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LiPaNTHYL
- NT

145 mg Fenofibrate
film-coated tablets

0
i For oral use

B B

LIl -
Each film-coated tablet contains 145 mg of fenofibrate (INN).
Excipients: Hypromellose, sodium docusate, sucrose, sodium laurilsulfate,
lactose monohydrate, microcrystalline cellulose and colloidal anhydrous silica, crospovidone,
magnesium stearate, coating agent.
Indications, contra-indications, precautions, posology, undesirable effects and other
information: see the package insert.
Do not use for children.
Carefully read the package insert before using LIPANTHYL NT 145 mg.
Keep all medicine out of reach of children.
Store in the original package. Do not store above 30°C.
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R« LIPANTHYL NT 145 mg

bé xa.tiim tay tré em.
Doc ky huéng din sir dung truéce khi dung.
Thuoc nay chi dung theo don thuoc.

THANH PHAN CHO 1 VIEN

Thanh phcih hoat chat: fenofibrat (dang hat nano) 145 mg,

Thanh phan td dirge: hypromellose, natri docusat, sucrose, natri
lauryl sulphat, lactose monohydrat, cellulose vi tinh thé va silica
colloidal khan, crospovidone, magnesi stearat.

Thanh phan chat bao: alcol polyvinylic, titan dioxyd, talc, lecithin
dau nanh, gom xanthan.

DANG BAO CHE
Vién nén bao phim.

M6 ta: vién mau }réng, hinh bau duc, mét mat khic sb 145 va 16-g6

Fournier dugc khac & mat bén kia.

CHI PINH DIEU TRI:

Lipanthyl NT 145 mg du‘oc chi dinh hd tro ché do an trong viéc diéu
tri:

* Tang triglycerid mau néng c6 hodc khong kem theo giam HDL-C.

* Réi loan lipid mau thé hon hop khi ¢6 chéng chi dinh hodc khong
dung nap statin.

* Phdi hop véi statin trong dleu tri réi loan lipid méau thé hén hop &
bénh nhan nguy co cao vé tim mach khong kiém soat dugc
triglycerid va HDL.

LIEU DUNG, CACH DUNG VA PUONG DUNG

Liéu dung

Ngudi 16n: lidu khuyén céo 1a 1 vién nén 145 mg fenofibrat, ubng 1
14n mbi ngay.

Bénh nhén dang dung vién nang 200 mg fenofibrat (hodc 1 vién nén
bao phim 160 mg fenofibrat) c6 thé chuyén sang dleu tri bang vién
nén bao phim LIPANTHYL NT 145 mg, 1 vién mdi ngay ma khong
can diéu chinh lidu.

Bénh nhan cao tudi: Khong cn diéu chinh lidu dbi voi bénh nhan cao
tudi khong suy thén.

Bénh nhén suy thén:

Can diéu chinh liéu theo d9 thanh thai creatinin (CrCl) :

CrCl1> 60 ml/phut : dung 1 vién 145mg / ngay

Khéng khuyén céo dung fenofibrat 145 mg khi do thanh thai creatinin
duai 60 ml/phut

Khuyén céo giam liéu déi voi bénh nhan suy than. D6i voi nhimg
bénh nhén suy thin & mirc d6 vra (CrCl tur 30 dén 60 ml/phat) va néu
¢6 sn lidu thap hon, bt dau dung 1 vién nang 100mg hogc vién 67
mg fenofibrat dang vi hat mét 1an mét ngay. Néu khong c6 san lidu
thap, khong khuyén céo st dung fenofibate.

O nhimng bénh nhén suy than nang (CrCl < 30 ml/phut), chéng chi
dinh dung fenofibrat.

Bénh nhan suy gan; LIPANTHYL NT 145 mg khong dugc khuyén
ding cho bénh nhén suy gan do chua c6 du dir liéu.

Tré em: chong chi dinh dang phén lidu 145 mg nay cho tré em.

Cich dang va dudng dung:

Dudng udng.

Nén nuét ca vién thudc voi mot cbe nudc.

