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Rx-Thudc nay chi ding theo don thudc

Tén thudc: URSALIC

(Ursodeoxycholic acid 150 mg)
“Dé thudc xa tam tay tré em”
“Doc ky hudmg dan sir dung trude khi dung”
“Thong bdo ngay cho bdc sy hodc dugc sy nhitng tdc dung khéng mong muon
gdp phdi khi sir dung thudc”
“Néu can thém théng tin, xin héi y kién bdc sp”

1. THANH PHAN CONG THUC THUOC

Madi vién nén chira:

Thanh phan hoat chdt: Ursodeoxycholic acid 150mg

Thanh phéan td dwge: Lactose monohydrat, Avicel 102 (Microcrystalline cellulose), Aerosil
(Colloidal silicon dioxide), Magnesi stearat.

2. DANG BAO CHE
Vién nén.
Mo ta san phdm: Vién nén hinh tron, mau trang, canh va thanh vién lanh lan.

3. CHi PINH

Vién nén URSALIC dugc chi dinh dé 1am tan s6i mat giau cholesterol khong can quang & ngudi
16m, ké ca ngudi gia va tré em c6 tii mat hoat dong binh thuong.

Vién nén URSALIC duge chi dinh diéu tri rdi loan gan mat lién quan dén xo nang & tré em tir 6
tudi dén dudi 18 tudi.

4. CACH DUNG, LIEU DUNG
Cach dung: Dung duong udng.
Liéu ding:
Lam tan s6i mdt giau cholesterol khong can quang:

- Liéu 8- IOmg/kg/ngay (3 hodc 4 vién URSALIC mdi ngay cho hau hét bénh nhén). Bénh nhan
béo phi c6 thé sir dung lidu ursodeoxychohc acid cao hon (len dén 15mg/kg/ngay).
Liéu nén duoc chia 1am hai 1an uéng sau bira dn sang va tbi.
Thoi gian can thiét dé hoa tan séi mat thuong trong khoang 6-24 thang, va phu thudc vao kich
thude va thanh phén cia soi. Qua trinh diéu tri nén duoc theo doi thuong xuyén (chup xa hinh
tdi mat) va tiép tuc trong 3 - 4 thdng sau khi so6i mét da tan. S6i c6 thé tai phat sau khi diéu tri
thanh cong. Thoi gian diéu tri c6 thé ting 1én néu tam thoi ngung st dung URSALIC (trong 3 -
4 tuan) trong qu4 trinh diéu tri.
Liéu dung cho nguoi gia va tré em nén diéu chinh theo trong lugng co thé (8-10mg/kg/ngay).
Tré em bi xo nang tir 6 tuéi dén dudi 18 tudi:
Liéu 20mg/kg/ngay chia lam 2-3 14n, c6 thé tang 1én 30mg/kg/ngay néu can thiét.

5. CHONG CHI PINH
Qud man véi hoat cht hoic bét ky thanh phan nao ctia thudc.
URSALIC chéng chi dinh 6 nhitng bénh nhén:
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- Viém tti mét hoic dudong mat cép tinh
- Tac dudong mat (téc dng mat chung hoic dng ti mat)
- Bénh nhan xuét hién con dau quin mét thudong xuyén
- Suy giam kha néng co bop cta tai mat
URSALIC khong phit hop dé lam tan soi mét voi héa can quang.
URSALIC chéng chi dinh ¢ nhitng bénh nhan dang mang thai hoiic ¢é thé mang thai.
URSALIC khéng nén st dung & nhitng bénh nhan bj loét da day- t4 trang, bi ri loan duong rudt
hoac gan.
Déi vdi tré em:
Chéng chi dinh & bénh nhi mé thong dudng mat khong thanh cong, hodc khong hdi phuc dong
chay mat tot.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

Vige st dung URSALIC phai dudi su giém sat cta nhan vién y té.

Trong 3 thang dau diéu tri, cac thong sé chirc nang gan AST (SGOT) ALT (SGPT) va y-GT phai

duoc bac si theo doi 4 tuan mot 14n, sau d6 3 thang mot 1an. Pé danh gié tién trinh didu tri va phat

hién kip thoi sy voi héa soi mat, tui mat nén duge quan st truc tiép (chup X- -quang tui mat va siéu

4m) sau 6 thang dén 10 thang k& tir khi bat dau diéu tri. ﬁ
Néu khong thé nhin thdy tai mat trén hinh anh X- -quang, hodc trong truong hop soi mat bi voi hoa, /‘\
kha nang co bop cua ti mit bi suy giam, hodc cac con dau quin mat thuong xuyén, thi khong nén sir 28\;,(;} /
dung URSALIC. JGC P
Vi bénh nhén nit dung URSALIC dé 1am tan soi mat, khong nén sir dung bién phép tranh thai dung ‘jANH
noi tiét t6, vi bién phap nay c6 thé lam tang kich thudce soi.
Néu bi tiéu chay, phai glam liéu. Trong trudong hop tiéu chay kéo dai, nén ngimg diéu tri. e
Nén tranh ché d6 #n udng qua nhiéu calo va cholesterol.

