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Méi vién nén bao phim URSOBOSTON 300 cé chia: 

Thanh phan hoat chat: 

Acid ursodeoxycholic i. cecccccecccesecsceseeeeeeseeeeeaeesesecceeeseneeseeecneeseeseneee 300 mg 

Thanh phan té dwgc: Lactose monohydrat, tinh bét ng6, povidon K30, natri starch glycolat, 

magnesi stearat, opadry QX white”, 

(*) Thanh phan Opadry OX white: Macrogol (PEG) polyvinyl alcohol graft copolymer, talc, 
titanium dioxide, glyceryl mono and dicaprylocaprate, polyvinyl alcohol. 

DANG BAO CHE 

Vién nén bao phim. 

M6 té san phim: Vién nén tron, bao phim mau trang dén trang nga, hai mat khum tron, canh 

va thanh vién lanh Jan. 

CHI DINH 

— URSOBOSTON 300 duoc chi dinh trong diéu tri xo gan mat nguyén phat va lam tan cac 

vién sdi mat giau cholesterol khéng can quang cé kich thuéc vira va nho 6 nhing bénh 
nhan co chire nang tii mat binh thudng. 

Acid ursodeoxycholic khéng héa tan duge séi cholesterol bi véi héa hodic séi sac t6 mat. 

URSOBOSTON 300 cé vai trod dac biét trong viéc diéu tri cho nhing bénh nhan chéng 

chi dinh phau thuat hoadc nhttng nguoi mu6n tranh phau thuat. 

— Tréem tir 6 tudi dén dudi 18 tudi: Réi loan gan - éng mat cd lién quan dén xo nang. 

CACH DUNG, LIEU DUNG 

Liéu dang 

Xo gan mat nguyén phat 

— Nguoi lon va ngudi cao tudi: 10 — 15 mg acid ursodeoxycholic/kg/ngay, chia thanh 2 — 4 
lan. 

— Tre em: Liéu ding duge diéu chinh theo can nang. Nén str dung dang bao ché khac dé 

chia liéu thich hop. 

Lam tan soi mat 

— Ngudi lén va ngudi cao iuéi: Liéu théng thudng 1a 6 — 12 mg/kg/ngay, c6 thé ding 1 liéu 
duy nhat vao buoi toi hoac chia ra nhiéu lieu. 

— Bénh nhdén béo phi: G bénh nhan béo phi, cé thé tang dén liéu 15 mg/kg/ngay néu can 
thiét. 

Thoi gian diéu tri co thé lén dén 2 nam, tiy thudc kich thude vién sdi va nén tiép tuc 
dung thém 3 thang sau khi khong con soi. 

— Tré em: Liéu ding duge diéu chinh theo c4n nang. 
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Déi twong ste dung dac biét 

Tre em 

Liéu ding duoc diéu chinh theo can nang. 

Tré em tit 6 tudi dén dudi 18 tudi bi xo nang 

— 20 mg/kg/ngay chia thanh 2 — 3 liéu. Cé thé ting liéu 1én 30 mg/kg/ngay néu can. 

Newéi cao tuoi 

Khong can diéu chinh liéu 6 ngudi cao tudi. 

Newoi bénh suy thdn 

Khong can diéu chinh liéu 6 bénh nhan suy than. 

Newoi bénh suy gan: 

Chéng chi dinh 6 bénh nhan bi bénh gan man tinh. 

Cach dung 

Vién nén bao phim URSOBOSTON 300 duce sit dung bang dung uéng cing voi nuéc. 

CHONG CHi BINH 

Acid ursodeoxycholic khéng nén dung 6 nhimg bénh nhan: 

— $01 mat bi véi héa can quang. 

— Viém tii mat hoaic duong mat cap tinh. 

— Tac dudng mat (tac éng mat cht hodc éng tui mat). 

— Con dau quan mat xay ra thuong xuyén. 

— Suy giam kha nang co bép cua tui mat. 

