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Oral route
3 x 10 capsules

Fenofibrate

COMPOSITION FOR ONE CAPSULE
Fenofibrate (INN). 200 mg

f Therapeutic indications, administration, contra-indications, warnings, precautions for use,
undesirable effects, and other instructions: Read carefuily the package insert.

NOT TO BE USED IN CHILDREN. KEEP OUT OF REACH OF CHILDREN.

T e
=] =
5 READ CAREFULLY THE PACKAGE INSERT BEFORE USE.
; 3‘ ‘ Store in the onginal par in order to protect from moisture Store below 3
2 h Specifications: of the manufacturer.
& Thuéec ban theo do
= z Dung uéng. vi x 10 vi&n nang
q Chidinh, cach dun chi dinh, cdnh bao, than trong khi st dung, tac dung phu,
= va cac thong tin ¢ Xin xem ky t& hudng dan si dung,
s t KHONG DUNG CHO TRE EM. BE XA TAM TAY TRE EM
g * DOC KY HUUNG DAN SU DUNG TRUOC KHI DUNG.
3} Bdo quan thuoe g bao bi gbc. dé tranh m Bao quan dudr
h Tigw chudn: cua nha san »
o MA Holder in Vietnam/ Cho s¢& hiu GP tai Viet Nam

Abbot! Laboratones; USA (My)

d

f]

OLXE

MANUFACTURER/ NHA SAN 3 RECIPHARM FONTAINE
rue des Prés Potets-21121 Fontaine-e n-France (Phap)

(Hfep T3
|P " i |

y L

Mace in France/ Sdn xuat tai Phap
Importer/ DNNK. Cong ty Co phan Duge lieu TW 2. TR HS Chi Minh
Reg. No./SBK:

LIPANTHYL

Fenafibrate 'icr

sa|ns
/i

LIPANTHYL

Fenofibrate MiSE

3 x 10 capsules

Clent / customer

Service Packaging

Artwork graphist : Dems Margueritte

(Technigue / technical ™ Validation .

ReciFl'iarm

" Désignation / Product name

ETUILIPANTHYL M 200 30 GELVN e, rairee || e
Couleurs S/ colors T Code article : / item code: T0x 27 %107
t' PMS 021 . (€8)) i Ref. dgacoupe / cut ref. || Name (regulatory person) |
() PMsI23 reserve devernis | Maquette fﬁ Py LFPFEDO2VROOBROO
= Mockup n™;
@- PMS 158 Date : mag. @ Code ECMA Visa

@ PMs302 ( 22110110 F | A2420 .




https://nhathuocngocanh.com/

Oral route
2 x 15 capsules
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undesirable effects, and other instructions: Read carefully the package insert.
NOCT TO BE USED IN CHILDREN. KEEP OUT OF REACH OF CHILDREN.
READ CAREFULLY THE PACKAGE INSERT BEFORE USE
tore in the original package. in order lo protect from moisture Store below 30°C
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2 x 13 capsules
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LIPANTHYL 200M

Vién nang cing, Fenofibrate

TEN THUOC
Lipanthyl 200M

THANH PHAN CHO 1 VIEN NANG
Hoat chat chinh: Fenofibrate (INN) 200mg
Ta duoc: lactose monohydrate; magnesium stearate; tinh bot da
gelatin héa; Natrilauril sulfate; crospovidone.
Ta duoc ¢6 hoat tinh: mdi vién chira:
- 101 mg Lactose monohydrate

DANG BAO CHE - QUY CACH PONG GOI
Vién nang cirng
Hop 2 vi x 15 vién nang hodc hdp 3 vi x 10 vién nang.

CHU SO HUU GIAY PHEP TAI VIET NAM
Abbott Laboratories, USA (MY)

NHA SAN XUAT: RECIPHARM FONTAINE
Rue des Prés Potets 21121 Fontaine-les-Dijon — France (Phép)

CHI PINH

Thude duoc chi dinh diéu tri cac truong hop tang cholesterol va
tang triglyceride mau don thuan hodc ph0| hop (rdi loan lipid
mau bao gdm ca rdi loan lipoprotein huyét cac dang Ila, IIb, I1I,
IV va V) & bénh nhan khéng dap ung voi ché do an kiéng va cac
bién phap diéu tri khéng dung thude khéac (vi du: bién phap lam
giam thé trong hodc ting cudng hoat dong thé luc), dac biét khi
co nhimng béng chimg c6 nguy co khac kém theo nhu 1a cao huyét
ap va hut thube la.

