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" MIBEFEN 300

Vién nang cimg
Thuédc nay chi dimg theo don thube.
Pé xa thm tay tré em.
Poc ky hwing din sir dyng trirére khi diing.

THANH PHAN CONG THUC THUOC

- ‘Thinh phin duye chilt: Fenofibrat 300 mp.

- Thinh phin t4 deye: Tinh bit tién gelatin héa, povidon K90, crospovidon,
natri lanryl sulfar, natri docusat, magnesi stearat, vo nang s 0 (thin nang miu
triing - nip nang miu cam).
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CHIBINH
Vién nang cimg MIBEFEN 300 dugc chi dinh nhir mot bign plap hé tro cho
chié 40 an vi cic bién phip khong ding thude khac (tp thé duc, gidm cin)
trong cac truimg hop:

- Ting triglycerid huyét nghiém trong, kém hojic khdng kém vii nong dd HDL-
cholesterol thip.

- Tang lipid huyét hén hop trong truimg hop ching chi dinh hodc khong dung
napnhém statin.

- Tang lipid huyét hdn bop & bésh nbin c6 nguy co bénh tim mach cao. Phoi
hop voi mét thudc nhom statin khi tnghycerid va HDL~cholesterol chua duge
ki€m sodt tot.

LIEU DUNG, CACHDUNG
Céie ché 45 in uéng bit diu tnde khi dimg thude nén dirge tifp e, Bip img
viéri didu tri nén dirge theo d5i thang qua dinh lugng céc tr sb lipid trong buyét
thanh. Néu sau viii thing (khodng 3 thing) viin chua dat duge dip img ddy da
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Libu ding

Licukhuyén cdo: | vién/ngay.

Liéu ditng dmtsd adi negmg lim sing dc bir:

Binh nhdn cao tudi (2 65 mdi): Khimg cin didu chinh lidu. Khuyén cio dimg
Jidu thng thirmg, trir khi chire nfng thin bi suy gram v 46 loc ciu thin woc
tinh (eGFR) < 60 mi/phitt/1, 73 m’

- Bénhnhdn suy thin:

+ Béoh nhin suy thin nng (¢GFR < 30 ml/pbit/1, 73 m'y Khéng nén dimg
fenofibrat,

+ NéueGFR 30 - 59 ml/phit/],73 m’; Litn fenofibrat khing nén qué 100 mg
dang chithn hoge 67 mg dang vi hat mdi niry.

+  Néu trong qua trinh theo dbi, chi sb eGFR gidm lign tue <30 mUphit/1,73 m*
Nén ngimg sir dung fenofibeat,
Bk mhdn suy pan: Khing khuyén cio sir dung fenofibrat cho binh nldn suy
gan do thidu dis liéu.,

< Ireem (< I8 tudi): Tinh an todn vi hi¢u qué clia fenofibrat & tré em vi thanh
thidu nién dudi 18 tudi chua duroe thidt 1ip. Do 48, khéng khuyén cio dimg
fenofibrat o 801 hegng nay.

Citl‘atng
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- Néu bénh nhin quén mat Lin ding thude, udng liéu ke tiép ciing voi bim fn
tidp. Sau do udng liéu ticp theo nhurthirimg 1&. Khng ndng libu gip di dé b
choli¢u dd quén.

- Khangcdyéu chudjc bidt vé xirly thude saukhi sirdung.

- Khéng nén virt b thuie vie ninde thii hay e sinh hoat, Hoi ¥ kién duoc si
ciich bé thube khing sit dyng nia. Nhimg buén phap nay s2 giop bao vi mii
mrimp.

CHONG CHI DINH

- Quitdn vii fenofibrat hoge hit ki thanh phin ndo cin thude.

- Suy gan (bao ghm xor gan miit khdng hi phye, chire ning gan bit ihatmg kéo
d4i vakhdng rd nguryén nhén).

- Bénhuiimit

- Suythiin ning (¢GFR < 30 mbiphat/1,73 m’).
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vin fenofibrat hodc keloprofen.

- Viém tuy cip hoge man tinh (ngoqi trirviém ty cp do ting triglycerid buyét
nghiém trong)

- Philihop v rosuvastatin A0 mg.