— Phu nico thai hoadc dang cho con bu, hoac nhimng ngudi dang cé dy dinh mang thai. 

— Bénh gan man tinh, loét da day, hodc viém ruét non va rut két. 

Tré em: Phau thudt néi mat — ruét (portoenterostomy) that bai ho’c dong chay mat khéng 

phuc hoi tot 6 tré em bi hep duong mat. 

CANH BAO VA THAN TRONG KHI DUNG THUOC 

Nén ding thudc duéi su giam sat y té. 

Diéu tri xo gan mat nguyén phat 

Trong sudt 3 thang dau diéu tri, cdc théng s6 chite nang gan nhu AST (SGOT), ALT (SGPT) 
va y-GT nén duoc theo doi béi bac s¥ mdi 4 tuan, sau d6 14 moi 3 thang. Ngoai viéc cho phép 

xac dinh dap img 6 nhitng bénh nhan duge diéu tri xo gan mat nguyén phat, viéc theo ddi nay 

cting cho phép phat hi¢n s6m suy gan, dac bigt 6 nhting bénh nhaén xo gan mat nguyén phat 

giai doan tién trién. 

Lam tan soi mat 

Dé danh gia tién dé diéu tri va phat hién kip thoi bat ky su voi héa soi mat nao, tiry thuée vao 
kich thuc soi, nén quan sat tii mat (chup tui mat qua duong miéng — oral cholecystography) 

tong quan va bi tac nghén, o tu thé ding va nam ngtra (siéu 4m), sau 6 — 10 thang diéu tri. 

Khéng nén ding acid ursodeoxycholic néu khéng thé quan sat thay tui mat trén anh chup X- 
ray hoac trong truong hop soi bi véi hoa, tui mat giam co bdp hoac con dau quan gan xay ra 

thuong xuyén. 

Diéu tri xo gan mat nguyén phat giai doan tién trién 
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Tinh trang xo gan mt ba rat hiém khi xay ra va thuyén gidm mét phan khi ngung diéu tri. 

CAn phai giam liéu khi xay ra tiu chay va nén ngung diéu tri néu tiéu chay dai dang. 

Than trong v6i ta duoc 

Lactose 

Thuéc cé chita lactose. Nhitng bénh nhén mac cac van dé di truyén hiém gap nhu khéng dung 

nap galactose, thieu hut lactose hoan toan hoac kém hap thu glucose-galactose khong nén 
ding thudc nay. 

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

Phu nir mang thai 

Chua coé dt ligu day du vé viée str dung acid ursodeoxycholic, dac biét la trong 3 thang dau 

thai ky. Nghién ctru trén déng vat cho thay bang ching vé tac dung gay quai thai trong giai 

doan dau cia thai ky. Khong duoc ding acid ursodeoxycholic trong suét qua trinh mang 
thai. Nén ngung thuéc ngay lap tite va thong bao cho bac s¥ khi phat hién cé thai. 

Phy ni & d6 tudi sinh san chi nén ding thuéc néu dang str dung cdc bién phap tranh thai an 

toan nhu: cac bién phap tranh thai bang dwong uéng khéng chita hormon hoic estrogen thap. 
Tuy nhién, déi véi bénh nhan ding acid ursodeoxycholic dé lam tan sdi mat, nén ding loai 

thudc ngira thai khong chita hormon béi vi cdc thuéc ngita thai dung uéng cé hormon cé 

thé lam tang séi mat. Phai loai trir kha nang mang thai trude khi bat dau diéu tri. 

Phu ni cho con bu 

Chua r6 ligu acid ursodeoxycholic c6 di vao duge stta me hay khéng. Do dé, khéng nén 

ding acid ursodeoxycholic trong thoi ky cho con bu. Phai ngung cho con bu néu can thiet 
phai diéu tri vdi acid ursodeoxycholic. 

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC 

Chua cé bang ching vé anh huong cua thuéc lén kha nang lai xe, van hanh may moc. 

