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Rx Thudc bdn theo don

Vién nén bao phim

ZUIVER

PHAN 1. HUGNG DAN SU DUNG THUOC CHO NGUOT BENH

1. Thanh phitn
Méi vién nén bao phim chira:
Acidursodeoxycholic ........oimimiii . 300 g
Ta duge: Povidon (Kollidon 30), lactase monahydrat, cellulose vi tink thé MI01, erospovidon,
croscarmellose natri, natri kauryl sulfat. magnest stzarat, silicon dioxyd, HPMC E6, tale, titan
divxyd, polyetiylen glyeol 4000, polvsorbar 80, diu thes déy, méw oxyd sa1 4o,
2, M ti sin phim: Vien nén dai, bao phim mau niu 48, hai mat trom.
3. Quy cich déng gél - H 3ﬂ%ﬂm_ om - Nhom)x 10 vién.
e LS :%K vi (PVC - Nhom) x 10vién.

4, Thude dung cho bénh gi? )
Vién nén bao phim ZUTVER chita hoyt chill acid ursodexychalic (UDCA ). UDCA lam{tlogi acid
mit dupe tim thiy voimt ligmg nho trong dich mit cis nguoi. Thude duse sir dung dé 1im tan s6i
gif cholesterol. Thudc cling duge sit dyng wong diéitr] xo ganmét tién phit vl diéu trj cho tréem
&- 18 i bj xonang.
5. Nén ding thube nay nhir thé nio va lidu hegng? )
L;dnh?znimm ;ﬂcnhl:huﬁngdﬁn cita bac ¥ hojic doope 5§, Néo ban chara 10, hity hoi o
chogl fin.
Thude duge ding theo dutmg ubng, Lieu ding lin tan 6 gidu cholesterol cho ngurd 16m binh
thufmg 14500 - 750 mg/ ngy chia 2 lin, uong sau iin; ding trong didy tri xo gan mat tién phit 1 500
- 1 750 mg/ ngay chia 2 - 4 lin, Tuy nhién, nhimg [i&undy cd the thay di tiy thude clin njing cua ban.
Niguréri gis v tré em'sé durge ké don tay theo cin ning ca the o
Lidu cho tré em tir6 - 18 tudi hi xa nang duge tinh theo cin ning co thé. Liéu ban diu thong thwomg
120 m_g#aliicﬂ.n‘ngng cothi/ ngay, chia 2 -3 lin. Co thé ting lieu dén 30mg/ kg ciin ning cothé’
nghy néu cin thisl. ;
Ham lupng trén nhain s& cho ban hiét chinh xéc cin udng bao nhi¢u vién va udng frong bao liu. Nén
hoi g1 ¥ kién béc 5§ hoe diege 59 néu ban khang chic chin , y

nguidi bj xo gan mittién phit, cic rifu chimg o6 the ning hon khi bit dindiey i, vi du nhungia
¢ thé ting Ifn_ Digundy chixiyra mgrilf[mmﬁ:qg. Néudigu doxay ra, litu ding cothe pam
:iuéngﬂﬁpl-nnn M fudn, bc 5§ cis ban s& thag din hiew dung cho dén khi ben dat lidu ding yéu

