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sur dung trude khi ding
Dé xa tdm tay tré em
Théng bdo ngay cho bdc sy hodic duoe st nhimg tdc dung khong mong mudn gap phai khi sir dung thuéce

THANH PHAN VA HAM LUQNG

Méi vién nén bao phim c6 chira:

Hoat chat:

Ursodeoxycholic acid (dang micronized)..................... 150 mg

Ta duoce vira du: Lactose monohydrat 200, tinh bdt natri glycolat (loai A), povidon K90,
crospovidon XL, magnesi stearat, talc, td dugc bao phim Vivacoat PA-1P-000 (thanh
phan: Hypromellose 6, Titan dioxid, Polydextrose, Talc, Polyethylen glycol 3350), red
coninor E-172, yellow coninor E-172.

DANG BAO CHE

Vién nén bao phim mau cam, boéng lang, khong bong hay dinh chit, hinh tron, 2 méat
khum, mét mat dugce dap chim chit “HBP”, m§t mit tron lang, canh va thanh vién lanh
lan.

CHI PINH

1. Hoa tan céc s6i cholesterol ¢ nhitng bénh nhan:

- Co mot hodc nhicu s6i mét khong can quang, tot nhat 1a dudng kinh khong qué 2 cm, cé
tii mat hoat ?I(f)ng binh thu‘b’ng. : ¥

- Khong mudn hoac khong thé tién hanh phau thuit. ’ <

- V61 ngudi ma tinh trang qua bao hoa cholesterol mat tao ra boi h¢ thong dan luu ta trang.
2. Xo gan mat nguyén phat.

Tré em:

3. I?iéu tri cac r("')g loan gan mat lién quan dén bénh xo nang & tré em tir 6 dén 18 tudi.
LIEU DUNG VA CACH DUNG

Thude duoe ding dudng udng, udng cing véi nude.

Liéu lugng:

Hoa tan soi cholesterol:

Liu thong thuong: 8 — 10 mg/kg/ngay. Liéu hang ngay c6 thé ding 2 hoic 3 14n sau bira
an: nén udng 2 vién sau bita &n t6i.

Ciing ¢6 thé dung liéu duy nhit vao budi t6i (vi du: bénh nhén ning 60 kg, budi tbi dung
2 vién 300 mg). T6t hon, nén udng lidu duy nhat ndy 1 gid trudce khi di ngl va = 2 gid sau
bita t&1 véi mot ly sita hodc bita an nhe.

Thoi gian diéu tri dé hoa tan s6i mat tity thudc vao kich thudce clia ching, nhung thuong
khong ngin hon 3 — 4 thang. Dé danh gia két qua cta liéu phap mdt cach chinh xéc, can
phai xdc dinh chinh xéc kich thudc cta soi khi bit dau diéu tri va kiém tra thuong xuyén,
vi du 6 thang mot lan, biang cach chup X-quang va/hoic siéu am.
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Nhiing bénh nhin sau 6 thang diéu tri véi lidu lugng chi dinh ma soi khong giam kich
thudc thi nén xéc dinh chi s6 tao soi trong mat bing dan luu ta trang. Khi mat c6 chi sé >
1,0 thi kho ¢6 thé ¢6 duge két qua thuén loi, va tot hon hét 1a bénh nhan nén can nhic mot
hinh thite diéu trj s6i mét khéc.

Diéu tri nén duoc tiép tuc trong 3 — 4 thang sau khi siéu 4m kiém tra xem s6i mat d tan
hoan toan hay chua. Giin doan diéu tri trong 3 — 4 tudn din dén mat trd lai qua bdo hoa
va kéo dai thoi gian diéu tri tong thé. Gian doan diéu tri sau khi lam tan s6i mat ¢6 thé din
dén tai phat.

Xo gan mat nguyén phat:

Liéu cna ursodeoxycholic acid trong xo gan mét nguyén phat (giai doan I — III), 1én dén
12 ~ 15 mg/kg/ngay.