LIPANTHYL NT 145 mg, vién bao phim c6 thé duoc ubng vao bat
ky thoi diém nao trong ngay, cing hogc khong cing thire an.

LIEU TRINH PIEU TRI

Phéi hop voi ché do an kiéng, duoc phim nay dung dé diéu tri triéu
chimg, theo ligu trinh kéo dai va theo doi thuong xuyén.

Dé c6 hiédu qua didu tri tt, cin phai theo doi y khoa déu dan.

CHONG CHI PINH
Khéng dang thudc trong nhimng trudng hop sau day:
- Suy gan (k& ca xo gan tic mat)
- Suy than.
- Tréem.
- Qua mén véi fenofibrat hodc céc ta dugce ctia thubc nay.
- Tién sir ¢6 phan tmg qua mén véi 4nh sang hodc nhiém doc dnh
sang trong thoi gian didu tri bang cac fibrat hodc ketoprofen.
- Bénh 0 tai mat.

- Viém tuy cép tinh hodc man tinh, trir truong hop viém tuy cAp tinh
do tang triglycerid mau nghiém trong.

- Sur dung cho phu nir dang cho con bu.

Khong ké don LIPANTHYL NT 145 mg, vién nén bao phim cho
bénh nhan b| di ung vai lac hoac diu lac, lecithin cia dau tuong hoac
voi cde ché pham lién quan, do c6 thé gap nguy co cac phan tmg quéa
man.

THAN TRONG VA CANH BAO KHI SU DUNG

Véi cdc truomg hop tang cholesterol thir phat nhu 1a dai thdo duong
type 2 khong kiém sodt, suy tuyén giap, hoi ching than hu, réi loan
protein huyet bénh gan tic nghén dang tri liéu, nghién rugu, nén
dugc diéu tri thoa dang trude khi dung li¢u phép fenofibrat.

Theo doi dap tmg diéu tri bang cach xdc dinh gid tri lipid huyét thanh
(téng cholesterol, LDL-Cholesterol, triglycerid), néu dap tmg day du
khong dat dugc sau mot vai thang (vi du: 3 thang) nén can nhic bd
sung hoc sir dung liéu phap thay thé khac.

Véi cac bénh nhan m& méu cao dang sir dung estrogen hoic cac thube
trénh thai ¢6 chira oestrogen nén xéac dinh rd m& mdu tang 1a nguyén
phat hay thtr phit (c6 thé md mau tang la do ubng oestrogen).

Chirc nang gan: cling nhu céc thuoc ha lipid khéc, da c6 bao cdo vé
tang nong do transaminase & mot sd bénh nhan. Phén 16n céc truong
hop nay chi tang thoang qua, it va hdu nhu khéng c6 tri¢u chimg.
Khuyén cdo nén theo doi ndng d¢ transamilase dinh ky mdi 3 thang
trong 12 thang dau diéu trj va sau do klem tra dinh ky. Chu y v6i cic
bénh nhén tang ndng do transaminase tién trién va can phai dimg diéu
tri néu ndng do ASAT va ALAT tang hon 3 lan gioi han trén ciia mirc
binh thuong.

Viém tuy: da ¢6 céc truong hop viém tuy duogc ghi nhén trong céc
bénh nhan dung fenofibrat. Diéu nay c6 thé cho thdy thit bai diéu trj
cta nhing thudc nay & nhimg bénh nhén tang triglycerid mau nghiém
trong, hodc hién tuong diéu tri tht cAp do soi duong mat hodc ling
cin & dng mat.

Co: da ¢6 béo céo vé doc tinh co, ké ca hiém gdp myoglobulin khi
dung fibrat va céc thudc ha lipid khac. Ty 1€ roi loan nay tang lén
trong truong hop ha albumin huyet va suy than trudc do. C6 thé tang
nguy co globulin co niéu tién trién & cac bénh nhan c6 céc yéu o
thuan loi cho cac bénh vé co va/hoic myoglobulm bao gom: trén 70
tudi, tién sir c4 nhan hodc gia dinh c6 cac roi loan co di truyen suy
than, giam hoat dong tuyen giap, ubng nhiéu rugu. Phai can nhéc giira
loi ich va nguy co khi diéu tri bang fenofibrat cho cic dbi tuong bénh
nhén nay.