Diéu trj ting lipoprotein mau thir phat ciling la mét chi dinh néu
sur bat thuomg llpoproteln mau dai dang cho du da diéu tri can
nguyén (vi dy: roi loan lipid mau trong dai thao duong ).

Ché d¢ an kiéng truéce khi diing thude van phai tiép tuc.

LUU Y!

Thudc chi diing theo don ctia bdc s.

Poc ki hwong din siz dung trweée khi ding. Néu cin thém
thong tin, xin hoi y kién bdc si.

Dé thudc xa tim tay tré em.

CHONG CHI PINH

Khong ding thubc trong nhitng trieong hop sau d’fiy

- Suy gan (bao gdm xo gan r méat va bat thuong vé chirc nang
gan dai dang khong rd nguyén nhan),

- Bénh thi mét,

- Bénh than man tinh nghiém trong,

-Tre em

- Thoi ky cho con ba

- Viém tuy cép tinh hodc man tinh ngoai trir trrong hop viém tuy
cdp do tang triglycerid mau nang,

- Tlen sir di img vé&i anh séang hoac nhiém déc véi anh sang khi
diéu trj véi cac fibrate hodc ketoprofen

- Man cam voi dugc chat hoac bit cir thanh phén ta dugc nao
duoc liét ké trong muc “THANH PHAN CHO MOI VIEN”

LIEU LUONG VA CACH DUNG

Nén theo d&i dap g cua diéu tri bing cach xac dinh céc chi s6
huyét thanh. Néu khéng dat duge déap ing thoa dang sau vai
thang diéu trj (vi du: 3 thang), nén cin nhéc bd sung thém hodc
dung bién phap diéu trj khac.

Liéu dung:

Ngudi Idn:

Liéu khuyén céo la 200mg mdi ngay dudi dang mot vién nang
Lipanthyl 200M.

Nhém déi twyng ddc biét

Nguoi cao tuoi:

V6i bénh nhan cao tudi, khuyén cao ding liéu théng thudmg cho
ngudi lon.

Suy thdn:

Can giam liéu véi cac bénh nhan suy than. Khuyén céo khéng
dung Fenofibrate v&i cac bénh nhan bi bénh thin man tinh nang.
Suy gan:

Khéng khuyén‘ cdo sir dung Lipanthy! 200M vai bénh nhan suy
gan do con thiéu dir liéu.

Tré em:

Chua xac dinh duoc an toan va hi¢u qua cua Fenofibrate véi tré
em va thanh thiéu nién dudi 18 tudi. Khéng c¢6 dir liéu hién hanh.
Vi thé khong khuyén céo dung fenofibrate véi tré em dudi 18
tudi.

Cach dung:

Vién nang nén duoc ubng trong bira an.

CANH BAO VA THAN TRONG PAC BIET KHI SU DUNG

Thudc khong thay thé duUc ché d6 an kiéng. Cén dung thube déu
dan. phai thudmg xuyén kiém tra cong thirc mau.

Téng lipid mau thur phat:

Nguyén nhan cua tang lipid mau thir phat nhu 1a bi bénh tiéu

ducmg type 2 khong kiém soéat duoc, suy gidp, hoi chiing than

hu, roi loan protein mau, bénh Iy gan tic nghén, dang dung duoc

ly tri li¢u, nghién ruou, cac tinh trang nay nén can nhic diéu trj

triét dé trude khi diéu tri voi fenofibrate. Vi cac bénh nhan tang

lipid mau dang sir dung cac oestrogen hodc céac li€u phap tranh

thai cd chira oestrogen thi nén duogc xac dinh rd rang réng liéu

tang lipid mau la nguyén phat hay thir phat (co thé chi s lipid

tang 1a do udng oestrogen).