CANH BAO VA THAN TRONG KHI DUNG THUGC

- Cde nguyén nhdn thii phit gy tdng Upid bt Nguyén nhin thir phit gly

tamg lipid huyét nhir 42 thio duwimg typ 2 khémg kidm sodt, suy gidp, hoi
chimg thén b, rbi logn protein huyit, béoh gan tic nghén, diéu ti bing thude
husic nghién nrgu nén dwge didu tr dy & trude khi dimg fenofibrat. Nguyén
nhiin this phat gy ting cholesterol huy& lién quan dén diéu trj bang thube da
it nhur thudc 1t tiew, thuie chen beta, estrogen, progestogen, thudc trinh
thai diimg ubng kit hop, thude tre ché mifn dich va thude irc ché protease.
Trong nhimg tririme hop ndy, cdn xdc dinh ting lipid huyé 1 i phit hay thi
phit (e thé dinh lirgng caicrrj 6 lipid gy ma bi caetic nhin didu tri ndy).

- Chike ndng gam: Gidng nhur cic thude e hipid huyét khie, ting nong 48
transaminase A4 duwgc béo cio o mij sb bénhnhin. Dasb cdc tnuimg hop, tinh
trang ndy thodng qua, nhe vakbéng irigu chimg. Khuyéa cio theo ddindng 45
transaminase moi 3 thang troag sudt 12 thang ddu diéw trj va kiém tra dinh ky
s3u 86, Clin chu y himpg bénh nhén ting néng 46 transaminase vi npmg didn
i méu ndng 43 AST (SGOT) vi ALT (SGPT) tang cao hon 3 lin muic binh
thibmg ciba gidi han trén. Khi 6 cie déu higa cia bénh viém gan xiy ra (ving
da, mpim), v chin dodin thrpe wie nbgn thing qua cic xet nghiém, nén ngumg
i brj veri femofibrae.

- Tuyédn y: Vigm tyy & dige bio cio & béah nhin diing fenofibrat (xem thém
phdn “CHONG CHI DINH" & *TAC DUNG KHONG MONG MUON CUA
THLOC ). Bién o6 ndy co thé 1 két qud dids trj thit bai & nhimg binh nhin
ting trighycerid huyét njng, 13 mdt thc dung ryr tiép cin thude, hoge 14 mét
hign tunpng thir phit qua viéc hinh thinh s cgn Eing trong duimg m3t kim tic
nghen dagmjt.

- Co Djetinh trén co, bao phm cac truimg hop higm gip o tiéu oo viin kém
hodc khdng kém suy thin d& tiroc bio céo kiu diing e3¢ fibrat v chc thude ha
lipid huryés khac, T4 1 mic phai rdi loan niy ting lén trong tnatmg hop hg
albumin buyét va suy gidm chirc niog thin tir trde.

Bénh nhin ¢6 nguy co mie bénh vé eo viv hode Héu ca viin, bao gdm nhimg
biézh nhin trén 70 tubi, tidn si ban thin bojc gia dinh mic chimg rdi loan codi
truyén, suy thin, sy gitp va nghién neou, o6 thé ting nguy e e co vin tign
trién. C¥nhimp déi tugmg nay, nén cin nhic k¥ gitm cac kot ich vanguy <o cia
vigc dibutri vin fenofibet,

Tinh trgng nhilm dic conén dugc nghi ngd & nhimg bénh nhin co bica hign
dau oo lan t62, viém oo, chudl rifl vi yéu coval hojc ¢ thng chi si CPK (ndng
46 ca0 qud 5 lan so vér mirc binh thiimg céa gifi hen tén}. Trong nhimg
tneimg hop niy nénngum g sie dyng fenofibrat

Nguy e nhiém dic co ¢6 thé ting khi dimg ddag thai vai cac thube nhom
fibrat khie hodie thu b ine ché HMG-CoA reductase, & bift trong trurimg hop
ctidn sirbénh v . Do da, phéi bop thude nén dinh rigng che cic binh nhi
Bi ol Toan Lipid huyét ndng kem nguy cor tim mach cao mA khdng cd ticn sir
bk vil oo, vacain theo di chit ch khia ning nhidm & oo

= Chiic ndng thin: MIBEFEN 300 chdag chi dinh trong trinimg hop suy thiin
ndig vh nén dupe dimg thin tromg & nhimg bénh nhin say thin nhe 1 wung
binh. Nén didy chinh lifu & nhitng bénh nhidn c0 36 loe cu than wéc tink
(eGFR) 30— 59 mliphie/| 73 m’

Tiing creatinin huyét thanh & bdi phuc & dwox bio cao ¢ bénh nhin dom o
Tidu win fenofibrat hode phii hop v cic statin, Tang creatinin huyés thanh
thutmy bn dinh then thin gian vi o0 xu hisomg trs vé mie binh thirfmg khi
lmﬁénﬁ.khﬁngcéﬁnlmmwﬂuininhu}ﬁmﬁgm
Vang khi du tri di han.