Phai nghi toi doc tinh voi co khi bénh nhén xuét hi¢n dau co lan toa,
viém co kém co gidt vung co bi dau, hién tugng chudt rut va yéu co,

va/hojic ting dAu hiéu trén CPK (ndng dd qua 5 1an mirc binh thuong).

Ngimg diéu tri véi fenofibrat trong ¢ dc truong hop nay.

Gia tang nguy co dgg tigh co khi t e dugce dung dong thoi voi f'brat
khéc hodc thube
hop da co cac bénh vé E
Do vdy, phai cin tron é toa phéi hop fenofibrat véi thude e
ché HMG- CoA reductase hogc thude fenofibrat khac cho bénh nhan
khong c6 tién sir bénh co nhung ¢ ri loan tang lipid huyét nang kém
theo nguy co bénh tim mach cao. Cén kiém tra chit ché kha ning gay
doc tinh co.

Khuyen cdo liéu dung cho bénh nhan cao tudi khong suy than nhu
lidu cho nguoi truéng thanh.

Chirc_nang thin: Nging didu tri trong trudng hop tang ndng do
creatinin trén 50% ULN (giéi han trén cua binh thuong). Cén nhic
do creatinin trong 3 thang diéu trj du tién.

Ta duoc

- Thuoc ndy c6 chua lactose, vi vy bénh nhan c6 nhimg vén dé di
truyén hiém gap vé khong dung nap galactose, thiéu hut enzyme Lapp
lactase hodc kém hip thu glucose-galactose thi khong nén ding thude
nay.

- Thuoc ndy c6 chira sucrose, vi vély, bénh nhan c6 nhimg van dé di
truyén hiém gap vé khong dung nap fructose, kém hép thu glucose-
galactose hodc thiéu hut men sucrase- isomaltase thi khong nén dung
thudc nay.

Néu bénh nhan khong dung nap v6i mot sb loai dudng, hay hoi bac st
trudce khi dung thudc nay

Creatinin huyét thanh: Su ting ndng do creatinin huyet thanh da duoc
bédo cdo ¢ nhimg bénh nhén st dung fenofibrat. Ndng do creatinin s&
tré vé mirc binh thuong khi ngimg st dung fenofibrat. Y nghia lam
sing cia nhimg bao cdo ndy chua rd. Trong nghién ciu FIELD,
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creatinin huyét thanh & nhom dung fenofibrat duy tri & mic trung
binh cao hon 10-12 micromol/l so véi nhém gia dugc sau khi dung 4
thang cho dén khi két thuc nghién ctru. Nén do ndng do creatinin
trong | sudt 3 thang dau khi bt dau diéu tri va dinh ky sau d6. Cén theo
ddi nong d§ creatinin & nhtmg bénh nhén dung fenofibrat c¢6 nguy co
bi suy than nhu nguoi gia, ngudi bi bénh tiéu duong. Can dimg diéu
m khl nong do creatmm > 50% gioi han trén cua mirc bmh thuorng
tang sur ba1 tlet choleslerol vao mét, dan t6i soi mat. Neu c6 nghi ngo
bi s6i mat, can kiém tra tai mat. Nén ngimg diéu tri bang fenofibrat
néu tim thay s6i mat.

Bénh ly huyét khlé'i tinh_mach: Trong nghién ctru FIELD, tic mach
phdi (PE) va huyét khdi tinh mach sau (DVT) ¢6 ty 16 mic cao hon &
nhom dung fenofibrat so véi nhom gia dugc. Trong 9.795 bénh nhan
tham gia vao nghién ctru FIELD, ¢6 4.900 nguoi trong nhom gia dugce
va 4.895 bénh nhan dung fenofibrat. C6 48 truong hop (1%) & nhoém
gia dugc va 67 truong hop (1,4%) ¢ nhéom dung fenofibrat (p=0,074)
c6 triéu chung huyét khéi tinh mach sau; 32 truong  hop (0.7%) &
nhém gia dugc va 53 truong hop (1,1%) ¢ nhoém dung fenofibrat
(p=0.022) c6 triéu chimg tic mach phdi.