Liéu ctia ursodeoxycholic acid trong xo gan mét nguyén phét giai doan IV va su ting ham
lugng bilirubin huyét thanh (> 40 pg/1), trong trudng hop diu tién, chi bing mot nira lidu
binh thuong (6 — 8 mg/kg/ngay). Sau dé, nén theo ddi chit ch& chirc ndng gan trong vai
tuan (2 tuan/lan trong 6 tuan). Néu khéng c6 suy giam chirc ning gan (AF, ALT (SGPT),
AST (SGOT), y-GT, bilirubin) va khéng xay ra hién tuong ngira, ¢ thé ting thém lidu
dén mirc binh thuong. Hon nita, van phai theo d&i chit ché chirc ning gan trong vai tuan.
Néu chirc ning gan khong bi suy giam thém, bénh nhén c¢6 thé duy tri lidu binh thuong
trong thoi gian dai

O nhing bénh nhin xo gan mat nguyén phat giai doan IV ma khéng ting bilirubin huyét
thanh, thuong dung ngay liéu khéi dau théng thuong. Du sao, trudng hgp nay ciing nén
kiém sodt chinh xdc chitc ning gan.

Diéu tri xo gan mét nguyén phét cin danh gia thuong xuyén trén co s& cac chi s gan (xét
nghiém) va cac phat hién lam sang.

Tré em:

Tré em bénh xo nang tir 6 dén 18 tubi:

Diéu tri cac bénh 1y gan mét do xo nang 20 mg/kg/ngay, chia lam 2 — 3 lan. Néu can thiét
c6 thé tang 1én dén 30 mg/kg/ngay.

CHONG CHI PINH

Khéng str dung ursodeoxycholic acid ¢ nhilng bénh nhan:

—  Viém tui mat hodc dng mat cap tinh.

— Téc nghén 6ng mat (tdc ngh&n dng thi mat va 6ng mat chu).

— Con dau quin mat dién ra thudong xuyén.

— Bi s6i vOi héa can quang.

— Kha ning co bdp cua tii mat suy giam.

— MAn cam véi cac acid mét hodc bét ky thanh phan khac ctia thude.

— Dang c6 loét da day va ta trang.

Tré em: Khong ding thude néu phau thuat hep duong mat khong thanh cong hodc khéng
thé khoi phuc dong chay ctia mét & tré em hep dudng mat.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Ursodeoxycholic acid nén dugce uéng du6i su kiém soat ciia nhén vién y té.
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Trong 3 thang dau diéu tri, cac thong sd danh gia chire ning gan nhue AST (SGOT), ALT
(SGPT) va y-GT nén dugc theo doi 4 tudn/lan, sau d6 thuc hién 3 thing/lin. Ngoai viée
xac dinh céc tinh trang dap tmg va khong dép tmg thudc ¢ bénh nhén dang duoc diéu tri
X0 gan mit nguyén phét, viéc giam sat con giup phat hién sém cac kha ning suy gan, dic
biét voi nguoi & giai doan tién trién ciia xo gan mét nguyén phit.

Khi thuée dimg dé hoa tan séi mdt:

Dé ddnh gid hiéu qua diéu tri va phat hién kip thoi su hién dién ctia soé1 voi hoa, tiy thude
vao kich thude soi, tii mat nén dugce quan sat (chup tai mat co udng thude can quang)
tong quan va xem X€t vi tri tic & tu thé ding va ndm ngua (siéu 4m) trong 6 — 10 thang
sau khi bat dau diéu tri.

Néu tii mat khong thé quan sat duge trén hinh anh X — quang hodic ¢6 s6i mét voi hoa,
suy giam kha ning co bop ctia tii mat hodc thuong xuyén xuét hién cac con dau quin mat,
khong str dung ursodeoxycholic acid.

Khi thuée ding dé diéu tri giai doan tién trién ciia xo gan mat nguyén phdt:

Phat hién xo gan mat bu trong rat hiém truong hop va tinh trang bénh thuyén giam khi
ngimg diéu tri voi thude.

O nhimg bénh nhan bi xo gan mat nguyén phat, trong mot sb truong hop hiém hoi triéu
chimg 1dm sang c6 thé xdu di khi bit ddu diéu tri, vi du: ¢6 thé ngira hon. Trong truong
hop nay, s& tiép tuc diéu tri véi viée giam liéu va sau d6 phai ting dan dén liéu khuyén
cao.

