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(Ursodeoxycholic acid 450 mg)
Doc kj hwong din si dung trwée khi ding
Dé xa tam tay tré em
Thudc nay chi ding theo don thube

THANH PHAN

M&i 1 vién nén cé chira :

Hoat chit: Ursodeoxycholic acid.................eeeeen. 450 mg

Ta dirgc: lactose monohydrat, crospovidon, povidon K30, magnesi stearate.

DANG BAO CHE

Vién nén

Vién nén mau tring dén triing nga, canh va thanh vién lanh 13n.

QUY CACH PONG GOI

Hop 1 vi, 3 vi, 5 vi, vi 10 vién.

PAC TINH DUQC PONG HQC

Sau khi ubng, khoang 90% liu didu tri ursodeoxycholic acid nhanh chéng duge hip thu & rudt
non.

Sau qué trinh hép thu, ursodeoxycholic acid trai qua chuyén hoa budc dau déng ké tai gan. O giai
doan nay, thubc duge gén voi glycin va taurin, sau d6 duge tiét vao éng mat. Chi c6 mot luong
nhé ursodeoxycholic acid & dang tw do duge tim thdy trong tudn hoan hé théng va dugc bai tiét
qua than. Chi c6 ursodeoxycholic acid & dang lién hop moi dugc chuyén héa. Tuy nhién, sau khi
ubng, mdt phan nho ursodeoxycholic acid trai qua qué trinh chuyén héa ctia vi khuan thanh acid
7-keto-lithocholic. Acid lithocholic duge tao ra sau mdi chu trinh gan rudt, déng thoi cling dugce
sinh ra trong qué trinh khir ctia vi khuin tai t4 tring. Ursodeoxycholic acid, acid 7-keto-
lithocholic, acid lithocholic gin nhu rdt it tan trong nudc nén chit yéu duge bai tiét qua mat vao
phan. Ursodeoxycholic acid sau khi duoc tai hép thu, tiép tuc dugc lién hop tai gan; 80% acid
lithocholic sinh ra tai ta trang dugc thai trir qua phin, 20% con lai duge sulphat hoa tai gan tao
thanh céc lithocholyl lién hop khong hoa tan va ciing duge bai tiét qua mat va phan.

Acid 7-keto-lithocholic sau khi duge tai hap thu s& dugc khir thanh acid chenodeoxycholic & gan.
Acid lithocholic c6 thé gdy ra ton thwong gan r mat néu nhu gan khong thé sulphat héa acid
lithocholic. Mic du giam kha ning sulphat hoa acid lithocholic & gan dugc nhén thdy trén mét sb

bénh nhan, nhung cho dén nay vin chua c6 bing chimg lam sang nio cho thdy ton thuong gan
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mat c6 lién quan dén viée sir dung ursodeoxycholic acid.

Sau khi dung lidu lap lai, néng dd ursodeoxycholic acid trong mat dat trang thai én dinh sau
khoang 3 tudn: tuy nhién tong ndng d6 ursodeoxycholic acid khong bao gidr vugt qua 60% so véi
tdng acid mét trong mat, ngay cé khi ding liéu cao.

Sau khi nglmg sir dung ursodeoxycholic acid, ndng do ursodeoxycholic acid trong mét nhanh
chéng giam xudng con 5-10% nong d6 & trang thai 4n dinh sau 1 tuén.

Thoi gian bén thai ciia ursodeoxycholic acid khoang 3,5 dén 5,8 ngay.

PAC TINH DUQC LUC HQC

Nhém duge 1y: ché phém acid mat

Ma ATC: AOSAAOQ2

Acid méat 1a mdt trong nhitng thanh phin quan trong nhat ctia mat, ¢ vai tro kich thich san xudt
mat. Acid mét cling rat quan trong dé giir cholesterol trong mét & trong dung dich.

O ngudi khoe manh, ty 1€ gitta ndng do cholesterol va acid mét & mirc giit cho cholesterol ton tai
trong dich maét hau hét thoi gian trong ngdy. Trong trudng hop ndy, sdi mét khong dwoc hinh
thanh (mat khong lithogenic).

O nhimg bénh nhén bi sdi cholesterol trong méit, ty 1& ndy bi thay dbi va mat bj bdo hoa
cholessterol qud mirc (mét lithogenic). Pidu nay c6 thé din dén sy két tinh cac tinh thé
cholesterol, va su hinh thanh s6i mét sau mgt thoi gian.

Ursodeoxycholic acid co thé chuyén héa mat lithogenic thanh mat khéng lithogenic dé lam tan
dén s6i mat.

