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: HUONG DAN SU DUNG THUOC
oﬁﬁfﬁm ' URSOBOSTON 300

MJi vién nén bao phim URSOBOSTON 300 c6 chira:
Thanh phan hoat chit:
it VIR CIIER v v v o w s eSO S RNA PS4 300 mg

Thanh pkr’in td dwoc: Lactose monohydrat, tinh bot ngd, povidon K30, natri starch glycolat,
magnesi stearat, opadry QX white("),

(*) Thanh phdn Opadry QX white: Macrogol (PEG) polyvinyl alcohol grafi copolymer, talc,
titanium dioxide, glyceryl mono and dicaprylocaprate, polyvinyl alcohol.

DANG BAO CHE

Vién nén bao phim.

M@ td san phdm: Vién nén tron, bao phim mau tring dén tring nga, hai mat khum tron, canh
va thanh vién lanh lan.

CHI PINH

— URSOBOSTON 300 duoc chi dinh trong diéu tri xo gan mat nguyén phét va 1am tan cc
vién soi mat giau cholesterol khong cdn quang cé kich thude vira va nho & nhiing bénh
nhén ¢6 chirc niang tai méat binh thuong.

Acid ursodeoxycholic khong hoa tan duge séi cholesterol bi voi héa hoidc soi sdc t& mat.

URSOBOSTON 300 co vai tro déc biét trong viée diéu tri cho nhimg bénh nhén chéng
chi dinh phau thuat hoic nhiimg ngudi muén tranh phau thut.

—  Tré em tir 6 tudi dén dudi 18 tudi: Réi loan gan - dng mat ¢6 lién quan dén xo nang.
CACH DUNG, LIEU DUNG
Liéu ding
Xo gan mdt neuyvén phat

= Nguoti lén va nguoi cao tuéi: 10 — 15 mg acid ursodeoxycholic/kg/ngdy, chia thanh 2 — 4
lan.

= Tréem: Liéu dung duge diéu chinh theo cin ning. Nén sir dung dang bao ché khac dé
chia liéu thich hop.

Lam tan soi mdr

— Ngudi lon va nguoi cao tuéi: Liéu thong thuong la 6 — 12 mg/kg/ngay. co thé ding 1 liéu
duy nhét vao budi t6i hodc chia ra nhiéu lidu.

— Bénh nhdn béo phi: O bénh nhén béo phi, c¢6 thé tang dén lidu 15 mg/kg/ngdy néu cin
thiét.

Thoi gian dicu tri ¢6 thé lén dén 2 nam, tuy thugc kich thude vién soi va nén tiép tuc
dung thém 3 thang sau khi khong con sai.

— Tre em: Liéu dung dugc diéu chinh theo can ndng.
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Péi twong stk dung dic biét
TIrée em
Liéu ding duge diéu chinh theo cén nang.
Tré em tir 6 tudi dén diwdi 18 tudi bi xo nang
— 20 mg/kg/ngay chia thanh 2 — 3 liéu. C6 thé ting liéu 1én 30 mg/kg/ngay néu can.

Nguoi cao tudi

Khong can dic¢u chinh liéu ¢ nguoi cao tudi.

Newoi bénh suy than

Khong cin didu chinh liéu & bénh nhén suy than.

Nguoi bénh suy gan:

Chéng chi dinh & bénh nhan bi bénh gan man tinh.

Céich dung

Vién nén bao phim URSOBOSTON 300 duoge sit dung bing dudng ubng cing véi nude.
CHONG CHI PINH

Acid ursodeoxycholic khong nén dung ¢ nhiing bénh nhan:

— Soi mat bi voi hoa can quang.

— Viém tii mat hodc dudng mat cz"ip tinh.

—  Téc duong mat (tic dng mat chi hodc dng tai mét).

— Con dau quan méat xay ra thuong xuyén.

— Suy giam kha ndng co bop cta tii mat.