Ihg){wq;"_)_i,,_y__é}_»mé_g;__“C(') su giam nhe hemoglobin, hematocrit va bach
clu da dugc quan sat thdy ¢ nhirng bénh nhan sau khi bat dau diéu tri
bang fenofibrat. Tuy nhién, nong do nay dugc duy tri on dinh khi
dung thuéc trong thoi gian dai. Giam tiéu ciu va giam bach cdu da
dugc bdo cdo ¢ nhimg bénh nhan duge diéu tri bang fenofibrat. Can
kiém tra dinh ky s6 luong hdng cdu va bach céu trong 12 thang dau
diéu tri.

Céc phan tmg qua man: cic phan tmg qua man cip tinh nhu héi
chung Stevens-Johnson va hoai tir thugng bi nhiém doc can phai nhép
vién va diéu tri bang steroid da dugc bdo cao & mot sb truomg hop
diéu tr bing fenofibrat. Trong mét thir nghiém c6 kiém soat, mé day
xuét hién 14n luot & nhom dang fenofibrat va nhom gia dugc 1a 1.3%
so vOi 0% va phat ban ¢ muc 1,5 so véi 0,8%.

Téc dung giam HDL-C trdi nguoc: Da c6 bao cdo sau luu hanh va bao
céo thir nghiém 1am sang cta su giam nghiém trong ¢ ndng do HDL-
C (nhé nhét 1a 2 mg/dL) xay ra ¢ nhimg bénh nhén ddi thdo duong va
khong dai thio duong bit diu diéu tri bang fibrat. Sy giam HDL- C
duoc phan anh boi sy giam apolipoprotein Al. Sy sut giam nay Xuét
hién trong vong 2 tudn dén nhitg nam sau khi bat dau diéu tri bang
fibrat. Nong do HDL-C duy tri & mirc thip cho dén khi ngimg diéu tri
bing fibrat; phan (mg lai viéc ngung su dung fibrat xay ra nhanh
chong va én dinh. Y nghia 1am sang cua viéc lam giam HDL-C la
khong rd. Cén kiém tra ndng do HDL-C trong vai thang déu sau khi
bat dau diéu trj béng fibrat. Néu thiy giam nong do HDL-C déng ké,
cin ngung diéu tri bang fibrat, va theo doi ndng do HDL-C cho dén
khi tré vé mic binh thuong, va khong nén sir dung tiép fibrat.

Dung cung thudc chéng dong coumarin: Can thén trong khi dung
thudc chéng dong coumarin cling voi fenofibrat vi kha ning cac thudc
chong dong coumarin ¢6 tac dung kéo dai thoi gian prothrombin /ti 1€
chuén héa qudc té (PT/INR). Dé ngan ngira cac bién chimg chay mau,
thudong xuyén kiém tra PT/INR va can diéu chinh liéu cua thubc
chéng déng cho dén khi PT/INR 6 on dinh [xem Tuong tac thubc].

SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU
Kha ning sinh san: da quan sat dugc tac dung c6 hdi phuc 1én kha
nang mang thai & dong véat. Chua c6 dir liéu lam sang 1én kha nang
mang thai khi st dung Lipanthyl NT 145mg.

Phu nir ¢6 thai: Khong c6 du dir liéu sir dung fenofibrat cho phu nir c6
thai.

Nghién ciru trén dong vat khong thy tac dung gay qudi_thai. Tuy
nhién, da quan sat dugc ddu hi¢u doc cho bao thai & mirc liéu doc cho
con vt me. Mic du vy, nguy co tiém tang & ngudi con chua rd. Vi
vy, chi nén dung LIPANTHYL NT 145 mg trong thai ky khi da danh
gia ky ludng vé loi ich/ nguy co.