L
Néumhakgmﬁcmkmmn quan dén lidy bgn dirge cho dimg; hiy hoi ngay ¢ kien bdc s§
hoje duye 5. ; ;
Bin c6 thé phai ding thude trong nhidu thing dé ching phit huy tic dyng. Trong thiv| gian niy, bic
s¥ didu trj 82 theo dbi tinh trang cilwban,
6. Khinio kivdng nén ding thube nay?
Khing nén dung thude nay neu ben: . -
- Quit min véri cdc acid mit hofic itk thinh phinnio cia thube
- Viém it mt hofe duimg din mit cdp.
-Tie dwime dinméL
- Quan it thivy 06 501 kin chyp X-quang.
- Thudmg xuyén xuiit hign con dau quiin mat (con dau & vung bung trén),
- Tiii mét hoat djng khimg dimg.
-Gidm khining co bép i mit.
-Bi viém ganndng. )
-Pang mang thai hojic ¢4 thé dang mang thai.
-C6 ¥ dinh mang thai.
- Bj loétds day- ta tang. )
-To 18 thoat sau phiu thut cit bo doan gl : -
-Gip phai bit ki vin dé gl vé gan (ngoad tnr xo gan mattién phatva cic viin d& vé gan lign quan dén
xernsng oireé 6.- | $1ubi), ’
Tré e dwomg mif phit frién khéng hop I (hép dudmg diin man) da ditu E}cbﬂng phau thudt
(KASAI) thil bai hojc khong phye hoi dong chay mt bt thi khdng nén ding thude,
Théng bao cho bac s¥ di uhi.dil*jd:rﬁ'ﬂglguhmcﬁ cdic linh trang trén.
7. Tic dyng khdng mong mudn -
Nhlgmc thubc khic, UDCA c6 thé gay tdc dung khéng mong mudn, nhung khong phaiai ciing gip
phaL

5

Nptmp dimg thude va [ién hé trung idm v 1é s new hon gidp odi
Ban 6 cc trifu chimyg phivmach nhu ban da, min d6, phi (rof mat,
thihodc kho nudt. Dy L cde trigu chimg cita phin (mg qué min.
Cde tde dung khdng mong macim khae:

JRACIN LY

mit, moi, miéng va lict), khé

Thiedmggap . .

Tidu chiy (¢ the gip 0 | trong 10 ngutri ding thute), Thing bio ngay cho bic 5§ neu ban bitigu
chiy wwam&ﬁmﬁmuéu-wmﬂwi véii thisdic. ;

Higmgap

Néu ban dang diéutrj xo gan mittidn phdt, rong mbt vili trudng hop, cdetriéu chimg ciia ban c6 thé
niing hon khi bit déu didu tri, vi du nhi ngira ¢6 thé thng én. Néu didu nay xay ra., thong baongay
cho bdc 57 vi ban ¢6 thé cin phii gidm liéu sirdyng,

Thyedmg gap: Phiin xim (6 thé gap | trong 10 ngudi ding thude)
Ral hiem gap (cd the gap | trong 10,000 ngwedi ditng thudc)!
Trong qué trinh diéu trf xo gan mét tién phat: Con dan quin & ving bung phai phis teén, lim i di
tinh trang bénh gan, diéu niy ¢é thé giammdt phiin sau khingung diéw .
Hoa cimg 561 do ting tich tu calei,
Méin dé, ngira.
Thude c6 thé ¢d tdc. chung khang mong mudn khdc. thing bio cho bac 57 nhimg tic dyng khong
tang muan gap phei khi sicdung thuée. -
8, Néntrinh ding nhimg thute hoic thye phiim gi khi dang sirdyng thute nay?
Théng bao cho bic s§ hofic dirge sgc {ia ban vé tit ci chc logi thude mi ban dang sir dong hodc sir
;:Il,mg gan diy, bao gbm ch cac thude ké don hofic khong ké don. cic vitamin hofie thude fir dirge
i

ang bado cho né r iy san’
-Colestiramin, colestipol (thude hy lipid miu), than hogt tinh hofic cde antacid chir nhém (thude
trj kh tigu). Néu ban biit buge phi dimg cde thude trén, hily ubng tnrée hofic sau it nhit 2 gié ding
thuée UDCA. i
- Cyclosparin (chidtirc che mién dich).
~Ciprofloxacin hofic dapson (khang sinh).