— Phu nir ¢6 thai hodc dang cho con bu, hodc nhiing nguoi dang ¢é du dinh mang thai.
— Bénh gan man tinh, loét da day, hodc viém rudt non va rudt két.

Tré em: PhAu thuat ndi mat — rudt (portoenterostomy) thit bai hodc dong chay mat khong
phuc hoi tot & tré em bi hep dudng mat.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Nén ding thude duéi su giam sat y té.

Diéu tri xo gan mdt nguyén phdat

Trong subt 3 thang dau diéu tri, cac thong 56 chtre nang gan nhu AST (SGOT), ALT (SGPT)
va y-GT nén duge theo doi boi bac s§ moi 4 tuan, sau do 1a moéi 3 thang. Ngoai viéc cho phép
xéc dinh dép tng ¢ nhitng bénh nhan duge diéu tri xo gan mat nguyén phat, viéc theo doi nay
cling cho phép phat hién sém suy gan, dac biét & nhitng bénh nhén xo gan mét nguyén phat
giai doan tién trién.

Lam tan soi mdt

Pé dénh gia tién d6 diéu tri va phét hién kip thoi bit ky sur voi hoa soi mat ndo, tity thude vio
knch thude soi, nén quan sat ti mat (chup tai méat qua dudng miéng — oral cholecystography)
téng quan va bi tic nghén, & tir thé diing va niim ngira (siéu 4m), sau 6 — 10 thang diéu tri.

Khong nén ding acid ursodeoxycholic néu khong thé quan sat thay tii mat trén anh chup X-
ray hodc trong truomg hop soi bi v6i hoa, tii mat giam co bép hodc con dau quin gan xay ra
thuong xuyén.

Diéu (ri xo can mdi neuvén phdl giai doan tién trién




https://trungtamthuoc.com/

Tinh trang xo gan mat bu rat hicm khi xay ra va thuyén giam mdt phan khi ngung dicu tri.
Can phai giam liéu khi xay ra tiéu chay va nén ngung diéu tri néu tiéu chay dai dang.

Thén trong véi ta duwoe

Lactose

Thubc c¢6 chira lactose. Nhitng bénh nhan mic cdc vén dé di truyén hiém gap nhu khong dung
nap galactose, thi€u hyt lactose hoan toan hodc kém hép thu glucose-galactose khéng nén
dung thudc nay.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU
Phu nir mang thai

Chua c6 dix liéu ddy da vé viée str dung acid ursodeoxycholic, dic biét 1a trong 3 thang dau
thai ky. Nghién ctru trén déng vét cho thiy bing chimg vé tac dung gy quai thai trong giai
doan dau cta thai ky. Khéng dugc dung acid ursodeoxycholic trong sudt qua trinh mang
thai. Nén ngung thudc ngay 14p titc va thong bio cho béc s§ khi phét hién c6 thai.

Phu nit & do tudi sinh san chi nén ding thubce néu dang sir dung céc bién phép trdnh thai an
toan nhu: céc bién phap tranh thai bing duong ubng khong chira hormon hodc estrogen thép.
Tuy nhién, d6i voi bénh nhan ding acid ursodeoxychohc dé lam tan soi mat, nén dung loai
thubc ngira thai khéng chita hormon béi vi cac thude ngira thai duong uong c6 hormon c6
thé lam tang s6i mat. Phai loai trir kha ning mang thai trude khi bt diu diéu tri.

