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Rx LibanTHY®E
200 M

Vién nang cimg, Fenofibrate

Tfmm nay chi dimg theo don thudc.
Bé thude xa tém tay 1ré em. Poc ki hidmg ddn sie dung trude khi dimg. Néu cdn thém thong tin, xin hoi ¥ kien
hde sT.

THANH PHAN CHO 1 VIEN NANG

Thénh phiin hoat chét: Fenofibrate (INN) 200mg

Thanh phin ti dwoe; lactose monohydrate; magnesium stearate; tinh bt d gelatin hoa; natrilauril sulfate;
crospovidone.

Ta dugc c6 hoat tinh: mdi vién chira: 101 mg lactose monohydrate

DANG BAO CHE
Vién nang cimg, mau niu vang nhat

CHI PINH

Lipanthyl 200M dwgc chi dinh bé sung che ché dj An kiéng va diéu tri khéng thude (vi dy: tip thé dye, gidm cin)

cho cac bénh sau :

- Diéu trj ting triglyceride miu don thuiin ¢6 hofic khéng c6 cholesterol HDL thap.

- Téng lipid mau hnn hop khi chéng chi dinh ding statin hofic khong dung nap.

- Tang lipid mau hén hep & bénh nhéin cé nguy co tim mach cao ngoai statin khi triglyceride va cholesterol HDL
khong durgre kiém sodt diy dii.

LIEU DUNG VA CACH DUNG

Nén theo doi dép (mg cia diéu trj biing cich x4c dinh cdc chi s6 hu}l't.t thanh. Néu khéng dat duge dip img thoa
ding snu viil thang diéu tri (vi dy: 3 thang), nén cin nhiic bd sung thém hofic diing bién phap diéu trj khac.

Li

Newedi J'u'.-:':

Liu khuyén cdo 1a 200mg mdi ngiy dwéi dang mit vién nang Lipanthy] 200M.

N :ﬁ.! fegmg dic bigt

Negedi cao tudi (= 6.5 {mg i)

Vi bénh nhéin cao tudi, khing suy thin, khuyén cio diing liéu théng thuong cho ngudi 1én trir trudmg bop suy
gidm chire ning thin vai ty 1¢ loc ciu thin (¢GFR) < 60 mL/phat/1.73m?,

Suy then.

Khéng ding fenofibrate cho bgnh nhén suy thin ning, ¢GFR < 30 mL/phit/1.73 m?. Néu eGFR trong khoang 30
den 59 mL/phit/1.73m’, lidn khong duge virgt qui 100mg hodc 67me dang vi hat. Néu khong c6 sin bim luong
lhﬂp. khéng khuyén cdo ding fenofibrate.

Néu trong qué trinh diéu trj, eGFR gidm lién e xudng <30 mL/phiit'1.73 m?, ngimg ding fenofibrate.

Khang khu}-én cdo sir dung Lipanthyl 200M vwdi bénh nhin suy gan do con thidu dir liéu.

Tré em;

C h';m xde dinh duge an todn va higu qua cua Fenofibrate vii tré em vi thanh thiéu nién dudi 18 tbi. Khong cb
dir liéu hién hanh. Vi thé khdng khuyén cio ding fenofibrate véi tré em dudi 18 woi.

Céch dimg: Vién nang nén duree 115113 trong bira dn.

CHONG CHI BINH
Khing diing r:lmm:: trong nhitng tricomg hop sau day:
- Suy gan (bao gom xo gan {r mit vé bt thuémg ve chire ning gan dai diing khéng rd nguyén nhén),
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- Bénh tii mir,
- Bénh thin min tinh nghiém trong,
- Tré em
- Thén ky cho con bi |
- Viém tyy céip tinh hofic man tinh ngoai trir trdmg hop viém wy cﬁp do tiing triglycerid mau ning,
- Tién sit dj tmg véi dnh sing hojic nhim dic véi dnh sang khi diéu tr v&i cc fibrate hofic ketoprofen
3 Mgﬂ cim véri duge chit hode bat cir thanh phén 4 duge ndo durge liét ké trong myc “THANH PHAN CHO
MOI VIEN".