Céc nghién ciru vé tac dung clia ursodeoxycholic acid trén bénh nhan & mét (& nhimng bénh nhén
¢ suy giam dén luu dudng mét) va trén nhimng triéu chimg 1am sang ¢ bénh nhén viém duong
mat nguyén phat, xo gan mét nguyén phat va xo nang, da cho thdy céc tri¢u chimg  mét trong
mau (ting phosphatase kiém(AF), gama-GT, bilirubin) vi ngira nhanh chéng gidm, dong thi
mét moi cling gidm & hiu hét cac bénh nhan. Hon nita, cac nghién ctru cling chi ra mdt ty 1& rui
ro/loi ich tich cuc trén nhitmg bénh nhan xo nang la tré em va thanh nién véi rdi loan gan mét tir
nhe dén trung binh.

Tré em.

Xo nang

Di ¢6 cdc bdo cdo 1am sang tir cic nghién ciu tir 10 nim tré 1én sau khi diéu tri bang
ursodeoxycholic acid (UDCA) trén céc bénh nhi bj méc bénh xo nang lién quan dén 16i loan gan

mét (cystic fibrosis associated hepatobilary disorders - CFAHD). Co bing chimg cho thiy didu

IS & ~ X2\



https://trungtamthuoc.com/

tri bang ursodeoxycholic acid c6 thé trc ché su tang sinh 6ng mét, c6 thé ngin chin su tién trién
ctia tn thuong md va thim chi ¢6 thé dao nguoc céc thay dbi vé gan mét néu & giai doan ddu
ctia bénh xo nang lién quan dén rbi loan gan mat. Pidu tri bing ursodeoxycholic acid nén dugc
bét dAu ngay khi c chén doén dé t6i wru hoa higu qua didu tri. ‘

CHI PINH

1. Hoa tan séi cholesterol & bénh nhan:

- C6 mot hodic nhiéu sdi mét thiu xa (khong can tia X), hiu qua tdt nhit trén séi ¢6 dudng kinh
khéng qua 2 cm & nhitng bénh nhén c6 chirc néng tdi mat binh thudng.

- Bénh nhén tir chdi phiu thuét hosic bénh nhan khong dugc chi dinh phéu thuat.

- Bénh nhén ¢6 cholesterol vugt qua mic bio hoa, duge thé hién qua két qua phan tich thanh
phan héa hoc cia mat dugc iy théng qua dan luu té trang.

2. Viém dudng mét nguyén phat, xo gan mat nguyén phat.

Tré em

3. Ri loan gan mét c6 lién quan dén xo nang & tré tir 6 dén 18 tudi.

LIEU LUQNG VA CACH DUNG

Liéu ding

Liéu lugng dugc tinh dya trén trong lugng co thé ctia bénh nhan.

Lidu duge 1am tron dén sb lugng vién gin nhét.

Hoa tan soi cholesterol

Liéu ding thong thudmg: 8-10 mg/kg/ngdy (twong tmg v6i bbn dén sau vién 150mg hogc hai dén
ba vién 300mg hoic hai vién 450mg), ung hai hoic ba 14n sau #n: ludn udng hai vién sau an tdi.

Ngoai ra co thé uéng mot lidu duy nhat budi t8i (vi du, bénh nhan 60 kg, 1'16ng hai vién 300 mg
vao budi t6i), lidu duy nhat nén duoc udng mot gidr trude khi di ngii va trude hodc sau bita dn t6i
hai gid, v&i mdt ly sita hodic mdt bira én nhe.

Thoi gian diéu tri phu thude vao kich thuéce cua so6i mat, nhung thudong khong ngén hon 3 dén 4
thang. D& d4nh gia két qué didu tri cAn xéc dinh chinh x4c kich thuéce cia soi khi bit dau diéu tri
va kiém tra thudng xuyén trong qua trinh diéu tri, vi du 6 thang 1 14n, chup X-quang hoic siéu
am.

& nhitng bénh nhén sau 6 thang diéu tri v6i liu chi dinh, soi khong giam kich thudce, nén xac
dinh chi sb lithogen trong mat bing phwong phap din luu t4 trang. Khi chi sé nay >1,0, bénh
nhan duoc coi 1a khong dap tng voi didu tri bing ursodeoxycholic acid, nén can nhic céc

phuong phéap diéu trj s6i mat khac cho bénh nhén.

e B R W Y
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Sau khi kiém tra bing siéu 4m x4c nhan sdi da tan hoan toan, diéu tri nén dxoc tiép tuc trong 3-4
thdng sau do. Néu diéu trj bi gian doan trong 3-4 tudn, sy qua mirc bo hoa cholesterol trong mat
¢6 thé tré lai, va 1am kéo dai thoi gian didu tri. Ngimg didu trj sau khi soi mét tan c6 thé din dén
su ti phat. ’

Viém duone mat neuyén phat, xo gan mit nguyén phat.