TUONG TAC, TUONG KY CUA THUOC 

Tuwong tdc cia thudc 

Khéng nén ding déng thoi acid ursodeoxycholic véi than hoat, colestyramin, colestipol hoac 

cdc antacid cé chtta nhém hydroxid va/hoac smectit (nhé6m oxyd) vi cdc ché phdm nay cé thé 
lién két voi acid ursodeoxycholic trong rudt va do dé lam giam muc d6 hap thu cing nhu hi¢u 

qua cua thuéc. Néu can thiét phai st’ dung ché phém cé chtta mot trong cdc chat trén, phai 

udng it nhat 2 gid trudc hodc sau khi ding acid ursodeoxycholic. 

Acid ursodeoxycholic cé thé lam tang mirc 46 hap thu ttr rudt cua cyclosporin. Vi vay, véi 

nhting bénh nhan dang diéu tri bang cyclosporin, nong d6 trong mau cua ciclosporin nén dugc 

kiém tra béi bac s¥ va diéu chinh liéu cia ciclosporin néu can. 

Trong 1 sé truéng hop dac biét, acid ursodeoxycholic cé thé lam gidm mite d6 hap thu cua 
ciprofloxacin. 

Acid ursodeoxycholic da duoc ching minh 1a lam giam Cmax va AUC ctia thuée nhém chen 

kénh calci nhu nitrendipin. M6t tuong tac lam giam hiéu qua diéu tri cha dapson ciing da 

duge bao cdo. Cac quan sat nay cing voi nhimg phat hién in vitro cho thay acid 

ursodeoxycholic cd kha nang gay cam img cac enzym cytochrom P450 3A. Tuy nhién, cdc 

thir nghiém 14m sang cé déi chimg da cho thay acid ursodeoxycholic khéng cé tac dung cam 
ung cé lién quan trén cac enzym cytochrom P450 3A. 

Thuéc tranh thai duong uéng, hormon estrogen va cdc thuéc lam ha cholesterol méu duéng 

udng nhu clofibrat cé thé lam tang soi mat, la tac dung trai nguoc voi tac dung lam tan soi 

mat cua acid ursodeoxycholic. 
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Tuong ky cua th udc 

Do khéng cé cae nghién ctu vé tinh tuong ky cla thuéc, khéng trén lan thudéc nay véi cdc 

thuoc khac. 

TAC DUNG KHONG MONG MUON 

Bang tém tat cdc phan tmg c6 hai duge phan nhém theo tan suat: rat thuong gap (@ 1/10), 
thudng gap (> 1/100 dén < 1/10), it gp (= 1/1000 dén < 1/100), hiém gap © 1/10.000 dén < 
1/1.000), rat hiém gap (< 1/10.000), chwa r6 (khéng thé wéc tinh tir dir liéu c6 san) 

A a PS Fa A x 
Hé co’ quan Tan suat Tac dung khong mong muon 

Thuong gap Phan nhao hoac ti¢u chay 

Dau bung trén bén phai nghiém trong da xay 

Réi loan hé tiéu héa Rat hiém gap | ra trong qua trinh diéu tri xo gan mat nguyén 

phat 

Chua 16 Buén non, non 

Roi loan hé gan mat Rat hiém gap | Véi héa sdi mat, xo gan mat bd 

Rat hiém gap | May day 
Réi loan da va mé dudi da 

Chua r6 Netra 

Bao cao ADR 

Viéc bdo cdo cdc phan tng cé hai duoc nghi ngo cua thuéc sau khi Iwu hanh rat quan trong, 

no cho phép theo déi lién tuc ty 16 gitta loi ich/ rui ro cia thuéc. Cac chuyén gia y té tién hanh 
céng bé cdc phan ing cé hai duoc nghi ng& théng qua hé théng bao cdo quéc gia vé thong tin 

thudéc va theo déi phan ng cé hai cha thudc (Trung tam DI & ADR Quéc gia). 