Néu tiéu chay xay ra, nén giam liéu va trong cac truong hop tiéu chay kéo dai, nén ngimg
thuée.

Bénh nhén nir sir dung ursodeoxycholic acid dé 1am tan soi mat phai ding phuong phap
tranh thai hiéu qua khong chira hormon ndi tiét, vi phuong phap trdnh thai chira hormon
ndi tiét ¢d thé lam tang soi mat.

Ta duoc:

San phidm nay chira lactose, do d6 cén than trong & bénh nhan ¢ van dé di truyén hiém
gap khong dung nap dugc galactose, thiéu hut lactase hodc kém hép thu glucose —
galactose.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Thoi khi mang thai

Chua ¢ ddy du dir lidu vé vin dé str dung ursodeoxycholic acid & phy nit mang thai. Cac
nghién ctru trén dong vat da cung cap bing ching vé kha ning thudc giy quai thai trong
giai doan sém thai ky. Do do, ursodeoxycholic acid khong duge sir dung ¢ phu nit mang
thai, trir khi that can thiét.

Phu nit cé kha nang mang thai

Phu nit ¢6 kha ning mang thai chi dugc diéu tri khi sir dung cac bién phép tranh thai dang
tin cdy nhu thudc tranh thai duong udng chira oestrogen liéu thap hodc khéng chura
hormon ndi tiét. Tuy nhién, néu bénh nhan dung ursodeoxycholic acid dé hoa tan soi mat,
nén dung thudc tranh thai khong chita hormon néi tiét. vi thude tranh thai duomg uéng
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chra hormon c¢6 thé 1am ting soi mat. Do d6, loai trir kha ning mang thai trude khi bét
dau diéu tri.

Phu nir cho con bu

Theo mét vai trudng hop ghi nhan vé phu nit dang cho con b, ndng d6 ursodeoxycholic
acid trong sira rat thap va cé 1& khéng ¢ phan {mg khong mong mudn nao xay ra & tré bu
me.

Kha nang sinh san

Cac nghién ctru trén dong vat khong cho thdy anh hudng cua ursodeoxycholic acid dén
kha nang sinh san. Khong c6 sin dit liéu trén nguoi vé kha nang sinh san khi diéu trj bing
ursodeoxycholic acid.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Ursodeoxycholic acid khéng c6 hodc anh huéng khong déng ké dén kha ning lai xe va
véan hanh mdy mac.

TUONG TAC THUOC

Khéng dung chung ursodeoxycholic acid voi cholestyramine, colestipol hodc thudc khang
acid co chira nhém hydroxid va/hoic smectite (nhom oxid), béi vi cac ché phidm nay lién
két véi ursodeoxycholic acid trong rudt va do dé tre ché sir hip thu va hiéu qua cta thude.
Nén str dung ché phdm chira nhitng chit nay khi cén thiét va phai ung truéc hodc sau khi
udng ursodeoxycholic acid it nhat 2 gio.

Ursodeoxycholic acid ¢6 thé anh hudng dén su hap thu ciclosporin qua rudt. O nhitng
bénh nhan diéu tri bfmg ciclosporin, can kiém tra néng d6 mau cta thude va diéu chinh
lidu khi can thiét.

Trong nhimg trudng hop ca biét, ursodeoxycholic acid ¢6 thé lam giam su hap thu cia
ciprofloxacin.

Trong mot nghién ctru 14m sang & nhimg nguoi tinh nguyén khoe manh, st dung déng
thoi ursodeoxycholic acid (500 mg/ngay) va rosuvastatin (20 mg/ngay) dan dén ndng do
rosuvastatin trong huyét tuong ting nhe. Van chua biét rd su lién quan vé mat 1am sang
cua tuong tdc ndy, cling nhu vdi céc statin khdc.