Liéu lugng cua ursodeoxycholic acid trong viém dudng mét nguyén phédt, xo gan mat nguyén
phat (giai doan 1-3) la 12-15 mg/kg/ngay, twong mg véi bbn dén tam vién 150mg, hai dén bdn
vién 300mg, ubng 2-3 1an/ngay hoic hai vién 450mg, ung 2 lan/ngay.

Liéu lugng cia ursodeoxycholic acid trong viém dudng mét nguyén phit, xo gan mat nguyén
phét giai doan 4 kém theo tidng ndng dd bilirubin huyét thanh (>40 pg/l), ban dAu chi nén ding
béng mdt nira lidu thGng thuong (6-8 mg/kg/ngay). Sau do, nén theo ddi chét ché chirc nidng gan
trong vai tudn (hai tudn 1 14n, trong 6 tudn). Néu khong c6 suy gidm chiic ning gan (AF, ALT
(SGPT), AST (SGOT), y-GT, bilirubin) va ciing khong ting ngira thi sau d6 c6 thé ting liéu dén
mirc thong thuong. Chitc nang gan sau d6 phai dugc theo doi chét ché trong vai tudn. Néu chirc
ning gan vain khong suy giam, bénh nhan c6 thé dugc giit lidu binh thudng trong mot thdi gian
dai.

D41 v6i nhitng bénh nhan bi viém dudng mat nguyén phat, xo gan mit nguyén phét giai doan 4
ma khéng ting ndng do bilirubin trong huyét thanh, cho phép ding li¢u ban ddu binh thudng
khong cin diéu chinh. Tuy nhién, chirc ning gan van nén dugc theo doi chit ché.

Viée diéu tri viém dudng mat nguyén phat, xo gan mat nguyén phat phai duge dénh gia thuong
xuyén dya trén céc chi s6 v& gan va céc két qua lam sang.

Tré em

Tré bj xo nang tir 6 tudi dén 18 tudi

Pidu tri r6i loan gan mat do xo nang;: liéu luvgng 20 mg/kg/ngay chia 1am hai dén ba 1an. Néu can
thiét, ting 1én 30 mg/kg/ngdy. Tuong tmg véi bén dén mudi vién 150mg, hai dén nim vién
300mg hodc hai dén ba vién 450mg, ubng 1-2 lan/ngay.

Phuong phap diéu tri

Néu bénh nhan gip khé khin khi nudt do kich thuéc cia vién, thi c6 thé bé dbi vién thude va

ubng hai lan.
CHONG CHIi PINH
Ursodeoxycholic acid khong nén sir dung cho nhitng bénh nhén bi:

- Viém tii mat hogic dwong mét cp tinh.

.Y =P \onu
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- Thc dudng mat (tic bng mét chi hodc tic thi mét).

- Thudng xuyén gip phai con dau quin mat

- S6i thau xa bj véi hoa.

- Giam su co bop cua ti mat.

- Qua man cam véi axit mat hodc voi bat ky thanh phan nao ciia thube.

- Loét da day- ta trang tién trién

Tré em

- CAt tai mat khong thanh cong hodic luu luong dudng mét khong duge phuc hdi & tré em bj
viém dudng mat

CANH BAO VA THAN TRONG KHI DUNG THUOC

Ursodeoxycholic acid nén duwoc st dung dudi sw gidm sat y té.

Trong ba thang du didu tri, cac thong sb chirc nang gan AST (SGOT), ALT (SGPT) va y-GT
nén duoc theo ddi 4 tudn/lan boi bac si, sau do cir 3 thang/lan. Ngoai viéc cho phép xéac dinh
bénh nhén dép (mg hay khong dap tmg v6i diéu tri viém duong mét nguyén phat, xo gan mét
nguyén phat, viéc kiém tra nay cfing cho phép phat hién sém sy suy gidm clia chiic néng gan,
diic biét 12 & nhitng bénh nhén bi viém dudng mét nguyén phat, Xo gan mat nguyén phat.

Trong sit dung dé hoa tan séi mat: ’

D& c6 thé danh gia tién trién clia hoa tan s6i mat, va dé 6 thé xé4c dinh kip thoi sy voi hoa cla
501 mt, tai mat, tiy thude vao kich thuée cla soi, 6 dén 10 thang sau khi bét dau diéu tri, tai
mat phai dugce quan sat (chyp tii mat co ubng thube can quang) voi hinh anh tdng quat va cac
doan tic & ca tu thé dimg va nim (kiém tra siéu am).