CANH BAO VA THAN TRONG PAC BIET KHI SU' DUNG

Thude khéng thay the duge ché d6 in kiéng. Ciin diing thude déu din. Phéi thuémg xuyén kiém tra cong thirc
miu.

Ting cholesteron thir phit

Vi cle tnrimg hz:ip ting cholesterol thir phat nhir 1a déi théo dwémg type 2 khong kiém sodt, suy myr.:n gidp, hoi
chimg thiin b, ri logn protein huyét, bénh gan tiic nghén dang tri liéu, nghién nrou, nén dugc didu tri thoa déng
trrdre khi ding ligéu phip fenofibrate.

Ting cholesterol thir phat lién quan dén thube c6 thé thiy & che thude li tiéu, thube chen f, estrogen,
progesterin, thude trinh thai phoi hgp v cac thubc tic ché protease. Trong nhimg trwimg hop nay cin phai xic
d|nh ting chﬂlulcml 1a nguyén phit hay thir phat (c6 thé lipid méu ting do cic thude nay)

Ciling ninr cic Ehunc giam lipid khac, nong d6 transaminase ting di ghi nhéin dugc trén mgi 26 bénh nhén.

Trong da s6 trnrimg hl;l]}. s\r tang nay la thodng qua, nho va khong co triéu chimg. Khu}fen cao theo ddi ndng di
transaminase dlnh ki méi 3 thing trong 12 - thing diéu trj diu tién va dinh ky sau do. Cin thin ln;mg vl edc bénh
nhiin cé téng nong dé transaminase tién trién va nén ngimng didu irj néu n::mg dd AST (SGOT) va ALT (SGPT)
tang lén hon 3 lin gidi hgn trén cia mire binh thémg. Khi edc triéu chimg cha tha:,r cd xdy ra viém gan (vi dy
nhu ving da, ngira), va chan dodn nay duge xie nhin bai xét nghiém, thi nén ngimg ding fenofibrate.

Tuy:

Viém tuy dé duge LJ'II nhiin & cde bgnh nhin dimg fenofibrate (xem muc Chong chi dinh vé Téc dung khéng
mong mudn). Diéu ndy cho thiy lhat bai trong diéu tri & nhimg bénh nhan tAng triglyceride miu nghiém trong,
ddy la anh hwomg tryre tiép cia thude hodic 13 hién twgmg thir cap do s6i duémg mit hofic biin gy tic nghén dng
midt chi géy ra.

Car: : ’

Béc tinh co, bao gom cdc truimg hop tiéu co van hiém gp, co hodic khong keém voi suy thin, 43 duge bio cio
khi ding cde fenofibrate vi cic thude lam giam lipid khic. Ty 1& mic cic r6i loan nay ting 1én véi cdc trudmg hop |
albumin méu thip vi da co ||cn siT suy thin.

Bénh nhﬁ.n ch edc yéu tﬂ ttem an cia bénh co vivhodic tiéu co viin bao gom: trén 70 tudi, tién sir ¢4 nhin hodic gia
dinh ¢6 r6i loan di truyén vé ca, suy thin, suy gidp vi ng‘m.:n rugu, nhimg diéu nay c6 thé ting nguy co tién trién
tiéu co vin. Péi vdi nhimg bénh nhin niy, nén cin nhiic cin trong gitra lgi ich va nguy co khi ding fenofibrate.
Nén nghi ngcr ¢ djc tinh co & cac bénh nhin cd dau co lan toa, viém co, co -:Emg corva :.n.u co vivhodic ting CPK
déng ké (nong dd virgt qué 5 lin mirc binh thudmg). Trong trwimg hgp nay nén ngung diéu trj voi fenofibrate.
Nguy co dic tinh co g6 thé ting lén néu phm hgp vii fibrate khic hodc mét thude ire ché HMG-CoA reductase,
dfic bidt 1 cdc trudmg hop di timg bj bénh vé co. Do do, ké dom phéi hop fenofibrate vai thude e ché HMG-CoA
reductase hode mét fibrate khdc chi nén drge ap dung véi cic bénh nhéin bj rbi logn lipid mau hén hgp ning va
c6 nguy co tim mach ¢ao ma chura ¢ tién sir bénh vé ca va cén theo doi chit che tidm niing ddc tinh co.

