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Rx_Thube nay chi ditng theo don thude

FELIPOCAR

Vién nén bao phim Fenofibrate 160 mg

THANH PHAN VA HAM LUONG

MJi vién nén bao phim c6 chira:

Hoat chiit:

Fenofibrate (dang micronised).............. 160 mg.

Ta dwoc viea du: Lactose monohydrat 200, natri croscarmellose, natri lauryl sulfat,
hypromellose E6, cellulose vi tinh thé 102, crospovidon XL, magnesi stearat, td dugc bao
phim Colorcoat FC4WS-H (thanh phan: Hydroxy propyl methyl cellulose (5 cps), hydroxy
propyl methyl cellulose (15 cps), silic két tua, dibutyl sebacat, talc, titan dioxid).

DANG BAO CHE

Vién nén bao phim mau tring, bong ling, khong bong hay dinh chir, hinh oval, hai mat khum
hai mat c6 vach ngang, canh va thanh vién lanh lin. Khong bé doi vién thude.

CHI PINH

Fenofibrate duoc chi dinh hd tro cho ché do an kiéng va diéu tri khong dung thude khac (tap
thé duc, giam can) trong nhiing truong hop sau:

- Diéu tri tang triglyceride mau nang ¢ hodc khong c6 giam HDL-cholesterol.

- Tang lipid mau thé hon hop khi thudce statin bi chéng chi dinh hoac khong dung nap.

- Phdi hop véi statin trong diéu tri ting lipid mau thé hon hgp & nhirng bénh nhan ¢6 nguy co
cao vé tim mach khi cac triglyceride va HDL-cholesterol khong duoc kiém soat diy du.
LIEU DUNG VA CACH DUNG

Nén tiép tuc cac bién phap dn kiéng di bat dau trude khi didu tri. Nén xéc dinh gia tri lipid
huyét thanh dé theo ddi dap (mg véi diéu tri. Néu sau vai thang khong dat duge dap ung day
du, can xem xét cac bién phap diéu tri bd sung hodc thay thé khac.

Liéu ding

Nguoi lon

Liéu khuyén cdo 1a 1 vién nén bao phim fenofibrate 160 mg, uéng mdi ngay 1 lan.

Bénh nhan hién dang dung 1 vién nang fenofibrate dang micronised 200 mg ¢6 thé thay doi
thanh 1 vién nén bao phim fenofibrate 160 mg ma khong can diéu chinh licu.

Nhirng doi twong dac biét

Nguwoi cao i (> 65 tuoi)

Khong can diéu chinh liéu. Khuyén cdo dung liéu thong thuong. ngoai trir suy giam chirc
nang than voi tde dd loc cdu than ude tinh < 60 mL/phat/1,73 m?.

Bénh nhan suy than

Khéong nén dung fenofibrate néu suy thian ning, c6 eGFR < 30 mL/phut/1.73 m2.

Néu eGFR tir 30 dén 59 mL/phat/1,73 m?, liéu fenofibrate khong duge vuot qua 100 mg dang
chuan hodc 67 mg dang micronised mdi ngay 1 lan.

Néu trong qué trinh theo ddi, eGFR giam lién tuc xudng < 30 mL/phit/1,73 m?, nén ngimg
su dung fenofibrate.

Bénh nhan suy gan

Khéng khuyén cdo dung fenofibrate 160 mg cho bénh nhén suy gan vi thiéu di liéu.

Tre em
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Chura thiét lap su an toan va hiéu qua cutia fenofibrate ¢ tré em va thanh thiéu nién dudi 18
tudi. Dir liéu khong ¢6 sin. Do do, khong khuyén céo sir dung fenofibrate & nhimg tré em
dudi 18 tubi.
Cich ding
Nén udng nguyén vién trong bira an.
Vi nerng lidu thap, str dung san pham khac c6 cting hoat chat.
CHONG CHI PINH:
- Suy gan (bao gdm xo gan mat va bat thudng chire nang gan kéo dai khong ré nguyén nhan)
- Bénh thi mat di biét
- Suy than ning (téc do loc cau than wdce tinh < 30 mL/phut/1,73 m?)
- Viém tuy man tinh hoic cép tinh, ngoai trir viém tuy cép tinh do ting triglyceride méu ning
- Phin (rng qué mén v6i anh sang hodc nhiém doc anh sang da biét trong qué trinh diéu tri v6i
cac fibrate hodc ketoprofen.
- Qua man véi hoat chit hodc voi bt ky thanh phan nao cua thude

