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TOHTIONc nAN srlogNcTHUOc
Vi6n n6n LIIAPYL 200

CE rnr6"o,lr,t"ooo.

cd pnAr,r

S.P.M

WAn nCn LITAPYL 200

I. Thtnh phin:
tvtSi vien n6n c6 chrla:

Fenofibrat...... 
... 200 mg

T6 dugc vua dt..............:................... ....... I vi6n nCn.
(Avicel Ml0l' tinh u6t bip, primellose, IIPMC 606, *tri luu.yi rriiul'ragnesi steara! aerosil).

2. C{c ilfc tlnh duqc tf:
Cdc tt(c tlnh drgc lyc hgc:
MdATC: CI|AB0S
Fenofibrat ln mOt d6n xudt cria acid fibric, ch6t c6 t6c dgng didu hda lipid <tn dugc b6o c6o d ngudi dugc thgc hiQn th6ng qua

sy hogt h6a Peroxisome Proliferator Activated Receptor loai Jpna epanll.
. Th6ng qua sg ho4t h6a PPARu, fenofibrat tang phan giei tipla ,a *,ai trt .1"f1!n tu gidu triglycerid tich tu tt huyiit hrongbrng host h6a lipoprotein lipase vd giim san sinh apoprotei, citt. Sp hont rrou ppair .oiil;;";Ay;ilg t6ng hqp apoproteinsAI vd AII.

CLc t6c dgng dugc n€u d tr€n cta fenofibrat trcn c6c lipoprotein din c6n ginm fi lQ lipoprotein ti trqng thdp vi r5t ttr6p(VL!! and LDL) chrla apoprotein B vd ting ti lQ lipoproteinti trqng cao 6tdt y chrtaapopiotein et vi,{1.
^,^ 11.:-ll1j.1'^$0ng.1ua.!i6u 

hda t6ng hqp vd dih6a cria vl-ot , fenohuratiang ttrantLttai LDL vd giim LDL ti treng th{p,
c6c mfc ndy tlng theo ki€u lipoprotein tich tp, mQt r6i loan ptrO tl6n d c6c bQnh nh6n c6 nguy co bQnh ti-m mactr.

Trong c6c thri nghiQm l6m sAng vdi fenofibrat, cholesterol totui ph6n ginm 20 - 25o/o, tigiyceid gidm 40 - 55% vd HDL
cholesterol tllng l0 - 30%.

. A 
96c 

bQnh nh6n tiing cholesterol fruy61, khi muc LDL cholesterol tlugc gir1rn 20 - 35yobt6c dung tiing thr! E€n cholesterol
tlua <l€ngidm ti lQ cholesterol toAn phAn tl6n HDL cholesterol, LDL cholesterol diSn HDL cholestero-1, ho[c Apo B tliSn Apo AI,
tAt cn dilu ndy li chi thi cria nguy co tich tp.

Boi vl t6c d[ng d.turg k6 cria thu6c tren LDL cholesterol vi c6c triglycerid, <IiAu tri b6ng fenofibrat c6 lgi d c6c bgnh nh6n
ttrng cholesterol huy6t c6 hofc kh6ng c6 ttrng triglycerid huy6t, bao go-m ting lipoprotei, r,""y6iit,i ptrn *, uelrr tid, cro,g
tuyp2.

HiQn thdi, khdng c6 c6c kiit qud trong c6c thri nghiQm l6m sdng tlugc kiiim sodt ddi han cO sin O6 cho th6y hiQu qud c0a
fenofibrat trong viQc ngln ngta ti6n ph6t vi tht? ph6t c6c biiin chimg cta xo wa dQng mach.

SU tlch tU cta.cholesterol o ngoii mqch (u ving d gin vd c6 n6t) c6 th6 dugc giim 16 ho{c th$m chi dugc lo4i b6 hodn todn
trong qu6 trinh didu tri bAng fenofibrat.

C6c bQnh nhdn t[r]g mtc fibrinogen tlugc <li€u tribang fenofibrat cho th6y giam tl6ng k6 c6c th6ng s6 niy, do ciic mfc Lp
tlng. Cic ctrAt tantr d6u vi€m kh6c nhu C Reactive Protein duqc giam Uine viei di€u trilang fenofibiat.

T6c d.1rng tr6n uric niQu cta fenofibrat Oin Clin giim ndng d0 acid uric x6p xi 25o/o la lqi ich cQng th€m d c6c bQnh nhiin cao
lipid huy6t c6 uric huytit cao.