* Canh bdo td duoc:

Thude nay c6 chira lactose monohydrat Bénh nhan méc bénh di truyén hiém gap khong dung nap
galactose, thiéu men lactase hoic réi loan hap thu glucose — galactose khong nén sir dung thude nay.

7. SU DUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU

~ Phu nir c6 thai:
Khong c6 hodc c6 it dit liéu vé viéc st dung ursodeoxycholic acid & phu nit mang thai.
Ursodeoxychohc acid bj chéng chi dinh trong thai ky. Phu nit ¢c6 du dinh mang thai chi nén dugc
diéu tri néu ho sir dung bién phép tranh thai dang tin cdy. Cac bién phap tranh thai khong cé noi tiét
t6 hodc it estrogen duge khuyén khich, vi thudc tranh thai noi tiét t6 c6 thé lam tang soi mat néu
dung ddng thoi véi ursodeoxycholic acid. Kha nang mang thai phai dugc loai trir trude khi bat dau
diéu tri.
Phu nir cho con bu:
Theo mdt vai truong hop duge ghi nhan & phu nit cho con b, nong do ursodeoxycholic acid trong
sita rat thip va c6 1& khéng c6 phan tmg bét 1oi nao xay ra & tré nhii nhi.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Chua c6 bing chimg vé anh huéng cta thube 16n kha nang lai xe, van hanh may méc.

9. TUONG TAC, TUONG KY CUA THUOC
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Twong tac:

Ursodeoxycholic acid khong nén dung dong thoi voi colestyramine, colestipol, than hoat hoic
thudc khang axit ¢6 chira nhom hydroxit va/hodic smectite (nhom oxit), vi cdc ché phim nay lién
két véi ursodeoxycholic acid trong rudt va do dé trc ché su hép thu va hiéu qua ciia n6. Néu viéc
sir dung mot ché phim c6 chira mot trong nhitng chét nay 1a can thiét, n6 phai dugc udng trude
hodc sau ursodeoxycholic acid it nhat 2 tiéng.

Ursodeoxycholic acid ¢6 thé anh hudng dén sy hp thu ciclosporin & rudt. O nhitng bénh nhan
dang diéu tri bang ciclosporin, nén kiém tra ndng do6 ciclosporin trong mau va diéu chinh lidu
ciclosporin néu cén.

Trong mot sb truong hop, ursodeoxycholic acid c6 thé 1am giam hap thu ciprofloxacin.

Trong mot nghién ctru lam sang & nhitng nguoi tinh nguyén khoe manh, sir dung ddng thei
ursodeoxycholic acid (500mg/ngay) va rosuvastatin (20 mg/ngay), dan dén ndng do rosuvastatin
trong huyét twong ting nhe. Méi lién quan vé mat 1am sang cua twong tac ndy, cling nhu dbi voi
céc statin khac van chua cé thong tin o rang.

Co kha néang ursodeoxychohc acid tao ra cac enzyme cytochrom P450 3A nhu dugce chi ra trong
mdt bdo cdo vé twong tac lam giam hiéu qua diéu trj cua dapsone, ciing nhu cic phat hién in
vitro khac.

Hormone estrogen, thudc tranh thai giau estrogen va cac chét lam gidm cholesterol trong mau
nhu clofibrate lam ting bai tiét cholesterol & gan. Do d6, né ¢6 thé kich thich tao soi mat, lam
mét tac dung tan s6i mat cua ursodeoxycholic acid.

Twong ky:

Do khéng c6 céc nghién ciru vé tinh twong ky cua thudc, khong tron 14n thude nay véi cac thude
khac.

10. TAC DUNG KHONG MONG MUON CUA THUOC

Tac dung khong mong mudn duge phan loai theo hé co quan va tin suét xay ra ADR.

