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wrong dan su l,lng thuoc

' Chi dinh

Rx Thubc ké don VACOCHOLIC 300

Dé xa tam tay tré em \
Doc ky huong din sir dung trudce khi diing
Néu cin ‘thém théng tin xin héi y Kkién Bac si
Thude nay chi ding theo don thudce

Thanh phin dwgc chit
Acid ursodeoxycholic 300mg |

Ta dugce v.d | vién nén bao phim
(Thanh phan ta dugc: Polyvinyl pyrrolidon K30, lactose monohydrat, natri lauryl sulfat, aerosil, natri
starch glycolat, magnesi stearat, microcrystallin cellulose 101, hydroxypropyl methylcellulose 615,
tale, titan dioxyd, polyethylen glycol 6000, bt huong vi dau) :
aco

| K. \ria g s . Lt A A e e gV .
Dang bao ché: Vién nén tron, bao phim mau trang, mot mat tron, mot mit co chir 300 canh va
D

thanh vién lanh lan.

- Dung dé lam tan so6i mat cholesterol & bénh nhan:
+ C6 mot hodc nhiéu soi mat khong can quang, duong kinh khong qua 2 cm, dic biét soi trong
tai mat khi chirc nang tGi mat con tot.
+ Tur chéi hay co Lhong chi dinh phau thuét tai mat.
+ Co su qua bao hoa cholesterol cua mat.
- Viém duong mat nguyén phat.
- R6i loan gan mat kém bénh xo nang & tré em tr 6 tudi dén 18 tudi.

Li¢u dang va cich dung ,
Dung dudng udng. 5
Nguoi truéng thanh: L
Llcu hang ngay: 8 dén 12 mg/kg cdn ndng/ngay hogc 3-4 vién/ngay, theo trong lugng co thé. Do |

chi s6 lithogenic trong dich ta trang sau 4-6 tudn diéu tri dé xac dinh liéu dung ti thiéu c6 hiéu qua.

Liéu hiéu qua thép nhat la 4 mg/kg can ngng. ]huuu thudong dugc sir dung mét lan trong ngay truoc

| khi di ngti hoac chia 2 1dn néu lleu ubng cao va udng sau bita in chinh.

Thoi gian diéu tri dé 1am tan'soi mit thuong khdng qué 2 nam va can duoc theo doi thuong Xuyeén

hinh anh tai mat. Diéu tri nén dugc tiép tuc trong 3-4 thang sau khi tan séi mat.

|

Néu ngung dung thudc kéo dai 3-4 tudn, s& lam mat tro lai trang thai qua bao hoa va sé kéo dai |
thoi gian dé lam tan. Trong mot sb truong hop, soi co thé tai phat sau khi diéu trj thanh cong. f
Tré em tir 6 tudi dén dudi 18 tudi: 20mg/kg/ngay chia lam 2-3 lan, tang thém 30mg/ kg/ngay néu |

' can thiét.

Khi mgt lin quén khong dung thude: Tiép tuc dung thude theo chi dinh cua Thay thudc, k hong |
dung bu lidu da quén. i

|

Chéng chi dinh |

Viém ti mat hay 6 ong dan mat cdp tinh. :

Tic 6ng dan mat (tic dng mat chu hoic 6 ong t4i mat).

Con dau quﬁn thuong xuyén.

So1 mat voi hoa can quang.

Co that tii mat suy giam.

Qua mén véi acid mat hodc thanh ph*fm clia thube.

Loét ta trang, lo¢t da day.

Tré em: Phau thuét néi thong dudong mat khong thanh cong hay khong hdi phuc dong mat o tr¢ em |
bi teo dudmg mat.

Théin trong va cinh bio dic bi¢t khi siv dung thudc !
Nhimg bénh nhdn khong dung nap duge galactose, thiéu hut enzym lactase hodc kém hap thu |

| glucose-galactose thi khong nén dung thube nay.

Trong 3 thang ddu diéu trj, theo doi cic thong sb chirc nang cta gan AST (SGOT), ALT (SGPT) |
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1 moi 4 tuan, sau d6 mdi 3 thang mot lan.
Khi st dyung acid ursodeoxycholic diéu tri tan soi mdt cholesterol, dé danh gid hiéu qua diéu tri va
phét hién kip thévi cée calci héa, nén kiém tra tong quan bang siéu dm tai mat sau 6-10 thang diéu tri.
Néu tii mat khong thé nhin thy duoc trén X quang, hodc soi mat bi calci hoa, tui mat co lai hoac
| ¢6 dau bung thi khong nén dung thude. \
Néu ¢6 tiéu chdy, phai giam lidu va truong hop tiéu chay kco dal nén ngung ding thudc.
Ché do an it cholesterol c6 thé ting hiéu qua ctia thudc.

Phy niv ¢6 thai: Khong c6 dir liéu diy du vé viée sir dung acid ursodeoxycholic, ddc bi¢t la trong ba
thing dau ctia thai ky. Cac nghién ctru trén dong vat da cho thdy tac dong gdly quai thai trong giai doan
dau cua thai ky. Vi vay, khong duoc st dung trong khi mang thai trir khi can thiét.

Phy nir cho con bu: Khong co dir li¢u ldm sang vé su an toan cua acid ur sodeoxycholic ¢ phu nir
dang cho con b, khuyen cdo khéng dung cho nhém bénh nhan nay.

