m3t nén su
hipthucéc chit ipophilic khiccothé b dnh hudng.
Tramg mat sd trudmg hop, pendo-URSODIOL € 250 mg o thé lam gidm sy hdp thu cla
crpml'l'nwacln
mrydﬂl:did-qc:hMgmlnhlalamW%Wmuﬁctﬁidﬂrmnqmw
ftmul i dign tch dusl duang cong (AUC) cia thude 94 khing calc-nittendipin &
kg ngui tinh nguyén khae manh, Theo ddi chat ché két qud sd dung ddng thai
nitrendipin vA acid urodesxycholie. C6 hé ting Iy nitrendipin néu cln, Ackd
ursodesayeholic lim glam tée dung Geéu th oda dapson cing duse bao cho. Guan st
nihiing lugmg the nly ciung vl kit qud f-vitre cho thiy scid ursodeaxycholic 1a chit
chm img cytechrom P, 3A Tuy nhign, chita guan s4 duge Wang tae gida acid
ursodeoeycholic vi budesonid, dugc bigtla chitnéncytechrom P 38,
Harmvon oestrogen va cic thudc lam gigm cholesterol trong maw nhu clofibrat lam
tang b tiét cholesternl & gan, do 6 co thé lim tang sél mat, tic dong nguoc lal v
acid ursodecorycholic dude sdtdung délam tan sdimat
Trong mdét nghién clu lam sang & nhiing ngudi linh nguyén khée manh, wiéc sidung
Aéng thal acid ursodeoxychallc {500 mg/ngay) va resuvastatin (20 mg/ngay) [am tang
néng ¢ rosuvastatin trong huyét tuoneg, Su fuong e chéo gita ackd ursodeoxycholic
v che statin khic chua duge bid,
TAC DUNG KHONG MONG MUON (ADR):
Bangtdm tdt cic phan dng khéng mong mudn:

Tin suit (*) | Ciec phin dng khdng mong mudn

Cae ey guan

R loan gan mat Hidém gdp | Sélvoi hda, xo gan mai bi

Réloan tibu hda Thumg g | Phan bong, tbuchly

Riit hidm adp | Paubung

Trong lugng ca | Lidu hing ngay pendo-URSODIOL € 250 myg
we0a) wc:m Budi sang Budi chitu Budi 1di
20-29 1225 250myg = 50 my
30-19 19-25 250mg 150mg 250 mg
40-49 20-25 250mg 250 mg 500 my
S0-59 21-2% 250 myg 500 mg 500 myg
60-69 22-25 500 mg 500 mg S04 vy
70-79 22-35 500 mg 500 mg 750 myg
a0-89 2225 500 mg 750 mg 750 my
90-99 23-25 750 myg 750 mg 750 magy
100-109 2325 750 my 750 my 1000 mg
=110 750mg 1000 mg 1000 mg

Béiloandavamddudida | Bt hidm gap | May day

(®) Tén-sudt tac dung khdng mong mudn duge dink nghla nhy saw Rat thuong gap
{ADR = 1/10), thutng gape (17100 < ADR < 1/10), it gdp (1/1000 < ADR < 171000, hiém
gap (1/10000= ADR < 1/1000), rithigm gap (ADR < 1/10000).
QUALIEU VA CACH XUTRI:
Triéu ching va bidu hién khi sit dung thudc qué lidu:
Trigu chimg qué liéu oo thé gém tidu chay, Gic tridu ching qua Béu khac iy ra do syt
hip thu cia acid ursadecycholic gidm khi tang liéu, do @6 [am ting su dao thil qua
phan
Cach i tri qualiéu:
Khedbrvey £ i phap glal die 3o nia v ik ) nigu chimg cda tiéu chidy bing cdch
;ﬁnﬂ:ﬁv&:ﬁb&ngdléngm

BADQUAN: Nal khd, nhiét d6 dudi 30°C. tranh Anh sdng.
mmﬁmmukxmnqkém gy 3dn xult.

CO SO SAN XUAT:
o, CONGTY COPHAN XUAT NHAP KHAUY TEDOMESCO
mmﬁ:emmmm Phuting M§ #hil, Thinh phd Can Lank. Tinh
q o

[MIMERCO Eén thoal: 1800.969.660

NGAY XEM XETSUA £01, CAP NHAT LA NOI DUNG HUONG DAN SUDUNG THUGC:
271022009,
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HUONG DAN SU DUNG THUGC CHO BENH NHAN

Rx THUGC BANTHEO BON

pendo-URSODIOL C
250 mg

« Dockyhutngdinsddung trudc khi ding.

w0 o thim tay trd em,

» ThuScnaychiding theo don clabicsi.