Chae nang gan:

Ciing nhu cac thude giam lipid khac, néng o transaminase tang

dd ghi nhdn duge trén mot s6 bénh nhan. Trong da sb trudng

hop, su tang nay la thoang qua, nho va khong ¢4 triéu chung,

Khuyén cao theo doi nﬁng d¢ transaminase dinh ky_ méi 3 thang::.‘_.‘ =
trong 12 thang diéu tri ddu tlen va dinh ky sau dé. Cén than tropg-'; '

voi cac bénh nhan co tang ndng d6 transaminase tién trién va rém
nging diéu tri néu ndng d6 AST (SGOT) va ALT (SGPT) tang

I&n hon 3 lan gi6i han trén cua mic binh thuomg. Khi cac meu_‘ :
ching cho thdy c6 xay ra viém gan (vi du nhu vang da, ngura), va . =~

chan doan nay duoc xéc nhin boi xét nghiém, thi nén ngm&/;,_

diung fenofibrate.

Tuy:

Viém tuy dd dugc ghi nhdn ¢ cac bénh nhén ding fenofibraté
(xem muc Chdng chi dinh va Tac dung khéng mong muén). Diéu
nay cho thdy that bai trong diéu tri & nhimg bénh nhan tang
triglyceride mau nghiém trong, déy Ia anh huong truc tiép cua
thuoc hodc la hién tugng thir cap do soi dudong mat hodic bun gay
téc nghén éng mét chu géy ra.

Co:

Poc tinh co, bao gbm céc trudng hop tiéu co van hiém gap, c6
hoac khéng kém véi suy than, da dugc bdo cdo khi dung cac
fenofibrate va cac thudc lam giam lipid khac. Ty 1é mac cac rdi
loan nay ting 1én véi cac trudmg hop albumin mau thap va da cé
tien sur suy than.

Bénh nhan c6 céc yéu t6 tiém an cua bénh co va/hodc tiéu co vén
bao gom tren 70 tudi, tién sir ca nhan hodc gia dinh c6 rdi loan
di truyén vé co, suy than, suy giap va nghién rou, nhitng diéu
nay cé thé tang nguy co tién tnen tiéu co van. Di voi nhimng
bénh nhan nay, nén can nhéc cin trong gitra lgi ich va nguy co
khi dung fenofibrate.

Neén nghi nghér c6 dée tinh co ¢ cac bénh nhén c6 dau co lan toa,
viém co, co cing co va yéu co vishodc tang CPK dang ké (ndng
d6 vuot qua S ldn mirc binh thudng). Trong trudng hop nay nén
ngung diéu tri vi fenofibrate.

Nguy co doc tinh co c6 thé tang lén néu phdi hop véi fibrate
khac hodc mot thude tre ché HMG-CoA reductase, dic biét la cac
truong hop dd timg bi bénh vé co. Do d6, ké don phdi hop
fenofibrate v&i thude tc ché HMG-CoA reductase hodc mot
fibrate khéac chi nén dugce dp dung véi cac bénh nhén bi rbi loan
lipid mau hdn hop nang va ¢é nguy co tim mach cao ma chua c6
tién sir bénh vé co va cin theo doi chit ché tiém nang doc tinh
co.

Churc néng than:

Nén ngung diéu tri véi cac truémg hop co chi sb creatinie ting
>50% ULN (giéi han trén cia mic binh thudng). Khuyén cio do



ndng dé creatinie trong 3 thang dau ké ti khi bat dau didu tri va
dinh ky saun dé (cac liéu khuyén cao, xem muc 4.2 Lidu lugng va
cach dang).

Té duoc:

Do thuée ¢o chira lactose, cac bénh nhin cé van dé vé di truyén
hiém gép khong dung nap galactose, thidu hyt Lapp lactase hoéc
kém hap thu glucose-galactose khang nén ding thudc nay.