Ngoai ra, khong nén dung fenofibrate 160 mg cho nhirng bénh nhén di (mg vai lac (déu phong)
hoic dau lac (dau dau phnng) hogc lecithin ctia ddu nanh hodc céc san phim lién quan do
nguy co phan Lrng qua man.

CANH BAO VA THAN TRONG KHI DUNG THUOC:

Nguyén nhan thir phdat cua tang lipid mdau

Nguyén nhan thir phat cua tang cholesterol mau, chang han nhu dai thao duong typ 2 khong
kiém soat, suy tuyén giap, hoi chimg than hu, rdi loan protein mau, bénh gan tic nghén, tac
dung duoc ly, nghién rugu nén duoc diéu tri ddy du trude khi bat dau lidu phép fenofibrate.
Nguyén nhan thir phat cia tang cholesterol mau lién quan dén tac dung dugc ly co thé do
thude loi tiéu, thuoc chen B, estrogen, progestogen, thudc tranh thai két hop duong udng,
thuoc e ché mién dich va thudc re ché protease. Trong nhitng truong hop nay, cén xac dinh
chic chin ban chit tang lipid méu 1a nguyén phat hay thir phét (gia tri lipid c6 thé ting do cac
thude diéu tri ¢ trén gay ra).

Chitc ndng gan

Ciing nhu céc thude ha lipid mau khac, da c6 bao céo tang nong do transaminase & mot sd
bénh nhan. Trong phan 16n cac truong hop, su tang nay la thodng qua, it va khong ¢ trigu
chung. Khuyén cdo nén theo doi nong do transaminase 3 thang mot lan trong 12 thang dau
diéu tri va dinh ky sau do. Can cha y dén nhung bénh nhan tang nong do transaminase va nén
ngimg diéu tri néu nong do AST (SGOT) va ALT (SGPT) tang lén cao hon 3 lan ULN (gi6i
han trén binh thuong). Khi xuét hién cac triéu chimg biéu hién viém gan (vang da, ngira), va
chin doan duoc xdc nhin bang xét nghiém, nén ngimg diéu tri bing fenofibrate.

Tuyén tuy

Pi ¢6 bao cao viém tuy & nhimg bénh nhan dung fenofibrate. Diéu nay co thé cho thay thét
bai dleu tri & nhitng bénh nhén tang triglyceride mau nang, tac dung truc tiép cua thude hodc
gian t1ep thong qua hinh thanh soi duong mét hoac soi bun cung voi tic nghén ong mat chu.
Co

Pi ¢ bao cio vé doc tinh co, bao gdbm cac truong hop hiém gap nhu tiéu co van, ¢6 hoac
khong c6 suy than, khi str dung céc fibrate va cac thude ha lipid mau khac. Ty 1¢ méc rdi loan
nay tang [én trong truong hop ha albumin mau va suy thén truée do. Bénh nhan c6 cac yéu to
tlt:n sir bénh co va/hoat. tiéu co van, bao gom trén 70 tudi, tién str ban than hoic gia dinh co
rdi loan co di truycn suy than, suy tuyén giap va udng nhiéu ruou, ¢o thé tang nguy co xuat
hién tiéu co van. Ddi voi nhitng bénh nhan nay, nén can nhéc can than giira nhimg loi ich va
nguy co khi diéu tri bing fenofibrate.
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Nén nghi ngo 1a doc tinh co & nhiing b¢nh nhan ¢6 tri¢u chimg dau co lan t6a, viém co, chudt
rlt va yéu co va/hodic ting CPK 16 rét (ndng do vuot qua 5 lan so v&i mire trén binh thuong).
Trong nhtmg truong hop nhu vay nén ngimg diéu tri bang fenofibrate.

