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FENOSUP® LIDOSE®

vién nang cirng dang Lidose

THANH PHAN
M&i vién nang c6 chira 160 mg fenofibrat.

Ta du*o'c:’ Lauryl macrogolglycerides, Macrogol 20000, Hydroxypropylcellu-
lose, Sodium starch glycolat, V& nang cirng c& 0.

QUY CACH BONG GOI: Hép 3 vi x 10 vién nang
CHI BINH DPIEU TR|

Chi dinh diéu tri cholesterol mau va triglycerid méau cao don thuan hay két hop
trén cac bénh nhan khéng c6 d

| ‘ _ ap rng véi ché dé dinh duéng hay cac ligu
{Jéhép diéu tri khéng diing thudc khac, déc biét khi da c6 bang chirng vé cac yéu
nguy co,

Chi dinh diéu trj lipoprotein mau cao th phat trong tredrng hop lipoprotein mau
tiép tyc tdng cao du da didu trj c6 hiéu qua bénh ly san c6 (vi dy réi loan lipid
mau trong bénh Iy tidu duérng).

Két hop véi mot ché dd aAn c6 kiém soat chat ché nhuw trieére khi didu tri.
LIEU DUNG VA CACH DUNG
Liéu dung

%g_u‘jg_l_gm Lidu khuyén c4o 1a ubng 1 vién thubc c6 chira 160 mg fenofibrat/1
lan moi ngay.

Nauwei cao tudi: Ding lidu nhu khuyén céo véi nguéni lén.

> : Can nghién ctru ky dé xac dinh c&n nguyén chinh xac ca tang
lipid mau & tré. Co thé didu trj thir két hop véi mot chéydo an duogc kiém soat
chat ché trong vong 3 thang. Lidu téi da khuyén dung 1a 5 ma/kg/ngay

Can két hop ché do dinh dudng han ché lipid nhw khi bt dau didu tri.

Cach dung

Ubng nguyén ca vién thubc trong bira an.

Néu néng dé lipid méu khéng giam nhiéu sau mét thoi gian diéu tri (vi du

3 thang), can xem xét bién phép thay déi trj liéu (trj liéu bé sung hoac trj
liéu khéc).

CHONG CHIi PINH

Bénh nhén suy gidm chirc nang gan (bao gbm ca xo gan mat) suy giam chic
nang than, bénh nhan cé man cam véi fenofibrat hay v&i bat c&r thanh phan
nao cua thude, bénh nhan cé tidn st dj ng anh sang hodc cé phan (rng nhiém
ddc v&i anh sang trong qua trinh diédu tri v&i nhom thudc fibrate, véi ketopro-
fen, bénh nhan cé bénh ly tii mat.

Tré em: Chéng chi dinh dang bao ché 160 mg hoat chat cho tré dudi 10 tudi.

Chéng chi dinh didu tri véi Fenofibrat cho dbi twong bénh nhan nay do chuwa
c6 day du div liéu nghién ciru trén 1am sang.

THAN TRONG
Canh bao dic biét va than trong truwéc khi dung:

Nhat thiét phai tham do chirc niang gan than trwde khi s dung thubec.
Chdrc nang gan

Clng nhuw véi cac thube ha lipid mau khac, da cé bao céao vé treerng hop tang
enzym gan khi dung thubc. Trong da sb cac trong hop nay, hién twong tang
enzym gan chi thoang qua, mirc tdng khong dang ké va khong gay biéu hién
trén lam sang. Khuyén cao bénh nhan can dwgc kiém tra enzym gan 3
thang/lan trong subt 12 thang dau dung thudc. Phai cha y dbi vé&i cac bénh
nhan cé enzym gan van tiép tuc tdng cao va dirng didu tri néu ndn dd ASAT

va ALAT tang hon 3 Iéngia tri néng dé gidi han trén ctia mirc khuyén cao binh
thuwdng > 100 dv québe te.

Hé co ]
Gay dgc tinh trén co, ty I& mac phai rbi loan nay tang trong cac tredng hop

giam albumin mau va cdé tién st suy giam chirc nang than. Boc tinh trén hé cor
c6 thé bj nghi ngd trén cac bénh nhan cé bidu hién dau co lan tod, viem co, CO

rat co' va yéu co cé hodc khdng kém theo tang néng dd CPK (tang qua 5 1an

ndng do gidi han trén ctia mirc binh thudng). Trong cac trudng hop nay can

dirng ngay viéc diéu trj véi fenofibrat.

Nguy co dgc tinh trén hé co co thé tang néu két hop didu tri voi mdt thudc

nhom fibrate hodc voi thube e ché enzym khir HMG-CoA, dac biét trong

truérng hep da cé bénh ly vé co khéc.

