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URSOCHOL 250 mg

Thanh phin hogt chat: M1 vién nang cimg
chira 250 mg Ursodeoxycholic acid

Quy ciich dong gdi: Hop 50 vien nang cimg
Co sé sim xuat: ABC Farmaceutici S.p.A.

Chi djnh, cich ding, ching chi djnh vi cic nji
dung khie: Xem trong b humg diin sir dung thude
lém theo

Do k§ hurdng din sir dyng trude khi ding.

DE 1a tAm tay tré em.

Didu kifn bio quin: Nor kbé mar, nhidt 40 duoi 3040,

Via Cantone Moretts, 29 (loc. Localita’ San Bernardo,  tranh dnh sing :
10015 hrea (To), ¥ Tiéu chukn chit lrgng: TCCS
: SDK
DNNK: NSX, HD, 56 16 X : Xem “Mig", “Exp”, "Batch N "
n irén bao bi
<= EXPIRY DATE

KEEP OUT OF THE SIGHT AND REACH OF CHILDREN.
TO BE SWALLOWED WHOLE WITH SUFFICIENT LIQUID,
MEDICINES SHOULD NOT BE DISPOSED OF VIA WASTEWATER OR HOUSEHOLD WASTE.

Oral use
Read the package leaflet before use.

1 capsule contains: 250 mg ursodeoxycholic acid
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URSODEOXYCHOLIC ACID

250 mg capsules
50 CAPSULES
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ii6c nay chi ding theo don thude
URSOCHOL 250 mg

Ursodeoxycholic acid 250 mg

Dé xa tam ta y tré em
Doc kj hudng dan sic dung trude khi ding

Thanh phan:
M&i vién nang cimg chira:
Thénh phan hoat chat:
Ursodeoxycholic acid ............cocovvivinininiiinenen.n. 250 mg.
Thénh phan ta dwge: Maize starch, silica colloidal anhydrous, magnesium stearate, nang
rdng s6 0 (titanium dioxide, gelatin).
Dang bao ché: Vién nang cung.
M3 ta: Vién nang clmg mau tring size 0, than va ndp nang mau tring.
Chi dinh:
* Hoa tan so1 mat cholesterol & bénh nhén c6 s6i mat khong phat hién dudi X-quang va ¢
duong kinh nho hon 15mm véi chite nang tai mét binh thudng.
« Diéu trj xo gan & mat nguyén phat (PBC) giai doan I -1IL1.
« Diéu trj r6i loan gan mat két hop véi bénh xo nang & tré em tir 6 -18 tudi.
Cich dung, liéu dung:
Liéu ding:
* Hoa tan soi mdt khong phat hién qua X-quang c6 hodc khéng cé tdn soi:
Liéu hang ngay phu thudc vao cin nang, liéu thong thudng 1a 10-12 mg/kg cin ning, chia 2
lan/ngay.
Str dung ursodeoxycholic acid dé diéu tri so6i mat yéu cau tai mat phai hoat dong.
Thoi gian diéu trj kéo dai khoang 6 — 24 thang. Néu kich c& s6i mat khong giam trong vong
12 thang, nén ngung diéu tri.
« Diéu tri xo gan wr mat nguyén phat (PBC).
Giai doan I-11I
Liéu hang ngay phu thudc vao cin ning va khoang 12-16 mg/kg/ngay.
Trong 3 thang dau diéu tri, thuc nén dwoc chia 2 — 3 lan/ngay. Néu chirc ning gan cai thién,
¢6 thé udng 1 lan/ngay vao budi toi.

NNS AL

Can ning Liéu hing ngay Vién nang
(kg) (mg/kg) 3 thang dau Liéu tiép theo
Sang Trua Tbi _Téi
(1 lan/ngay)
47-62 12-16 250 mg 250 mg 250 mg 750 mg
63-78 13-16 250 mg 250 mg 500 mg 1000 mg
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79-93 13-16 250 mg 500 m
g 500 mg 1250 mg

_95\3?3730 94-109 14-16 500 mg 500 mg 500 mg 1500 mg
£ TNHH >110 500 mg 500 mg 750 mg 1750 mg
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mg/kg ngay chia 2-3 lan, ¢6 thé ting 1én 30 mg/kg/ngay néu cin thiét.
Vi lieu dudi 250 mg va dbi véi tré em khé udng nguyén vién, nén ding dang thude thay thé
chira ursodeoxycholic acid hoa tan.
Cdch ding:
Dung dudng uéng
Nubt nguyén vién véi 1 ly nude. Nén sir dung thude thudong xuyén.
C6 thé sir dung ursodeoxycholic acid 1au dai dé didu tri Xxo gan nguyén phat
Mot s6 hiém truong hop bénh nhan xuét hién triéu chimg 14m sang bét loi nhu ngira nhidu hon
trong thoi gian bat dau didu tri, khi do: tiép tuc didu tri v6i lidu 250mg/1 14n/ngay, ting din
lidu (mdi tudn tang 250mg) t6i khi dat duoe lidu diéu tri muc tidu theo phac db diéu tri.