Nguy co doc tinh & co ¢6 thé tang 1én néu dung fenofibrate ciing véi thudc (rc ché fibrate khac
hodc mot thude tre ché HMG-CoA reductase. dac biét trong truong hop bénh co da co trude
do6. Do do, viée ké don dong thoi fenofibrate voi thude e ché HMG-CoA reductase hodc
fibrate khac nén ap dung cho nhirng bénh nhin méc chirng réi loan lipid mau hdn hop ning
va nguy co tim mach cao ma khong co tién str bénh co va theo ddi chit ché vé doc tinh co.
Chirc nang than

Fenofibrate 160 mg chong chi dinh trong suy than ning.

Nén str dung than trong fenofibrate 160 mg ¢ bénh nhén suy thén nhe dén vira. Nén diéu chinh
liéu & nhimg bénh nhan ¢6 toe do loc ciu than ude tinh 30 dén 59 mL/phit/1,73 m2.

D ¢6 bao cao ting creatinin huyét thanh thuin nghich ¢ nhitng bénh nhin dung don tri liéu
fenofibrate hodc ding cing véi cac statin. Tang creatinin huyét thanh thudng 6n dinh theo
thoi gian ma khong co bang chimg cho thiy creatinin huyét thanh tiép tuc tang khi diéu tri lau
dai va c6 xu hudng tro lai ban dau sau khi ngimg diéu tri.

Trong cac thir nghiém 1am sang, 10% bénh nhén ¢6 mirc tang creatinin 16n hon ban dau 30
umol/L khi dung phdi hop fenofibrate va simvastatin so v6i 4,4% khi dung statin don trj liéu.
0,3% bénh nhan dung thude phdi hop 6 ting creatinin lién quan trén 1am sang dén gia tri >
200 pmol/L.

Nén gian doan diéu tri khi néng do creatinin trén 50% ULN (gidi han trén binh thuong).
Khuyén c4o nén do nong d¢ creatinin trong 3 thang dau sau khi bt dau diéu trj va dinh ky
sau do.

Ta dwoc

Thudc nay c6 chira lactose, vi vay bénh nhan ¢6 nhiing vin dé di truyén hiém gip vé khong
dung nap galactose, thiéu hut enzym Lapp lactase hodic kém hip thu glucose-galactose khong
nén dung thude nay.

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

Thoi ky co thai

Khéng cé dir liéu ddy du vé sir dung fenofibrate cho phu nit c6 thai. Cac nghién ctru trén dong
vat chua chimg minh bat ky tac dung gay quai thai nao. Da thay doc tinh trén phoi thai trong
khoang liéu gay doc cho me. Nhing nguy co tiém an cho con ngudi chua duge biét. Do do,
chi nén str dung vién nén bao phim fenofibrate 160 mg trong thai ky sau khi danh gia can than
loi ich/nguy co.

Thoi ky cho con bui

Khéng biét liéu fenofibrate va/hodc chat chuyén hoa ctia no co duoe bai tiét qua sira me hay
khong. Khong thé loai trir nguy co khi cho tré bi sita me. Do d6 khong nén sir dung fenofibrate
trong thoi ky cho con ba.

Kha nang sinh san

Di quan sat thiy nhing tac dung ¢ héi phuc dbi véi kha nang sinh san & dong vat. Khong ¢6
dir li¢u lam sang v€ kha nang sinh san tir viée su dung fenofibrate 160 mg.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Vién nén bao phim fenofibrate 160 mg khong c¢6 hodc anh huong khong déng ké dén kha
nang lai xe va van hanh may moc.

TUONG TAC THUOC

Thubc chong dong mdu diwong uong

Fenofibrate lam tang hiéu qua cta thude chong dong mau duong ubng va ¢6 thé lam tang
nguy co chay mau. Khuyen 40 nén giam lleu thude chéng dong mau khoang 1/3 khi bat dau
didu tri va sau do diéu chinh liéu tir tir néu cin thiét dua theo gia tri INR (chi s6 binh thudng
héa qudc té).
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Cyclosporin

Da ¢6 bao cdo mét s6 trudng hop suy gidm chie ning thin ning ¢6 hdi phuc khi ding dong
thoi fenofibrate va cyclosporin. Do do, phai theo dai chat ché chire nang than cua nhirng bénh
nhan nay va ngimg diéu tri fenofibrate trong trudong hop cac thong sé xét nghiém thay doi
nghiém trong.