Fenofibratchoth6y c6 t6c dutlg ch6ng k6t gp ti6u cAu d rtQng vft vi trong c6c nghi€n cuu ldm sing, didu nny thti hiQn sg
giim k6t t$p ti€u cdu tlugc thric <l6y boi ADP, acid arachidonic vd epinephrin.

C6.bang chung r[ng vi€c tli0u tri blng c6c fibrat cd th6.lem ginm c6i v6n AE vd bQnh tim mpch nhung chring kh6ng cho th6y
giam t6t ci c6c nguy€n nhdn tri vong trong ngln ngira so c6p vi thrl c6p bQnh tim mpch.

Hnnh tlQng <l€ ki€m so6t nguy co tim m4ch d bQnh nhdn tl6i th6o dudng trong tht nghi$m ACCORD lipid ld mQt nghi€n crlu
ngiu nhi€n c6 ki6m soet vdi gii dugc d 5518 b€nh nh6n bi tl6i th6o tludng tuyp 2 duqc diAu tri b6ng fenofrbrat vi thdm vdi
simvastatin. EiAu tri bEng fenofibrat vdi simvastatin khdng cho th6y bdt ki sU khic nhau ding kti nAo dugc so s6nh v0i
simvastatin tlon tri liQu trong k6t qui ki5t hqp ban <IAu trong nh6i m6u co tim kh6ng tu vong, dQt quy kh6ng tti vong, vi tu vong
do tim mpch (ti lQ nguy co [HR] 0,92:95%o CI 0,79-1,08, p= 0,32; giqm nCgy co tuyQt ddi:0,74o/o). Trong mQt nh6m nh6 dugc
x6c dinh trudc d benh nhdn bi tiing lipid m6u, duqc x6c ttinh nh6m thip nh6t v€ HDL-C (534 mg/dl ho[c 0,88 mmol/l)rd nh6m
cao nhdt vE fC 1>ZO+ mg/dl ho{c 2,3 mmot/l) d mfc binh thudn& tli6u tri bang fenofibrat cQng vdi simvastatin cho th6y giim
khoang 3l% so v6i don tri liQu bang simvastatin trong k6t qui ki6t hgp ban dAu (ti l0 nguy co [HR] 0,69; 95o/oC!0,49-0,97,p:
0,03; gi6m nguy co tuyQt d6i: l,gSVo). Ph6n tich nh6m nh6 <tugc x6c dinh trudc kh6c, tl6 x6c dinh tuong t6c <li6u tri boi gidi tinh

d6ng [6 rA mlitt 5ng te (p: 0,01) cho th6y lqi ich diAu tri ti6m tAng cta didu tri k6t hqp o nam gidi (p=0,037) nhung tidm dn

nguy co cao hon vd [6t qui ban dAu d nt gioi duqc di6u tri k6t hqp dugc so s6nh vdi don tri liQu bdng simvastatin (p=0,069).

Di6u niy kh6ng dugc quan sdt d c6c nh6m nh6 bQnh nhdn <16 n6i d tren bi tlng lipid mriu nhrmg kh6ng c6tlng chrlng rd ring v€

lqi ich d phu nU ti tang lipid m6u dugc didu tri b[ng fenofibrat cQng vdi simvastatin, vd t6c dgng c6 hai titiim ting d nh6m nhd

ndy kh6ng th€ dugc lopi tru.

Cdg il(c tln! drgc ilQng hgc:
H6o thu: Ndng A'O t5i Ci trone huy6t tuong (C,j xiy ra trong 4 - 5 gid sau khi u6ng thu5c. Ndng ttQ trong huy6t tuong 0n

dinh trong su6t qu6 trinh diAu tri d b6t cf bQnh nhdn ndo.-'"'"Sfiffi,1.u" 
il"onuru, tang khi dirng vdi thtlc [n. \ I

Phan b6: Acid fenofibric li€n k6t manh vdi albumin huyiit tuong (hon 99%). V
Thdi gian b6n thAi trong huy6t ffong: thdi gian btui thii trong-huy6t tusng cria acid fenofibric khoang 20 gid-

Chuv6n h6a v.d thdi tru: Fenofibrat dzurg ktrOng Uii6n <lOi cO th',i euqc tim t-hAy trong huyi5t tusng ctng vdi chAt chuyiin h6a
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chinh ld acid fenofibric. Thu6c dugc bdi tiiit cht y6u qua nudc ti6u. Thuc
dugc bdi tiist chri y6u d dnng acid fenofibric ,a fien tei gfuc*o;td.'d;;
todn ctia acid fenofibric chua tlugc x6c dinh r0.

t6 tdt ca thuiSc tlugc
tu6i,

thai trt
bQnh nhdn cao thanh thai

, --. !|!:*ifn c$ j0nq lq. YY khidirng lidu don vi di6u tri ti6p tuc cho th6y rang thui5c kh6ng tich
dugc thai tnr blng tluCmg thdm ph6n m6u.