Ursodeoxycholic acid di dugc chimg minh 14 lam gidm ndng d¢ dinh trong huyét tuong
(Cmay) va dién tich dudi duong cong (AUC) ciia thube dbi khang calci nitrendipine. Sy
tuong tac lam giam hiéu qua diéu tri cua dapsone ciing duoc béo cdo. Nhirng két qua nay
cling voi céc phat hién trén in vitro ¢6 thé cho thiy kha ning ursodeoxycholic acid cam
ltng céc enzym cytochrom Paso 3A. Tuy nhién céc thir nghiém 14m sang ddi chumg chi ra
thude nay khong c6 tic dung cam tmg c6 lién quan dén enzym cytochrom Paso 3A.
Thube trédnh thai duong ubng chira hormon oestrogen va thude ha cholesterol mau nhu
clofibrate 1am ting bai tiét cholesterol & gan va do d6 c¢6 thé 1am ting soi mat, phan tac
dung cua ursodeoxycholic acid trong hoa tan s6i mét.

TAC DUNG KHONG MONG MUON

Téc dung khéng mong mudn dugc dénh gia dua theo cdc tan sudt sau:

Rét thuong giap (ADR > 1/10)

Thuong gdp (1/100 < ADR < 1/10)
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it gap (1/1000 < ADR < 1/100)

Hiém gip (1/10000 < ADR < 1/1000)

R4t hiém gidp (ADR < 1/10000) va chua ro tAn suit.

Cic réi loan trén tiéu héa:

Thuong gdp: Phéan long, ti€u chay.

Rt hiém gép: Pau bung trén bén phai nghiém trong trong diéu tri xo gan mat nguyén
phat.

Cdc réi logn gan mit:

Rt hiém gap:

Soi voi héa hinh thanh va khong bi hoa tan bdi acid mat.

Trong diéu tri xo gan méat nguyén phat tién trién, xuat hién xo gan mat bu va triéu chimg
giam khi ngimg diéu tri.

Cic réi loan trén da va mé dwdi da:

Rat hiém gap: May day.

QUA LIEU VA CACH XU TRI

Tiéu chay c6 thé xay ra trong truong hop qua lidu. N6i chung céc triéu chimg qué lidu
khac kho xay ra vi su hdp thu ctia ursodeoxycholic acid giam khi tang lidu va thude duoc
thai trir qua phan.

Néu bi tiéu chay, nén giam liéu va ngung diéu tri trong truong hop tiéu chay kéo dai.
Khong ¢6 bién phap dic hiéu khi udng thudc qua lidu, nén diéu trj triéu ching néu tiéu
chay xay ra, bu dich va phuc hdi can bang nudc dién giai.

DUQC LUC HQC

Nhom duge ly: Acid mat.

Mda ATC: AOSAAOQ2.

Acid mat la mot trong nhitng thanh phan quan trong nhét clia mat va déng vai trd trong
viée kich thich bai tiét mat. Acid mat ciing rit quan trong dé giir cholesterol trong mat &
dang dung dich. O mot ngudi khoe manh, ty 18 giira ndng do cholesterol va acid mat trong
mét nhu nhau nén cholesterol s& & trong dung dich hdu hét thoi gian trong ngay. Trong
truomg hop nay, soi mat khong thé hinh thanh (mat khong giy soi). O nhimg bénh nhan
c6 soi cholesterol trong mét, ty 1é nay thay d6i va mat qua bdo hoa cholesterol (mat gy
s0i). Diéu nay c6 thé gay ra su két tiia cac tinh thé cholesterol va hinh thanh s6i mét sau
mot thoi gian.

Ursodeoxycholic acid chuyén d6i mat gy soi thanh mat khéng gy soi va dan dan lam
tan soi mat cholesterol.

Céc nghién ciru vé anh hudng clia ursodeoxycholic acid d6i véi sur i mat & bénh nhan suy
giam din luu mat va trén cac triéu chimg 1dm sang ¢ nhitng bénh nhén xo gan mét nguyén
phat va xo nang cho thy cac triéu chimg  mat trong mau (do bing gié tri phosphatase
kiém (AF), y-GT va bilirubin ting) va ngira gidm nhanh chéng, déng thoi su mét moi
cling giam & phan 16n bénh nhian. Hon nita, cic nghién ctru dudng nhu chi ra mot ty 18
tich cue gitra lgi ich — nguy co ciia ursodeoxycholic acid & tré em va thanh nién bi réi loan
gan mét nhe dén trung binh lién quan dén bénh xo nang.
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Trén tré em bi X0 nang:
Tir bdo céo 1am sang duge thuc hién kéo dai hon 10 nim & bénh nhan nhi bi cac rdi loan
gan mat lién quan dén bénh xo nang (CFAHD) duogc diéu tri v6i ursodeoxycholic acid

