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GRACURE PHARMACEUTICALS LTD.
E-1105, Industrial Area, Phase-Ill, Bhiwadi, Distt. Alwar (Raj.),

URSOCURE

THANH PHAN:

M&i vién nén khéng bao chira:

Hoat chét: Ursodeoxycholic acid 300 mg

Té duoc: Lactose, tinh bét ngé, methyl hydroxybenzoat propyl hydroxybenzoat, povidon
(poly vinyl pyrolidon K-30), bét talc tinh khiét, magnesi stearat, colloidal silica khan, natri
starch glycolat type A. :

DUQC LUC HOC: -
Ursodeoxychollc acid la mot . hwcrng chi chiém mét lwong rat nhé (5%) trong
tong sb acid mat. Sau khi uonb 1L g ursodeoxycholic amd tang I1én, co lién quan dén
lidu va c6 thé chiém mét lwong I16n (40-50%) trong tdng sb acid mat. Ursodeoxycholic
acid 1am gidm sw bai tiét cholesterol mat, chi yéu la do giam sw hép thu cholesterol tir
rudt. Thuéc khong ¢é tac dung trén sinh téng hop cholesterol hodc acid mat. Cholesterol
duwoc hoa tan dan tir s6i mat.

Tré em:

Thir nghiém 1am sang dai han 1én dén trén 10 nadm khi diéu trj bang ursodeoxycholic
acid & tré em bi xo' nang héa do réi loan gan mat cho thay ursodeoxycholic acid c6 thé
lam gidm su tang sinh éng mat, gidm tén thwong mé hoc va tham chj d3p nguoc su réi
loan gan mat néu dung thubc & giai doan diu clia xo nang héa do Ydf|loan gan mat.
Diéu trj bang ursodeoxycholic acid nén dwoc bat dau ngay sau khi ch n xac dinh
xo nang héa do réi loan gan mat dé dat dwoc hiéu qua diéu tri cao nhét.

DUOC DONG HOC:

Ursodeoxycholic acid dwoc phat hién trong huyét twong trong vong 10-40 phut sau khi
uéng. Ursodeoxycholic acid cé kha ning tan & mirc trung binh trong rudét non nhung
hap thu tét & héng trang va hdi trang. Nong dd dinh dat dwoc khodng 1 dén 3 gio sau
khi uéng thubc. Ursodeoxycholic acid chuyén héa lan dau qua gan khodng 60% (cht
yéu 1a lién hop véi glycine). Ursodeoxycholic acid nhanh chong bai tiét qua mat. Lién
hop ursodeoxycholic acid véi glycine cé6 thé dwoc thly phan dé& gidi phong
ursodeoxycholic acid. Chat chuyén hoa khac 1a acid 7-ketolithocholic cé thé dwoc tai
hdp thu va chuyén héa & gan thanh ursodeoxycholic acid va axit lithocholic.
Ursodeoxycholic acid va cac chat chuyén héa cliia né dwoc thai trlr qua phan.

CHI DINH:

Chi dinh trong diéu tri xo gan mat nguyén phat (PBC), lam tan sdi cholesterol tui mat,
s6i méat thay quang c6 kich thwéc trung binh & nhitng bénh nhan tai mat van con hoat
dong binh thwdng. S6i cholesterol bao bdi Canxi hodc séi bao gdm sac té6 mat khong bi
hoa tan b&i Ursodeoxycholic acid. Vién nén Ursodeoxycholic acid dwoc chi dinh dac biét
trén bénh nhan cé séi nhwng khéng cé chi dinh phau thuat hodc nhitng bénh nhan
khéng muédn phau thuat
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CHONG CHI DINH:

- Bénh nhan bi séi canxi.

- Bénh nhan bi sdi mat c6 bién chirng hodc c6 chi dinh phdu thuat

- Bénh nhan viém tti mat hodc dwdng mat cép tinh.

- Bénh nhan nghén 6ng mat (nghén éng mat chi hodc 6ng nang).

- Bénh nhan thwéng xuyén bi con dau quan mat.