Néu tii mat khong thé dugce nhin thiy trén hinh anh X-quang, hodc trong truong hop soi bi voi
hoa, giam kha ning co bop cla tii mét hofic bénh nhan thudng xuyén bi cac con dau qugn mat,
nén ngimg sir dung ursodeoxycholic acid.

Trong s dung dé diéu tri viém dwong mdt nguyén phdt, xo gan mdt nguyén phat

Trong nhitng trudng hop rit hiém, xo gan mét bu da duge quan sét théy, gidm mot phan sau khi
ngimg didu tri.

V6i nhimg bénh nhan bi viém dudng mat nguyén phéit, xo gan mit nguyén phat, khi bit déu
diéu tri, triéu chimg 14m sang c6 thé ning hon, vi du, ngita c6 thé tang. Trong trudng hop nay,
vide didu tri duge tiép tuc bang viée giam lidu, sau d6 tang dan dén liéu thong thudng.

Néu tiéu chay xay ra, nén giam liéu, va trong truong hop tiéu chay kéo dai, nén ngimg dicu tri.

1=~
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Bénh nhéan nir sir dung ursodeoxycholic acid dé hoa tan soi mat nén sir dung bién phép tranh
thai khong c6 néi tiét 16 vi bién phap tranh thai ngi tiét t c6 thé 1am ting sy hinh thanh s6i mét.
Céanh bdo td dwoc: '

Ché phm ¢6 chira lactose monohydrat, nén than trong voi bénh nhén c6 vén @& di truyén hiém
gap vé khong dung nap galactose, thiéu lactase hodc kém hép thu glucose-galactose.

SU' DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Thoi ky mang thai

Khong c6 dit liéu day dua vé viée sit dung ursodeoxycholic acid trong thoi ki mang thai. Céc
nghién ciru trén ddng vat da chi ra ursodeoxycholic acid gdy doc tinh lén sirih san trong giai doan
dau mang thai. Do d6, khdng nén sir dung ursodeoxycholic acid trong thai ki, trir khi thét can
thiét. '

Phu nit trong dp tudi sinh sin

Phu nit trong d§ t_uéi sinh san chi nén dugc didu tri bang ursodeoxycholic acid néu ho sir dung
bién phap trdnh thai dang tin cdy: tranh thai khéng cé ndi tiét t& hodc tranh thai bing estrogen
lidu thap. Véi nhitng bénh nhén sir dung ursodeoxycholic acid dé hoa tan'sdi mat nén sir dung
bién phap tranh thai khong ndi tiét 6, vi thudc tranh thai ndi tiét t& c6 thé 1am ting soi mat.

Kha ning mang thai phai dugc loai trir trude khi diéu tri.

Thoi ky cho con bu

Theo mot sb trudmg hop duogce ghi nhan, ndng d ursodeoxycholic acid trong sita me rat thép, c6
thé khong c6 phan img bét lgi xay ra dbi véi tré bl me.

Khd nadng sinh sin

Cac nghién ciru trén dong véat cho thdy ursodeoxycholic acid khéng anh hudng dén kha ning sinh
san. Chua c6 dir liéu ddy di vé anh hudng cla ursodeoxycholic acid 1én kha nang sinh san cta
con nguoi. 7

ANH HUONG PEN KHA NANG LAI XE VA VAN HANH MAY MOC

Ursodeoxycholic acid khong c6 hogc c6 anh hudng khdng déng ké dén kha niing 14i xe va van
hanh may moc.

TUONG TAC, TUONG KY CUA THUOC

Khoéng nén st dung dong thoi ursodeoxycholic acid véi cholestyramin, colestipol hogc thube
khang acid ¢6 chira nhém hydroxit vd/ hogc smectit (oxit nhom), vi céc ché pham nay lién két
v6i ursodeoxycholic acid trong rudt, do do lam giam sy hép thu va hiéu qua. Néu cin sir dung,

ubng cac thude ndy cach xa it nhat 2 gi¢r truée hodc sau khi udng ursodeoxycholic acid.
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Ursodeoxycholic acid ¢o thé anh huong dén su hdp thu cyclosporin tir rudt. O nhitng bénh nhan
duge didu tri bing cyclosporin, cin theo ddi ndng d6 cyclosporin trong mau va diéu chinh lidu
néu cén thiét.

Trong 1 sb bdo cdo ca riéng biét, ursodeoxycholic acid c6 thé 1am giam sy hép thu cia
ciprofloxacin.