Chire niing thiin:

Chéng chi dinh ding. thudc trong truomg hop suy thin niing

Thiin trong ding thude trong truémg hop suy thiin nfing v vira. Nén diéu chinh liéu & bénh nhan ¢6 dé loc & ciu
thin wée tinh trong khodng 30-59 mL/phiit/1 T3m?

B c6 bio céo ting creatinine huyét thanh ¢6 thé dwge phyc hdi & nhimg bénh nhan ding fenofibrate dom die
hojic phdi hop véi statins. Tang creatinine huyét thanh thuémg én dinh theo théri gian ma khong c6 bing chimg
tiep tyc ting creatinine huyét thanh khi diéu tr dai han va ¢6 xu hudng trér lai khi ngimg diéu tri.
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Trong cde nghién ciru lim sdng. 10% bénh ahlin ¢ mirc ting creatinine tir mirc ¢o bin 1om hon 30 pmol/L khi
ding thni fenofibrate va simvastatin so v 4.4% khi ding statins don trj ligu. 0,3% bénh nhén ding déng
thivi o6 Siegia ting cua creatining 1di gmmﬁmmml L.

Ngimg diéu trj trong trudmg hep mire creatifine wén 50% gidi han trén binh thuwémg. Khuyén cdo nén do
crcmini%ﬁumz thing dau didu trj va d!n.hkjr san 46.

Ti duog
thuﬁnﬁ chira lactose, cac bénh nhin c-:ivh 8¢ vé di tuyén hiém gip khu:mg dung nap galactose, thiéu hut
Lapp hodic kém hip thu glucose-galactose khong nén ding thudc nay.

sU' DUNG THUOC CHO PHY NI CO THAI VA CHO CON BU

{ inh sin: 43 quan st duge tic dung €6 boi phuc 1én kha niing mang thai & ding vit. Chua o dir ligu
lim singlén kha ning mang thai khi sir dung Lipanthy] 200M.
Mang that
Chara ¢ liéu da:, it vé vide sir dung I'cm:pﬁhatc & phu nir mang thai. Céc nghmn ciru trén d6ng vt 48 khong
cho thiybét ky tic dung gdy quai thai nio. Vi liéu dc cho ba me thi cho thiy dnh huomg 1én phdi thai. Chira
biét dé cor tiém an d0i voi con ngudi, Wi vy, chi ding Lipanihyl 200M wong thai ki mang thai sau khi
ddnh @ tromg giira Ign ich va nguy co.
Cho E%EE’ chira co dif lidu cho thiy li¢u fenofibrate vi/hoiic cic chiit chuyén héa cila né o6 bai tiét qua sira me
hay khdng. Rii ro A6 v tré bi me chua duge loas wrir.
Wi vy, khong nén diing fenofibrate khi dang cho con ba

ANH HUONG DEN KHA NANG LAI XE VA BPIEU KHIEN MAY MOC
Lipanthyl 200M khéng anh huémg hodc c6 dnh hudimg khong ddng ké 1én kha niifg i xe va diéu khién mdy méc.

TUONG TAC THUOC VA CAC TUONG TAC KHAC 3
Thubc Wdng chong dong:

Fenofibfate lam ting tac dyng cia thudc ubng chong dong vi cb thé lam ting :nglﬁ! co chity miu, Khuyén cio
gidm I§ ciia thude uong chong déng Khoafig mit phiin ba khi bit déu diéu tri vi sau d6 néu cin thi diéu chinh
liéu thep INR (ti 1§ chudn quoc té). 5

ﬂml.-a.nanu_ =

D2 ghi Wi diage ik van tratme hop suy giam chic ning thin thuin nghich ng'bn&m trong khi ding dong this
fenofibrate va cyclosporine. Chire ndng thin & Il]'lfl’llg bénh nhan nﬂ.}r cin duge gidm sat chit che va ngimg dicu trj
viri I‘%lml‘hrau |rm15 cAC tnromg Ia:;rp ch m;-' doi nghtém tmng cht 56 &1 nghiém.