Trong checthirnghiim lm sang, 10%bénh nhin didw tr phdi hop fenofibrat va
simvaszatin v 4 4% bink nhin don tr liéu vt siatin oo mic tog creatinin
nhidn hem 30 pmol/L so vin mirc bink thetmg. 0.3% bénh nhin dang &eéu 1
phaéi hop thng creatimin lidn quan &én lim sang voi g i dinh hrong > 200
pmoll.,

Nén ngung diu tn khi néng 0 creatinin ¢ao hon 50% miro binh thulmg cla
& hant trén. Nen dinh hromg ndng &5 creatinin trong 3 thang by sau khi bt
i did tr vi dinh by san dé.

SU7 DING CHO PHY NT MANG THAI VA CHOCON BU

Phy ni manmg thai
Khng of il lidu dy 30 v¢ vigc sir dung fenofibrat & phy nir mang thai. Cio
nghién ciru trén dbag vit khong che thiy bie ke v dang ply qui thai nio
Tac dyng giy nhidm dée phdi thai di droe quan sit thiy & cic lig rong pham
vi gy dbe cho mg, Khi nang gy die rin nguin chum rd. Do do, chi ding
fenofibrat trong thin ki mang thai s khi déob gid can than lo ich vanguy ¢o.

Phynikchocon bi
Khang 1 fenofilwat vi cic chit chuyén hoa cb bai Il vao sim ngunt hay
khng. Nguy co ddi vos tré ba nig kbing thé boai trir. Vi vily, khéng nén ding
fenofibeai troug théx ky chocoo bl

An HUONG COA THUOC LEN KHA NANG LATXE, VAN IANH MAY MOC
Fenofibrnt khéng énh htmg hode nh buimg kbéng dang ké dém ki nisg |1
e vim bnh miy mée,

TUONG TAC, TUONG KY CUATHUOC

Tuongticcis

- Ramnvasarin 46 mg- Ting ngay cu iy oo (phy thude vae licu). Chéog chi
.:;:rﬁhqp. (xem thiam phim " CHONG CHIDING ™)

- the civd MK "o reatuctase v cade fibat khae: Ngiy co nhifm 43¢ eo
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reductase hofic cic fbrat khic. Cin thin trong khi phdi hop thude va bénh
nhén cin duge theo ddi chit che che diu hidu nhidm déc ca.

Ezetimib: Tingnguy cosoi mjtdo ting bai tiét cholestrerol quamat.

Thude chéng ddng méu dwmg udng: Fmﬁmmmgmmmuua:
chiing ddng mau duimg uong vi o thé Em ting nguy co chiy mau. K.Imym
conén gidm lidu thube chéng dng duimg udng khodng 1/3 khi bit din diéu
tri vé chinh liga tir tir néu cin thiét, duatheo vige theo dii chi s6 INR,
Cyelosporin: Suy giam chirc sing thin pghiém trong c6 hoi phye & dige bio
cio kiu ding dong thén fenofibrat vi cyclosporin, Cin theo dii cht ché chire
ning thin va ngumg didu trj véi fenofibrat trong mrimg hop céc chi <6 xét
nghi¢mthay ddi nghiém trong.
Glitazon: Mt vii tnrd giim HDL~cholesterol ¢ hii phue i dirge bio
mmwmmgmmmgm Do d6, cin theo ddi HDL-
cholesterol khllﬂiﬁbqlhﬁﬂmmolhmghmlhmmmdv
HDI.-cholesterol qud thip.

Enzym cytochrm P450. Ca hign cir ¥ gan g chi
ra ring rmoﬁhunudwuwngecddmodm (CYP) P450
CYP3A4, CYP2DS, CYP2EI hode CYPIA2, ire ché yéu CYP2CI9 va
cm&;m&m&mmman&wﬁa&m_

Bénh nhin ding dbng thin fenofibrat vin ﬂcﬂmnr.dluyminsqn
CYPC19, cmmﬂduwncmmwmmmwmup‘mm
iheo dd cin thén va chinh litu néu cinthiét

Tuong ky cia thubc

Do khing ¢t cac nghién cina vé tinh tuemg ky cita thudc, khéng trjn 1in thude
néy v cac thubckhic.