Chéng chi dinh:

Khong nén dung ursodeoxycholic acid véi cac bénh nhan:

- Qua man véi ursodeoxycholic acid, acid mat hodic bat ctr t4 duoc nao cta thude;

- Bénh nhan viém tii mét hodc ng mat cép;

- Tic duong mat (tic éng mat chu hoac mot 6ng ti mat).

- Bénh nhan thuong xay ra cac con dau do séi mat.

- Bénh nhén c¢6 soi mét voi hoa.

- Bénh nhan giam chirc nang co bop cua tii mat.

Tré em:

- Thong dudng mat khong thanh cong hodc phuc hdi khong hoan toan duomg din mat &
tré em bi r mét.

Cinh cdo va thin trong khi ding thude:

Str dung ursodeoxycholic acid dudi su theo doi chat ché cua béc si.

Trong 3 thang dau diéu tri, cac thong sd vé chirc nang gan nhu AST (SGOT), ALT (SGPT) va
y-GT cén duoc theo doi 4 tudn mét lan, sau d6 la 3 thang mot lan. Ngoai viée dé xac dinh sy
dap tng hodc khong dép ung ¢ bénh nhan diédu tri xo gan & mat nguyén phat, viéc theo doi
ciing gitp phét hién sém nguy co suy gan, dic biét 13 & bénh nhan dang & giai doan tién trién
ctia xo gan r mat nguyén phat.

Truwong hop tan soi mat:

Dé bét dau qua trinh diéu tri va dé phat hién kip thoi bat ky sy voi héa nao cua soi mat, tiy
thude kich thuée soi, can kiém tra thi mat (thude can quang) 6 — 10 thang sau khi bét dau diéu
tri (qua siéu 4m) v6i hinh anh téng quat va hinh anh tic nghén & thé dimg va thé ndm ngira.
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Néu ti mat khong thé nhin thdy dugc trén hinh anh X quang, hodc trong trudng hop soi mat
3337&1 héa, suy giam kha ning co bép ctia thi mat hoic thuong xuyén c6 cac con dau do soi
.~.- i ngung dung thude ngay.

I3
-

Ur dung thude d€ 1am tan soi mat nén c6 bién phép tranh thai khong ndi tiét tb, vi cac
dhh thai n6i tiét cb thé thiic déy hinh thémh SO mét

gnh nhén xo gan r mét nguyén phét, céc triéu chimg 1am sang c6 thé xau hon trong mot sb
it truong hop khi bét dau diéu tri, vi du: ngira c6 thé ting 1én. Trong trudng hop nay, lidu
luong cia thude nay c6 thé giam xudng con mot vién 250 mg /ngdy va sau d6 nén ting din
lidu dén liéu dé nghi.
Néu xay ra tiéu chay cin phai giam liéu va trong trudng hop da bi tiéu chay trude dé thi khong
nén sir dung thudc.

Sir dung thudc cho phu nir ¢ thai va cho con bi:
Phu nit co thai
Chua c6 day du dir lidu vé viéc sir dung ursodeoxycholic acid & phu nir mang thai, dic biét la
trong 3 thang dau thai ky. Cac nghién ctru trén dong vat cho thdy nhimg bing chimg vé tac
dong gdy quai thai trong giai doan sém cua thai ky. Vi vdy khong sir dung acid
ursodeoxycholic & phu nit mang thai néu khong thuc su can thiét.
Phu nit co kha nang mang thai

Phu nit ¢6 kha ning mang thai chi nén diéu tri acid ursodeoxycholic khi sir dung cac bién
phap tranh thai hiéu qua: tranh thai khong noi tiét td hodc tranh thai véi lidu estrogen thap.
Tuy nhién, phu nir sir dung thude nay dé lam tan s6i mat nén c6 bién phap tranh thai khong co
hoat tinh hormon, vi c4c thudc tranh thai ndi tiét c6 thé thic dy sy hinh thanh soi mét.