TUONG TAC THUOC VA CAC TUONG TAC KHAC
Thuge uéng chéng déng:

Fenofibrate 1am tang tac dung ctia thudc udng chf)ng dong va cé
the lam tang nguy co chay mau. Khuyen cao giam liéu cua thube
uong chong déng khoang mét phin ba khi bt dau dieu tri va sau
@4 néu chn thi diéu chinh lidu theo INR (ti I8 chudn quéc té).
Cyelogporin:

i ghi nhdn duge mot vai trudng hop suy giam chire nang thin
thuin nghich nghiém trong khi ding déng th&i fenofibrate va
cyclosporine. Chirc nang than & nhitng bénh nhén nay cén duoe
gidm sat chat ché va nglng didu tri véi fenofibrate trong cae
trudng hop co thay déi nghiém trong chi s6 xét nghigm.

Cac thube tre chd HMG-CoA reductase va céc fenofibrate khac:
Nguy co dbc tinh co ting 1én néu ph0| hop fibrate véi cac thude
trc ché HMG-CoA reductase hodc vdi cac fibrate khac. Khi s
dung su phéi hop nay nén than trong va theo déi chit ché cac déu
hidu vé& doc tinh vdi co trén bénh nhan (xem muc Canh bao va
thin trong dic biét khi st dung),

Cac Glitazong:

Bi ghi nhdn duge mdt 6 trudng HDL-cholesterol thuén nghich
khi diing déng thiri fenofibratte va cac glitazone. Vi vy khuyén
cdo theo d5i HDL-cholesterol néu dung sur két hop trén va ngimg
diing néu HDL-cholesterol qué thip.

Cac enzyme Cytochrome P450:

Céc nghién ciu in vitro sir dung cac tiéu thé gan ngiryi cho thdy
rang fenofibrate va acid fenofibric khéng trc ché cic ddng phan
cytochrome (CYP) P450 nhu CYP3A4, CYP2D6, CYP2E], hoac
CYPIA2. O ndng d6 didu tri thubc e ché yéu CYP2CIS va
CYP2AG, va trc ché mirc do nhe dén trung binh lén CYP2CH,
Bénh nhéan ding phéi hop fenofibrate va cac thude chuyén héa
qua CYP2C19, CYP2AG va dic biét la CYP2C9 ¢é chi 56 dleu
tri I1ep nén duge theo dai cin trong va néu cin thiét thi khuycn
céo giam liéu cac thude nay.

Céo tri liéu khéac kém theo

Anh huéng tidm tang cna fenofibratefacid fenofibric dén sy
chuyén héa cia cac thube khac chira duge nghién cim diy du o
in vitro hodc in vivo. Céc tuong tac chira du dodn duge, va do dé
khuyén cdo than trong néu két hop fenofibrate véi cac thudce
khac.

Céac nghién ctu tuong tac In vitro cho thdy phenylbutazone bi
tach khoi vi tri gan véi protein huyet trong.

Khéng duge dimg két hop cac thude ddc déi véi gan {thude (rc
ché IMAO, perhexilin maleate...) véi fenotibrate

KHA NANG SINH SAN, MANG THAI VA CHO CON BU
Mang thai:

Chua c¢6 dit litu day du vé viée sir dung fenofibrate & phu nif
mang thai. Cac ngh1en ctru trén dong vat di khang cho thdy bat
ky tiac dung gy quai thai ndo. Véi litu doe cho ba mg¢ thi cho
thdy anh huéng 18n phéi thai. Chua biét dén nguy co tidm an ddi
voi con ngudl. Vi vy, chi ding Lipanthyl 200M trong thoi ky
mang thai sau khi danh gia can trong gitta {gi ich va nguy co.

Cho con bi: chea c6 dir lién cho thay liéu fenofibrate vi/‘hoac
céc chit chuyén héa ciia né c6 bai tiét qua sira me hay khéng.
Rai ro dbi véi tré b me chua duoe loai trir.

V1 vdy, khéng nén ding fenofibrate khi dang cho con b

ANH HUGNG DPEN KHA NANG LAl XE VA DIEU KHIEN
MAY MOC

Lipanthyl 200M khéng anh hweong hoac cé anh huémg khéng
dang ké 1én kha nang lai xe va digu khién may moéc.

