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THANH PHAN: Méi vién nén luao phim chifa:

T4 duige vird dl..ccooiimsiirmisimsesianens mdt vien Doc k¥ huting din sit dung i khi dimg.
Chi dinh, cich diung vi lidu ding, chédng
chi dinh, lvu ¥ vil than trpng, tic dyng
khéng mong mudn, tuong tic thude vi
cde théng tin khdc: Xin doc trong 16 hudng
din sit dung,

Bio quin d nhi¢t dé dudi 30°C, ndi khé
rio, trinh dnh sing,

CONG TY cO PHAN pugc PHAM OPV
L& 27, Dugng 56 3A, Khu Géng Nghiép Bién Héa Il, TP.Bién Haa, Tinh Béng Nai, Viét Nam
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Doc ki hudng din SiFdung rude khi ding
Thong bao ngay cho bac sy hodc dugc sy nhifng tac dung khdng mong mudn gap phai khi sif

dung thudc

PHAN |. HUGNG DAN SU DUNG THUOC CHO NGUGI BENH
1. THANH PHAN, HAM LUQGNG CUA THUOC: MGi vién chia:
Hoat chéat: Acid ursodeoxycholic ............. 200 mg
T4 duoc: Lactose monohydrat, tinh bot ngd, tinh bot tién hd hoa, crospovidon, magnesi stearat, silic
oxyd dang keo khan, opadry Il white.
2. MO TA SAN PHAM:
Vign nén bao phim, hinh tron, mau tring hay tring nga, hai mat vién tron va I6i, canh va thanh vién
lanh I1an.
3. QUY CACH BONG GOI:
Hop 4 vi x 10 vién nén bao phim.
4. THUGC DUNG CHO BENH GI:
URISTIC dugc dung trong:
- Tan sdi mét cholesterol khdng cdn quang cé dutng kinh < 15 mm va chiic ndng tdi mat binh
thuong.
- Xo gan mat nguyén phét 6 bgnh nhan khong c0 x0 gan mat b,
5. NEN DUNG THUGC NAY NHU THE NAO VA LIEU LUGNG:
Céch ding: Dung dubng udng. Pam bao viéc udng thudc thutng xuyén.
Liéu ding:
Khuy&n cdo sl dung dang bao ché c¢d ham luong phi hop véi bénh nhén cén ndng dui 38 kg.
Xo gan mét nguyén phat: (PBC)
Liéu ding hang ngay tly thudc can nang, khoang tii 3 — 8 vien (12 mg — 16 mg acid ursodeoxychalic /kg)
3 thang d4u diu trj, Uristic nén dugc chia déu trong ngay. Néu cac chi s6 gan cai thién thi liéu hang
ngay c6 thé dugc ubng vao budi toi.

Can ning |Liéu hang ngay Vién nén bao phim Uristic
(kg) (mg/kg) 3 thdng dau tién Sau do
Budi sang | Buditrua | Budi ti Bui t6i (1 ldn/ngay)
38-50 | 12-16 1 1 1 3
51 -63 12~ 16 1 1 2 4
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64 - 76 13 - 16 1 2 | 2 5
77 - 89 13- 16 2 2 2 6
90 - 102 14 - 16 2 2 3 7
Trén 103 2 3 3 8