Voi cac bgnh nhan lipid méau cao dang dung thuéc oestrogen hoic thudc
tranh thai cé chira oestrogen can xac dinh r6 tinh trang tang lipid mau |a
nguyén phat hay th&r phat (vi ubng oestrogen co thé lam tang cac chi sé lipid).

Ah(l)H HUONG CUA THUOC LEN KHA NANG LAl XE VA VAN HANH MAY
MOC

Higén chwa co tac dong dang ghi nhéan,

TUONG TAC THUOC VA CAC DANG TUWONG TAC KHAC
Thubc chéng déng dwéng ubng

Fenofibrat 1am tang tac dong cia cac thube chéng déng duwdng ubng va cé thé
dan dén nguy co chay mau. Nén giam xubng con 1/3 liéu ctia thudc chéng
dgng khi bat dau diéu trj véi fenofibrat va didu chinh dAn néu cAn théng qua chi
sO INR,

Cyclosporin

Pa c6 mot sb bao cao vé thn thu'crnég chirc nang than cé hdi phuc khi didu tri
két hop fenofibrat va cyclosporin, Can theo dai chire nang than trén cac bénh
nhan dung thubc két hgp va dirng ngay viéc didu tri v&i fenofibrat trong trwdng
hop céac chi sé xét nghiém thay ddi ro rét,

TAC DUNG KHONG MONG MUON :
Thwéng gap, ADR > 1/100 =
Tiéu hoa: Kho tiéu, réi loan da day hodac tiéu hoa (dau by
tidu chay, day hoi). N
Trén da: NoOi ban, may day, ngira, phan (rng qua ma
tredng hop ca biét (khong ¢ bién chirng sau nhidu
nhay vé&i anh sadng van c6 thé xuét hién cing cac tri

éu ch
nuéc hogc nbi u Nhé trén phan da bj chiéu dwéi anh
nhan tao.
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Hiém gap, ADR < 1/100

Gan: Tang enzym gan trén modt vai bénh ' '

! | ang : nhan. Khi c6 cac tri¢u chd i
hién clia viém gan (vi du vang da, ng(ra), can tién hanh cac xétighﬁézngéb;ig
dinh va ngirng str dung fenofibrat néu cAn (Xem phan Thén trong).

Co: Ciing nhu khi dung cac thubc ha lipid mau khac, mot sé triedrng hop ddc
co' (dau co lan tda, viém co, co rit co, va yéu co) da dugc béo céo, tidu co
van cing gap song rAt hidm. Nhiing tac dung nay thudng hét sau khi ngirn
thubc (Xem phén Cénh béo & Thén trong). g
Théng bao cho bac sy nhirng tac dung khé

L A by a ng ng mong mudn gap phai khi
DU'QC LY PIEU TRI/ICO CHE TAC DUNG/PHAN NHOM DUQC LY

Thudc ha lipid mau / Thubec ha Cholesterol va Triglycerid mau/ Nhém Fibrate.