Thude ban theo don

Dé xa tim tay tré em :
Poc ki hwéng din sir dung trude khi ding y
Thong bide ngay cho bic sy hodc dwge sy nhirng tic dung
khong mong mudn khi sir dung thu

- Rosuvestatin hodc clofibrat (ha cholesterol man).
~Thudc trinh tha deng uong hodc cic hormon n khic nhur hormon estrogen hofe ligu phip thay
thé hormon (HRT). Bénh nhin nit dang ubng UDCA dé lam tan soi nén chi dimg bign phap trinh
thai khiing hormon nhirphiromg phip o can, vi bign phap trink thai ding hormen c6 the thiic ddy
tao thanh s6im4t. !
Ubnﬁ:.:id ursedeoxyeholic 6 thé viinan todn, tham khio ¥ kién coa bic s§ hodic dug s oua ban
9, Ciini lim gl khi m{t lin quén khong ding thubc? 2
Néu ban quén khing diing | 1iéy, ubng liéu tiép theonhu lich trinh ci. Khéng uéng gip doi litu.
10, Néu ban mudn ngimg thude ’
Tiép tye siz dung thude chodén khi bic s§ bio ban ngimg. Khong duge tu ¥ ngimy thide. Ludn lim
theo chi diin cia bac s§.
Néu ban c6 thic mic gl khisirdung tilly, hilly ién bé véri hae 59 hodc duge s7.
11. Ciin bio quin thube nay nhir thé nio?
Gt thude trong buo bi goe via nha san xuit, ddy kin .
Dt thude nm kho rio, trinh dnh sing, ohiét 45 khdng qua 30°C, va ngodi tim voi cim tré em.
Khéng sir dung thuoe sau ngay héf han ghi trén bso bi (hﬁ:r_vﬁ\d thudc).
12. Nhirng ditu higu v trigu chimg khi diing thubc qué lig
Dimg thude chinh xic nhir hiréng din chis bac 57. Néu ban dang qui lidu hogc iré em nudt phai
thudc, lién hé ngay voi bic s§ va trong Lim v 18 gin nhit
Khi ding thude qua liéy, ban c6 thé bi :.Enauy
U.Cin[lhillhq:glkhidﬁngﬂmﬁcqni ukhuyéncdo?
Ngung dung thude va lign lac ngay voi bics§ hodc mmg tim v té gnnhit,
Mang theo vién thudc cling véi bao bi dé biic s bift ben 48 udng thudc gi va o6 bign phipxirly kip
thir.
14. Nhimg difu ciin thin trong khi diing thubc nay : .
Thude phii duge ding dirgi sy gidm sitefis hic s7. Bac s9 cia ban nén tien hanh kiem tra chirc niing
gandinh ky mbi4 twin trong 3 thang diudifu e Tigp te gidmsit trong mdi 3 thang diéu
Trude kht diing thuce nay, thong bdo cho bac sj nes ban dang co cac vin d€ vé sirc khoe sau ddy
dﬂjﬁngavséngrguﬁss?nénbubi tiéu chity, vidicn niy o6 thé yéu clu ben phii gidm ligw hodie ngung

utri .
Néu ban dang didu tri soi mat, béc 9 didu tri s gidm sat qud trink how tan sdi.
Nﬁub@uaangdiéuuimgmmgttiﬁépmmmmmuﬁuhmckmchmmuum
biit dilu diéu trj, vi dunhu ngia c6 the ting Ién. Thang bao ngay cho bic s9 new ban gip phai tink
trang trén vied the cin phai gidm lidu ding cia thude,
Trinh chédd fin gidu calo va cholesterol khi ding thode.
Diiig J'}mé[j. cheo tré em: P
Tré ein 6 - 18 tudi: Ding thude theo hurdmg din cia bac s7 (xem philn ¢ich diing),

hage ¢l

ke n hai
(lucé'hingsthlihﬁmgfiydﬂ\'gmh;u&t:ut;ﬁmnm;immﬁngu&dﬁngm&uban
mang thai, co1hé dang mang coydinhmang tha). _ !