« Théng béo ngay cho bac 3i hode dugc sinhiing téc dyung khéng meng muén gap
phii khistudung thube.

» HEy giitlai tdhudng din sitdung: ban co thé cin phii doc lal,

» Thude niy chi duge kié don cha ban. dua thudc cho nguii khibc vi thude
ndy co thé khéng tét cho ho ngay ci khi ho co tridu chdng gisng nhucda ban.

THANHPHAN, HAM LUQNG COA THUOC:

IS vidn nén bao phim chada;

- Ursodiol 250mg
—numummngmwmunnmmmwmmn:ﬂum
PH101, Polyetiylen glyool 3350, Magness stearat, ry Y31+ clear,
MOTA SAN PHAM:

Dang biaché: Vitnnen baophim

Himh thidie: Vidn nén bao ghim, hinh biu duc. mau trdng, hai mdt Bl canh va thanh vién
Hanh Lin, Mihan thudc bén trong mautring.

QUY CACH BONG GOL:

<l 100 v

~HAp T vix 10 vién; hop 3 vix 10viédn; hép | 0vix 10vein,
THUGL DUNG CHOBENH GI?

pendo-URSODIOL C 250 mg (ursodioll, can gol (3 add ursodeoxychalic (UDCA) ducc
chl dinht

=D tri o gan it ngeyén phat (PBCL

=Lam tan 8l mat khong cén quang & bénh nhin odtdi mat hogt déng binh thuong.

R5iloan gan mat lidn quan dénxonang Atréemtu - B tudi
NENDUNG THUGC NAY NHUTHE NAD VA LIEULUFONG?

Cachding:

Uéng pendo-LURSODIOL C 250 mg wil nuge. Khang nén nghidn hode nha), Nén udng
prende-URSOOIOL C 250 mg 8du din.

Khding cé gicl han 84 tudl khi dung pendo-URSODIOL € 250 mg trong didu tr xo gan
mat nguyén phat (FBC) v lam tan s8] mdtkhdngcin quang,

Lidu

Lifuhangngay sau diy duge 3¢ nghl cho cac chi dinh khac nhaw:

Lidis haing ngay phythube ummmmlhé
Trong 3 thang dau diéutrl. Iidu URSODEOL € 250 myg duge chia iy trondg ngay
mmmgmdmwtmhummmmmmwnga,mnuduﬁ

Cive cor quan Tinsudt(*) | Cdcphinung khéng mong muda
Rl faan ganmar Hitm gdp | 500 wdihoa, xagan mat bl
Rl loantiduhda Thudng gaf | Phan long, tku chiy
Fdt hidm gdp | Bau bung
Rélloan davamadudida | RS hisdm gap | My day

Tronglugng | Lidu hisng pendo-URSCINOL € 250 mg
cothé g} ﬁ;’;m Teong 3 thang Gaudieutn | Sau 3 thang diu
o thé) Db b
Budi sdng | Bubl chidu | Budi 15 Bl 1)
(midt Hndngay)
AT =62 12=-16 250mg 250 g 50 mg 750 mg
63-78 13-16 | 2somg | 250mg | SD0mg 1000 mg
9-93 13-16 | 50mg | soomg | soomg 1250 mg
- 109 f4-18 | 500my | 500mg | 500mg 1500 my

%) T st tac dung khéng mong mubn dudc dinh nhw s A3t thudng gip
(ADH = 1/10, thutmg glp (17100 5 ADR < 1/10), it gdp (1/1000 < ADR < 1/100], hifm
mmmsmcmﬂoﬂj.mhlé-mip!mhh‘lm

TRANH DONG NHUNG THUGC HOAC THUC PHAM Gl KHI DANG SU DUNG

wm:ﬂmanuﬁﬁuﬂglhdngminhhiﬁ\gﬁnmdwﬁum

Ding cacthude khac:

-Théngtin vl biesi danh sieh tit eh ede thubema ban dang s dung.

Khéng néndiing déng thig pende-LURSOTHCL C250 mg wii chalestyramin, cholestipol

ho&cktmﬁckmngmdm:hmnh&nhyﬂmndemdm“ckthé

phm ny lidn kit véri ackd ursodessychalic trong rudl, do dd O ché suhdpthy v hidu

quib eda scid ursodeoxycholic héu cln phai dimg cac ché phim niry thi phai ding f

nhiit 2 gidrtrude hodc sau ki ding pendo-URSDDIOL C 2501mg

pendo-URSODIOLC 250mgeo thit nh huding dén su hip thu cia coosporin . O

bénh nhin didu ] bhpmlwpoﬂn nén kiém tra ndng 86 cia ciclosporin trong miu

whdiiuchinh hidu clclosporinndu

Trn ly thuydt, acid HL{UDCAMH:MIMWMIW&HNIMHW

hdpthucic chit lipophific kbdc of thé bi dnh hudng.