3. Chi ilinh:

_ Litapyl 200 mg dugc chi dinh h6 trg cho ch6 CO an ki€ng vi di6u fii khong dtrng thu6c kh6c (vi ds: 14p
nhu sau:

- Eidu trititng rriglycerid m6u n[ng c6 ho{c kh0ng c6 HDL cholesterol th6p.
- TIng lipid m6u h6n hqp khi statin bich6ng chi rtinh hoflc kh6ng dung 4i.
- T6ng lipid m6u h6n hqp.orrhrng bQnh nhin c6 nguy co tim ma;h cao c6ng vdi mQt statin khi rriglycerid vd HDL

cholesterol kh6ng <Iugc ki6m so6t dri.

4. Li6u luqng vi c{ch dirng:

gAnlhgo-dgi <tap rrng vdi diAu tribang cdch x6c <linh gi6 tri lipid huy6t thanh. N6u khong d3t dugc rl6p rtng ddu di sau vdi
th6ng(vl dp 3 thdng), ncn xem xdt c6c bi€n ph6p tri liQu b0 iung trorc uien ph6p kh6c.

L.,i6u dtne
Ngudi lon:
Li6u ban ddu <lugc khuy6n c6o ld I vi€n 200 mg fenofibrar tluqc drlng mQt 6n/ngdy.
O,uan tn6 Cac Uict
Ngt^rdi cao u6i 1265 ru6t1:
o c6c bQnh nhdn cao tu6i, khuyrin c6o sri dpng li6u th6ng thudng cfa ngudi ldn.
Tri em:

_- . P.0-q todn vd hiQu quii cria fenofibrat d trd em vd tri vi thinh ni€n du0i 18 tu0i chua tlugc x6c lflp. Kh6ng c6 do liQu sin c6.
Vi th€, kh6ng khuy6n c6o srl dpng fenofibrat cho ngudi dudi 18 tu6i.

Suy thfn:
Kh6ng nOn dr)ng fenofibrat niiu suy thfn n{ng, dugc x6c tlinh ld eGFR < 30 ml/phtUl,73 m2. N6u eGFR nim trong khoi.,ng

ft 30 - 59 mUphriUl,T3 m2, li6u dirng cta fenofibrat khdng n€n vugt qud d4ng tieu chuAn 100 mg hoic 67 mg dang ,i f,ai rnOi fAi
m6i ngdy.

N6u trong thdi gian theo dOi, eGFR girim li6n tpc xuiSng < 30 mUphriUl,T3 m2, n€n ngtmg dung fenofibrat.
Suy gan:
Litapyl 200 mg khdng <lugc khuy6n c6o dtng cho bgnh nh6n bi suy gan do thi6u dit liQu.

Cdch dtng: Uting nguydn ci vi€n thu6c trong b8a [n.
5. Ch6ng chi ilinh:

. Suy gan (bao g6m xo gan do ttc m6t vd b6t thudng chrlc ntrng gan dai dang kh6ng r0 nguy€n nhdn),
r Benh tui mat,
. Suy thSn n{ng (tlQ lgc cAu th6n udc tinh < 30 mUphirUl,T3 m2),
o Vi6m tuy c6p ho6c m6n tinh c6 lo?i tru vicm tuy cdp do tlng triglycerid m6u nfug,
o Dugc bi6t phdn rmg di ung 6nh s6ng ho{c t6c dung d$c hfi cria 6nh s6ng trong qu6 trinh di6u tri blng c6c fibrat hofc ke-

toprofen,
. Mdn cdm v6i fenofibrat ho6c b6t crl thinh phdn nlo cria thu6c.