Phu nir cho con ba

Chua rd liéu acid ursodeoxycholic €6 di vao duge stta me hay khong. Do d6, khong nén
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diing acid ursodeoxycholic trong thdi k¥ cho con bu. Phai ngung cho con bd néu céan thiét 2843
phai diéu tri véi acid ursodeoxycholic. NGT
ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC LP;TJ
Chura c6 bing chimg vé anh hudng cua thude 1én kha ning 14i xe, vin hanh may méc. STOD
¢ ﬁ ’ ‘T NAI

TUONG TAC, TUONG KY CUA THUOC & N{M,
P £ v-T.8%

Twong tdc cia thuoc =

Khéng nén dung déng thoi acid ursodeoxycholic véi than hoat, colestyramin, colestipol hogc
céc antacid c6 chita nhdm hydroxid va/hodc smectit (nhdm oxyd) vi cac ché phidm nay ¢6 thé
lién két véi acid ursodeoxycholic trong ruft va do d6 lam giam mure do hap thu cting nhu hiéu
qua cua thude. Néu can thiét phai st dung ché phim c6 chira mot trong cac chét trén, phai
ubng it nhét 2 gi¢r trude hodc sau khi ding acid ursodeoxycholic.

Acid ursodeoxycholic ¢ thé lam ting muc d6 hap thu tir rudt cua cyclosporin. Vi vay, vaéi
nhing bénh nhan dang didu tri bing cyclosporin, nong do trong mau cua ciclosporin nén dugc
kiém tra boi bac sy va diéu chinh lidu cta ciclosporin néu cén.

Trong 1 sd truong hop dic biét, acid ursodeoxycholic ¢6 thé lam giam mic do hdp thu cua
ciprofloxacin.

Acid ursodeoxycholic di dwge chimg minh la lam giam Cuax va AUC cta thube nhém chen
kénh calci nhu nitrendipin. Mot tuong tic 1am giam hiéu qua diéu tri ctia dapson ciing da
duge bio cdo. Cic quan sit ndy cung véi nhimg phat hién in virro cho thdy acid
ursodeoxycholic c6 kha nang gdy cam tmg cdc enzym cytochrom P450 3A. Tuy nhién, céac
thir nghiém 1am sang c6 dbi ching da cho thiy acid ursodeoxycholic khéng cé tic dung cam
tng c6 lién quan trén cdc enzym cytochrom P450 3A.

Thuoc tranh thai duong uong hormon estrogen va cac thudc 1am ha cholesterol mau duwodng
udng nhu clofibrat c6 thé lam tang soi mét, la tac dung trai ngugc voéi tic dung lam tan soi
mat ctia acid ursodeoxycholic.
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Tuwong ky cua th uoce

a . - A r A o - A A A R A \ r -
Do khéng ¢6 cac nghién ctru vé tinh twong ky cua thudc, khong trén lan thude nay véi cac
thuoce khac.

TAC DUNG KHONG MONG MUON

Béng t6m tit céc phan Umg c6 hai duge phén nhém theo tan sudt: rat thuong gip (> 1/ 10),
thuong gap (= 1/100 dén < 1/10), it gap (= 1/1000 dén < 1/100), hiém gip (> 1/10.000 dén <
1/1.000), rét hiém gip (< 1/10.000), chua 15 (khéng thé uée tinh tir dir lidu c6 sin)

Heé co quan Tén suét T4c dung khéng mong mudn

Thuong gap Phéan nhio hojc ti€u chay

Pau bung trén bén phai nghiém trong da xay

R6i loan hé tiéu hoa RAthiém gip | ra trong qua trinh diéu tri xo gan mét nguyén
phat
Chua ro Budn nén, noén
Roi loan hé gan mat Rathiém gdp | Vi héa soi mat, xo gan mét bu

Rét hiém gap | May day

R61 loan da va mo dudi da
Chua rd Ngtra

Bdo cdo ADR

Viée bdo cdo cic phan tmg cé hai duoc nghi ngd cia thude sau khi luu hanh rat quan trong,
noé cho phcp theo d&i lién tuc ty 1¢ gitra loi ich/ rti ro cta thude. Cac chuyén gia y t€ tien hanh
cong bo céac phan tmg ¢6 hai duoce nghi ngo thong qua hé théng béo cdo qubc gia vé thong tin
thude va theo dai phan ting ¢6 hai ctia thude (Trung tAm DI & ADR Quéc gia).

