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Keep out of reach of children

Read carefully enlosed leaflel before use

Manufactured by: San xult bat:
Mepra Pharmaceuticals Pyt Lid (Unit-i)
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Rx Thuéc ban theo don

Ursachol

Ursodeoxycholic Acid

capsules 250 mg

2 x 10 Capsules
Hjp 2 vi x 10 vién nang ciing
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Thoc nay chi ding theo don cua bdc sy

En thudc: Ursachol

Thanh phin: M3i vién nang cimg chira:
Hoat chit: Ursodeoxycholic acid 250mg; T4 duge: Lactose, tinh bjt
ngd, PVP K-30, Magnesi stearat, nude cit.
Duge hre hge, Duge djng hoc
Acid ursodeoxycholic binh thudmg chiém mét ty 1& nho trong tong céc
acid mét cua co thé ngudi (khoang 5%). Sau khi udng, phan lon Acid
ursodeoxycholic duge hdp thu theo con dudmg khuyéch tan thy dong va
qua trinh hép thu khong hoan toan. Ngay sau khi dugc hip thu, Acid
ursodeoxycholic tiép tuc qué trinh chuyén hoéa tai gan thém khoing
50% néu khong mic bénh gan. Néu bénh gan cang nang thi qué trinh
chuyén hoa cang giam. O gan, Acid ursodeoxycholic lién hop véi
glycine hojic taurine, sau d6 dugc bai tiét vao mat. Céc chét lién hop
cua Acid ursodeoxycholic duge hip thu tai rudt non qua cac co ché chi
dong va thy dong. Céc chét lién hop ciing c6 thé phan tach & hdi trang
nh&r cac enzym & rudt, dé tao thanh cac Acid ursodeoxycholic ty do ¢é
thé t4i hép thu va tai lién hop & gan. Acid ursodeoxycholic khéng dugc
hdp thu qua két trang, tai d6 hiu hét thyc hién qua trinh 7-
dehydroxylate héa dé tao thanh acid lithocholic. Mgt sb Acid
ursodeoxycholic dugc epime hoéa dé tao thanh chenodiol (CDCA) qua
con duwong trung gian 7-oxo. Chenodiol tiép tyc qua trinh 7-
dehydroxylate héa dé tao thanh acid lithocholic. Céc chét chuyén hoa
ndy it tan va dugc bai tiét vao phin. Mot lugng nhé acid lithocholic
duge tai hép thu, lién hop véi glycine, hodic taurin va sulfate héa & 3 vi
tri tai gan. Chét lién hgp duge tao thanh sau khi sulfate héa la acid
lithocholic duge bai tiét vio mat va sau d6 thai trir qua phén,
Acid lithocholic, khi duge dung lau cho dong vat, 1am r mt tai gan co
thé gy tir vong do suy gan & mét sb loai khong thé tao thanh chét lién
hop sulfate. Acid ursodeoxycholic duge 7-dehydroxylate hoa chim hon
chenodiol. B8i v6i cung lidu ding sé mol acid ursodeoxycholic va
chenodiol, néng d¢ & trang théi 4n dinh cua acid lithocholic trong céc
acid mét thip hon sau khi diing acid ursodeoxycholic so vi chenodiol.
O Ngudi c6 thé sulfate hoa acid lithocholic. Mic di ton thuong tai gan
khong lién quan dén diéu trj bing acid ursodeoxycholic, nhung giam
lugng sulfate hoa c6 thé gip & mot sb ca thé. Tuy nhién, sy thiéu hyt
vén chua dugc chimg minh rd rang va rét hiém, dya vao vai nghin bénh
nhan trong nhimg nam nghién ctru trén [dm sang khi ding Acid
ursodeoxycholic.
3 nhimg bénh nhin khoe manh, it nhit 70% acid ursodeoxycholic
(khong lién hop) lién két véi protein huyét trong. Chura ¢6 théng tin vé
acid ursodeoxycholic da lién hop lién két voi protein huyét tuong &
nhitng bénh nhén khée manh hoic & nhitng bénh nhin xo gan mit
nguyén phat. Vin chua xac dinh dugc thé tich phan bd cia acid
ursodeoxycholic, nhung mét lugng nhé cia thudc hdu hét duge phén bb
& mat va rudt non. Acid ursodeoxycholic dugc bai tiét chi yéu vao
phan. Khi diéu trj, lugng thudc bai tiét qua nuée tiéu tang, nhung phén
cdn lai it hon 1% ngoai trir & nhitmg bénh nhén bj bénh gan & mét ning.
Khi diing lau dai Acid ursodeoxycholic, thubc s& chii yéu thanh mat va
acid mét trong huyét tuong. O liéu 13-15 mg/kg/ngdy ding lau dai,
Acid ursodeoxycholic tao thanh 30-50% mat va acid mét trong huyét
tuong.
Mot nghién ctu da trung tam, nglu nhién, mi d6i, d6i chimg gia dugc
duge tién hanh dé danh gia hiéu qua cia acid ursodeoxycholic & liéu
13-15 mg/kg/ngdy, dugc chia thanh 4 lidu & 180 bénh nhén bj xo gan