Can tranh kha ning mang thai trudce khi bét dau diéu tri.

Phu nit dang cho con bu

Chuwa rd ursodeoxycholic acid c¢6 bai tiét qua sita me hay khong. Kha ning bai tiét chua dugc
nghién ctru trén dong vat. Can can nhéc gitra loi ich va rui ro khi dung ursodeoxycholic acid &

phu nir dang cho con b
Kha nang sinh san
Nghién ciru trén dong vét khong cho thay bt ky anh hudng nao cua thude ddi voi kha nang
sinh san. Khéng c6 sb liéu vé hiéu qua sinh san sau khi diéu tri bang thudc nay.
Anh hwéng ciia thudc 1én kha niing l4i xe, vin hanh may mée:
Ursodeoxycholic acid chua ghi nhén anh huong dén kha nang 1ai xe va van hanh may moéc.
Twong tic, twgng ky cia thude:
Twong tic thubc:
Khong nén dung dong thoi acid ursodeoxycholic véi colestyramine, colestipol hodc thude
khéang acid c¢6 chira nhdm hydroxyd va/hodc smectite (oxyd nhom), boi vi cac ché pham nay
gén két véi ursodeoxycholic acid trong rudt vi vdy e ché sur hdp thu va hiéu qua cta thude.
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Néu can thiét phai st dung cac thude ndy, nén udng it nhét 2 gio trude hodc sau khi udng
sodeoxycholic acid.

Ch oxychohc acid c6 thé lam ting sy hép thu cyclosporin tir rudt. O nhitng bénh nhan
digu tri cyclosporin, can kiém tra ndng do cyclosporin trong mau va diéu chinh liéu néu

Frong mét sb truomg hop ursodeoxychohc acid c6 thé lam giam sy hip thu ciprofloxacin.
Trong mét nghién ciru lam sang véi nhimg ngudi tinh nguyén khoe manh, sir dung
ursodeoxycholic acid (500 mg/ngay) va rosuvastatin (20 mg/ngdy) lam ting néng do
rosuvastatin trong huyét twong. Lién quan l4m sang cua tuong tac nay voi céc statin khac
khong duoc biét.

Thudc dd duge chimg minh 14 lam giam ndng d6 dinh trong huyét tuong (Cmax) va dién tich
dudi duong cong (AUC) cua chat dbi khang calci nitrendipine khi nghién ctru nhitng bénh
nhén tinh nguyén khée manh. Nén theo di chat ch& két qua sir dung ddng thoi nitrendipine va
ursodeoxycholic acid. Cé thé can phai ting liéu nitrendipine khi can thiét. Mot sy tuong téc
lam giam hiéu qua diéu trj cta dapsond ciing di dugc bao co. Nhitng quan sat nay, cing voi
nghién ciru in vitro chi ra ring ursodeoxycholic acid c6 thé duoc giai thich bdi enzyme
cytochrome CYP3A4. Tuy nhién, thuéc khoéng c6 mét tac dong cam vmg lién quan trén
enzyme cytochrome CYP3A4.

Hormon estrogen va céc thude 1am giam cholesterol trong mau nhu clofibrate 1am tiang bai tiét
cholesterol & gan do d6 c6 thé lam tang soi mat, tac dong nguoc lai véi ursodeoxycholic acid
duoc sir dung dé 1am tan s6i mat.

1 nghién ctru trén ldam sang trén nhitng nguoi tinh nguyén khoe manh s dung dong thoi
ursodeoxycholic acid (500 mg/ngay) va rosuvastatin (20 mg/ngdy) dan dén ting ndng do
rosuvastatin trong huyét tuong. Lién quan 1am sang ctia tuong tdc ndy va cic twong tic véi cac
statin khac déu khong rd.

Twong ky ciia thubc:

Do khong c¢6 céc nghién ctru vé tinh twong ky cta thudc, khong trén 1an thude nay véi cac
thude khac

Téc dung khéng mong mudn ciia thude:

Ddnh gia cdc tdc dung khéng mong muon dwoc dua trén tan sé6 nhu sau: Rdt pho bién (>
1/10), thuomg gap (> 1/100 dén <1/10), it gap (> 1/1 000 dén <1/100), hiém (> 1/10 000 d@én
<1/1 000), rét hiém (<1/10 000), khong biét (khong thé wéc heong dwoc tir dit liéu san cd).
Réi loan tiéu héa

Thudng gap: phén long hodc tiéu chay.