(UDCA), ¢6 bing chimg cho thdy diéu trj bing UDCA c6 thé lam giam su phat trién éng
mat, ngin chin su tién trién cta ton thurong mé hoc va tham chi dao nguoc nhimg thay
d6i gan — mat néu dung thudc & giai doan dau ciia CFAHD. Diéu tri bing UDCA nén
duge bit ddu ngay sau khi thuc hién chin dodn CFAHD dé t6i tru héa hiéu qua diéu tri.
DUQC DONG HQC

Sau khi udng, khoang 90% liéu diéu tri cta ursodeoxycholic acid dugc hép thu nhanh
chong ¢ rudt non.

Sau khi hp thu, ursodeoxycholic acid dugc chuyén héa qua gan lan dau, noi né lién hop
véi glycine hodc taurine va sau d6 tiét vao dng mat. Chi mét phan nhé ursodeoxycholic
acid duoc tim théy trong hé tuan hoan. Chat nay duoc thai trir qua thdn. Ngoai trir su lién
hop, ursodeoxycholic acid khong duogc chuyén héa Tuy nhién, mét phan nho
ursodeoxycholic acid dudng udng trai qua qua trinh chuyén déi vi khuan thanh 7-keto-
lithocholic acid twong tmg. Lithocholic acid sau mdi l4n tudn hoan rudt, dong thoi qua
trinh khir lién hop ctia vi khuan ciing dién ra ¢ ta trang. Ursodeoxycholic acid, 7-keto-
lithocholic acid va lithocholic acid twong dbi kém hoa tan trong nude, do do phén Ién thai
trir qua mat vao phéan. Ursodeoxycholic acid tai hép thu lai dugc lién hop & gan; 80%
lithocholic acid hinh thanh trong té trang dugc thai trir qua phan, nhung 20% con lai duoc
sulfate héa & gan thanh céc lién hop lithocholyl khéng hoa tan sau khi hap thu, ldn luot
duoc dao thai qua mat va phan.

7-keto-lithocholic acid duoc tai hip thu bj khir thanh chenodeoxycholic acid trong gan.
Lithocholic acid c6 thé giy ton thuong gan do r mét, khi gan khong thé sulfate hoa thanh
lithocholic. Mac du kha ning sulfate héa lithocholic acid trong gan giam & mot sb bénh
nhan, nhung hién tai van chua ¢ bang chimg lam sang cho thdy ton thuong gan do r mét
c6 thé lién quan dén dung ursodeoxycholic acid.

Sau khi dung liéu lap lai, néng d6 ursodeoxycholic acid trong mat dat “trang thai on dinh”
sau khoang 3 tuin: tuy nhién, tong ndng do cia ursodeoxycholic acid khong bao gi&r cao
hon khoang 60% tong ndng do ciia acid mat trong mat: ciing & liéu cao.

Sau khi ngung diéu tri bing ursodeoxycholic acid, néng d6 cta ursodeoxycholic acid
trong mat giam nhanh chéng sau 1 tuan xudng con 5 — 10% ndng dé & “trang thai 6n dinh:.
Thoi gian ban thai sinh hoc ctia ursodeoxycholic acid khoang 3,5 dén 5,8 ngay.

QUY CACH PONG GOI

Hop 3 vix 10 vién.

BAO QUAN

Bao quan trong bao bi kin, noi khé rdo, nhiét do dudi 30°C.

TIEU CHUAN CHAT LUONG

Nha san xuat.

HAN DUNG

36 thang ké tir ngay san xuét.
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S6 16 san xudt (Batch No.), ngay san xudt (Mfg. date), han ding (Exp. date): xin xem trén nhén
bao bi.

San xudt tai:
Cong ty TNHH Sinh dwgc phim HERA
L6 A17 Khu cong nghiép Tir Ha, thi xd Hwong Tra, tinh Thira Thién Hué, Viét Nam.
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