Phu nir cho con bii: Chua c6 dir liéu vé su bai tiét cia fenofibrat va/
hoic cua cac chit chuyén hoa cia thudc nay qua sira me. Rui ro dbi
voi tré bu me chua duoc loai trir.Vi vay, khong dung LIPANTHYL
NT 145 mg, vién bao phim cho ngudi me trong thoi ky cho con ba.

ANH HUONG TREN KHA NANG LAI XE VA VAN HANH
MAY MOC o
Fenofibrat khong c6 hozc ¢6 anh hudng khong dang ké dén kha nang
lai xe va vén hanh may méc.

TUONG TAC THUOC VA NHUNG TUONG TAC KHAC
Thube uong chong dong: khong khuyén cao két hop fenofibrat va
thudc udng chong dong. Fenofibrat 1am tang tac dung cua thuoc uong
chéng dong va c6 thé tang nguy co chay mau. Tuy nhién néu su ph01
hop nay la bit bugce, thi 1o khuyén 1a nén giam 1/3 liéu véi thude
chong dong tai thoi diém bét dau diéu tri va sau d6 dan dan diéu chinh
néu cén thiét so véi INR (ti 1¢ chuén qudc té)

Cyclosporin: mdt vai truong hop suy giam chirc nang than thuin
nghich da duoc ghi nhin khi ding dong thoi fenofibrat va
cyclosporine. Chirc nang than & nhimg b¢nh nhan nay can duoc giam
sat chat ché va ngimg dleu tri voi fenofibrat trong céc truong hop thay
dbi nghiém trong chi s6 xét nghiém.

Cac thube irc ché HMG-CoA reductase va cac fenofibrat khac: c6 thé
tang nguy co ngd doc co néu thudc duge phéi hop vai cdc fibrat khac
hodc cac thuée e ché HMG-CoA reductase. Rét cin trong voi céc
diéu trj phdi hop nay va bénh nhan can dugc theo ddi chit ché cac ddu
hiéu ngd doc co.

Céc enzym cytochrom P450: nghién ctru trong phong thi nghiém sur
dung cc tiéu thé gan cia ngudi cho thy fenofibrat va acid fenofibric
khong uc ché cac dong phén cytochrom (CYP) P450 nhu CYP3A4,
CYP2A6. CYP2EI hogc CYPIA2. O ndng d¢ diéu tri, thudc trc ché
yéu CYP2C19 va CYP2AG, tic ché mirc d nhe dén trung binh véi
CYP2C9.

Phai giam sat chat ché bénh nhan sir dung ddng thoi fenofibrat va cac
1huoc chuyén hoa qua CYP2C19, CYP2AG6, dac biét CYP2C9, véi chi
s6 diéu tri chinh xac, khuyén céo didu chinh lidu ding céac thubc nay
néu can thiét.

Céc Glitazone:

Mot sé truong hop giam thuén nghich ¢6 hdi phuc HDL-cholesterol
da duoc ghi nhan khi dung dong thoi fenofi brat va céc glitazon. Tuy
nhién, khuyen cdo theo doi HDL-cholesterol néu dung su két hop nay
va ngung dleu tri néu HDL-cholesterol qud thép.

Céc resin gin acid mat; do céc resin gan acid mat 6 thé gan vao cac
thudc khac khi ding dong thai, bénh nhéan nén udng fenofibrat trudc it
nhét 1 gio hodc 4 dén 6 gio sau khi dang resin gin acid mat dé tranh
viée can tré sy hdp thu.

Colchicin: Cac truong hop bénh co, bao gdm ca tiéu co vén, da dugc
béo cao khi ding fenofibrat déng thoi véi colchicin, va nén than trong
khi ké toa fenofibrat véi colchicin.

TAC DUNG KHONG MONG MUON

- RGi loan mdu va hé bach huyét:

Hiém gip: giam hemoglobin va bach chu.