%mmmﬂﬁmgmﬂymwﬂwtmm Phy nir ding thudc didu trj si
mit nén sir dung cic bién phip trénk thai khdng hormon, vi bién phép trinh thai diing hormon c6
thé thie ddy surhinh thinh sbi . ,

Ning dd hogt chil cia thude trang sitw mg thilp vAco thé khang giy anh hudmg bt I chio tré bid me.

§i o e -

UDCA khéng 6 2nh huong hofic anh hiréng khéng diing ké dén kha ning i xe va vin hinh may
moc

15. Khi nio cin tham vin bitc s§, durges§?

Can lién lscngsy vi bac 57 hofic trung tamy 1& gan nhatkhi ding thuée quilituchidink.
Thong thuémg, bao gi& cling phai hoi y kién bic 5§ hofic duge s§ trude hic dang bat ky thude nao
khi mang thai hodc cho con i

T‘hudér.::gbé.n ngay cho bdc ¢ hofic dirge 5§ nhimg tic dyung khing mong muﬁngip phii khi sir dyng
th

Néu cin thém théng tinxin hoi § kién bic s hofe duge s§.
16. Hgn diing ciin thube: 36 thing ké tirnpay san xuat.

PHAN 2. HUGNG DAN SU/ DUNG THUGC CHO CAN BO Y TE

LDUQCLUCHOC

MRATC: ADSAA%C -

Nhém durge 1§ Thuoe dinmg tiéu héa - ——_— .

Avid ursodeoxycholie (IDCA) 14 mdt chit cé trong m& Lﬂ& ciin djeh mat, chiém mey 16 rit
ahd (khofing 5%) trong acid mt todn phiin. Sau khi ube, ty 1¢ ndy ting lén trong (mg véi
liéu ding va UCDA c6 thé trar thinh thinh phin chinh ot acid mét (chiém 40 - 50%).

Acid ursodeoxycholic (UDCA) et tic dung lim giam cholestero] trong dich mit chi yéu biing cich
gidm hép thu cholesterol Er\:&;ﬂ: dyng niy khong [im fnh hirmg dén sinh tng hgp cholesterol
vi acid mit. Cholesterol din din duge hos tam bir s6i trang ti mét.

Tré en
Xornang: Tir cie bdo edo thre nghiém lim sang kéo dai trén 10 nam cho thiy tac dyng cia UDCA
trong diéutri xo nang kémroi logn gan mit & tré em. C6 bang chimg khi diéu tri bing UDCA c6 the
lam ginm ting sinh miit, lim chiim s tién trién ton thuong mo va thim chi o the phuc hoi
nhimg bién doi gan mét néu dige didu tr trong giai dogn diiu cia bénh, Nén bit diu diéu trj biing
UDC A ngay sau khi duge chin don mic bénh dé toi ruhda hidu qua didu tri.

2. DUQCPONGHOC : :

UDCA cé mAt trong huyét tuemg 10 - 40 phit sau khi uéng thude, UDCA chi hoa tan vira phal &
dogn trén cia rudt non nhumg dirge hip thu 16t & hing trang va hoi tring. Dat nong A0 dinh trong
huyét twong saukhoang 1 -3 gid, D9 thanh thai qua gan lin diu cia UDCA khodng 60% (chi yéu &
dang lién hop vdi glycin). UDCA duge bai tiét nhanh chéng vio mét. Dang lién hop UDCA-glycin
cd thé by thiiy phin gidi phong UDCA & dung tir do, Phin khong duge hap thu s& duge vi khuiin &
duémg rudt chuyén hoa thimh acid lithocholic. Mt dang chuyén hoa khic 14 acid 7-ketolithocholic
¢ thé duge 1ai hiip thu va chuyén hoa & gan thinh UDCA vit acid lithocholic. UDCA vi cdc
chuyén hoa cia nd dige dho thii qua phin,

3. CHIDINH _ i

Lim tan sormit khong cin quang gidu cholesterol & bénh nhin tii mit con hoat dong tor.