Viéc sif dung Uristic ddi vai xo gan nguyén phét cd thé duoc ti€p tuc khong thai han.
Jan s6i mét:
Noudi I6n: Liéu thudng ding 10 mg/kg/ngay, ubng vao budi t6i.
Théi gian cdn thiét d€ hoa tan séi mat c6 thé sé dao dong trong khodng 6-24 théng tly thudc vao
kich thudc soi va thanh phén s6i. Néu kich thudc sbéi khéng gidm sau 12 thang, nén ngung diéu tri.
Theo ddi hiéu qua diéu tri bdng phuong phdp siéu 4m hodc chup X-quang mbi 6 thang. Tai céc ky
theo doi, nén ki€m tra liéu soi ¢ bj voi hod hay khdng. Néu diéu nay xay ra, viéc diéu tri phai duoc
k&t thac. Khd ndng tai phat soi mat sau diéu tri bdng acid mat duge udc tinh cd khi 1én d&n 50% sau
5 nam.
Nguoi gia: Chua ¢ bing ching cho thdy b&t cif thay ddi nao so véi liéu ngudi 16n 1a cdn thigt nhung
sy than trong cd lién quan phai dugc xem xét.
6. KHI NAD KHONG NEN DUNG THUGC NAY:
- Qua man v6i mudi mat.
- Bénh nhan khdng dung nap acid ursodeoxycholic hoic bat ky thanh phan nao cla thudc.
- S0i mét can quang, soi cholesterol vi hoa.
- Loét da day, ta trang tién trién.
- Bénh viém rudt.
- Phu nii co thai va dang trong thai ky cho con ba.
7. TAC DUNG KHONG MONG MUGN:
Tiéu chdy, budn nén, ndn va ngda, gay hoa voi sdi cholesterol.
8. NEN TRANH DUNG NHUNG THUOGC HOAC THUC PHAM Gi KHI DANG SU DUNG THUGC NAY:
- Céc thube lam ting cholesterol mat nhu hormon oestrogen, thudc nglia thai uéng va mot sd thudc
lam giam cholesterol mau nhu clofibrat.
- Thudc ha dutng huyét udng.
- Cholestyramin, colestipol hodc thudc trung hoa acid c6 chda nhém hydroxid va/hodc smectit (nhdm
oxid). N&n sii dung ché phdm c6 chia mot trong nhiing chdt nay khi cén thiét, phdi duoc udng it nhat
2 gi¢ tru6c hodc sau khi udng Uristic.
- Cyclosporin.
- Ciprofloxacin.
- Rosuvastatin.
- Nitrendipin.
- Dapson.
9. CAN LAM Gl KHI MOT LAN QUEN KHONG DUNG THUGC:
NEéu ban quén dung thudc, ding nd ngay khi ban nhd. Néu thoi gian gédn tdi liu ké tigp, thi hay bé
qua liéu bj quén va ding liéu ké tiép theo k& hoach binh thutng. Khdng nén gép déi liéu ding.
10. CAN BAD QUAN THUGC NAY NHU THE NAO:
»
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G nhigt do dudgi 30°C, noi kho rdo, tranh dnh sdng.

11. NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUGC QUA LIEU:

Chua c6 bao céo vé viéc qua liéu. Biéu hién trdm trong nhat clia qud liéu co thé 1a fiéu chay. Nén diéu

tri triéu ching.

12. CAN PHAI LAM Gi KHI DUNG THUOC QUA LIEU KHUYEN CAD:

Théng bao ngay cho bac sy hodc dén bénh vién gan nhét.

Nhé mang theo nhan thudc hodc lugng thubc con lai dé bac sy biét thude ma ban da dung.

13. NHONG DIEU CAN THAN TRONG KHI DUNG THUGC NAY:

- Ch& dd &n kiéng it cholesterol s& lam tdng hiéu qua cla URISTIC.

- Kh8ng dung néu ban c6 r6i loan dudng rudt va gan, vi né gy can tré tudn hoan rudt gan cla mudi
mat.

- Béac s§ clia ban s& theo ddi men gan va néng dd bilirubin mi 4 tudn trong 3 thang dau tién sau
khi dung thuic va ci mdi 3-6 thang tiép theo.

Thude nay cd chira: Lactose. NEu ban da biét rang ban khong dung nap mgt vai loai duting thi hay

théng bdo cho bédc sy trudc khi st dung thudc nay.

Thai ky mang thai va cho con bi: Khong dung thude nay cho phu nli ¢d thai va dang trong théi ky cho

con bu.

Anh huéng clia thudc d6i véi cong viée: Chua ghi nhan dugc bao cdo phdn (ng bét loi hodc chua co

nghién clu ndo vé& anh hubng cla thudc 18n khd ndng van hanh mdy mdc, ldi tau xe, ngudi lam viéc

trén cao va cac jru‘ﬁng hop Lihéc.

14. KHI NAD CAN THAM VAN BAC SY, DUGC SY:

Trong truong hop qud liéu hodc tdc dung khéng mong mudn.

Khi dang dung thuéc khdc hodc mot loai thyc phdm.

NE&u c&n thém théng tin xin hdi y kién bac sy hodc dugc sy.

15. HAN DUNG CUA THUDC: 36 thang k& tif ngay sin xudt. Khéng ding thudc khi qud han ding.
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PHAN 1I. HUGNG DAN SU DUNG THUOC CHO CAN BO Y TE