TACDING KHONG MONG MUON CUATHUOC

Tic dung khing mong mudn thutmg gip nhit duge bio co trong qud trinh

diu tri vé fenofibrat 1 roi bogn tiéw hoa, da diy, rudt.

Cic tie dyng khiing mong mudn duge phin nhom theo tin suft it thirimg

£8p (ADR > 1/10), thrimg gp (1/100SADR < 1/10), it gap(1/1.000 <ADR <

1100), hiém Fp(me 000 <ADR <1/1.000), rithiém gip (ADR < 1/10.000)
h diroe tir dit lidu sin co).

memm& Gumbﬂqmmﬂnmﬂw

H¢ midn dich: Quamdn (hiém gip).

Théin kinsh: Dan &u (it g3p).

Mach mdu: Nghén mach huyét khéi (tic mach phéi, huyét khdi tinh mach siu)

litgp).

Hei hdp: Vigm phii k& (khimg rd thn sudt)

Theu hiw; Cée widy chimg va diu higu & da dy - rudh, bao gdm dau bung,

budin nén, nén, tidw chiy va diy hoi (thuimg gip). Yiem tuy (it gip).

Gan, mdt; Tang transaminase (thuemg g3p). 56 mat (it g4p). Viem gan (hiém

). Ving da, bids chimig 01 mt nhir vidm tii mis, vidm duomg din mit, dag

do s min (khéng i tin sudr)

D, md dhiect da- Qué mén & da (phit ban, mé day, ngim) (it gip). Rung tée,

phimn img nhay cim vai dnh sing (hiém pap). Cée phin img da nghiém trong

nhur hbng ban da dang. s chimg Steven-Johnsons, bii chimg hoai i da

nhidm dic (kidng rd tin sudt).

Co, xuwmyg va mo lién két: Drau oo, vigm oo, yéu o, chudt rit (it g3p). Tiéu oo

(khémg, 7o tn suat).

Sin san: Rii Ingn chire nang sinh due (it gap).

Mrmmuammhgmﬂnm

Xét nghigm: Nbng d3 homocysiein mzm tiing (thitmg gp) Ting

mm}ménmwh(uppnthuy lhﬁnm),

Huwimg din xit tri tic dung khdng mong mudn:

Ngung thudc vi lién hé vin bac s ngay lp lirc néu gip phai bat ky Lic dung

khong mong mudn nighiém trong ndo sau diy, bénh nhin 60 thé cin phii dicu

tri y té khin cdp: chude nithoge dav cor, mém corhoge yéu cor (e thé 1 ddu hign

il vidm eo hode tidn co, b thé piy t5n throng thin hoge thim chi i vong),

dau bung (06 thé 1 dbu hidu cia vidm tay), dau ngire vé sam gide kh thi (6d

thé 14 cae cu hidu ngh@n mach phi), dau, 86 hode sung hai chidn (6 thé 14 ci

dmhwmhy&kh&hﬂmﬂmkphnmsdlm[mdmhwwlh

bao glm sung mit, moi, hudi hode o hong, <6 thé gy kiid tho), vang da va

ving mit (bénh vang da), hode ting enrvm gan (¢o thé I e dhu higu cia

vitm gan)y; ban da nghifm trong (46, trde vity, sumge vi nhin gidng nhar b bang

ngng); cdc binh 1y vé phii kéo dii.

QUALIEU VACACH XU TRI
Trigu chimg

Chieonbangmgh@ﬂ In-!.-n teunﬁhmnénglem;hi nldn, Trong
ﬂlln i i chimg *hhduwl*uﬂn

Cach wirtri

Khong cb thude i doe dde hida. Néu oghi ngi qua tidu, didu iri trigu chimg
v thue hién cac bign phip b tr thich hop néu cin. Thiam phin mau khing
i bo dug: Fenofibrat ra khoi co thé.