Pitutri xo ganmit tién phat.




Tréem

Bifutrj xo nang kém rbi loan gan mt & tré em i 6 dén 18 tudi.

4. LIEUDUNG - CACHDUNG

Khuyén cao lidw hing ngay cho cac chi dinh sau:

Biew i xogan mar tién phat (PEC):

Liéu hing ngay ty thufe thé trong, khoang tir 750 - 1750 mg/ ngdy (14 + 2 mg acid
ursodesoxycholie/ kg thé trong). . -

Trong 3 thing diu dig-u trj, liéu hing ngﬂy nén duge chianhidu linuéng trong ngay. .

Niéu thiy c6 sir cai thign trén cic chi 56 xét nghigm (inh gid chito niing gan thi ¢6 thé cho ubngmjt
1an lidu hang ngay vao budi tbi.

z Liéu hing Acid ursodeoxycholic
Thfktr;;ng ngay (mg/ kg Liéu ding trong 3 thing dau Licu sau dé
& thé trang) Shng Trua T& | Téi (1 lan/ ngay) |
47 - 62 12-16 250mg | 250mg | 250 mg 750 mg
63-78 13-16 250 mg 250:mg 500 mg 1000 mg
79-93 13-16 250 mg 500 mg 500 mg 1250 mg
94 - 109 14-16 500 mg S00mg | S00mg 1500 mg
Trén 110 500 mg 500mg | 750 mg 1750 mg

C6 thé ubng thude cling véi mrde. Dim bio ding thude déu dan.

C6 thé phai tiép tuc uong thudc vo thoihan.

L tan s0i khoing can quang giau cholesterol: - ;
Ngudr |¢m: Liguhing ngay khodng 8- 10 mg/ kg/nghy, chin 2 linuong sauin. Trong 44, itnhatm
nimliéy hing ngiy dugcudng sau bita toi, T

Theri gian diing thudc cén thiét d& [am tan s6i trong khodng tir 6 dén 24 thang phy thufe vio kich
thirGeva thanh philn ciia soi. )

Theo doi kiém tra X-quang hodc siéu &m i mat sau m3i 6 thing diéutri cho dén khi soi bienmét.
Tiép tuc diéu tr] cho dén khi khéng tim thiy soi trong 2 lan lién tye kiém s X-quang v/ hofe sidu
im tii mat cdchnhau khodng 4 - 12 tudn. Diéu nay 1a donhimg k¥ thuit niy khong cho kétqua ddng
tin cdy v nhimg s6i 6 duémg kinh nho hon 2 mm. Khi niing thi xudt higs sai sau khi lam tan biing
ligu phip acid mét duye wdc tinh 1én dén khoang 50% trong 5 nam. Higu qua ciia UDCA trong diéu
trf s0i ean quang hofic cin quang mot phin chira dige kidm chimg fiwme niin chung chiing it tan
hon séi khong cin quang: Soikhéng cholesterol chiem khodng 10 - 15%: 561 khiéng cdn quang vico
thé khéng bihoatan bai cacacid mat. .

Ngu&ilcno tudi: Khong cin diéu chinh lidu, tuy nhién cin thin trong khi sir dyng thude cho ngudi
caotudi.

"Tré em; SOi gidu cholestero] va xo gan mjt tién phat rithiem gip o tré em nhumg néi 6, hi¢u chinh
liéwr thy theo cin ning. Chua e6 dit ligu day di vé tinh an todn vA higu qus trén nham 461 tromg didy

by ndy, :

Bénh nhéin béo phi: €6 thé cin ding liéu cac hon (1én dén 15 mg/ kg/ ngay):

- Xer nang kém roi logn gan mat: . i

'Tré em: Tré em 6- 18 tudi xonang! 20 mg/ kg/ ngay chia 2 -3 1in, cd thé ding dén 30 me ke ngay
néu céin thidl.