- Roi loan hé mién dich
Hiém gap: di ung

- Roi loan hé than kinh:
it gap: dau dau

- Roi loan mach
It gap: nghén mach do huyét khéi (nghén mach phéi, huyét khéi
tinh mach séu)*

- Roi loan tiéu hod:
Thuong gap: Céc tri
bung, ndn, budniyon,
It gap: viém tuy

- Roi loan gan-mdt:

Thuong gap: tang vi

it gap: soi mt

Rét hiém gap: viém gan.

Réi loan da va mé dudi da:

it gap: Tang nhay cam trén da (vi du: phat ban, ngira, may day)

Hiém gap: rung toc, phan mg nhay cam v0i anh séng

Réi loan co xwong, mé lién két va xuong:

It gaip: dau co lan toa, viém co, co rut co, yéu co.

Cac réi loan vé nguc va hé thong sinh san

It gap: Réi loan chirc nang tinh duc

Cdc xét nghiém:

Thuong gap: Tang ndng do homocystein mau.***

it gap: tang creatinin mau.

Hiém gdp: tang uré mau

* Trong nghién ctru FIELD, mot thtr nghiém ngau nhién, ¢ sir dung

gia dugc va ¢6 kiém sodt duoc tién hanh trén 9795 bénh nhan bi dai

thao duong type 2, su gia ting c6 y nghia théng ké cac truong hop
viém tuy dugc quan sét & bénh nhén dung fenofibrat so voi bénh nhén

dung gia duoc (0.8% so vdi 0,5%; p = 0.031).

chu’ng co nang va thuc thé da day-rudt (dau

hai ndng do transaminase- huyét thanh.
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** Trong mot nghién cuu tuong tu, su gia tdng ¢ y nghia thong ké
ghi nhan ti 1¢ nghén mach phéi (0,7% & nhom gia duoc so v6i 1.1% &
nhom st dung fenofibrat; p = 0,022) va sy gia tang khong c6 y nghia
thong ké vé huyét khdi tinh mach sau (gia duoc: 1,0% [48/4900 bénh
nhan] so voi fenofibrat 1,4% [67/4895 bénh nhén]: p = 0.074).

*¥** Mirc tang trung binh ndng dé homocystein trong méu ¢ céc bénh
nhan diéu trj véi fenofibrat 1a 6.5 umol/L, va c6 héi phuc khi nging
diéu tri voi fenofibrat. Nguy co tang huyet khéi tinh mach co thé lién
quan t6i su tang ndng dd homocystein. Y nghia 1am sang cua diéu nay
con chua rd rang.

Ngoai céc truong hop da duogc bdo cdo trong cac thir nghiém 1am
sang, céc tac dung khong mong mudn sau diy da dugc bao cdo tu
phét khi st dung fenofibrat trong qua trinh hdu mai. Chua uéc tinh
dugc tn s6 chinh xdc dua trén cac dir liéu hién ¢6 va do d6 duge xép
la “Khong ro™

- Cac r6| loan hé hip, ngue va trung thét Bénh phdi ké.

- Cac ron loan co, md lién két va cc réi loan xuong: Tiéu co van.

- Cic rbi loan gan mat: vang da, blen ching cua so6i mat (vi du: viém
tui mat, viém duong mat, con dau 6 ong mat).

- Réi loan da va mé duéi da: phan tmg nghiém trong ¢ da (vd: hong
ban da dang, hoi chimg Stevens Johnson, hoai tir thugng bi nhiém
doc)

- Rdi loan h¢ thin kinh: mét moi

Thong bdo ngay cho béc sy hodc dugc sy nhirng tic dung khong
mong muén gip phai khi sir dung thudc.

QUA LIEU VA CACH XU TRIi

Chua c6 bao cdo nao lién quan dén hién tuong qué lidu. Khong co
thudc giai doc dac hiéu. Néu nghi ngo qua lidu thi nén diéu tri triéu
chung va tién hanh cac bién phap hd trg khi cin. Fenofibrat khong bi
loai trir khi thdm tach loc méu.