"\}Iguy cl dl;u: tm.h co tiing lén néu rlhﬁl ht;rp ﬁhrair: v cic thuuc irc ché HMG-CoA reductase hoje van cac fibrate
khdc. Khi sir dung sy phoi h-;:lp niy nén thin trong va theo ddi chiit che cic diu Iu&u vé dfe tinh véi oo trén bénh
nhén (xem myc Canh bdo va thiin trong dic biét khi sir dung).

Cac Glitazone:

P ghi nhéin dwge mot so trueémg hep giam HDL-cholesterol nghich Iy co the dao ngirge khi ding dﬁng thivi
fenofibrate va cic glitazone. Vi vily khuyén cdo theo ddi HDL-cholesterol néu dimg sy két hgp trén va ngimg
dimng néu HDL-cholesterol qui thép.

Ciic enzyme Cvtochrome P430:

Ciéc nghlén ¢iru in vitro sir dyng céc tiéu thé gan nguii cho thiy ring fenofibrate va acid fenofibric khing irc ché
cie dnng phin cymchmme (CYP) P43D nhwr CYP3A4, CYP2D6, CYP2EI, hodic CYPIA2. U néng ) diéu trj
thudc ire ché yeu CYP2C19 va CYP2ZAS, va e ché mire dl;l nhg dén trung binh 1én CYP2CY9.

Bénh nhén ding phoi hop fenofibrate vi cae thudc -:.huz.rn:n h.oa qua CYP2C19, CYP2AG6 va djc bit la CYP2C9
¢6 chi sb diéu 1rj hgp nén duge theo doi cin trong vi néu cén thiéy thi kbuyén cio giam liéu cic thude nay.

TAC DUNG KHONG MONG MUON
Céc bio cio ADR thudmg gip nhat trong qud trinh diéu trj vdi fenofibrate la roi loan tiéu hoa, da day hodic rugt.

Cic the dung khong mong mubn sau ddy d quan st duge trong cdc thi nghu;m lim sang cd doi ching placebo
(gid duge) (n=2344) co tin tin s6 duge chi ra dudi day:

LR T
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Rét hiém

f

DRA trén cde | Rt phd bién | Pho bién Khong phé bién | Hiém S e
nhém hg thing =1/100, =1/1,000, =1/10,000, e Efc bia
co the z1/10 <1/10 <1/100 <1/1.000 cho riing
biét
Réi logn h¢ Giam Haemoglobin
méu vi bach Giam s6 lugng bach
huyet cau
Ribi loan h§ i
mién dich s
Rai loan h§ ;
thén Kinh e
MNghén mach {tft,r.:
mach phoi. huyét
Roi logn mach khéi tinh mach
sau)**
Céc triéu
chl'r;'lg co ning
vii thyre thé da
i oo | Vi
; bung, non,
buon ndn, tiéu
chay, diy hoi)
Téng Bénh séi mi
' énh s6i mit
£ transaminase ;
Ciic roi loan (xem faye (xemmuc cdnh | vrar, oy
gan met 2 i bdo va thin
canh bio va trong)
thiin trong) rong
R oC
Ting nhay cim R
Rii l.m ﬂa vil trﬁn da (vi dut
&d at ngira, e :
i PRI [ oy ey
dnh sing
o Réi loan cor (vi
Cic TI|:;¢EE dy: dau co, viém
fg». mao lien co, cde incon dau
Xuwong cOr v yeu ca)
o
Esﬁ: roi ':;'III% R&i loan chire
thﬁngé"l:inh san ndng ot O
Téing nong d¢ ini
Xét nghigm homocysteine sng ercallisgl Téng uré mau
mdu *** i

* Trong nghién ciru FIELD, thir nghi¢m ngau nhién ¢d ddi chimg gia duge trén 9.795 bénh nhin b dai thio
dutmg type 2, thily ting co ¥ nghia thong ké cic trudmg hop viém tuy voi cic bénh nhin dung fenofibrate so véi
cde bénh nhin ding gia dirge (0.8% so vai 0.5%, p=0.0031).