1. DUQC LUC HOC:
Nhém dugc ly: Thudc acid mat
Ma ATC: AOSAAQZ
Acid ursodeoxycholic a8 mét acid mat tu nhién c6é trong mat. Acid ursodeoxycholic ding dé lam tan soi
mat bang cach lam gidm su tong hop cholesterol & gan hay giam sy h&p thu cla cholesterol & rudt
non.
2. DUGC DONG HOC:
Acid ursodeoxycholic dugc h&p thu cao & rudt sau khi udng, do thanh thai pha ddu la khoang 50-60%.
Néng 6 cha thudc trong huy&t tuong trén 1am sang thi khdng quan trong nhung lai rdt ¢6 ich trong
viéc danh gia sy dung nap thubc & b&nh nhan. Thubc dat ndng dd cao nhit khodng 60 phit sau khi
uéng.
Acid ursodeoxycholic lién hop nhanh véi glycin va taurin & gan. Su chuy&n héa sinh hoc clia thudc va
chit chuyén hoa do vi sinh vat sé dién ra khi thudc va chat chuy&n héa ra khdi vong tudn hoan rudt
non-gan, va lam cho néng dé lithocholic va 7-ketolithocholic acid cao trong ph&n trong subt qué trinh
diéu tri bing acid ursodeoxycholic. Vi khudn chi & rudt s& thily phan thanh phén thudc lién hop tré vé
dang hoat chdt ban ddu va hodn chuyén ursodeoxycholic va acid chenodeoxycholic. Mot phén dugc
thai trir truc ti€p qua phén va phdn con lai dugc hdp thu va chl yéu dugc lién hgp va sulfat béi gan
trudc khi thai trii qua phan.
3. CHI DINH:
URISTIC dugc chi dinh ding trong:
- Tan s6i mét cholesterol khdng can quang c¢d dudng kinh < 15 mm va chic ndng tii mat binh

thuong.
- Xo gan mat nguyén phat & bénh nhan khéng co xd gan mat bu.
4. CACH DUNG, LIEU DUNG:
Céch dung: Dung dudng ubng. Dam bao viéc udng thubc thuding xuyén.
Liéu dang:
Khuy&n céo st dung dang bao ché c6 ham lugng phii hdp véi bénh nhdn can ndng dudi 38 kg.
Xo gan mét nguyén phat: (PBC)
Liéu dung hang ngay tly thudc can ndng, khoang tlii 3 — 8 vién (12 mg — 16 mg acid ursodeoxycholic /kg)
3 thang ddu diu tri, Uristic nén dugc chia déu trong ngay. N&u cdc chi sO gan cai thién thi liéu hang
ngay cd thé dudc udng vao budi 16i.

) Vién nén bao phim Uristic
Céan ndng |Liéu hang ngay

(kg) (ma/kg) 3 théang ddu tién Sau do

, BuSi séng | Budi trua | Budi t6i | Budi t6i (1 ldn/ngay)
| 38-50 | 12-16 1 1 1 3
| 51-63 | 12-16 1 1 2 4
64-76 | 13-16 1 2 2 5
| 77-89 | 13-16 2 2 2 6

90-102 | 14-16 2 2 3 7

Trén 103 2 3 3 8
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Viéc st dung Uristic doi véi xa gan nguyén phét co thé dugc ti€p tuc khong thoi han.

Tan sof mét:

Ngudi Idn; Lidu thuding dung 10 mg/kg/ngdy, udng vao budi t6i.

Thoi gian cin thiét dé hoa tan s6i mat c6 thé sé dao dong trong khoang 6-24 théng tiy thudc vao
kich thuéc soi va thanh phdn sbi. N&u kich thudc soi khéng giam sau 12 thdng, nén ngung diéu tri.
Theo ddi hiéu qud diéu tri bing phuong phap siéu &m hodc chup X-quang mdi 6 thdng. Tai cic ky
theo ddi, nén ki€m tra liu soi co bj voi hod hay khong. Néu diéu nay xay ra, viéc diéu trj phai dugc
két thic. Khd ndng tai phat sdi mét sau diu trj bang acid mat dugc udc tinh cé khi I18n dén 50% sau
5 nam.

Nguidi gia: Chua ¢ bang ching cho thdy bt cl thay d6i nao so voi lifu ngudi 16n 1a cdn thigt nhung
sy th&n trong co lién quan phai dugc xem xét.

5. CHONG CHi DINH:

- Qué man v6i mudi mat.

- Bénh nhan khéng dung nap acid ursodeoxycholic hodc bat ky thanh phén nao cla thudc.

- S0i mat can quang, soi cholesterol vdi hoéa.

- Loét da day, ta trang ti€n trién.

- Bénh viém rudt.

- Phu nii c6 thai va dang trong thdi ky cho con bd.

6. LUU Y VA THAN TRONG:

- Ch& dd in kiéng it cholesterol s& lam tédng hiéu qua cta URISTIC.

. Kh8ng ding cho bénh nhan r6i loan dudng rudt va gan, vi nd gdy can trg tudn hodn rugt gan cla
mudi mat.

- Theo d6i enzym gan va ndng dd bilirubin mdi 4 tudn trong 3 thang dau tién sau khi dung thudc va
¢ mbi 3-6 thang tiép theo.