Cic thuéc irc ché HMG-CoA reductase va cdc fibrate khdc

Neuy co doc tinh co ning sé tang 1én néu sir dung dong thoi fibrate véi cac thude (re ché
HMG-CoA reductase hodc cac fibrate khac. Nén than trong khi diéu tri két hop nhu vay va
theo doi chat ché cac diu hiéu doc tinh co & bénh nhan.

Nhom glitazone

Mot s truong hop giam HDL-cholesterol thudn nghich c6 hoi phuc da dugc bdo cdo khi dung
dong thoi fenofibrate va céc glitazone. Do d6, nén theo ddi khi dung su két hop nay va ngirmg
diéu tri néu HDL-cholesterol qua thip.

Cac enzym cytochrom P450

Cac nghién ciru in vitro sit dung microsome gan ngudi chi ra ring fenofibrate va acid
fenofibric khong phai la chét e ché cac dong phan cytochrom (CYP) P450 nhu CYP3A4,
CYP2D6, CYP2EI, hoic CYP1A2. Chiing 1a nhirng chat trc ché yéu CYP2C19 va CYP2AG6.
va céc chit re ché CYP2C9 tir nhe dén vira & ndng do diéu tri.

Nén theo ddi can than nhing bénh nhan dung dong thoi fenofibrate va cac thude chuyén héa
qua CYP2C19, CYP2A6, va dac biét 1a CYP2C9 v6i chi s6 diéu tri hep va nén diéu chinh
liéu ctia nhirng thude nay néu cén thiét.

TAC DUNG KHONG MONG MUON CUA THUOC

Téc dung khong mong mudn duoc dinh gia trén cac hé co quan dua theo cdc tan suit sau: rat
thuong gap (ADR > 1/10), thwong gap (1/100 < ADR < 1/10), it gap (1/1000 < ADR < 1/100),
hiém gap (1/10000 < ADR < 1/1000), rat hiém gap (ADR < 1/10000) va chua rd tan sut.
Thuong gap:

Tiéu hoa: Dau bung, budn non, non, tiéu chay, day hoi.

Gan mat: Tang transaminase.

Xét nghiém: Nong do homocystein mau ting.

It gép:

Hé than kinh: Dau dau.

Mach mau: Thuyén tic huyét khéi (thuyén tic phoi. huyét khéi tinh mach sau).

Tiéu hoa: Viém tuy.

Gan mat: Soi duong mat.

Da va t6 chirc duéi da: Qua man & da (phat ban, ngira, may day).

Co xuwong khop va mé lién két: Réi loan co (dau co. viém co, co thit va yéu co).

Vi va hé sinh san: Réi loan chire nang tinh duc.

Xét nghiém: Tang creatinin mau.

Hiém gap:

Hé théng méau va bach huyét: Giam hemoglobin, giam 50 lugng bach ciu.

Hé mién dich: Qua man.

Gan mat: Viém gan.

Da va to chirc dudi da: Rung toc, phan img nhay cam anh sang.

Xeét nghiém: Tang ure mau.

Khong ro tan sudt: _

Ho6 hap, 16ng nguc va trung thit: Bénh phoi keé.

Gan mat: Vang da, bién chimg cua soi duong mat (viém tai mat, viém dudng mét, dau bung
mat).

Da va to chirc dudi da: Phan (mg nghiém trong & da (hong ban da dang, hdi chimg Stevens-
Johnson, hoai tir thugng bi do nhiém doc).
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Co xuong khop va mé lién két: Tiéu co vén.

Toan than va tai chd: Mét moi.

Huwdéng dan cich xiv tri ADR:

Tam ngimg dung thudc.

QUA LIEU VA CACH XU TRI

Chi ghi nhan nhirng truong hop qua lidu fenofibrate dic trung. Chua ¢6 bdo cdo vé qua lleu
trong phén 16n céc trudong hop. Khong ¢6 thude glal doc dac hiéu. Néu nghi ngo qua liéu, cin
diéu tri triéu chimg va thyc hién cac bién phap hé trg phit hop theo yéu ciu. Khong thé loai
bo fenofibrate bang chay than nhan tao.