Teong mil 46 tritng hop, pendo-URSODIOL € 250 mg co thif Lim gibm suhiip thu cia

[4 Cin.

Azdmmmmhmmmmummmammmmmm

(i) wib i theh dudt dudmg cong LALC) ¢l thude d6i khdng cald-nitrendipin & nhing

niguin finh nguyin khde manh; Theo 8 chdr ché kit qud i dung ddng thl nitrendipin

v ackd ursodeoxychalic. C6 th tang léu nitrendipin néu cin. Aot ursadeoxycholie Wim

gidm the dung du fr oba dapson cling duge bao cha. Quan il phiing tuong LA nay

iy e kbt el reveitroncho thilly acid ursodeosycholic 13 chdt cém (ng oytochom P, 3A.

Tuy nibvidn, cham quan s41 duoc tuong tae giia ackd briodeakycholc vis budesonid. duoc

béit i chiit nén cytochom P, 34

Hormon oestrogen va cac thedc lm gidon cholestersl vong mau nhu dofibrat im

ungbuu«:mnmagmduﬂamﬂ-éumungwmmdwﬂqmm
scid ursodeoxycholic disc sid dung 4£ tim tan s mat.

Trong mit nghign oiu m séng &rhdng ngud tinh nguyén khoe manh, viec sd dung

@dng thal acid ursadecaycholic (500 mg/nghy) v rosuvastatin (20 mo/ngay| lam tang

nédng dé rosuvastatin trong huyét tuong. S tiong 1 chéo gitia acd ursodeonchalic

wa cie statin khac chia dugc il

duuuslummm QUENKHONG DUNGTHUGL?

Bidu gian trong i ban phili udng thude ding liéu ding nhu bac sidachi dinh

Héu ban quén udng mot liéy dung, hiy sdng ngay khi nhdra, Ndu thaiglan gdn voi lin

dungmmnjépihm.bdquaiﬂudlqumﬂmdungIlhuﬂ‘-ptheuvanlhunhn

hﬂagkhmg z lpdﬂ-l“bﬂ vhollfudi quén

umdcnmahb.nmudodmmtimnmhung

MMDIUHHJUIMU CHUNG KHI DUNG THUGC QUA LIEUT
Tridu chimg va bidu hidn khi st dung thudc qua lidu:
meuauungqmuummigémtmmﬁy cscmudmngqmmuhumﬁymd;\:ump

clia acid ursodecorycholic giilm khi I, o b Bam 1&g sy daovthai gua phidn,
G PHA LA G SONGTHUC GUA LIEURHANE
Cach xi tri qua fifu:
Khiing oo bibn phap oidl dic b by vh didu i tridu ching ols tida chily bing choh
truyén dich vicdn bling dign glil
« Nifu ban hay bt ki al khac (nhu tré em) udng qui nhida vidn thude. hiy gip ngay bac
sihodc taikhoa Ml sdc-Cépcuu caabénhwidn ginnht,
Khisng o6 bitn phap gidi ddc dikc hidu va i tridu chidng ea téu chidy bing céch
truydn dich vh cin dignglal
HHUNG BIEUCAN ummmmmm
Ding €250 mg dudi syrglim sitclanhanvidny té
Trong 3 thang diu didu t, phal gikm 341 cac thing +8 cila chue niing gan AST{SGOT).
ALT (SGPT) va v-GT mdi & tudn matlin, sau do cach 3 thiing Lim xét nghidm mat Ln
Theo dii dapiing va khang ddp iing & bnh nhin dang deéu tri xorganmit nguybn phat
{PBC), cho phitp phat hidn sam khi ndng suy gidm chiie ning gan thbm dn, dic bidt &
nhimg bénh nhdn dglatdoan tién trién cia xagan mit nguyén phit (PECL
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T '&;’1;& ~ idui 1l
Bufii sang | Budichidu | Budi 15l Budi tai
[mit lnnging

a7 =52 12=16 250mg 150 mg 250 mg 750mag
63-78 13-18 50mg | 250mg 500 mig 1000 mg
7993 13-16 | 2%0mg | S0Omg | 500mg 1250 g
24108 14-16 S0mg | SOOmg | 300 mg 1500 mg
Trén 110 500mg 500 g 750 g 1750 myg