mét nguyén phat (PBC). Sau khi nghién ctru mot thoi gian ma doi, tat
¢é céc bénh nhén budc vao giai doan didu tri g@&déagmo
Thét bai trong diéu trj dugc dinh nghia Mu VoRg; shﬁi

gia hi¢u qué chinh trong subt nghlén/q\r?;. o&rﬂmcﬂm
sinh md qua 2 thoi ky hodc xo gan, th fian gnh prck cb i

gidn tinh mach, dac trung bdi mét .

ning dung nap thudc, ting gip dbi | " thﬂJEiﬂltpﬁmwQ

ngimg diéu trj tw nguyén. Sau 2 ndm digu t.mu doi, ty1¢ thﬁt bai diéu
trj gidm dang ké trong nhém diéu trj bing qmghm_d_, lic (n=89)
khi so voi nhém dung gia duge (n=91). Thdi gian that bai didu tri ciing
kéo dai dang ké trong nhém duge diéu trj bing acid ursodeoxycholic
khong tinh dén thai ky tang sinh md hoic néng dg bilirubin co ban
(>1,8 mg/dl).

Diing dinh nghia thit bai trong diéu tri loai trir trudng hgp ngimg diéu
tri tw nguyén va ndng do bilirubin trong huyét thanh tang gép d6i, thoi
gian thit bai diéu trj kéo dai dang ké trong nhém duge diéu trj bing
acid ursodeoxycholic. Khi so sanh v&i nhém ding gia duge, diéu tri
bang acid ursodeoxycholic thiy cai thién dang ké cic chi sé sinh héa
cua gan trong huyét thanh khi so véi chi sé ban diu bao gom: Bilirubin

cu01 danh

toan phén, SGOT, alkaline phosphatase va 1gM. Mot nghién ciru thir hai
dugc tién hanh & Canada chon nglu nhién 222 xo gan mét nguyén phat
(PBC) bénh nhan dung acid ursodeoxycholic 14 mg/kg/ngay hofic ding
gia duge, trong mét nghién ciru mit d6i trong subt thoi gian 2 nam.
Trong 2 nam, sy khac biét dang ké theo thong ké giira 2 nhoém diéu tri,
v&i nhimg lgi ich cta acid ursodeoxycholic, duge chimg minh dudi day:
giam ty 1 bénh nhan ding thudc nhiéu hon 50% ting bilirubin trong
huyét thanh; giam phin trim trung binh bilirubin, transaminase va
alkaline phosphatase; ty 18 tht bai trong diéu trj; va thdi gian thét bai
diéu tri. Dinh nghia tht bai trong diéu trj bao gdm: ngimg nghién clru
vi bit ky 1y do nao, néng db bilirubin toan phan trong huyét thanh 16n
hon ho#ic bing 1.5 mg/dl hojc ting ndng d6 bing hodc 16n hon gip 2
1an ndng do co ban; va sy phat trién cb chudng hodic bénh néo.

Chi dinh: ?V
Liéu dung va cach dung:

Ursachol dugc chi dinh :
Diéu tri bénh nhén xo gan mét nguyén phat.

Dé diéu tri xo gan mét tién phat, ding lidu 13-15mg/kg/ngdy, chia lam
2-4 14n/ ngay, ubng trong bira an.

Chdéng chi dinh:

Min cam hogc khong dung nap véi acid ursodeoxycholic hofic véi bit
ky thanh phén nio cua thube.