CAC PAC TINH DUQC LY

Cac dac tinh duoc luc hoc:

Nhém thudc diéu chinh lipid / cac thudc giam cholesterol va
triglycerid/fibrat

Ma ATC: C10 AB 05.

Fenofibrat 1a dan chét cua acid fibric, ¢ tac dong lam thay dbi mirc
lipid méu trén ngudi trung gian qua su hoat hod receptor tang sinh
peroxisom type alpha (PPARa).

Thong qua viéc hoat hoa PPARa, fenofibrat lam tang phén huy lipid
va bai xuét cac tiéu phan gidu triglycerid khoi huyét twong nho hoat
hod liporotein lipase va giam san xuét apoprotein CIII. Su hoat hoa
PPARa cling lam tang téng hop apoprotem Al va AllL

Hiéu qua khoi diu néu trén ddi voi lipoprotein dan dén lam giam
LDL va VLDL c¢6 chira lipoprotein B va lam tang HDL c6 chia
apoprotein Al va All.

Thém vao do, thong qua viéc lam thay dbi tong hop va di hod cic hop
phan VLDL, fenofibrat 1am tang d¢ thanh thai LDL va giam LDL ty
trong thip. Nong d¢ ciia LDL thuong tang cao ¢ bénh nhén ¢ nguy
co (xo ctmg dong mach do lipid huyét).

Trong céc thir nghiém 14m sang voi fenofibrat, cholesterol toan phan
giam khoang 20 dén 25%, triglycerid giam khoang 40 dén 55% va
HDL téng khoang 10 dén 30%.

Trén bénh nhan mic chimg tang cholesterol huyét, khi mie LDL -
cholesterol tang khoang 20 dén 35%, tic dung tong thé cua
cholesterol tao nén mot sy giam ty 1€ cholesterol toan phan so voi
HDL-cholesterol, LDL-cholesterol so vai HDL-cholesterol, hodac Apo
B so v6i Apo Al tit ca nhimg diéu nay tao nén nguy co xo cimg dong
mach.

Cho dén nay trong cdc thu nghiém lam sang c6 kiém soat kéo dai
chua thiy két qua cua fenofibrat trong viéc ngén ngira bién chimg xo
vira dong mach tién phat hay thir phat.

Su ngung dong cholesterol ngoai mach: gan hogc u trong bénh u vang
(tuberous xanthoma) c6 thé giam déng ké, tham chi mét hoan toan khi
diéu trj bang fenofibrat.

Nhitng bénh nhén c6 mirc fibrinogen cao dugc diéu tri bang fenofibrat
thy thong sé nay giam dang ké ciing nhu véi nhimg ngudi Lp(a) cao.
Cac chit thé hién cho qua trinh viém nhu C Reactive Protein ciing
giam khi diéu tri bing fenofibrat.

Téc dung tang bai xuét acid uric qua dudng niéu cua fenofibrat dan
dén giam murc acid uric khoang 25% - clng la tac dung hd trg rét c6
loi & nhimg bénh nhan ¢6 bénh rdi loan lipid huyét kém theo tang uric
huyét.

Fenofibrat c6 tac dung chong két tap tiéu ciu trén dong vat va trén thir
nghiém 1am sang, lam giam su két tap tiéu clu tao ra do ADP, acid
arachidonic va epinephrin.

Nghién ciru ACCORD ciing cho thdy viéc phéi hop fenofibrat véi
simvastatin giam ty 1¢ tién trién bénh vong mac dai thao dudng 36,3%
(6.5% so voi 10.2%, p=0,006); giam dam niéu dai thé 14,6% (10,5% so
vGi 12,3%, p=0,03); giam dam niéu vi thé 8.1% (38.2% so vai 41,6%,
p=0,01) so vai ligu phap chi dung simvastatin

Trong nghién cau FIELD, fenofibrat 1am giam doan chi khéng do chén
thuong 35,7% (0,9% so vé6i 1,4%, p=0,02) so vdi nhom ddi chimg.