Théong bdo ngay cho bdc sy hodgc dugc sy nhitng phan vng c6 hai gap phdai khi sic dung
thuoc.

QUA LIEU VA CACH XU TRi
Triéu chitng
Tiéu chay c6 thé xay ra trong trudng hop ding th}téc qué liéu. Néi chung, cac tridu chimg

khac ciia qué lidu khé c¢6 kha nang xay ra vi sy hép thu ctia acid ursodeoxycholic giam khi
tang liéu va do d6 dugce bai tiét nhiéu hon qua phan.

Cach xw tri

Khéng can thiét c6 bién phap doi pho ddc hiéu nao. Tiéu chay nén duoc diéu tri triéu chimg
bang cich phuc hoi can bang nudc va dién giai.

PAC TINH DUQC LUC HQC
Nhém dwoe Ij: Acid mét va cc dan xuét cia acid mat.
Mid ATC: AOSAAQ2.

Khi diing qua duong udng, acid ursodeoxycholic lam giam ty 1& cholesterol thanh mudi mét
va phospholipid trong mat, gdy mat bdo hoa mét da bdo hoa cholesterol. Co che hoat dong
chinh xac chua dugce lam ro.

Trée em

Xo nang
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Céc bdo cao lam sang dai han tir 10 ndm tr¢ 1én, su dung acid ursodeoxycholic trong d]éu tr]
cho tré em bi xo nang ¢6 lién quan dén r6i loan gan — mét, da c6 bﬁng chig cho 1hay viéc
dleu tri bano acid ursodeoxycholic ¢ thé Iam giam su sinh s6i ctia dng mat, ngan chan sy tién
trién ctia ton thuong mo hoe va thdm chi dao nguoc nhirng thay doi gan — mat néu duge ding
trong giai doan sém. Nén diéu trj bing acid ursodeoxycholic ngay khi chan doan ra xo nang
¢6 lién quan dén r6i loan gan — mét nham phat huy téi da hidu qua diédu tri.

PAC TINH DUQC PONG HQC

Acid ursodeoxycholic duge hip thu qua dudmg tiéu hoa, trai qua chuyén héa lin ddu va tudn
hoan rudt — gan. Acid ursodeoxycholic dugc lién hop mot phin & gan trude khi bai tiét vao
maét va 7-a-dehydroxyl chuyén hoéa thanh acid lithocholic, mot phém trong s6 do duoc bai tiét
thang qua phan. Phan con lai dwoc hép thu va chu yéu duoc lién hop va sulfat héa boi gan
trude khi ddo thai qua phan.

QUY CACH PONG GOI

Vi A/PVC. Hop 03 vi x 10 vién nén bao phim kém theo t& huéng dén st dung.
Vi AI/PVC. Hop 05 vi x 10 vién nén bao phim kém theo t&r huémg dén sir dung.
Vi AI/PVC. Hop 10 vi x 10 vién nén bao phim kém theo t& huéng dan sir dung.
PIEU KIEN BAO QUAN

Noi khé, dudi 30°C, tranh anh sang.

HAN DUNG CUA THUOC

30 thang ké tir ngay san xuat. Khong dung thude qud thoi han str dung.

TIEU CHUAN CHAT LUQNG THUOC

Tiéu chuén co so.

TEN, PIA CHI CUA CO SO SAN XUAT

Co s san xudt: CONG TY CO PHAN DUQC PHAM BOSTON VIET NAM.

Dia chi: S6 43, duong s6 8, khu cong nghiép Viét Nam — Singapore, phuong Binh Hoa, thanh
pho Thudn An, tinh Binh Duong, Viét Nam (Toa nha san xudt so 1).

Dién thoai: 02743 769 606 Fax: 02743 769 601

Email: rd.boston@bostonpharma.com.vn.

NGAY XEM XET SUA DPOI, CAP NHAT NQI DUNG HUONG DAN SU DUNG
THUOC

Binh Duong, ngay.05..thdng M. ndm 2024
G GIAM bOC