** D3 ghi nhn dugc sir gia ting ¢6 ¥ nghia thong ké vé ty 1é mic thuyén tic phoi (0.7% & nhém gid duge so

viri 1.1% & nhom dung fenofibrate; p=0.022) vé ting khong ding ké huyet khoi tinh mach s (gia duge: 1.0%
[48/4.900 bénh nhéan] so vdi fenofibrate 1.4% [67/4.895 bénh nhén]; p=0.074).

### Mire ting trung binh ndng dé homocysteine trong miu & cic bénh nhin diéu trj vai fenofibrate [4 6.5 pmol/L,
vi e6 héi phyc khi ngimg diéu trj véi fenofibrate. Nguy co ting huyét khoi tinh mach c6 the lién quan tdi sy ting
nong dé homocysteine. Y nghia lim sing cta diéu niy con chua rd ring.
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Ngodi cac sir kién di dirge bdo cdo trong cac thir nghiém lam sang, cac tac dung khing mong mulr[m sau diy da

dugre bdo cdo nr phit khi sir dong Lipanthy] 200M trong qua trinh hiiu mii. Chua uée tinh duge tan so chinh xdic

dira trén cide dit [iéu hign cd va do do duge xf:p li “EKhdng rd".

- Ciée rﬁi loan hi hjip, ngire vii trung th.ﬁt Bénh phai k&

- Ciic roi loan co, mé lién két va cic réi loan xurong: Tigu co vin,

- Cie rbi loan gan m@l vang da, bién chimg cia s6i mét (vi dy: viém tii mit, viém dudmg mdt, con dau mlg miit).

- Réi loan da v mé dwdi da: phin (mg nghiém trong & da (vd: hong ban da dang, hi chimg Stevens Johnson,
hogi tir thigng bi nhiém dic)

- Roi logn hé thin kinh: mét moi

QUA LIEU : . ;

Chi ghi nhin duge rat it cde trrdmg hop qud licu. Trong da so tnrimg hop khdng ghi nhin dugc cie rigu chimg
qud licu, : : ’ ; i

Khéng co IJ}uéc gidi dfe diic higu. Neéu nghi ngd q!.]E'L liéu thi nén dicu trj triu chimng va tién hanh cdic bién phip
hé trg khi cin. Fenofibrate khong bi logi trir khi tham tich méu,

PAC TINH DUQGC LIC HQC

Nhém dwge I¥: Cac chat lam gidm lipid hug.n.l thanh/Cholesterol va diéu chinh Triglyceride/cdc Fibrate

ATC Code: C10 AB 05 N

Fenofibrate 1a din chit eiia acid fibric, chét dwge bdo cdo 14 ¢o tdc dung lam thay doi mirc lipid & ngudi théng

qua viéc hoat hda peroxisome Proliferator Activated Receptor type o (PPARa). :

Thing qua viéec hoat héa PPAR«, fenofibrate lam ting thiy phiin lipid vi dao thai cdc tiéu phin gidu triglyceride

khoi huyél. tromg nhir hoat hoa lipoprotein lipase v giam sin xuit apoprotein C-I11. Vige hoat hoa PPAR« cling

lam tang wong hop apoprotein Al va AlL

Hiu qua khai déu néu trén dbi vai lipoprotein diin dén lim giam LDL va VLDL c6 chim apoprotein B va lim

ting HDL cé chiza apoprotein Al va AlL

Thém vio 6, thing qua vie lam thay dbi ting hop va dj hoa cde hi;rp phén cia VLDL, fenofibrate lam ting

d6 thanh thai LDL va giam LDL ty trong thip, céc chit nay thudmg 6 him lrgng cao trong cdc dang ting sinh

Ilpﬂpmtcm vira xo tal mach, mt dang roi loan thudmg gip & cie bénh nhin cd nguy co vé bénh mach vanh tim.