Cac dac tinh duwoc dong hoc

LIPANTHYL NT 145 mg la dang vién nén bao phim chira 145 mg
fenofibrat hat nano (nanoparticles)

Hip thu: nong do toi da trong huyét tuong (Cmax) dat duoc 2- 4 gio
sau khi uong. Nong d¢ thude trong huyét twong én dinh khi diéu tri
lién tuc & moi cé thé.

Tréi v6i céc cong thic trude day cia fenofibrat, & day ndng do dinh
trong huyét tuong va do phoi nhiém toan bd cua cong thire hat nano
khong phu thudc vao bira an. Vi vdy. co thé udng vién nén bao phim
LIPANTHYL NT 145 mg khong phu thuc vao bira an.

Nghién ciru so sanh sur dung cong thac vién nén mai LIPANTHYL
NT 145 mg cho nam nir tinh nguyén khoé manh khi déi va sau bira an
nhiéu lipid da cho thdy do phoi nhiém vai acid fenofibric (AUC va
Cmax) khong bi anh hudng bai thirc an.

Phén bé: acid fenofibric lién két manh v6i albumine huyét tuong (>
99%).

Chuyén hod va ddo thai: Sau khi udng, fenofibrat bi thuy phan nhanh
qua xiic tic cia esterase dé cho chét chuyén hoa c6 hoat tinh la acid
fenofibric.

Khong tim thdy trong huyét twong dang fenofibrat chua chuyén hoa.
Fenofibrat khong phai 1a co chit ciia CYP3A4. Khong c6 chuyén hoa
qua micr6sém gan.

Thubc nay dao thai chu yéu qua nudc tiéu. Thuc té thi tit ca lugng
thudc da dung déu duoc dao thai trong vong 6 ngay. Fenofibrat thai
chu yéu duéi dang acid fenofibric va chét lién hop glucuronid. Véi
nhimg bénh nhén cao tudi, do thanh loc toan thé cua acid fenofibrat
trong huyét tuong khong c6 thay dbi.

Nghién ctru vé dong hoc sau khi cho ubng lidu don va diéu tri lién tuc
da cho thiy thubc nay khong tich lug.

Acid fenofbric khong bi dao thai qua tham tach loc mau.

Thoi gian ban thai cua acid fenofibric ra khéi huyét twong khoang 20
gio.

Trén bénh nhan suy thén: ¢ nhimg bénh nhan suy thén néng (dj thanh
thai creatinin < 30 ml/phiit) cho thdy tang 2,7 1an mirc phoi nhiém vai
acid fenofibric va tang tich 1ty acid fenofibric khi’'dung lau dai so véi
nhirng nguoi khoe manh. Bénh nhan suy than ¢ mirc d6 vira (d6 thanh
thai creatinin: 30-59 ml/phut) ¢6 u’c hoi nhiém tuong tu nhung c6
1 ibric so voi nguoi khoe
anh sur dung fenofibrat &
nhitng bénh nhan bi suy than n3 an giam lidu & nhing bénh
nhén bj suy than vira. (Xem lidu lugng va cach dung).

QUY CACH PONG GOI: Hop 3 vi x 10 vién.

HAN DUNG, BAO QUAN TIEU CHUAN CHAT LUQNG
Han ding: 36 thang ké tir ngay san Xuét.
Khong nén dung thudc qua han sir dung ghi
Diéu ki¢n bdo quin:

Gitr thube trong bao bi gde. Khong ba
Tiéu chudn chat lwong: Tiéu chuin

NHA SAN XUAT
Co so san xudt ban thanh phém:

Anngrove, Carrigtwohill, Co. Cork,
Co 5o dong goi va xudt xuong:
Recipharm Fontaine

CHU SO HUU GIAY PHEP TAI VIET NAM PTRwNG PHONG

W Ghi Vin Hank

Abbott Laboratories (Singapore) Private Li
NGAY CAP NHAT THONG TIN: 08 thang

a Abbott
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