TAC DUNG KHONG MONG MUON

Céc bao cdo ADR thudng gip nhét trong qua trinh diéu tri véi
fenofibrate 13 rdi loan tiéu héa, da day hodc rudt.

Cac tac dung khéng mong mubn sau ddy d3 quan sat duoc trong
cac thir nghidm 1am sang e ddi chimg placebo (gia dugc)
(n=2344) ¢o tan tan sb duoe chi ra dudi day:

RAt hiém
DRA trén  |Phé bién Khong phé |Hiém <1/10,000
che nhém  [>1/100, bién >1/10,000, bao gbm
hé théng  [<1/10 >1/1,000, |<1/1,000 cé cae
co thé <1100 bio cho
riéng biét
Réi logn hé Giam :
o Haemoglobin
A Giam sb lrgng
bach huyét b ehi
Rt"ij loan hé Dj i
mien dich i
RRdi loan hé x
thén kinh Dau dau
Nghén mach
Réi loan (téi‘,.mach:
phoi, huyét
mach khii tinh
mach siu)*
Cac trigu
chimg co néng /]
Réifoan |vathucthé da L
da day- day-rudt (dau | Vigm tuy*
rudt bung, non,
budn ndn, tiéu
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# Trong nghién ciru FIELD, thir nghiém ngin nhién cé doi

ching gia drge trén 9.795 bénh nhin bi dai thao duong type 2, thiy
tang c6 ¥ nghia théng k& cac trudng hop viém tuy voi cac bénh nhan
dang fenofibrate so v&i cae bénh nhin ding gia duoc (0.8% so voi
0.5%, p=0.0031). Cung trong nghién clru nay, di ghi nhin duoge su
gia tang ¢6 v nghia théng k& vé ty 18 mac bénh nghén mach phbi
(0.7% & nhom gia duge s0 voi 1.1% @ nhém diong fenofibrate;
p=0.022) va tang khong dang ké huyét khéi finh mach sau (gia duoc:
1.0% [48/4.900 bénh nhin] so van fenofibrate 1.4% [67/4 893 bénh
nhén]; p=0.074}.

: Ngoai cac su kién da duge bao cao trong cac thr nghiém
lim sang, cAc tac dung khong mong mudn sau day di duoc bao céo
tr phat khi sir dung Lipanthy! 2000 trong qud trinh hiu mat. Chra
wrére Linh dirge thn s6 chinh xdc dua trén cac dir ligu hién c6 va do doé
duoc xép la “Khéng ro™.

- Cic rbi loan hd hp, ngye va trung that: Bénh phéi ké.
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- Céc rdi loan co, mé lién két va cac rdi loan xuwong: Tiéu co
van.

-Cac rdi logn gan mét: vang da, bién chimg cua soi mét (vi du:
viém tai mat, viém dudng mat, con dau dng mat).

QUA LIEU _ . _
Chi ghi nhan dutc rat it cac truong hop qua lieu. Trong da so
trrong hop khong ghi nhén dugce céc triéu ching qua lieu.

Khéng c6 thude giai doc dic hiéu. Néu nghi ngd qua liéu thi nén
diéu tri tridu chimg va tién hanh cac bién phap hd trg khi cén.
Fenofibrate khang bi loai trir khi thdm tich mau.

PAC TiNH DUQC LYC HQC

Nbhom dugce Iy: Cac chit lam giam lipid huyét thanh/Cholesterol
va diéu chinh Triglyceride/cac Fibrate

ATC Code: C10 AB 05

Fenofibrate & din chat cta acid fibric, chét duoc bao cao 1a ¢
tac dung lam thay ddi mirc lipid ¢ ngudi thong qua viée hoat héa
peroxisome Proliferator Activated Receptor type o (PPAR«).
Théng qua viéc hoat héa PPARa, fenofibrate lam tang thuy phéan
lipid va do thai cac tiéu phan giau triglyceride khoi huyét tuong
nhtr hoat héa lipoprotein lipase va giam san xuat apoprotein C-
11, Viéc hoat hoa PPAR« ciing lam ting téng hop apoprotein Al
va AllL