PAC TINH DUQC LUC HQC

Nhém dige 1y: Thude lam giam lipid huyét thanh/giam triglyceride va cholesterol/nhém
fibrate.

Ma ATC: C10ABOS

Fenofibrate 1a mot din xudt cua acid fibric ¢6 tac dung diéu chinh lipid mau & ngudi trung
gian thong qua hoat hoa Peroxisome Proliferator Activated Receptor alpha (PPARa).

Qua do, fenofibrate lam tang qua trinh thuy phan lipid va loai bo cac hat giau triglycende gay
vira dong mach tir huyét twong bang cach hoat héa lipoprotein lipase va giam san xudt
Apoprotein C-III. Sy hoat héa PPARa cung lam su tang tong hop Apoprotein A-Iva A-Il.
Cac tac dung da néu trén cua fenofibrate déi voi lipoprotein dan dén giam ty 1€ lipoprotein ty
trong rat thap (VLDL) va lipoprotein ty trong thap (LDL) ¢6 chira apoprotein B va tang ty 1¢
lipoprotein ty trong cao (HDL) ¢6 chira apoprotein A-I va A-I1.

Ngoai ra, théng qua thay doi tong hop va di hoa cac hop phan VLDL, fenofibrate lam tang do
thanh thai LDL va giam LDL ty trong thap, nong do LDL tang trong kiéu hinh lipoprotein xo
vita dong mach, mot rdi loan phd bién & bénh nhan ¢6 nguy co méc bénh tim mach vanh.
Trong cac thir nghiém lam sang véi fenofibrate, cholesterol toan phdn da giam tir 20 dén 25%.
triglycerid giam tir 40 dén 55% va HDL- cholesterol tang tir 10 dén 30%.

O nhirng bénh nhén tiang cholesterol mau, khi nong do LDL- cholesterol giam tir 20 dén 35%.
anh huong chung dén két qua cholesterol trong vi¢c lam giam ty 50 cholesterol toan phan SO
voi HDL-cholesterol, ty s6 LDL-cholesterol so véi HDL-cholesterol, hodc ty s Apo B so véi
Apo A-, tat ca nhing ty sO nay la dau hiéu cua nguy co xo vira dong mach.

C6 bang chimg cho thay diéu tri vi cic fenofibrate co thé 1am giam cac bién ¢ bénh tim
mach vanh nhung chua cho thiy lam giam tat ca nguyén nhan gay to vong trong vié¢c phong
ngua bénh tim mach tién phat hodc tha phat.