Trong mot nghién ctru 14m sang & nhimg nguoi tinh nguyén khoe manh, viée st dung ddng thoi
ursodeoxycholic acid (500 mg/ngay) va rosuvastatin (20 mg/ngay) din dén ndng d6
rosuvastatin trong huyét tuong ting nhe.

Su lién quan 14m sang cua tuong tic ndy, voi céac statin khac, chua duge biét dén.
Ursodeoxycholic acid da duge chimg minh 1a 1am giam ndng do dinh trong huyét trong (Cmax)
va AUC cua chit @i khang canxi nitrendipin & nhitng ngudi tinh nguyén khoe manh. Khi sir
dung ddng thdi ursodeoxycholic acid va nitrendipin cn theo ddi chit ché, néu cin thiét c6 thé
tang lidu nitrendipin. Mot twong tac v6i dapson ciling da duge béo céo, lam giam hi¢u qua didu
tri cua né. Nhitng bao cdo nay, cung véi dir liéu in vitro co thé chi ra ring ursodeoxycholic acid
c6 kha ning cam tmg enzym cytochrom P450 3A. Tuy nhién, mgt nghiéa ciru twong tac vdi
budesonid da chi ra ring ursodeoxycholic acid khong c¢6 tic dung gdy cam Umg lién quan dén
enzym cytochrom P450 3A.

Estrogen vé cac cht 1am gidm cholesterol trong méau nhu clofibrat lam ting bai tiét cholesterol
& gan, c6 thé 1am ting s6i mat, do d6 c6 thé 1am gidm hiéu qua cta ursodeoxycholic acid trong
hoa tan so61 mat.

TAC DUNG KHONG MONG MUON

Viéc d4nh gia cac tac dung khong mong mudn duoc dua trén dif lidu tAn sudt:

Rét thuong gap: >1/10;

Thuong gap: >1/100 va < 1/10;

It gap: >1/1000 va < 1/100;

Hiém gap: >1/10000 va <1/1000

R4t hiém gap: <1/10000.

Khéng duoc biét: khéng ude tinh duge tir cac dit 1iéu 1dm sang hién ¢6

R6i logn tiéu héa:

Trong céc thit nghiém 14m sang, cac bao cao vé phan nhéo hoic tiéu chay trong khi diéu tri bang

ursodeoxycholic acid 13 phd bién.
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R4t hiém khi, dau bung trén bén phai nghiém trong xay ra trong qué trinh diéu tri viém dudng
mat nguyén phat.

Réi loan gan mat:

Trong qué trinh didu trj bing ursodeoxycholic acid, voi héa soi mat cé thé xdy ra trong nhiing
trudng hop rat hiém.

Trong qué trinh diéu tri céc giai doan tién trién ciia viém dudng mat nguyén phat, xo gan mét
nguyén phat, trong nhitng trudng hop rAt hiém, mat bu xo gan duoc quan st thdy, da giam mot
phén sau khi ngimg diéu tri.

Phan teng qud man

R4t hiém khi ndi mé day c6 thé xay ra.

Bio cfo vé cic phén trng bt lgi clia thude.

Béo cdo vé cac phéan img bét lgi clia thube cho cac chuyén gia chim soc sirc khoe khi ¢6 nghi
ngd. Viée bdo cdo nay cho phép theo ddi su cin bang loi ich/ rai ro cua thudc.

QUA LIEU VA CACH XU TRi.

Trong trudng hop qua lidu, tiéu chay ¢6 thé xay ra.

Cac triéu chimg khac ciia qué liéu 1a khong thé xay ra vi su hip thu ctia ursodeoxycholic acid
giam khi ting liéu, do d6, ting dio thai thudc qua phén.

Néu tiéu chay xdy ra nén giam lidu. Trong truong hop tidu chay kéo dai nén ngimg thude.

Khong cin bién phép diéu trj dic hiéu. Diéu tri tri¢u chimg bang cach phuc hdi can bing nudc va
chit dién giai.

Théng tin bo sung

Didu tri véi ursodeoxycholic acid kéo dai, lidu cao (28-30 mg/kg/ngly) clia bénh nhén viém
duong mat xo cing tién phét (khong dugce ghi trén nhan) co6 lién quan dén tan sudt cao hon cila
céac tac dung phu nghiém trong.

BAO QUAN

Noi kho réo, tranh 4nh séng, nhiét do dudi 30°C.

HAN DUNG

36 théng ké tir ngay san xuat.

TIEU CHUAN CHAT LUQNG: TCCS

TEN, PIA CHI CUA CO SO SAN XUAT THUOC:

CONG TY CP DUQC VAT TU' Y TE HA NA
Cum cong nghiép Hoang Dong, Duy Tién, Ha