Hiéu qua khoi ddu néu trén ddi vdi lipoprotein din dén lam giam
LDL va VLDL c6 chira apoprotein B va lam ting HDL cé chira
apoprotein Al va AllL

Thém vao do, thong qua viéc lam thay déi tong hop va di héa cac
hop phé‘ln cua VLDL, fenofibrate lam tdng d6 thanh thai LDL va
giam LDL ty trong thip, cac chét nay thuong c6 ham luong cao
trong cdc dang téng sinh lipoprotein vifa xo tai mach, mot dang
rbi loan thuong gap & cac bénh nhan c6 nguy co vé bénh mach
vanh tim,

Trong cdc thir nghiém 1am sang v&i fenofibrate, cholesterol toan
phin giam tir 20 dén 25%, cac triglyceride tir 40 dén 55% va
HDL cholesterol tang tir 10 dén 30%.

Véi cac bénh nhan ting cholesterol mau, khi mirc cholesterol
gidm tir 20 dén 35%, hiéu qua téng thé vé cac gia tri cholesterol
tao nén mot sur giam ty l€ cholesterol toan phfin so voi HDL
cholesterol, LDL cholesterol so v&i HDL cholesterol, hoac Apo
B so vai Apo Al, tat ca nhitng diéu ndy la ddu hiéu cua nguy co
xo cing dong mach.

Do tac dung dang ké 1én LDL cholesterol va cac triglyceride,
didu tri voi fenofibrate s& c6 loi véi cac bénh nhan ting
cholesterol mau kém hoac khéng kém tang triglyceride mau, bao
gém ting lipoprotein mdu thir phat nhu ¢ bénh dai thao dudng
type 2.

Co6 bang chimng cho ring diéu tri voi fenofibrate cé thé lam giam
nguy co tim mach nhung chua cho thiy ring giam dugc moi
nguyén nhdn tir vong nguyén phat hodc thir phat cua bénh tim
mach.

Nghién ciru Hang dong Kiém soat Nguy co Tim mach trong
Bénh tidu duong (ACCORD) la mét nghién ctru ngau nhién co
dbi chimg gia dugc trén 5518 bénh nhin déi théo dudng type 2
diéu trj véi fenofibrate c6 bd sung thém simvastatin. Dleu tri voi
fenofibrate ¢6 thém simvastatin da khoéng cho thdy bét ky ddu
hiéu khac biét nao dan ké so v6i simvastatin don tri ligu trong
két qua téng hop vé nh6i méau co tim khéng gy tr vong, dot quy
khéng gay tir vong, va tir vong do tim mach (ty s6 nguy co [HR]
0.92, 95% CI 0.79-1.08, p=0.32; giam nguy co tuyét ddi: 0.74%).
Trong phdan nhéom da xdc dinh trudc cia cac bénh nhén bi roi
loan lipid méau, dugc dinh nghia la di tuong c6 phéan thap nhét la
HDL-C (<34 mg/d] hoc 0.88 mmol/L) va phan cao nhit 1a TG
(204 mg/dl hoac 2.3 mmol/L) & nguﬁmg co ban, diéu tri véu,r
fenofibrate c6 kém simvastatin cho thay giam tuong ddila 3
so véi simvastatin don tri liéu cho két qua téng hop ban dat!'r la
(ty sb nguy co [HR] 0.69, 95% Cl 0.49-0.97, p=0.03; giam r%uy
co tuyét doi: 4.95%).

Sé liéu phan tich cta phan nhém dwgc xac dmh trude da chi rd Wy i
tac ddng diéu trj theo gidi (p=0.01) chi ra ring su két hop diéu hqk

T

nay dem lai lgi ich trén nam gici (p=0.037) nhung trong két luan
ban dau nguy co tiém 4n cao hon & nir gioi khi dugc diéu tri phéi
hop so vai simvastatin don tri liéu (p‘O 069). Diéu nay da khong
quan sat duoc voi cac bénh nhan réi loan lipid mau ¢ cac phan
nhém noi trén cua nhung ciing khong c6 bang chimng rd rang vé
lgi ich voi nhitng phu nir bj rdi loan lipid mau duge diéu tri phéi
hop giira fenofibrate va simvastatin, va khong thé loai bo tac hai
c6 thé ¢é véi phdn nhém nay.