Anh huéng cia thude 1én kha ning ldi xe, vin hanh may méc: Khong anh hudng kha niing lai xe
va van hanh may moc.

Tuwong tiac thu{ic
Céc thube gan acid mat (vi du colestyramin, colestipol) va mdt s6 thudc khang acid (vi dy nhom |
hydroxid) cé thé trc ché su hdp thu va hi¢u qua cua acid ursodeoxycholic. Néu can dung cac thube |
ndy, phai udng cach it nhat 2 gir véi acid ursodeoxycholic. >
Than hoat tinh ¢6 thé 1am giam hi¢u qua diéu tri cta thude. CONG
Acid ursodeoxycholic c6 thé lam tang su hap thu cua ciclosporin va tang nong do ciclosporin:
trong huyét twong do d6 nén kiém tra va diéu chinh lidu ciclosporin. VACOPI
Trong mot s6 truong hop, thube co thé lam gidm sy hip thu cia ciprofloxacin. :
Acid ursodeoxycholic cho thay lam giam nong do dinh trong huyét tuong (Cmax) va di¢n tich®
dudi duong cong (AUC) cuia chét dbi khéang calci nitrendipin. Lam giam tac dung diéu tri cua dapson. |
Khong nén ké toa voi cac thuée lam tang bai tiét cholesterol trong mat, nhu hormon estrogen. |
thude ngura thai uong va mot sb chét giam cholesterol trong mau. '

Tac dung khéng mong mu@u (ADR) ‘

Thuong duge dung nap tot. Khéng c6 thay ddi dang ké trong chire ndng gan.
Thirong gap, ADR >1/100 ’
H@ tiéu hoa: Tiéu chay
Rat hiém gap, ADR < 1/10 000
V6i hoa sdi mat '
Da: May day. '
Khéng ré: Non, budn non, ngira.
Huéng din cach xir tri ADR
Nhing tac dung khdng mong mudn nay thuong it nghiém trong va khéng phd bién, ¢6 thé chdm |
dut sau khi giam liéu hogc dimg thude. J
Trong truong hop xut hién cac dau hi¢u do di tng nhu phat ban, khé tho, sung mit, moi, ludi [
hodc hong thi can dua dén bénh vién c¢ip ciru cang sém cang tot. |'
Thong bao ngay cho bac st hodc dwgc sTnhimg tac dung khéng mon g mudn gdp phai khi sir dun g thuoc.

Qui lidu va xir tri

Tiéu chay c6 thé xay ra.

Noi chung, céc tri¢u ching khac ctia qua lidu khong 6 vi khi lidu tang thi su hap thu ctia thude
gidm va dugc bai tiét nhiéu hon qua phan. Dicu trj tiéu chay bing viéc bl nude va chét dién gial. ‘

Tuy nhién, nhua trao déi ion c¢6 thé ding dé lién két céc acid trong rudt. Theo ddi kiém tra chirc
nang gan. ,

Dic tinh dwge lwe hoc
Loai thudc: Thude lam tan soi mat
Ma ATC: AOSAA02
Acid ursodeoxychollc 14 mot chét lam tan so6i mat bang cach lam giam ham lugng cholesterol |
trong mét - do giam tong hop cholesterol & gan hoiic giam hap thu cholesterol. '

Dic tinh duge dong hoc
Hap thu
Acid ursodeoxycholic dugc hap thu nhanh & rudt sau khi ubng, do thanh thai pha dau khoang 50
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| den 60%. Cac nghién ctru cho thy co su khuéch tan thu déng xay ra, thudc vao tuan hoan va chuyén
' hoa & gan. Nong do thude trong huyét tuong trén lam sang khong quan trong nhung hitu ich trong viéc
- danh gid sy dap tmg ctia bénh nhén. Thudc dat ndng do tbi da khoang 60 phut sau khi udng. '
Phén bd
Acid ursodeoxycholic lién két nhanh véi glycin va taurin trong'gan.

C huyén hoa

Chuyén héa sinh hoc cua thube va cac chit chuyén hoa xay ra khi chung ra khoi vong tuan hoan
gan rudt va lam cho lugng lithocholic va 7-ketolithocholic cao trong phan khi diéu tri bang
ursodeoxycholic acid. -
Thai trir

Vi khuidn dudng rudt thiy phan thube lién hop vé dang ban dau va chuyén doi acid
ursodeoxycholic va chenodeoxycholic.

Quy ciach déng goi

STT| Mo ta tém tit quy cach déng goi | [STT] Mb ta tém tat quy cach déng goi

I | Epvi, vi 10 vién, hop 3 vi 7 | Ep vi, vi 20 vién, hop 10 vi

2 | Epvi, vi 10 vién, hop 5 vi 8 | Ep vi, vi 20 vién, hop 50 vi

3 | Ep vi, vi 10 vién, hop 10 vi 9 | Déng chai 50 vién

4 | Epvi, vi 10 vién, hop 100 vi 10 | Bong chai 100 vién

5 | Ep vi, vi 20 vién, hop 1 vi 11 | Bong chai 200 vién

6 Ep vi, vi 20 vién, hgp 5 vi 12 | Béng chai 500 vién " |
Diéu kién bio quin: Noi khd réo, thodng mat, tranh anh sang, nhi¢t do khong qua 30°C. "‘,
Han dung: 36 thang ké tir ngay san xudt. v \e\
Tiéu chuin chit lwgng: TCCS LUgCc }ﬂ,
Tén, dia chi cia co so sin xuit ARM / p
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