6. Th$n trgng:

Nguy6n qh6n tht ph6t cta t[ne lipid mdu
Nguy6n nh6n thrl ph6t cta ttuig lipid.m6u, nhu tl6i th6o dudng tujp 2 khdng <lugc.kirim so6t, suy gi6p, hQi chung thfn hu, riii

lo4n protein huy6t, bQnh gan dc ngh6n, diAu tribang dugc l!, nghiQn ruOl n€n ttugc tli€u tri<IAy d0 trudc khi didu tribang feno-
fibrat. Nguy6n nhAn thf ph6t cria tlng chotesterol m6u li€n quan d6n di6u tri bAng thu6c c6 thd dugc th6y khi dirng ttru6c lqi tii5u,

thu6c fc ch6 beta,.estrogen, progestogen, thu6c ngtra thai k6t trop, thu6c fc chti miEn dich vd ch6t tc ch6 protease. Trong nhilng
trudng hqp niy, c6n x6c dinh xem liQu tilng lipid m6u c6 tinh chdt ti€n ph6t hay thrl ph6t (c6 th6 t[ng c6c gi6 tri lipid gdy ra boi c6c
t6c nhtn diAu tri nty).

Chrlc nlns san
Nhu c6c thuric ha lipid kh6c, viQc tlng c6c mrlc transaminase d6 dugc b6o c6o d mQt s5 b€nh nh6n. O phan ldn c6c trudng

hgp, sy ttuig niy chi ld tam thdi, nhg vi khdng c6 tri€u chung. N€n gi6m s6t cic mfc transaminase m6i 3 thang trong su6t 12 thdng
AAu Ci€u tri vd dinh Ic! sau d6. Luu f phdi <lugc th6ng b6o vd sy tilng c6c mr?c transaminase vi viQc <li€u tri phdi dugc ngrmg n6u

c6c mrlc ASAT vd ALAT tlng hon 3 lAn gi6i h4n tr0n cta mrlc blntr thudng. Khi c6c triQu chrlng cho th6y c6 vi€m gan xiy ra (vi
dp nhu ving da ng&a) vi chAn do6n dugc x6c nhfn bdng xdt nghiQm, n€n ngmg dtng fenofibrat.

Vi€m tuv
thdyVi€m tuy tl6 tlugc b6o c6o d mQt

nhdn bi t[ng triglycerid hyliit nlne, tac
sg llng c[n, dua d€n tf,c 6ng ddn mdt.

SO b0nh nh6n dtng fenofibrat. Su co ndy c6 rh6 cho
dung tryc ti6p cua thu6c, ho{c hiOn tugng k6o theo Citui

,
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vdi c6c

bier
bi

Chfc nlne than
Fenofibrat ch6ng chi dinh trong suy thdn n{ng.
Fenofibrat n0n tlugc sti dpng can thfln d nhftrg bgnh nhdn suy

b$nh nh6n c6 tlQ loc cAu thdn udc tlnh tr}30 d6n 59 mVphtt/I,73 m2
D6 c6 b6o c6o ting c6 hdi phuc ndng <lQ creatinin huy6t thanh

th6n tt nhe d6n trung binh. N€n diAu d nh[ng

d nhtng b€nh nhdn dtng dcm tri lieu fenofibrat hoflc ph6i trqp
huy6tvdi c6c statin. Ting creatinin huytit thanh ihuAng

xu hudng trd lpi ban diu sau

6n tlinh tLeo thdi gian vi khOng c6 beng chimg cho th6y t[ng creatinin
thanh keo ddi vi c6 khi ngmg didu tri-

Trong c6c tht nghiQm lAm sing, l0% bgnh nhdn c6 ttrng creatinin so vdi ban tliu hon 30 mmol/l khi fenofibrat dirng d6ng
thdi vdi simvastatin so v0i 4,4% dtng statin don tri. 0,3% benh nhdn tlugc didu tri ddng thdi c6 li€n quan d6n hm sdng ting creati-
nin vfi c6c gi6 tri > 2fi) mmol/I.

N€n ngung di6u tri khi ndng tlQ creatinin vugt qu6 50o/o gi6t haJr trQn cta mrlc blnh thutmg.
Khuy6n c6o ang, do creatinin trong su6t 3 th6ng dAu sau khi bit thu <tiiu tri vd <linh lcj sau 116.

Sri dgng cho phg ntr c6 thai vi cho con bri:
Kh6ng c6 thi dB liQu trong viQc dring fenofibrat d phg ni} mang thai. C6c nghi€n crlu d <lQng v6t khOng cho ttr6y Udt tcy tac

drmg gdy qu6i thai nio. T6c dung gdy d$c tr€n bio thai dugc th6 hiQn d c6c li6u trong khoang liAu <$c d5i vOi ngudi mg. Nguy co
tidm tAng d6i vdi ngudi chua dugc bi6t. Vi th6, vi€n ndn fenofibrat?0O mg chi n6n dirng sau khi <l6nh gi6 cAn th$n lSr ich/nguy co.