Ezaih\-um théng thutng L 8- 12 ma/ka./ngly vho budi 18l vi du: 750 ma/naly vao
i,

Thal glon céin thidt di 1am tan soi mit cholesterol trong tol mat b 6-24 thang, thy thide
v kich eaawathinh phin el s mat cholesteral
Cich & thing chyp X-guang i mat hodc siéw dm cha dn khi s6i mat bign maL
M tiép tyc diku trf cha 38n khi sau hal [n kidem tra bang chup X-guang hode skéu bm
trang #-12 tudn khang con sdi mat. Do két qud cla nhiing ki thudt nay kiving déng tin
ey khisdi mat oo dumg linh rihd hon 2 mm. Ty 1@ tai phat 561 mat sau khi didu 1 lam
tan soi mat trong ving 5 ndm 13 50 %. Hitu qud cia pendo-URSODHOL C 250 mg trong
wibc didu tricdl mit cin quang hode can quang mét phin chua duoc kidm tra, thuing
kém han so v sl khdng cdn quang. S0 khdng cd chalestenod chigm tir 10-13 % sbi
khing edn quang v khing duee hia tan bal cde scid miL

; Khimg ob bing chidng naa cho thily chn phdl thisy a81 eu ngudi lon
nhimng can philluu ¥ khi diing pendo-URSODIOL C 250 mg cho cic bénhnhin nay.
Tiéem
C&hal chi dinh déurit hiém gip & tré em nhung oo thd yudt hien, iy i3 pendo-
LIRSODIOL € 250 mg dua vao trong luong coths. Chisa co diliéu diy ddvé hidu qué va
thanmandmﬂﬁllumagnh!

Ba‘.nn
Tré e b o narg & tedd 1 618 tute: 20 makgdngay, chia 2-3 1n, ting thigm néu cdn
dén 10mg/kg/nghy.

Trong lugng o | Lidw hang ngéy pendo-URSODIOL € 250 mg
ekl | (makguerd [Teutisang | Bubichieu | Bueid
20-29 17-25 250 mg - 250 mg
3038 1925 250 mg 250 mig 250 myg
4045 25 250 myg 250-mg S0 vy
50-52 2125 250 mg 500 mg 500 mg
5049 2225 500 mg 500 mg 500 mg
079 27-75 00 mg 504 mg 750 mg
B0-89 22-15 S00 mg 750 mg 750 mp
90-99 23-35 T50mg 750 mg 750 mg
100109 3325 750 mg 750mg 1000 mg
=110 750 mg 1000 mg 1000 mg

KHINAD KHONG MEN DUNG THUGC NAYT

Ehéig nén diing pendo-URSODIOLC 250 ma cho benh nhin:

= Qued e v ached mt hode bt ky thinh phiin nbdocda thude

= Wil 14 it hobe duting mdt cdip tink

- Tie duimg din mat (The dng din mit thong thitmg hasc Sng ddn i)

- Cac dot dau vung b mat thuding gap.

~ S canguang (chida calol).

- Co thit thi mat suy gidm,

Kihi diang trong rii loan gan mat lién quan dén xonang dtré em tié-8 b
= Philu thudt ndi dutng mdt truc tép vao rudt khong thinh céng hodc khdng phiuc hii
due the dddong mattdt dirdem bihep Sng din mat.

TAC DUNG KHONG MONG MUON:

Bang tém titcic phin ing khéng mong mudn:

¥ivode o o Mol sdie - Cip v c0a binh vidn ginnhit
Khtng ¢ bién phap gl ddc dac hidu va tri tridru chvimi cda thew chidy bing cach
truydn dich vh chn bing dibngai,

NHUNG H1EU CAN THAN TRONG KHI DUNG THUGC NAY:

Ding pende-URSODIOL C 250 myg dudi sy giam sit cianhanvién yté

Treng 3 thing diu difu tel, phil gidm st cic théng s cda chic nding gan AST (5G0T),
ALT (SGPT) vl w-GT mdi 4 tudn mit Lin, sau d6 cach 3 théng lam xét nghiém mdt lin,
Thieo dil dap Ung va khdng dap ung & bénh nhan dang didu trl xa gan mat nguysn phit
[PBC}, cho phép phat hign sam kha nang suy gidm chic ndng gan tidm dn, dic bidt o
nhu':ngbenhnhanagmauntlénuiéncuawgannﬁtngwén phat{Pec),