Thén trong va cinh bdo dic biét khi sir dung:

Nhirng bénh nhan chay mau do gian tinh mach, bénh ndo gan, gan cbd
chudng hoic cin cdy ghép gan, cin dugc diéu trj cy thé thich hgp.
Tuong tac véi cic thudc khdc, cac dang twong tic khéc:

Nhirng thuéc anh huéng dén acid mat nhu cholestyramine va colestipol
¢6 thé trong tac véi tac dyng cia Ursachol do lam giam hép thu. Cac
thudc antacid chira nhom c6 thé hap thu acid mét trén in vitro va c6 thé
twong tac voi Ursachol gibng nhu cac thube anh huéng dén acid mat.
Estrogen, thuéc tranh thai dudng udng, va clofibrate (va c6 thé céc
thudc ha lipid mau khac) 1am ting tao cholesterol tai gan v ting tao soi
mét do d6 c6 thé khang lai hiéu qua cia Ursachol.

Sir dung ddi véi phu nir mang thai va cho con bi:

Chua ¢6 nghién ciru danh gi4 cu thé hoic thich hop trén phy nir dang
mang thai.Chi ding thudc trong thdi ky mang thai néu that sy can thiét.



http&éﬁtﬁungta MtIQE@OmMAai tiét vio sta me hay khong.
Do rét nhiéu thudc bai tiét vao sira me, nén cin thin trong khi ding
Ursachol cho phu nir dang mang thai
Téc dung khéng mong mudn:

Tacdungkhong | o b gido12théng | Dénh gid & 24 théng
mong mudn
UDCA Gia duge UDCA | Giadugc

(%) N(%) n(%) N(%)
Tiéu chay = o 1(1,32) ——
Tang creatinine - - 1(1,32) -
Tang glucose méau 1(1,18) —— 1(1,32) —_—
Giam bach cau —- —- 2(2,63) e
Loét da day e e 1(132) =
Ban da — — 2(2,63) -—

Cha y: Céc tac dung khong mong muon xay ra voi ty 1& bing nhau
hozc nhigu hon trong nhém ding gia dugc véi nhom ding UDCA da
dugc loai ra khoi bang ndy. (bang nay bao gdm tiéu chay va giam tiéu
céu & 12 thang, budn nén/ndn, sbt va doc tinh khac).
UDCA = Ursodeoxycholic acid Q]/
Tac dung khéng mong mudn duge bao co tir cic xét nghiém ding
thubc.
Anh hudng ciia thudc 18n khd niing I4i xe vA vin hanh may moéc:
khong anh hudng
Qui liéu
Chua ¢6 béo cao vé ding qua liéu chi dinh hodic ngiu nhién khi ding
acid ursodeoxycholic. Nhimg biéu hién nang nhét do dung qué liéu
thudmg gdm tiéu chay va cin duge diéu trj triéu chimg.
Lidu ubng don lidu cia acid ursodeoxycholic véi lidu 10,5 va 10 g/kg &
chudt nhét, chugt cng va cho, twong img khong gy tir vong. Litu
udng don lidu cia acid ursodeoxycholic vai lidu 1,5 g/kg khong gdy tir
vong trén chut hamster. Céc trigu chimg cua dc tinh cAp tinh 13 tang
tiét nuée bot va ndn & chudt, va mét diu hda, khé thé, sa mi mit, co
giat hip hoi va hon mé & chudt hamster.
Pidu kign bio quin:
Khdng bao quan & nhiét d§ qua 30°C, bdo quan tranh énh sang
Quy céch déng goi:
Hép 2 vi x 10 vién nang cimg
Han ding: 24 thang ké tir ngdy san xuét
Tén va dja chi nha sin xuit:
Mepro Pharmaceuticals Pvt. Ltd. (Unit IT)
Q ROAD, PHASE- 1V, GIDC, WADHWAN- 363 035, An d9
Tén va dja chi nha phén phoi:
Lupin Limited
159 C.S.T Road, Kalina, Santacruz (East), Mumbai- 400098, An d¢
Dé xa tam tay tré em
Doc kjy hudng dén sic dung truedc khi ding.
Néu cdn thém théng tin xin hoi y kién bdc sy
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