Ciac két qua cua nghién ctru can thi€p chimg vira xo do tiéu
dudng (DAIS) cho thdy rang fenofibrate lam giam dang ké sur
tién trién cua xo vira dong mach chinh & nhimg bénh nhan méc
bénh tiéu duong type 2 va tang lipoprotein mau. DAIS la nghién
clru mu déi, ngdu nhién, ¢é déi chiéu gia duge trén 418 bénh
nhan dai thdo duong type 2 va ting lipoprotein mau (total
cholesterol trung binh la 5.57 mmol/L, cac triglyceride 2.54
mmol/L, LDL cholesterol 3.37 mmol/L, HDL cholesterol 1.03
mmol/L). Diéu tri vdi fenofibrate trung binh 38 thang cho thdy
giam dang ké su tién trién coa tén thuong dong mach vanh voi
tiéu chi danh gia chup dinh luong déng mach vanh 1a 40%.

Su lang can cholesterol ngoai thanh mach (gan va sinh u vang)
6 thé du‘qc‘giém déng ké hoac tham trf loai bo hoan toan trong
qua trinh diéu tri vdi fenofibrate.

Cac bénh nhin bj tang fibrinogen duoc diéu tri vdi fenofibrate
cho thy giam déng ké chi sé nay, va tang chi s6 Lp(a). Cac chit
th; hién cho qua tinh viém nhu C Reactive Protein cting giam khi
diéu tri vai fenofibrate.

Anh huéng cua uricosuric lén fenofibrate dan dén giam nong d6
acid uric khoang 25% ddy la lgi ich thém vao cho cac bénh nhén
bi réi loan lipid mau c6 tang uric mau.

Fenofibrate da duoc chimg minh la c6 tac dung chong két tap
tiéu ciu & dong vat va trong mét nghién ciru 1dm sang da cho
thdy viéc giam két tap tiéu cau gay ra boi ADP, acid arachidonic

va epinephrine. ‘:r
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PAC TINH DUQC PONG HOC {F
Hép thu: \
N()ng as toi da trong huyet tuong (Cmax) dat dugc trong vong 4.\
den 5 glor sau khi uéng. Ndng dé trong Iluyel twong 6n dinh trong-— il
subt qué trinh diéu tri lién tuc & moi c4 thé. <]
Fenofibrate ting hap thu khi udng trong bira an. LW
Phan bd: 4
Acid Fenofibric gin manh véi albumin huyét tuong (trén 99%)s"
Chuyén hoa va thai trir:
Sau khi uéng, fenofibrate nhanh chong bi thay phan bai cac
esterase thanh chit chuyén hoa hoat dong 14 acid fenofibric.
Khéng phat hién dugc fenofibrate nguyén dang trong huyét
twong. Fenofibrate khong phai la chét nén cua CYP3A4. Khéng
bi chuyén héa & microsome gan.
Thude duoge thai trir chi yéu qua nudc tiéu. Thude duoce thai trir
hoan toan trong vong 6 ngay. Fenofibrate duoc thai trir chu yéu &
dang acid fenofibric va glucurono-conjugate.
Véi cac bénh nhan cao tudi, d6 thanh thai huyét trong voi acid
fenofibric khong dbi.
Cac nghién ciru duge déng hoc sau khi udng liéu don hoac diéut,
tri dai ngay di cho lhay thude khéng tich liy.
Acid fenofibric khong bi loai trir khi tham tich mau. s
Thai gian ban thai trong huyét trong cua acid fenofibric la
khoang 20 gio.
HAN DUNG VA BAO QUAN
Han dung: 36 thang ké tir ngay san xuét
Dleu kién bio quan dfc bi¢t: Bao quan thudc trong bao bi gc,

) dm. Bao quan duai 30°C
Khong dbyg thube qua han sir (l:,mg ghi rd trén bao bi
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