Thé trgng | Licu hiing ngay Acid ursodeoxycholic
(kg) (mg/ kg the trong) Sang Trua T

20-29 17-25 250 mg - 250 mg
30-39 19-25 250 mg 250 mg 250 mg
40 -49 20-25 250 mg 250 mg 500 mg
50-59 21-25 250/mg 500 g Soomg |
60 - 69 D=9% 500 mg 500 mg 500 mg
70-79 22-25 S00mg 500 mg 750 mg
80 -89 2225 500 mg 750 mg 750 mg
90-99 23-25 750mg 750 mg 750 mg

100 - 109 23-25 750 mg 750 mg 1000 mg,
>110 750 mg 1000 mg 1000 mg

5. CHONG CHI BINH

Acid ursodeoxycholic khdng nén ding cho nhimg bénhnhin:

- Qui man von cac acid mét hosic bit kv thanh phin nio ctia thudc,

- Vigm it méit hofic dirémg din mt edp |

= The dwomg din mat (thudmg gap tic dng din mit chir hofic dng din ela nii mit).

- Thirdmg xuyén xudt hign com dav quin mat.

- Giifim kha ning co bop tii mit. -

Thudc khong thich hop dimg trong diu tri s61 mit calci hoa khong cin quang.

Khing nén ding thuoe cho phy nirmang thai hodc co ¥ dinh mang thai.

Khéng nén dimg thude cho bénh nhin loét da diy hoje (4 tring tién trién hay bénh nhin co roi logn

& rudt hofic gan gy can b sur di chuyén cus cc scid mal trong 1dng rugt nhw phiu thudt it hoi
tréng va tao 16 thodt, viém hbi trang dogn cudi, irmét trong va ngoai gan, bgnh gan cap vamintinh
ning.

fréem

Thiit bai trong phiiu thuit Kasai hofic khiong phyc hoi dang chay mit 161 o1ré hep dudng din mat,
6.CAC TmF&Nc HQPTHAN TRONG KHIDUNG THUOC

Thude dirge sit dung duéri sur gidm sit eia bic sy disutri. -

Trong 3 thing diu diéu tri, cir mdi 4 wén bdc sy nén kifm wra cdc chi 50 thim do chire ning gan
ASAT (SGOT), ALAT (SGPT) vay-GT, san do mdi 3 thing kigm tre lai mdt lin. Bén canh theo ddi
d& nhin biét cic diu higu dip img holic khﬁns;!ﬂp img dict trj & bénhnhin xo gan mét ién phat, sy
gifm sit nay ciing cho phép phiat hign sém (6n thirong gan tigm tang, dic biét & bénh nhin xo gan
matién phit giai doan cubi.

Khi ditng ldmn tan sdi cholesterol.

Dé dinh gid sy tién trién cia ligu phap va kip thoi phat hign soi mét calel hoa, cho bénh nhin chyp
X-quang ¢6 udng thudc cin quang va siéu am &t the dimg va nim ngire (kidm sodt siéu dm) moi 6 -
10 thang sau khi bit diu diéu trj tiry vo kich thuge soi.

MNéu tii mit khong the nhin thiy trong hinh dnh X-quang, hofic trong trudme hop cd s6i mat calel
hda, suy gidm kha aiing co bop cia thi mat hodc thudmg xuyén bj con dau quan méat, khang nén

https://trungtamthuoc.com/

dimg UDCA. !

Phu nit ding acid ursodeoxycholic dé lam tan s6i mit nén sir dung cde bign phép tranh that khong
hormone dobién phép trinh thai diing hormon ¢6 the lam tAng nguy cobysoi méit

Khi ciimg trong dieu tri xorgan mf tién phat gial dogn cuoi: .
Riit hiém cdc ca xo gan mit b duee bio cdo, tinh trang ndy s& gidm mt phifin sau khi ngung digu

in. .
Higm khi xdy ma trromg hop cdc triéu chimg 13m sang trén bénh nhin xo gan mat ién phit chuyén
bitn xdiu di, vi dungira ting 1én. Néu tinh trgng niy xay ra, gidm liéu con 250 mg/ ngity, sau dé tang
dan dén lieu khuyén cdo. .