DAC TINH DUGC LYC HOC
Phiin logi duyely: Thude halipid huyé (nhim fibr),
MAATC: CIDABOS,

Cochi ticdyng
- Fenafibrat I mé¢ din chvh cita acid fibwic co bic dung ha Bipid miau ¢ ngubi.

mmmmw&mmwmwmmm
(i Profiferator A dR alpha), lam ting qua trinh phin
mhmdﬂmumm&uﬁamwmmmwwm
trong buvét tromg bing cach hoat hoa lipoprotein lipase vi gidm qui trinh
témg hgp apoprotein C-111 Kich hoat PPARa cing o thé lim ting tdag hop
cac apoprotein A-1vaA-11

- Cietic dyng niy ciia fenofibeat trén lipoprotein din (i 1Am giam ty 1€ VLDL

v LDL chira apoprotein B vi ting ty 1 HDL chim apoprotein A<l vi A-IL

Negodi ra, bing cich tic dong dén qua trinh Ong bop va & hoa VLDL,

fesofibeat ki ting thank thi LDL v3 giam ndog &3 LDL nhé, djm 43¢ (nong
&) ting cao irbénh nhin conguy cobénh mach vanh),

- Trong cic this nghiém Lim sing vai fenofibrar, thudc c6thé lam giam néng dip

cholesterol todn phin tromg mau 20 — 295, pidm triglycerid ir 40 - 50% va
ting HDL-chalesterol 10 - 30%. Bénh nhdn tang cholesteral huyér, ndng dd
LIDE~cholesterol gifm 20 —35%, G dyng todn b trén cholestercl la lim giam
Ii’iidw:lmunlm LDL-cHDL-< hogc Apo BiApo A-l

- Co bing chiimg cho thay viéc didu trj voi cic fibrat o6 thé gidm nguy comic
ﬁu&ﬁmlmmmmm,ﬁmlmgnwummg

5 Nyngdmgnhlmmlngﬂlm{uhﬂuvhglhéw)wrhémum

én ki didu trj i fenofibrar.

- Bumwn&gﬂﬁwanhwﬁbmmfmﬁbmimﬁydu
st nidy gidem dAng ke, tromg tir vii nb i candag 8 Lp(a) cao. Cac yéu
gy vigm nhu CRP giam ki dicu try voa fenofibrat.

- Fenofibrat kim ting dao thii acid uric qua mrc tidu 1im gidm ndng 4§ acid
wric khodng 25%, diy 14 |gi ich ba sung véri nhimg bénh nhén i lagn lipid
buyét kém ting wric huyés.

- Fenafibrat dwpe chimg minh o8 the dung kit t3p tidu chu & dong vt vd
trEnmt nghién cim [Am sang (Hm gidm tidu cu do ADP, acid arachidonic vi
epsnephrin).

BAC TINH DUGC BONG HOC

- Hilp thn: Néng d dinh trong haryét nrong (C,, ) dat duoe trong ving 4 - 5 gio
san khi ndng. Nong dé thubic trong buyét teom dm dinh rongz sude qui trinh
didutri. Hipthu fenofihratting khi ding chumg véri thirc &n.

- Phiin bi: Acid fenofibric lién két manh vén albumin huyd romg (>99%).

- Chayén héa: Sau khi udng, fenofibrat nhanh chong bi thuy phin b cic
esterase thanh acid fenofibine, ki chil chuyén hoa co host tinh. Khoag tim thiy
fenofibrat trong buyét twomg dudi dang khoag chuyén héa, Fenofibrat khdag
phii 1 cor chiit ein CYP 3A4 v khang lign quan dén cdc chuydn héa qua
micresam & gan

- Thii trir: Thude dirge thii wrirchiryfu quaninse tide Thude dirge thii i gin
niher hodm 10dn san 6 ngiy. Fenofibrat dupe dio thii chi yéu duti dang seid
fenofibne va dang lién hop ghacuronid. O bénh nbdn cao wdi, &5 thanh i
huyét heomg fodn phdn bigw kién cia acid fenofibric khong thay 8di. Cac
nghién cir d9ag hioe khi @éu tri héu dom v diéw tri fién tee chimg minh thude
khang tich Ky trong <o the. Acid feaofibnc khdng bi (021 bo qud qud trinh
thim phiin mis Thiri ginn bin thii cia acid fenofibric trong huyd neemg
khadng 20 gifr

OUY CACH BONG GO
Hép 03 vix 10vién nang cumg. Vi bam Al - PV trong.

Hip 10vix 10vién nang cimg. Vi bkim Al - PVC trong.

BIEL KIEN BADQUAN

Neri khd, durri 30°C Trdnh fnh séng

HANDUNG
36 thimg (ke tu ngy san xuat),

THUCHUAN CHAT LUQNG

Tiéeu chusin car scr.

(HASAN

Cor sir san xult
CONG TY TNHH LIEN DOANH HASAN - DERMAPHARM
L& B, Drrimg 54 2, KON Didng An, Binh Héa, Thuds An, Bink Dz, Viet Nass