Khdng c6 dif li€u vd sU bdi ti6t cta fenofibrat vi/ho[c c6c ch6t chuydn h6a trong siia m9. Do tl6, vi€n ndn fenofibrat 200mg
khOng <lugc dtng cho phg ni, dang cho con bfi.
Tic ll$ng cta thu6c khi l{i re vi v$n hinh miy m6c:

Litapyl 200 mg kh6ng c6 anh huong ho6c anh hucmg kh6ng <l6ng ki.A d6n kht nlng l6i xe vi vgn hnnh m6y m6c.

7. Trmng t6c thu6c:

Cdc thu6c ch6ns d6ns m6u dtne dudng u6ns: Fenofibrat lim ung hiQu qui cta c6c thu6c ch6ng ttdng m6u dtng dutmg
u6ng vi c6 thd tang nguy co chriy mdu. Khuy6n c6o ang liAu cria c6c thu5c ch6ng d6ng m6u ttuqc giim khoing l/3 lirc bit dAu

diAu tri va rdi giam s6t diAu chinh dAn n6u cAn thi6t dua theo INR (ti sti binh thudng h6a qui5c t6). Vi th6, su k6t hs,p niy khOng
dugc khuy6n c6o.

Ciclosporin: mQt s6 trutmg hq? nillg suy chrlc nlng thin c6 hdi phgc tl6 dugc b6o c6o trong qu6 trinh dtrng ddng thdi
fenofibrat vi ciclosporin. Vi th6, phni gi6m s6t chflt ch6 chtlc nlng thSn d c6c bQnh nhdn ndy vi viQc di6u tri blng fenofibrat dugc
ngung trong trutmg thay <l6i iOn cac thOng s6 xCt nghiQm.

Nguy co dQc.tlnh co nghi€m treng tang
c6c fibrat kh6c. Di6u tri kCt hqp nhu vfy phdi

fenofibrat dugc dtng d6ng thdi vdi c6c thuSc rtc cn6 fn,IG-CoA reductase ho[c
dugc dtng thfn trgng vd c6c b€nh nhdn cin duqc gi6m s6t chlt chE c6c d6u hiQu tlQc

tinh co
Cdc enzym cytochrom P450: c6c nghi€n cuu in vitro dung c6c microsom gan ngudi cho th6y ring fenofibrat vd acid

fenofibric khOng rtc ch6 c6c ddng dAng cta cytochrom (CYP) P450 lA CYP3A4, CYP2D6, CYP2EI, ho6c CYPIA2. Chung ld c6c

chdt rtc ctr6 y6u-cria CvpZCtS va CiPZA6, vA lA cac cnCt tc ctr6 nhq d6n vta cria CYP2C9 d n6ng d0 didu ri.
-C6c binh nhin dirng rt6ng thUi fenofibrat vi c6c thu6c.<tugc chuy6n h6a boi CYP2CI9,.CYP2A6, vd tllc biQt CYP2C9 c6

chi s6 di0u tri hEp phni duqc gi6m s6t cin th{n vd, niiu can thi6t, n€n diAu chinh lidu ctia cic thu5c niy.

E. Tic dgng kh6ng mong mu5n:

Cdc,rfuodpng khdng mong mudn thudng g6p nh6t dugc b6o c6o trong qu5 trinh diAu tri btrng fenofibrat ld c6c r6i loan ti€tr

dAu ftfl,AHAilh

a 3

Hi6m g{p
> 1/10.fi)0 il6n <
l/1.000

nAt ti6m g6p
< l/10.000 bao gdm
cic b{o c6o ri6ng 16

ThuUng g{p
> l/100 d6n <
I/10

it g{p
> l/1.000 d6n < l/100

Cdc tic dpng kh6ng mong
mu6n sau ddy dtr dugc quan

s6t th6y trong c6c thu
nghiQm ldm sdng c6 d6i
chung gid dugc (n = 2344)
vdi tAn su6t dugc chi ra
du&i ddy: H0 Co Quan