Neu cotiéu chay, bt buge phai giam lidu, Nemng diéutr trong traomg hop tiéu chay kéo dii.

Trinh ché d6 dn gidu calo hofic cholesteral.

Céin thiin trong khi diing thude orngudi b bénh tuy tang niing, ngudi bi loét da day, ngudi g sdi deo
quan thi mat. ¢ .
Thudic c6 chims lactose, bénh nhin mic bénh di truyén hiém gip khang dung, nap galactose. thiéu
hut Lapp lactase hodic roi loan hap thu glucose-galactose khong nén dimg thuoe nay.

Thue cé chira polysarbat 80-¢6 thé gay di img va diu thiu diu 6 thé gay budn non, non, dau bung,
figu chfiv.

Pé xatim tay tré em.

Sir dung cho phy nired thai vdchocon bii:

Cacnghién ciru trén déng vit khing thay dnh hrémg cia UDCA dén khi nang sinh san. Khong co
dit li¢u v dnh hureme téi kha néng sinh san caa UDCA khi didu tr] trénngudi,

Phunitcdthai

Khéng ¢ hofc 6 rit it dir ligu vé viée str dung UDCA cho phunirmang thai, Nghién ciru irén ddng
viit cho thily c6 dde tinh trong giai dogn diu mang thai. Ching chi dinh dimg thube cho phy nir
mang thai

Phuynit ¢6 khd nling cé thai ¢hi dwge chi dinh diéu tr khi ho str dung cdc bign phap tranh thai ding
tin ciy: Ding bién phap manh thai khdng hormon hoefc uong thude trinh thai chita oestrogen thiap.
Tuy nhién, & céc bénh nhin sir dung acid ursodeoxycholic d& lam tan sai, nén sir dung bign phap
trénh thai khong hormon vi thudc trimh thai hormon dang udng c6 thé lam ting nguy co s6i mit,
Cin logi tnir kha niing mang thai trrdre khi bt dau diéu tri,

Phy nivche con bit )
Theomat s t4i ity nghién ciru trén phig nit cho con bit, ndng 46 UDCA trong sia rit thiip va co thé
khéng anh huéng bt lgi d5i véi tré bime.

Anh hromg cita thude ddi véi cong vige (ngdi vin hanh may mdc, nguéi dang I4f thu re,
ngrrvi am viée trén eao v ede tririrg hop khdc): W

Acid ursodeoxycholic khing co dinh Inréng hofic anh huong khéng ding ke dén kha nang |4i xe va
vin hanh may moc. !

7. TUONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI TUONG TAC
KHAC

UDCA cé the anh hrdmg dén hdp thu cyelosporin & nhimg béah nhin khi ding déng thei 2 logi
thude niy, Néuding dong thoi, kiém tra nbng 49 cyelosporin mau cho bénh nhin v hidu chinh liéu
cyclosporin neu cin.

Khéng nén dimg phoi hgp aeid ursodeoxycholic cimg vai than hoal, colestyramin, colestipol hojic
cic antacid chita hydroxyd nhom hojic oxyd nhom vi nhimg chat nity s& gin véi UDCA ¢ rugt lhm
gidm sinh kha dung ctia n6. Néu bit buge phai ding cic thube trén nén ding cdch théi diém ubng
acid ursodeoxycholic itnhdt2 gier. . ) )
Acid ursedeoxycholic dnh hudmg dén sy tiét acid mt nén sir hiip thu ciia cde chilt thin diu e6 thé b
anh hwémg, ’ ;

Trongmots6 trivémg hop UDCA cd thé 1im gidm hiip thu ciprofloxacin.