- Bénh nhan suy gidm kha nang co bop cla tui mat.

- Bénh nhan qua man véi axit mat va bat cr thanh phan nao cta thuéc.
- Phu nir c6 thai va cho con bu, phu ni¥ cé thé c6 thai.

Xo gan méat nguyén phat:

Nguwdi Ién va ngudi cao tudi: 10 - 15mg/kg/ngay, chia lam 2-4 1an.

Tré em: Lidu diing tuy thudc vao trong lvong co thé.

Lam tan soi mat:

Nguoi Idn va ngudi cao tudi: Liéu théng thuéng la 6 - 12mg/kg/ngay, ubng 1 1an vao
budi téi hodc chia 1am nhiéu 1an. C6 thé ting liéu 1&n dén 15mg/kg/ngay & bénh nhan

béo phi néu can thiét. N
Thoi gian diéu tri c6 thé I1én dén 2nam, tuy thudc vao kich thudc cla sdjllva can duoc
tiép tuc diéu trj trong ba thang sau khi da tan sdi.

Tré em: Lidu diing tuy thudc vao trong lwong co thé.

Tré em:

Tré em tir 6 dén dwéi 18 tudi bi xo nang: 20mg/kg/ngay, chia lam 2-3 Ian, cé thé tang
Ién téi 30mg/kg/ngay néu can thiét.

TAC DUNG KHONG MONG MUON:

Viéc danh gia cac tac dung khéng mong muébn dwoc dwa trén cac dir liéu sau day:

R4t phd bién (= 1/10)

Théng thwéng (= 1/100 dén <1/10)

it g&p (= 1/1000 d@én <1/100)

Hiém g&p (= 1/10000 dén <1/1000)

R4t hiém / chwa biét (<1/10000 / khdng wéc tinh dwoc tir di liéu sdn co)

Réi loan tiéu héa:

Phd bién: Phan nhao, tiéu chay.

R4t hiém gép: Pau bung trén bén phai nang

Ursodeoxycholic acid ¢ thé |am tang bubn nén va nén. Tan sb clia nhirng phan (rng
nay khéng duoc biét.

Réi loan gan mét:

Trong qué trinh diéu tri véi Ursodeoxycholic acid, voi hoa séi mat cé thé xay ra trong
trwdng hop rat hiém lam cho ching khéng thé hoa tan dwoc bang liéu phap acid mat
dan téi can phau thuat déi véi mot sé bénh nhan.
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Trong qué trinh diéu tri xo gan méat nguyén phat giai doan phat trién, rat hiém xay ra
trwdng hop xo gan mét bu, trong @6 mét phan suy gidam sau khi ngwng diéu tri.

Réi loan da va dudi da:

Réat hiém: N&i mé day

Ursodeoxycholic acid c6 thé l1am ting ngira. Tan sé clia phan (rng nay chuwa duwoc biét
dén.

CANH BAO VA THAN TRONG:

Ursodeoxycholic acid phai dwgc st dung dwéi sy giam sat chat ché cua bac si.

Trong 3 thang dAu diéu trj, cac théng s chirc n&ng gan AST (SGOT), ALT (SGPT) va y-
GT can duwoc kiém tra 4 tudn mét 1an, sau d6 3 thang kiém tra mét 1an. Ngoai viéc xac
dinh sy dap (*ng va khong dap (ng & nhirng bénh nhan dang diéu tri xo gan mat
nguyén phat, viéc kiém tra nay cling gitp phat hién sém nguy co suy gan, dic biét 1a &
nhirng bénh nhan bi xg.gan mat nguyén phat giai doan phat trién.

Than trong khi dung#R16€a3é lam tan séi cholesterol tui mat.
Pé danh gia qua 'P ':rj va phat hién kip thoi sy voi hoa s6i mat, nén chup X
quang tai mat va qiian $at @t thé dirng va ndm ngira sau khi diéu tri 6-10 thang.

Néu tui mat khong th&gdah sat dwoc bang hinh dnh X-quang, hodc trong trwéng hop
s6i mat voi hoa, suy gidm kha nang co bop cla tui mat hoac thuwdng xuyén bi con dau
quan mat, khéng nén dung ursodeoxycholic acid.