Tén suét bao gdbm: RAt thuong gép > 1/10; thuong gap < 1/10 va > 1/100; it gip < 1/100 va >
1/1000; hiém ggp < 1/1000 va > 1/10 000; rat hiém gip < 1/10 000; chua rd tin suat.

Rdi loan tiéu héa

Thuong gap | Céc bdo céo 1am sang vé phan nhéo hoic tiéu chay
Roi loan gan méat

Rat hiém gap | Voi héa soi mat

Roi loan da va mé dwdi da

Rat hiém gap | No6i may day

11. QUA LIEU VA CACH XU TRi

Triéu chirng

Tiéu chay c6 thé xay ra trong truong hop qua liéu. Céc triéu chimg khéc ctia qua lidu khong xay
ra vi su hdp thu ursodeoxycholic acid giam khi ting lidu, phan khong hép thu duoc bai tiét qua
phén.

Xir tri

Diéu tri triéu chiing bang cach can bing nudce va dién giai. C6 thé sir dung c4c loai nhua trao déi
ion dé két dinh cac acid mét c6 trong rudt. Nén theo ddi cac xét nghiém chire niing gan.

WE\ S 2z < fo
& == "4
A\ )



https://trungtamthuoc.com/

12. PAC TINH DUQC LU'C HQC

Nhom duge ly: Axit mét va cac din xuét.

Mi ATC: AOSAA02.

Ursodeoxycholic acid 14 mot axit mat, thuodng chi c6 mot ty 18 rat nho (t6i da 12 5%) trong téng
s6 axit mat. Sau khi uéng ursodeoxycholic acid, ndng d6 thude nay trong huyét twong ting 1én
vané c6 thé tr thanh axit mat chi yéu (chiém 40-50%). Ursodeoxycholic acid 1am giam bai tiét
cholesterol mét, chii yéu la do giam hép thu cholesterol tir rudt. Cholesterol tir séi mat dugc hoa
tan dan.

Tré em bi xo nang

C6 bang ching cho thdy diéu tri bing ursodeoxycholic acid c6 thé lam gidm sy tang sinh dng
mét, ngin chin sy tién trién cua ton thuong md hoc. Tham chi ddo nguogc nhitng thay dbi vé
gan-mét néu dugc ding & giai doan dau clia chimg réi loan gan mat lién quan dén xo nang. Diéu
tri bang ursodeoxycholic acid nén duoc bit diu ngay khi chan doan réi loan gan mat lién quan
dén xo nang dugc thue hién, dé t6i wu hoa hidu qua diéu tri.

13. PAC TINH DUQC PONG HQC

Hép thu:

Ursodeoxycholic acid duge phat hién trong huyét twong trong vong 10-40 phut sau khi udng.
Ursodeoxycholic acid chi hoa tan vira phai & doan dau rudt non, nhung duoc hép thu tot & h5ng
trang va hdi trang. Pinh hap thu vao khoang 1 dén 3 gio.

Phén b, chuyén hoa, thai trir:

Ursodeoxycholic acid cho thiy do thanh thai qua gan 1in dau khoang 60% (chi yéu 1a lién hop
glycine). Ursodeoxycholic acid nhanh chéng dugc bai tiét vao mat. Ursodeoxycholic acid lién |
hop v6i glycine co thé bi thity phéan thanh ursodeoxycholic acid tu do. Phin khong dugc hap thu
s& bi vi khuén phan huty thanh axit lithocholic. Mot chAt chuyén hoa khéc, axit 7-ketolithocholic
¢6 thé duge tai hdp thu va chuyén hoa & gan thanh ursodeoxycholic acid va axit lithocholic.
Ursodeoxycholic acid va cac chat chuyén hoa cta né duoc bai tiét qua phén.

14. QUY CACH PONG GOI
Hop 10 vi x 10 vién nén, vi bAm Al/PVC.

15. PIEU KIEN BAO QUAN:
Bao quan trong bao bi kin, tranh 4m, tranh anh sang, & nhiét d6 dudi 30°C.

16. HAN DUNG CUA THUOC: 24 thang ké tir ngay san xuAt.
17. TIRU CHUAN CHAT LUQNG CUA THUOC: TCCS

18. TEN, PIA CHi CUA CO SO SAN XUAT:

CONG TY CO PHAN DUQC PHAM KHANH HOA

Duong 2/4, Khém Déng Bic, phuong Vinh Hoa, thanh phd Nha Trang, tinh Khanh Hoa.
Nha Trang, ngay ¢4 thang 02 nam 2023

& PHAM KHANHHOA
NONG GTIAM POC
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