Théng bdo ngay cho bac sf hodc dugc sf nhitng phan ing co hai gap phai khi sw dung 

thudc. 

QUA LIEU VA CACH XU TRi 

Triéu ching 

Tiéu chay cé thé xay ra trong truéng hop ding thudc qua liéu. Noi chung, cdc triéu chimg 

khac cia qua liéu khé c6 kha nang xay ra vi su hap thu cua acid ursodeoxycholic giam khi 

tang li¢u va do dé direc bai tiét nhiéu hon qua phan. 

Cach xv tri 

Khéng can thiét c6 bién phdp déi phé dic hiéu nao. Tiéu chay nén duge diéu tri trigu chimg 
bang cach phuc hoi can bang nude va dién giai. 

DAC TINH DUGC LUC HOC 

Nhom duoc Ij: Acid mat va cac dan xuat cla acid mat. 

Mé ATC: AOS5AA02. 

Khi ding qua dung uéng, acid ursodeoxycholic lam giam ty 1¢ cholesterol thanh mudi mat 
va phospholipid trong mat, gay mat bao héa mat d4 bao hoa cholesterol. Co ché hoat déng 

chinh xac chua duoc lam 16. 

Tre em 

Xo nang
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Cac bao cao lam sang dai han tir 10 nam tro lén, stv dung acid ursodeoxycholic trong diéu tri 

cho tré em bi xo nang cé lién quan dén r6i loan gan — mAt, d& cé bang chimg cho thay viéc 

diéu tri bang acid ursodeoxycholic cé thé lam gidm su sinh séi cua éng mat, ngiin chan su tién 
trién cia t6n thuong mé hoe va thim chi dao nguge nhiing thay déi gan — mat néu duge ding 

trong giai doan sém. Nén diéu tri bang acid ursodeoxycholic ngay khi chan doan ra xo nang 

cé lién quan dén réi loan gan — mat nham phat huy t6i da hiéu qua diéu tri. 

DAC TINH DUOC DONG HOC 

Acid ursodeoxycholic duoc hap thu qua dudng tiéu héa, trai qua chuyén héa lan dau va tuan 

hoan ruét — gan. Acid ursodeoxycholic duoc lién hop mét phan & gan trudéc khi bai tiét vao 

mat va 7-a-dehydroxyl chuyén hoa thanh acid lithocholic, mét phan trong s6é do duge bai tiét 
thang qua phan. Phan con lai doc hap thu va cha yéu duoc lién hop va sulfat héa béi gan 

trudc khi dao thai qua phan. 

QUY CACH DONG GOI 

Vi Al/PVC. Hép 03 vi x 10 vién nén bao phim kém theo te huéng dan sir dung. 

Vi Al/PVC. Hép 05 vi x 10 vién nén bao phim kém theo té huéng dan sir dung. 

Vi Al/PVC. Hép 10 vi x 10 vién nén bao phim kém theo to huéng dan sir dung. 

DIEU KIEN BAO QUAN 

Noi khé, duéi 30°C, tranh anh sang. 

HAN DUNG CUA THUOC 

30 thang ké tir ngay san xuat. Khong dung thuéc qua thoi han str dung. 

TIEU CHUAN CHAT LUQNG THUOC 

Tiéu chuan co sé. 

TEN, DIA CHi CUA CO SO SAN XUAT 

Co sé san xuaét: CONG TY CO PHAN DUGC PHAM BOSTON VIET NAM. 

Dia chi: S6 43, dudng s6 8, khu céng nghiép Viét Nam — Singapore, phudng Binh Hoa, thanh 
pho Thuan An, tinh Binh Duong, Viét Nam (Toa nha san xuat so 1). 

Dién thoai: 02743 769 606 Fax: 02743 769 601 

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

NGAY XEM XET SU'A BOI, CAP NHAT NOI DUNG HUGNG DAN SU DUNG 
THUOC 

Binh Duong, ngay.0..théng Oh. ndim 2024 

G GIAM BOC 
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