Trong cdc thir nghi¢m lim sang vii fenofibrate, cholesterol toan phén gidm tir 20 dén 25%, cic triglyceride tir 40

dén 55% va HDL cholesterol ting tir 10 dén 30%.

Vi cic bgnh nhin ting cholesterol mau, khi mirc cholesterol giam tir 20 den 35%, higu qua tong the vé céc gid

irj cholesterol tao nén mgt sy gidm ty 1@ cl‘m]esl:eml todn pilan so véi HDL cholesterol, LDL cholesterol so vii

HDL cholesterol, hodc Apo B so véi Apo Al tit cé nhimg diéu nay 1a ddu hidu ciia nguy co xo climg diing mach.

Co béing chimg cha ran,g didu trj véi fenofibrate ¢ thé lam gidm nguy co tim mach nhimg chwa cho thay ring

giam duge moi nguyén nhén tir vong nguyén phit hofic thir phit cua b¢nh tim mach.

Nghn&n eiru Hanh dgng Kiém soat Nguy co Tim mach trong Bénh tiéu duémg [ACCDRD} la mit nghu’.-n el

ngiu nhién c6 doi chimg gia dugc trén 5518 bgnh nhin dii thao dudmg type 2 dleu trj vdi fenofibrate ¢ bb sung

thém simvastatin. Biéu trj vi fenofibrate €6 thém simvastatin dd khong cho ﬂm}' bit ki déu higu khic bigt ndo

ding ké so véi simvastatin don trj li¢u trong két qud tong hop vé nhoi mau co tim khong gy nir vong, dt quy

khéng gly tir vong, vi tir vong do tim mach (ty so nguy co [HR] 0,92, 95% C1 0,79-1,08; p=0,32; gidm nguy co

tuyét doi: 0,74%). Trong phin nhém 48 xéc dinh truwde cia cac bénh nhin bj ml logn lipid méiu, duge dinh nghia

& d6i tgng ¢6 phén thfp nhit 1a HDL-C (<34 mg/dl hojic 0,88 mmol/L) vi phin cao nhit 13 TG (=204 mg/d]

hofc 2,3 mmol/L) & ngudmg co ban, diéu lrlvm fenofibrate c6 kém simvastatin cho thity giam twong déi la 31%

50 viri simvastatin dom trj I:u;!u cho két qua tong hgp ban diu 1a (ty ) nguy co [HR] 0,69; 95% C1 0,49-0,97;

p=0,03; gidm nguy co tuyét d6i: 4,959).

S6 ligu phin tich cia phén nhém duge xde dinh trude ¢ chi ra sy tic djng dmu trj theo gidi (p=0,01) clu ra ring

sir ket hopdmu trj miy dem lai lgi ich trén nam gidi (p=0,037) nlnmg trong két lufin ban dhu nguy co tiém fin cao

hon & ni gidn khi duge didu trj phm hop so vai simvastatin dom trj ].I\':l.l (p=0,069). Diéu nay dii Khong quan sdt

dtrqm v cde bénh nhin i loan lipid mau & cdc phin nhom noi trén cia  nhung ciing khing co bﬂng chimg ro

tang vé lgri ich v nhimg phu nit bj réi loan lipid mdu duge diéu tri phéi hep giira fenofibrate vi simvastatin, va
' khéng thé loai bé tac hai co thé c6 vdi pha.n nhom nay.