MMgﬂdﬂl}nﬂmmﬁ;ﬂ'ﬁa‘tmentipthuwmh%twmukmmm
s, chigp 16ng quan 10l mal (ca thudc cin quang dudmg wing) va quan sat diém tic
nghenkhi binh nhan chigp 8y b dling vi ndm ngla (kidm soil bing siéu dm) trong &
| rthang sauwkhi Bitddu didutri,

NEu tadi mat khang the nhin thay dutc trén hinh anh X-quang hodc trong tugng hop
s6i mat bj whi hda, su suy giam chii ning co bdp alia tii mat hodc céc con dau quan
mét thudmeg xuyén thi khing nén ding pendo-URSODIOLC 250 mi,
f%iﬂ'lﬂb&ﬁﬂhhfﬂdmpﬂk::ﬂmlﬂl&éﬁ;mgﬂélhﬂmﬂﬂtmﬂdm\g
hidin phap tranh thai higu ng chila ndi thét 1, vi biém phap tranh thai chia néi
14t 16 ¢ the [am Ling bénh 40i mdt (xem phin NEN TRANH DUNG NHUNG THUGC
m@cwcmgmmnﬁmnummudﬂml.

Sumammmganthmg hikrn gdp wagidm mdt phansau kbl ngung didu tn

dnhnhghtrhnﬁﬁnhl:uganmﬁlnguyén phiat (PBC), hidm gip cac trotmg hopmacac
trheu chidng 1im sang b the trdrmén xiu hon kil B ddu diu tr, vi du: Nga co thiétang
fién, Trong trustmg hop nay, nén gidm lidu xedng 250 mg/ viisau o 1ing diln din
Lﬁ&tﬂy&uodﬂumﬂﬁt:mpﬂnﬂ!ﬂﬂ(ﬂﬁ NAY NHU THE NAD VA

NG
N théu chdy xudit hidn, phii gidm [ v truting hop tiéu chily dai ding ndn ngung
diung thusc.
Phuniicdthai vacho conba:
Thong bao viil bac sinéu ban dang mang thai hay cho con b,
Cac nghién ciiu trén ddng vt khang cho thiy su dnh hudng cda acid ursod
ddi v khid nang sinh sdn. Cac dirliéu trén ngua w& khd ndng sinh sin sau khi didu tri
Iadng acid ursodeoxycholic 1 chua diy di,

Thinkymanathai

Khieirg b di lidu hodc dalieu con han ché ve vige dung adid ursodeaxycholic & phanid
mang thai. Cic nghién cliu trién ddng vat 3 cho thiy d6c tinh sinh s3n trong giaidoan
ddu eliathai ky. pendo-URSODIOL C 250mag khing duoc diing trong thiri oy mang thai
i khi that cin thidt

Phuga reid trong 6 Wi sinhdé

Pha ni trong 33 i sinh dé chi diing pendo-URSODIOL € 250 mg khi st digng bién
phip trdnh thai dang tin cdy: Thude trinh thai dudng udng chaa ndog dd estrogen
thip hode khdng chua ndi tiét 18 duos Khuyén cdo s dung, Tuy ahién, & nhimg bénh
nhdn ding penda-URSODIOL C 250 mg dé 3m tan sdi mat, nén diing bién phdp ngia
thai hidu quai, khang chia ndd tige 18 vl thudc ngua thai dudng wng chda ndilift 16 o
1l Lo ting bénh ol mét,
H.Hnlngmn-glhmphhdu@chmmrruﬂchhnbitﬁuﬁum

Mt i trutng hop d3 ghi nhdn ndng d8 acld ursedeoxycholic trong sia me titihdp vl
cathe kivding gay phamdng batlon d1nd bo stame.

Anh hudng cla thudc 831 véi chng vige (ngudi vin hinh may méc, dang l4i thu xe,
nguei lam viec trén cao va cic truémag
Acid ursodepeychalic khing of hade anh
van hanh maymé

KHIMAD CANTHAMVAN BAC Sl HOACDUOCSH

Tar hudng didn s dung niéu tém tit cic théng tin quan trong cba thude, Néu cin
thém thong tin, xin héi  kién bac sihoscdugc si,

HAN DUNG COA THUGKE: 36 thang keé b ngly shn xudt,

CO'SOSAN XUAT:

/"\ CONGTY CO PHAN XUAT NHAP KHAU Y TE DOMESCO

& Bia chi: $4 66, Qudc 1 30, Phudng My Phi, Thanh phé Caa Lanh, Tinh

Béng Thap
[T D|E1'rhual: 1800.969.660

!'?;SL :g:;xtr sUA DG, CAP NHAT LAINOI DUNG HUGNG DAN 51 DUNG THUGC:
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