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Rx. Thudc ban theo don Hwéng dan sir m,u%%
(&

PMS-URSODIOL C 2,
Ursadiol 250 mg vién nén O/))/

Do k§ huong dan trude khi ding. Tham khéo y kién bac sT dé o thém thong tin

y TEN THUOC
PMS-URSODIOL C 250MG

2. THANH PHAN DINH TiNH VA BINH LUQNG
Mai vién nén PMS-URSODIOL C 250 mg chira 250 mg Ursodiol

3 DANG TRINH BAY

Vign nan
4 THENS TIN | AM SANG
4.1 Chi dinh

PMS-URSODIOL C duec chi dinh trong digu tri xor gan (¢ mat nguyén phat (PBC) va lam tan céc si
mat thau xa & nhirng bénh nhan cé tu mat hoat dang

4.2  Liéu ding va cach diing -
Thuoc nay chi ding theo sw ké don cta bac si, / { ;‘f .

Ligu thwéng ding cla ngud en:

Uéng: 13-16maglkg thé trong/ngay, chia lam 2 Ian, cling véi thire @n hodc stka vao budl sang va toi.
Liéu hang ngay co thé chia khéng déu va ligu lén hon cho vae trude giév di ngl dé trung hoa su tang
nong do cholesterol mat qua dém

Nén udng lidu ban dau 2580mg. mdi ngay 2 lan trong 2 tudn didu tri, sau dé mdi tudn tang thém
250mg/ngay cho 1o liéu khuyén cdo hoac dat téi liéu toi da dung nap duoc. -
Neéu tigu chay xuat hién frong khi dang tang liéu hodc cudi then ky diéu tri, didu chinh lai lidu cho téi
khi het tiéu chdy, sau @6 ligu ci thudng lai dwoe dung nap

Céach dung Ding dudéing udng

Ngudi bénh béo (nang can) co thé can 1&i liéu 20mglkg thé trongingay Y
Liéu thurerng diing cho tré em chua duoe xac uinh 3
Cha y: pnharma g

3 thang dén 2
tmg vén thude

s e 2 ot =
Tuy theo kich c& va thanh phan cda 561 mat co chElgtuf ¢t thé f?ﬁl@:@é
nam Cir cach ti 3 dén 9 thang lai chup X- quang flit mét hodc siéu e theo goi,
oang 3 thang

Vigc didu tri o thé can 161 2 nam, phu thude vao kthmywt%‘[p# Ui fe
sau khi chup X- quang khéng con séi \ Montreal. Quebec 4P T4 Lar

43  Chéng chi dinh;
Thong bao cho Bac si nhirng tac dung khéng mong muén gap phai khi st dung thude

PMS-URSODIOL C khéng phi hop trong viée 1am tan cac s6i mat khong théu xa va khéng nén si
dung & nhirng b&nh nhan ca tui mat khang hoat déng

44  Dé phong va canh bao dac biét khi siv dung
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Mot san pham cia nhom niy da duwere tim thay 1a gay ung thy & dong vat Su lién quan cua%n
phat hién nay dé st dung PMS-URSODIOL C trong lam sang chua duon xéc 18p é
) O

4.5  Twong tac thuoe va cac dang twong tac 4

Mt s loar thube, nhur cholestyramine, charcoal, colestipol va mét sé thude khang acid (nhu nham OO
hydrux:da} két hop vén cac acid mat trong in vitro, Do d6, chung ¢b thé cd tac dung tuong i trong in O)/
vivo va co theé gay trd ngai cho viéc hap thu cia PMS-URSODIOL C.

Cac thutc lam tang thai trir cholesteral trong maét, nhu hormone estrogen, cac thude ngira thai dudng

ubng giau estrogen va mot so thude lam gidm cholesterol trong mau,. nhir clofibrat, khéng nén dung

viri PMS-URSCDIOLC. _

Ursodial co thé lam tang hap thu cia eyclosparin & nhirng bénh nhan cay ghep

46  Mang thaivacho con bi

Théd ky mang thal

Khéng ding thudc cho ngudn mang thai hodc nghi ngé co thar,
Than ky.cho con b

Khony aung cno nguol gang cno con nu. Gho oen nay, cnua @l lieu ngnien cuu nao o ket luan cu
thé vé van dé nay

4.7  Anh hwéng trén kha nang diéu khién tau xe va van hanh may méc
PMS-URSODIOL C khéng dnh hudng dén kha nang diéu khién tau xe va van hanh may mie _r

/
48  Tac dung khéng mong muén / MQ’
- Hiém gap, ADR < 1/1000

- Tigu hoa Tiéu chay hiem khi xay ra

4.9  Qualidu
Khﬁng ¢t di¥ iéu ve "Qua ligu va céu:h X tri” Tuy nhién, chixc nang gan nén dugc theo doi Neu can
thiél, cac loai resin trao ddi ion c6 thé duoc sir dung dé két hop vdi cac acid mat trong rudt

5. DAC TINH DUQC LY

51  Dac tinh duoe luc hoe

Ursodiol 1a mét acid mat thir cap (secondary) duwoc sdn sinh tir cdc vi khuan duong rudt, trong khi cac ']
acid mat so cap duoc sdn sinh ra tlr gan va duoc tich loy & ti mat Khi duoc bai tiét vao doan rudt
két. cac acid mat so cap co thé duoc chuyén hoa thanh acid rust thir cAp nher cac chling wi khuan

o

duding rudt. Cac acid mat so cép va thiy cdp gitp co thé tiéu hda lipid. ':_'
Ursodiol ¢6 heat tinh diéu chinh su cén bing gita thaoh p 1@ et dlam g n téng hop =
cholestero! & mat), kich thich va giip tai tao té bao ra'c.'r cac réu &lf@ ma an cac s e

chalesterc)
o _ , EIJI u.u,rnm:uurl.ﬂwrn e # il
Mac di Ursediol khéng phéi la dan chét cd nguén g nisinh @ Eona vas, + nga a duoc tim

thay ve s6 lwong ién trong mat gau

Ursadiol ¢6 tac dung thiic day hap thu va este hoa vitamin B1 va B2

52  Bac tinh dwere dong hoc



vai protein huyét tuong va duoc chuyen truc tiép dén gan, chi mét lueng nhd luu thdng trong v

- Plidn bé sau khi udng Ursodiol duiroc hap thu nhanh chang. Sau khi utng 96-98% duoc %it
tuan hoan OQ

: . C
- Chuyén héa: Ursediol nhanh chang hip thu vao gan va gan két viri Glyein hoae Taurin rbi thai vas OO)/
mat. Mot ty 18 nhd Ursadio! chiu sur chuyén héa trong chu tinh gan-rudt

- Thai trir; Ursodiol dao thai qua sira me, than, mat va chi yéu qua phan

6. THONG TIN THUOC

6.1 Danh sach ta dugc
Sodium Starch Glycolat

Povidon

Punfied Water

Sodium Lauryl Sulfat
Microerystalling Cellulose PH 101
Palyethylen Glycol 3350

Kllmmymmmiiime Cilpmment Ldoamiom? Tngymalogminl=
. ¥ X i

Opadry Clear YS-1-7008

62 Twong Ky
Khang

63  Handing [Q,«
b

3 ndm ke W ngay san xuat

64 Baoquan

Bdo quan nei khé rao & nhigt do dud| 30°C
D¢ xa tam tay tré em

Poe ky huting dan sl dung trute khi ding
Néu can thém thdng tin, xin hdi y kien Bac si.

6.5 Ddéng goi
Chai 100 vién nén, C
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