Than trong khi dung thuéc dé diéu tri xo gan mat nguyén phat giai dw;rjén:

Trong trwéng hop rat hiém, sy mét bu xo gan da dwoc quan sat, hign|twong nay giam
mot phan sau khi ngwng diéu tri.

Néu xay ra tiéu chay, phai gidm liéu dung; ngwng diéu tri khi tiéu chay lién tuc.

Bénh nhan c6 van d& vé di truyén hiém gip khong dung nap galactose, thiéu hut Lapp
lactose hodc kém hép thu glucose-galactose khéng nén dung thudc nay.

SU* DUNG CHO PHU N(¥ cO THAI VA CHO CON BU:
Khéng dung cho phu nir cé thai hoac nghi ngé& co thai.
Khéng dung cho phu nir dang cho con bu

ANH HUONG CUA THUOC KHI SU’ DUNG MAY MOC VA KHI LAI XE:
Khéng anh hwéng

TUONG TAC THUOC:

Ursodeoxycholic acid khéng dwoc ding déng thdi véi than hoat tinh, colestyramine,
colestipol hodc thubéc khang acid cé chra aluminium hydroxide va/hoac smectite
(aluminium oxide), b&i vi chung lién két véi Ursodeoxycholic acid trong rudt dan téi tre
ché sy hap thu va hiéu qua cta Ursodeoxycholic acid. Néu nhw viéc sir dung mét trong
nhirng chéat trén 1a can thiét, thi phai thic hién trwéc hodc sau khi dung Ursodeoxycholic
acid it nhat 2 gio.
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Ursodeoxycholic acid cé thé lam téng hap thu ciclosporin & ruét. O nhitng bénh nhan
dwoc diéu tri ciclosporin, néng d6 trong mau ctia chat nay can dwoc kiém tra béi bac si
va diéu chinh lidu ciclosporin néu can thiét.

Trong tredng hop ca biét ursodeoxycholic acid ¢ thé lam gidm hap thu ciprofloxacin.
Ursodeoxycholic acid da dwoc chi ra 1a lam gidm ndng d6 téi da trong huyét twong
(Cmax) va dién tich dwéi dwéng cong (AUC) ciia nitrendipine chat déi khang canxi.
Twong tac lam gidm tac dung diéu tri clia dapsone ciing da dwoc bao cao.

Thudc ngira thai, hormone oestrogen va tac nhan lam giam cholesterol trong mau nhw
clofibrate c6 thé lam tang séi mat, ching phan tac dung lam tan sdi mat cla acid
ursodeoxycholic.

QUA LIBG"" A
Tiéu chéy é&*me ,"éy ra trong cac trwo'ng hop qua liéu. Néi chung ac triéu chieng qua
lidu khac it cd’ ‘nang xay ra vi sw hap thu ursodeoxycholic iam cung voi sw

tang Ileu va duot thai theo phan. Can diéu tri cac trleu chirngth a cda tiéu chay
nhw hdi phuc su can bang gitra chat 1dng va chét dién giai.

DONG GOI:
Hop 3 vi x 10 vién hodc hdp 10 vi x 10 vién

BAO QUAN:
Bao quan dwéi 30°C, tranh anh sang.

HAN DUNG:
36 thang ké tlr ngay san xuét

Doc ky hwéng dan st dung trwéc khi dang. TUQ.CUC TRUONG

Néu can thém théng tin, xin héi y kién cta Béc sy. P.TRUDNG PHONG
Thuéc dang theo don cua Béc sy. 7) /i/ Yo

¥
Thong béo cho Béac sy céac tac dung khéng mong muén g'{: ha 1dun5€; t f:gé

Dé xa tam véi caa tré em.
Khéng dang thubc qué han str dung.

NHA SAN XUAT:
GRACURE PHARMACEUTICALS LTD.,
Dia chi: E-1105 RIICO Industrial Area, Phase-III, Bhiwadi, Alwar. (Rajasthan.), An Dé.