R4t hiém: dau bung trén xay ra trong qua trinh diéu tri xo gan & mat nguyén phat.

Réi loan gan mat

RAt hiém: voi hod soi mét; xo gan mat bi & gan (diéu tri & bénh nhan tién trién xo gan  mat

nguyén phat), phin nao thoai lui khi ngimg diéu tri.
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Réi logn da va mé dudi da

Rét hiém: ni may day.

Bdo cdo céc phan img bét loi

Bao céo (féc phan (g phu dang nghi ngor sau khi thude luu hanh 1a rat quan trong. Gitp theo
bang loi ich / nguy co ctia thube. Céc chuyén gia cham séc strc khoé dugce yéu cau bao
y phan g bat 1¢i nghi ngd nao.

4 cach xir tri:

Khéng can céc bién phép diéu tri dic biét, néu xay ra tiéu chay cAn bi nuée va can bing dién
giai.
Théng tin b6 sung vé cic quan thé dic biét
Str dung liéu cao lau dai (28-30 mg/kg/ngay) ¢ nhitng bénh nhan bi viém xo chai dudng mat
tién phat (sir dung thude ngoai huéng dan) ¢6 lién quan dén su gia tang phan img phu nghiém
trong.

Pic tinh dwge luwe hoc:
Nhém duge ly: Thude tan séi mat, ma ATC: AOSAA02
Acid ursodeoxycholic 1a mot acid mat tu nhién hién dién trong mét ngudi véi ndng do thap.

O nhimg bénh nhén c6 so6i mat thiu xa, viéc bd sung ursodeoxycholic acid tang kha nang hoa
tan cholesterol & mat.
Piéu nay dat dugc thong qua viée tang ham luong ursodeoxycholic acid & mét va tang dung
tich mat. Hon nira, ursodeoxycholic acid lam giam kha ning hip thu cholesterol & rudt.
Piéu tri & bénh nhin xo gan & mat nguyén phat thé hién qua cac co ché khac nhau. Thay doi
thanh phﬁn cua mat voi sy giam cac chét doc, chét ndi sinh chu yéu la cac acid mat va mo va
su tang ursodeoxycholic acid dugc xem la quan trong nhit. Ngoai ra, téc do chay ctia mat
duoc kich hoat, 1am kha ning chuyén d6i cua acid mét nhanh hon. Trén in vitro.
ursodeoxycholic acid ciing ¢é tac dung bao vé tryc tiép lén té bao gan.
Tré em
Xo nang
Tir céc béo cdo lam sang, thude da duge dung diéu tri & nhimg bénh nhi bi rbi loan mét vi xo
nang (CFAHD) véi kinh nghiém lau dai trén 10 ndm. N6 da dugc ching minh ring viéc diéu
tri bang ursodeoxycholic acid ¢6 thé 1am giam su phat trién ciia 6ng mét, ngan chén sy tién
trién cua ton thuong mé hoc va tham chi dao nguoc cac thay doi trén gan, khi ¢ giai doan dau
cia CFAHD. Viéc diéu tri v6i ursodeoxycholic acid phai dugc bat dau ngay khi chan doan
CFAHD, nhiam t6i wu héa hiéu qua cta viéc diéu tri.

Pic tinh dwoc dong hoce:
Khoang 60-80% lugng ursodeoxycholic acid dung dudng ubng duoc hdp thu nhanh chéng
trong hdng trang va hdi trang trén bing khuyéch tan thu dong va tai phan cudi hoi trang bang
vén chuyén cht dong.
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- lrr,mg nho acid ursodeoxycholic dudi téc dong cta vi khuin duong rudt, chuyén hoa
thanh thanh 7-keto-lithocholic acid hodc lithocholic acid.
Thoi gian ban thai ctia ursodeoxycholic acid 1a khoang 3,5 dén 5.8 ngay.
Quy cich dong géi: Hop 1 chai 50 vién nang.
Piéu kién bio quin: Noi kho mét, nhiét do dudi 30°C, tranh anh sang.
Han diing: 24 thang ké tir ngay san xuét.
Tiéu chuéin chét lwgng: Tiéu chuén co so.
Tén, dia chi cia co sé san xuét thube:
ABC FARMACEUTICI S.P.A
Via Cantone Moretti 29, (loc. Localita San Bernardo) - 10015 Ivrea (To), Y.
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