Thudt nay cd chifa: Lactose. Bénh nhén cd van dé vé di truyén hifm gdp khéng dung nap galactose,

thigu hut lactose Lapp hodc kém h&p thu glucose-galactose khéng nén dung thubc nay.

Phu nif cd thai va cho con bii: Chong chi dinh cho phu nii ¢d thai va dang trong thoi ky cho con bu.

Anh hudng ciia thudc ddi vdi céng viée: Chua ghi nhan dugc bdo cdo phan (ng bat Ioi hoic chua c6

nghién clu ndo vé dnh huéng cla thuc 1&n kha ndng van hanh médy moc, [di tau xe, ngudi lam viéc

trén cao va cadc trudng hop khac.

7. TUGNG TAC THUOC:

- Tranh ding chung v6i cdc thudc lam ting cholesterol mat nhu hormon oestrogen, thudc ngiia thai

udng va mot s6 thudc lam giam cholesterol méu nhu clofibrat.

- Hiéu qud cla thudc ha dudng huyét ubng c6 thé ting |&n khi dung dbng thoi véi acid

ursodeoxycholic.

- Khong nén dung dbng thoi Uristic véi cholestyramin, colestipol hodc thudc trung hoa acid c6 chia

nhom hydroxid va‘hodc smectit (nhdm oxid), do cc ché phdm nay gén k&t v6i acid ursodeoxycholic

trong rudt va do d6 han ché sy h&p thu va hiéu qué cla Uristic. Nén sii dung ché phdm c6 chiia mot

trong nhiing chdt nay khi cn thiét, phai dugc udng it nhat 2 gio trudc hodc sau khi udng Uristic.

- Uristic ¢6 thé anh hudng d&n su hap thu clia cyclosparin tif rust. O nhiing bénh nhén dugc diéu tri

bing cyclosporin, nén ki€ém tra néng do trong mau cla cyclosporin béi béc si va diéu chinh ligu

cyclosporin néu cén thiét.

- Trong trudng hgp ca biét Uristic co thé lam giam sy hap thu clia ciprofioxacin.
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- Trong nghién clu I&m sang 6 noudi tinh nguy8n khoe manh ding d6ng thdi acid ursodeoxycholic
(500 mg/ngay) va rosuvastatin (20 mg/ngay) dan dén ting nhe nong dd rosuvastatin. Sy lién quan
lam sang clia tuong tac nay cling nhu ddi v6i cdc statin khdc 13 chua ro.

- Acid ursodeoxycholic da dugc ching minh [a lam gidm néng do dinh trong huyét tuong (Crme) va
dién tich du6i dutng cong (AUC) clia nitrendipin, 1a chat doi khdng calci & ngudi tinh nguyén khoe
manh. Khuy&n cdo gidm sat chit ché cac két qua cla viéc st dung dbng thoi nitrendipin va acid
ursodeoxycholic. Tang liéu nitrendipin cd thé can thiét. Tudng tac 1am gidm hiéu qud diéu tr cla
dapson ciing da dugc bdo cdo. Nhiing theo doi nay cung véi két qud nghién ciu trong 6ng nghiém cé
thé chi ra acid ursodeoxycholic cé kha ning gdy cdm (ng cic enzym cytochrom Puse 3A. Tuy nhién,
sy cam Ung chua dugc quan sdt thdy trong mdt nghién clu tuong tac dugc thit k& véi budesonid — co
chdt da biét clia cytochrom Pasg 3A.

8. TAC DUNG KHONG MONG MUGN:

Tiéu chay, bubn ndn, ndn va ngia, gay hdoa voi sdi cholesterol.

9. QUA LIEU VA XU TRi:

Chua c6 bdo cdo vé viéc qud liéu. Biéu hién trdm trong nhat clia qud liéu co thé 12 tidu chdy. Nén diéu
trj triu ching.

10. CAC DAU HIEU CAN LUU Y VA KHUYEN CAO:

Khdng ding qua liéu chi dinh.

11. TEN, DIA CHI, BIEU TUONG CUA CO SO SAN XUAT:

HE
o
{

"

+ ]
3 1
v g
1] a
3 =

% i
*, &
s

CONG TY CO PHAN DUGC PHAM OPV
L6 27, Duing s6 3A, Khu Cong Nghigp Bién Hoa II, TP. Bign Hoa, Tinh Bdng Nai.
DT: (061) 3992999 Fax: (061) 3835088

12. NGAY XEM XET SUA D0I, CAP NHAT LAI NOI DUNG HUGNG DAN SU DUNG THUGC:
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