Thir nghiém ACCORD la mdt nghién ctru dbi chimng gia duge ngau nhién trén 5.518 bénh
nhin dai thdo duong typ 2 diéu tri bing fenofibrate két hop simvastatin. Liéu phap phdi hop
giira fenofibrate va simvastatin khong cho thiy su khac biét dang ké nao so véi simvastatin
don trj liéu trong két qua chinh cua nhdi méau co tim khong tir vong, dot quy khong tir vong
va tir vong do tim mach ([HR] 0,92, 95% CI 0,79-1,08, p = 0,32; giam nguy co tuyét doi:
0,74%). Trong phan nhém da duoc chi dinh cua bénh nhan rdi loan lipid mau, dugc xéc dinh
la nhdm HDL-cholesterol ¢ mirc thap nhit (< 34 mg/dl hodc 2.3 mmol/L) tai thoi diém ban
diu, lidu phap phdi hop fenofibrate va simvastatin da chimg minh két qua chinh giam 31% so
vai don tri liéu simvastatin ([HR] 0,69, CI 95% 0,49-0,97, p = 0,03; giam nguy co tuyét doi:
4,95%). Mot phan nhom da duoc chi dinh khéac xéc dinh tuong tac diéu tri theo gidi tinh ¢6 y
nghia thong ké (p = 0,01) chi ra loi ich diéu tri cua liéu phap phdi hop ¢ nam gioi (p = 0,037)
nhung kha niang xudt hién nguy co cao hon & nir gi¢i diéu tri dung liéu phép phdi hop so véi
dung simvastatin don tri li¢u (p = 0,069). Diéu nay khong quan sat lhay 0 nhom bénh nhan
roi loan lipid mau ¢ trén nhirng cing khong c6 b‘mg chimg rd rang vé hiéu qua ¢ nir giGi roi
loan lipid mau dugc diéu tri bing fenofibrate két hop simvastatin va khong thé loai trir cac
tac dung c6 hai.
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Cholesterol ling dong ngoai mach méu (u vang thé gan va u vang thé cuc) c6 thé giam rd rét
hodc tham chi loai bo hoan toan khi diéu trj bdn}__ fenofibrate. Bénh nhén ¢6 nong do
fibrinogen cao diéu tri bang fenofibrate da cho thiy sur giam dang ké thong s nay, ciing nhu
nhirng nguoi ¢6 mire Lp (a) cao. Cac dau hiéu viém khac nhu Protein phan ang C (CRP) cling
giam khi diéu tri bang fenofibrate.
Tac dung tang acid uric ni¢u cua fenofibrate lam giam nong do acid uric khoang 25% nén s&
¢6 ich hon cho nhitng bénh nhan réi loan lipid mau ¢6 lﬁng acid uric mau.
Fenofibrate da dugc thay co tac dung Lhong két tap tiéu cau ¢ dong vat va trong mot nghién
ctru lam sang, cho thay giam két tap tiéu cau gay ra boi ADP, acid arachidonic va epinephrine.
DAC TINH DUQC PONG HQC
Vién nén bao phim fenofibrate 160 mg chira 160 mg fenofibrate dang micronised va c6 siéu
sinh kha dung (sinh kha dung lén hon) so véi cac cong thire trude day.
Hrip thu
Nong do tdi da trong huyel twong (Cmax) dat duge trong vong 4 dén 5 gio sau khi ung. Nong
do trong huyét twrong 6n dinh trong qua trinh diéu tri lién tuc & bt ky c4 nhéan nao.
Su hdp thu fenofibrate tang lén khi dung ciing vai thire an.
Phin bo

Q Acid ffenoﬁbric lién két manh véi albumin huyét trong (hon 99%).
Chuyén héa va thai trir
Sau khi udng, fenofibrate dugc thuy phan nhanh chong boi cac este thanh chat chuyen hoa co
hoat tinh la acid fenofibric. Khong thé phat hién fenofibrate dang khong chuyén hoa trong
huyét tvong. Fenofibrate khong phai la co chét cua CYP 3A4. Khong c¢6 su lién quan chuyén
héa microsom ¢ gan.
Fenofibrate bai tiét chu yéu qua nudc tiéu.
Thue té toan bo thude dugce thai trir trong vong 6 ngay. Fenofibrate bai tht chu yéu dudi dang
acid fenofibric va lién hop glucuronic ctia n. O nhimg bénh nhan cao tudi, do thanh thai toan
phén trong huyét tuong cua acid fenofibric khong thay doi.
Céc nghién ctru dong hoc sau khi ding liéu duy nhit va diéu tri lién tuc da chirmg mijj
fenofibrate khong tich liy. Acid fenofibric khong duoc loai bo bi‘lng chay thin nhén tag.
Thoi gian ban thai trong huyét tuong ciia acid fenofibric khoang 20 gio. :
QUY CACH PONG GOI
Hop 03 vix 10 vién.

8 PIEU KIEN BAO QUAN

' Bao quan noi kho rao, nhiét do dudgi 30°C.

TIEU CHUAN CHAT LUOQNG
USP.

HAN DUNG:

36 thang ké tir ngay san xudt.

86 16 san xuat (Batch No.), ngay san xudt (Mfg. date), han dung (Exp. date): xin xem trén
nhan bao bi.

San xudt tai: _

Cong ty TNHH Sinh dwgc pham HERA '

Lo A17 Khu cong nghiép Tir Ha, phwong Tir Ha, thi xa Hirong Tra, tinh Thira Thién Hué, Viét
Nam.
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