UDCA lim gidm nomg a3 dinh va dién tich dudi dudng cong (AUC) coa chit chen kénh calci
nitrendipin & ngudd tinh nguyin khie manh Theo doi chit che higu qué difu trj khi ding dong tha
nitrendipinva acid ursodeoxveholic, €6 thé cin ting ligu nitrendipin. Tuong thc lam giam higuqua
diéu tri cia dapson ciing duge bao cho. Tuong tic trén, ket hop véi dif ligu tiromgg tae fn vitro, <6 the
duge gidi thich do sy cdm (mg enzym CYPIA4. Tuy nhién, khéng cd su cdm img ndo duge bio edo
khi nghién cir tuomg tic véi budesonid, mot co chiteis CYPIAL.

Horman c6 tinh oestrogen, cac thudce trinh thai giiu oestrogen va ciic thude hg cholesterol mau nhir
clofibrat lam ting tict cholesterol tir gan do d6 thise diy hinh thinh 61 mét, doi khing véi tac dyng
cin UDCA.

Mét nghién ol 1am sing & ngudni tinh nguyén khée manh sir dung dimg thei UDCA (500 mg/
ngdy) vi rosuvastatin (20 mg/ ngdy) cho thay sir giim nong dﬁxhuyét tuong cua rosuvastatin,
Tuong the ndy v cée irong tde cia statin khdc lién quan 1im sing vin chira dugre biét.

Thube ¢6 thé lam tang tac dung cia thude ha dudng huyet dang udng (tolbutamid). Cin thin trong
khi dong phoihop,

8. TAC DUNG KHONG MONG MUON

Thudmg gdp, /100 <ADR < 1410

Tiéuhda: Phinxdm, Béu chay.

Rat higm gap. < 1/10.000 : _

Tiéu hda: Peuquin phin trénbung o6 the xiy rakhi digu tri xo gan mét tién phal.

Gan - mijt: S4i mit calel héa. xo'gan mitbit (dica tri xo gan mat tién phit giai doan tién trién, gidm
sau khi ngumg digy trf), o

Rdiloan & da v md dudi da: N6t me day.

Chura rii 1an suaf .

Rdiloantiéuhda: Non, budn ndn,

Dava mé dudi da: Ngirs. ;

Thude cb thé gdy ra ede e dung khong mong mudn khde, kuvén bénh nhdn thing bdo cde tde
dung kiing niong mudn gdp phdi bhi ding thude.

9. QUA LIEU VA CACH XU TRi "

Tiéu chiy e the xay ra trong tnromg hop qua liew Nhin chung; ede trigu ehimg qud fieu khic khong
o riing do sy hip thu caa UDCA gidm khi ting ligu va tang bai tiét qua phén.

Rhéng can ding bién phip diéu trj dic higu nio, chi yéu I bis djch va dign giai khi 6 tiéuchay, Tuy
tihién_nén theo dai chire nfing gan. Néu cin, ¢6 thé dimg nhya frao i ion d& gin két acid mét trang
Tudt.

Mt sb a0l nrgng diie big:

Dicu i liéu cao kéo dai UDCA (28 - 30 mg/ kg/ nghy) & bénh nhén viém xo durtmg mat tién phit
{von lidu chi djnh chus duge FDA phé duyét) lim ting nguy co gip phai cdce tic dyng khéng mong

i,
10. CACDAU HIEU CAN LUU ¥ VA KHUYEN CAO: Khong dimg qué liéu chidjnh.

S4n xudt tai: DAVIPHARM

CONG TY CO PHAN DUGC PHAM DAT VI PHII (DAVIPHARM)
La M7A, Budng D17, Khu Cong Nghiép My Phude 1, Phuding Thdi Hoa,
Thi xa B&n Cat, Tinh Binh Duong, Viét Nam

Tel: 0274.3567.687  Fax: 0274.3567.688

Ngay xem xét sita di,
cap nhit lai n§i dung hu@ng dén sit dung thude:
25/09/2017
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