Ma ATC: C10 AB 05
Fenofibrat, dAn xuat ctia acid fibric, 14 mé
-enof , d 1C , Ot chat ma tac dbng trén chuyén hé
hgrd ¢ ngudi duwoc thwre hién thong qua hoat h6a cac thy the nhém al;%ha cﬁg
%{é u to tang sinh peroxisome (PPARa). Qua hoat h6a PPARa, fenofibrat lam
.nlg qua trinh phan glfil lipid, tang loai bé cac mang vira xo dong mach giau
g:sgnécﬁ%? ;iiékhél‘ huytill thanh bang cach hoat héa enzym lipoprotein lipase
| m san xuat apoprotein Clll. TaAc ddng hoat héa PPARa cl )
fgg tdng hop apoprotein Al va All. S il
c tdc dong ndi trén clia fenofibrat 1én cac i in dan dén gia
. : ’ 2N poprotein dan den giam cac
";E))?)F[:))rr?)tte"n lé)allr:génitu' trlcpng lwong thAp (LDL) va rat thap (VLDL)gcé chira
apc ein B va lam tang lipoprotein loai co t : han tC
RGBT BB BRGIEIA Al Vasa Tl ai o trong lwvong phan tir cao (HDL) c6
Ngoai ra, théng qua diéu chinh qua trinh tdn i hé an t
( , g« Ieu ( g hop va dj héa cac phan to VLDL,
I?noﬁ_brat lam tang hé so thanh thai cia cac lipoprotein phan ItDCP thap (LDL),
t?m glr:::l'rp cac phan tir LDL nho, cac phan tir nay thuong co nong d6 tédng cao
: ong 1ef1ﬁlu'0'ﬂgnvu'a'x0 ddong mach loai lipoprotein, moét dang roi loan xay ra
rén céc'benh rm_han co nguy co bénh ly mach vanh.
;Fror?g cac nghién clru lam sang tién hanh diéu tri véi fenofibrat, lwgng choles-
erol toan phan giam tir 20 dén 25%, triglyceride tir 40 dén 55% va cholesterol
HDL tang tir 10 dén 30%.
O 1l::.u,anh nhan tang cholesterol mau, khi lwgng cholesterol LDL giam tor 20 dén
35%, tac dung téng hop trén cholesterol dan dén giam ti 1& cholesterol toan
g?in/ci?!esterol HDL, ti 1& cholesterol LDL/cholesterol HDL hoéc apoprotein
po Al.
Do fenofibrat tac ddng dang ké trén triglyceride va cholesterol LDL, thubc co
thé dung hJéu qua trén cac bénh nhan tang cholesterol mau c6 hodc khéng
k?m th_go tang triglyceride mau, bao gdm ca tang lipid mau thir phat nhuw trong
bePh tieu dwong tuyp 2.
bieu tr voi fenofibrat cé thd 1am giam dang ké hay tham chi loai bé hoan toan
Su Iang* dong cholesterol ngoai mach (vi dy u vang 16i cu va u vang gan).
V;éc dieu tri fenofibrat cho bénh nhan bj tang fibrinogen cing lam giam dang
ké chi sO nay, twong tw nhw bénh nhan bi tidng Lp(a). Cac chat danh dau viém
nhu protein C hoat héa ciing thay bi giam khi dieu tri v&i fenofibrat.
Tac déng cua fenofibrat lam tang acid uric nieu dan dén giam khoang 25%
lwong acid uric mau, co loi cho cac bénh nhan bi réi loan lipid mau kem theo
tang acid uric huyét.
Fenofibrat da cho thAy mot hiéu qua chéng két tap tiéu cau trén dong vat thi
nghiém va trong mét nghién ctru lam sang, lam giam cac két tap tiéu cau gy
ra b&i ADP, acid arachidonic va epinephrine.

DU'Q'C DONG HOC
Vién nang Fenosup® Lidose
dang cong thirc trudc day:
Hap thu

Néng d6 dinh trong huyét tvong (Cmax) dat duoc trong vong 4 dén 5 gid sau
khi ubng thuéc va duy tri 6n dinh trong huyét teong sudt thai gian diéu tri trén

tAt ca cac bénh nhan. Fenofibrat tang h&p thu néu dung cung voi thirc an.

® 160mg fenofibrat c6 sinh kha dung cao hon cac

Phan bo
Fenofibrat nhanh choéng thuy phan thé‘nh acid fenofibric c6 hoat tinh, acid
fenofibric lién két manh voi albumin huyét teong (trén 99%) va co the day cac

thubc khang vitamin K ra khoi vj tri gan.
Théi gian ban thai trong huyét twong
Nira doi thai trir trong huyét twong cua fenofibrat xap xi 20 gio.
Chuyén héa va thai trwv

Trong huyét thanh khong phat hién dang fenofibrat chwa chuyén hoéa, chéat
chuygn héa chinh ctia fenofibrat la acid fenofibric. Thudc thai trlr chu yeu qua

nwde tidu. Trén thuc té thude duoc thai trir hét trong vong 6 ngay. Fenofibrat
chi yéu duoc thai trr & dang acid fenofibric va dang lién hop voi acid
glucuronic. Hé s6 thanh thai huyét twong toan phan biéu kién cua acid

fenofibric khéng thay dbi trén bénh nhan cao tudi. ) ;
Céc nghién ctru dugc dong hoc cho thay khéng cé tich Iy thuoc sau khi udng

liéu don va duy tri diéu tri.

Di¥ liéu an toan tién lam sang
Cac nghién ctru vé tinh gay dot bien
tinh.

Cac nghién ctru trén chuot nhét, chudt I&n va thé khéng phat hign bat ky tac
dung gay quai thai nao.

QUA LIEU

Hién chwa c6 bao céo v
chbng déc dac hiéu.
Trwéong hop nghi ngd qua
tri ho tror mfa)u cgén.

Tham tach mau khéng co tac dung loai bo thubc khoi co' thé.

HAN DUNG :
3 nam ké tir ngay san xuét. Khéng dung thuéc da qua han st dung.
BAO QUAN

Bao quan duwdi 30°C.

PE THUOC O XA TAM VOI CUA TRE NHO

TIEU CHUAN: Nha san xuat

NHA SAN XUAT
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Ban hudng dan st dung nay duoc

gen cuia fenofibrat déu cho két qua am

2 truong hop str dung thude qua lidu. Khéng co thudc
lidu. didu trj triéu chirng va dung céc bién phap diéu