Nghién cia ACCORD eiing cho thdy viée phdi hgp Fenofibrate vai simvastatin gum ty 1§ tién trién hﬁnh ving

mac ddi thio duémg 36,3% (6,5% so vai 10,2%, p=0,006); giam dam niéu dai thé 14.6% (10,5% so vai 12,3%,

p=0,03); giam dam ni¢u vi thé 8.1% (38,2% so vai 41,6%, p=0,01) so vai ligu phép chi diing simvastatin
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Ciic két qué cila nghién ciru can thigp chimg vira xo do tiéu duéng (DAIS) eho thiy ring fenofibrate lam giam
déng ké sir tién trién cia xo vira déng mach chinh & nhimg bénh nhin méc bénh ticu dwdmg type 2 va ting
lipoprotein méu. DAIS 1 nghién ciru mil ddi, ngdu nhién, ¢6 doi chieu gia duge irén 418 bénh nhin dii thio
dudmg type 2 vA ting lipoprotein méu (total cholesterol trung binh 13 5.57 mmol/L, cée triglyceride 2.54 mmol/L,
LDL cholesterol 3.37 mmol/L, HDL cholesterol 1.03 mmol/L). Bidu tri véi fenofibrate trung binh 38 thing cho
thily gidm ding ké sy tién trién cia ton thuong dgng mach vanh véi tiéu chi dénh gid chyp dinh lrgng dong mach
vanh la 40%. .

Sy ling can cholesterol ngodi thinh mach (gin va sinh u vang) c6 thé duge giam ding ké hodic thim tri logi bo
hodn todn trong qua trinh diéu trj vai fenofibrate. ; ] .
Céc bénh nhén bj ting fibrinogen duge diéu trj viri fenofibrate cho thiy giam ding kn:é chi s0 nay, va ting chi 5o
Lp(a). Cac chit thé hign cho qua tinh viém nhu C Reactive Protein ciing giam khi dieu trj vdi fenofibrate.

Anh hwéng cia uricosuric lén fenofibrate déin dén giam nong dé acid uric khodng 25% déy 14 lgi ich thém vio
cho cdc bénh nhin bj réi loan lipid mau cd ting uric méu, )

Fenofibrate i duge chimg minh 1 ¢6 tic dung chong két tip ti¢u cau & dong vit va trong mot nghién ciru lim
sang 44 cho thiy vige giam két tp tiéu cdu gay ra boi ADP, acid arachidonic va epinephrine.

B.}C TINH DuQc B'I.:}NG HOC
Hip thu:

Néng dd t6i da trong huyét trong (Cmax) dat drgc trong vong 4 dén 5 gids sau khi uong. Nong dj trong huyi
tuong 6n dinh trong suot qua trinh diéu trj lién mic & mei cd thé.

Fenofibrate ting hap thu khi ung trong bira in.

Acid Fenofibric giin manh vdi albumin huyét twong (trén 99%).

Chuyén héa va thai tar: :

Sau khi udng, fenofibrate nhanh chong b thiiy phn boi céc esterase thinh chét chuyén héa hoat déng 14 acid
fenofibric.

Khing phat hién dirge fenofibrate nguyén dgng trong huyét nrong. Fenofibrate khing phai la chiit nén ciia
CYP3A4. Khng bj chuyén héa & microsome gan.

Thuoe duge thai rir chi yeu qua nurée tiéu. Thuoe dwge thai tnir hoan toan rong vong 6 ngay. Fenofibrate durgc
thii trir ¢hii yéu & dang acid fenofibric vi glucurono-conjugate.

Vi cic bénh nhén cao tudi, 6 thanh thii huyét twong véi acid fenofibric khong déi. s

Ciic nghién cim dirge dgng hoe sau khi udng liéu don hodic dieu trj dai ngiy di cho thiy thube khéng tich 1y.
Acid fenofibric khdng bj loai trir khi thim tich méu.

Théi gian bén thai trong huyét twong ciia acid fenofibric 13 khoang 20 gid.

QUY CACH PONG GOI

Hégp 2 vi x 15 vién nang hofic hop 3 vix 10 vién nang.

PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUATHUOC

Pidu kign bio quin djc bift: Bio quin thude trong bao bi gbc, dé tranh dm. Bao quén dudi 30°C
Han diing: 36 thing k& tr ngdy sin xuét

Khéng ding thudc qui han sir dyung ghi rd trén bao bi

Tiéu chudn chit lrgmg: Tiéu chuin co si

NHA SAN XUAT:

Cor o san xuit: RECIPHARM FONTAINE
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