Girim hemoglobin
Ginm s6 lugng b4ch

cau

C6c r6i loqn mdu vi hQ

bsch huy6t

Qu6 mdn cdmC6c r6i loan h0 mi6n dich
Dau dduC6c r6i loan h0 thdn kinh

rlNgh€n mpch huy€t .
kh6i (thuy6n tdc phOi,

huydt khOi tinh m4ch
sdu)r

C6c r6i loan mach m6u

Cac r6i loan hO hAp, l6ng
nguc vi trung thAt
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C6c rtii loan da diy-ruQt

hiQu vi tri$u
chung ti€u h6a
(dau bgng, budn
ndn, n6n mrla, ti0u

Vi6m tuy*

C6c r6i logn gan mft c6c transam-
mase

S6i mdt Vi€m gan

C6c rdi logn da vi m0 dudi
da

Qu6 da du:
ph6t ban, ngf4 miy

Rpng l6ng t6c
Rdi lo4n nh4y cdm
vdi 6nh

Cdc r6i lo4n co xuong, md
li6n k6t vi xucmg

loqn co (vi dg
dau co, vi€m cq co
thit co vi

loan h€ sinh sdn viC6c
vri

loqn chrlc nlng
sinh

Qua dilu tra nghi€n crlu TIng creatinin m6u Tlng ur6 m6u

ct?u m0t so6t dugc o 9795 d6i
th6o dudng tuyp II, m0t su
fibrat so vdi cdc bQnh nhdn
mat th5ng kc dugc b6o c6o
m0t su gla tlng kh6ng c6 !
l,40/o16714895 b€nh nh6n]; p : 0,074).

Ngodi c6c bi6n c5 dugc b6o c6o trong c6c tht nghiQm l6m sing c6c phan tng phU sau ddy dd dugc b6o c6o tg ph6t trong
quan sdt h$u-mfli. Kh6ng th6 udc tlnh tAn sudt ctrintr x6c ttr dit liQu sin c6 vi do d6 <luqc ph6n lo$ li "Kh6ng bi6t'.

Cdc rtii loqn tai vd mA dco: ch6ng mlt
Riit toqn hO htip, ngsc vd trung thit: benh ph6i ke
Riii loqn gan mQt: vdngda, bi6n chtmg cria bQnh sdi mit (vi du: vi€m tti mfll vi€m <ludng m6t, con dau s6i m$t)
T6ng quat vd tinh trqng tgi ciri: mQt mdi

Hufirg dln c{ch rit trl ADR: tam ngrmg dtrng thuiSc.

THONG gAb Ncey CHo BAC sl T.mo[tc iAc DuNc KHONG MoNG MUON GAP PTIAI KHI SU DUNG THU6C.

9. Qut li6u vI clch rii trI:
Chi nhilng tru&ng hqp srl dtng fenofibrat qu6liAu tfugc ghi nhfu. Trong ptrAn tOn c6c trudng hgp, kh6ng c6 triQu chung qud

liiu dugc b6o c6o.

Kh6ng c6 thu5c girii rlOc tl6c hiOu tlugc bj6t. U6u nghi ngd qu6 li6u, diAu tri triQu chfmg vi dung cdc biOn ph6p h6 trq pht
hqp. Fenofibrat kh6ng thii dugc lo$ trir bang thAm ph6n m6u.

10. Bio quln:

Bio quan noi kh6 160, nhiet dQ kh6ng qu6 300C, tr6nh 6nh s6ng.

Hgn dtng: 36 thing k0 tt ngiy sdn xudt.

ll. Ti6u chuin: TCCS

12. Quy clch tl6ng g6i:

HQp 3 vi x vi l0 vi€n n€n.

HQp l0 vi x vi l0 vi€n n6n.

DE XATAM TAY CUATRE EM
DOC KY HUdNG DAN SUDUNG TRUdC KHI DI.JNG

NEU CAN THEM THONG TN.I XTN gOI Y TTEI CUABAC SI

KHONG SU D(,NG THUOC QUA HAN DI.JNG GHI TREN NHAN
TI{U6C NAY CHi SU D(JNG THEO DON BAC Si

R coxc ry co rHAN s.p.M (s.P.M coRPoRArIoN)
r' t' www.sDm.com.vn
5 P tf Lo 5ffi1, Iftu cdng Nghi€p T&r Tso, Phudng T0n Too A Qu0n Binh

Ten, Thanh ptr6 Hd Chi Minh

DT: (028) 37507496 Fax: (028) 38771010
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C6[s tr'C5 Fhin S.P.M 4ufne,dtrn sF duns thu4c cho,bGTh nhfln - Vi6n n6n LITAPYL 200 & LIT4PYI/1q0 Trane U3

HUol{c UAN sU DUNG THUOc cHo BpNH NHAN
Vi0n n6n LITAPYT 200 & LITAPYL 30

CE rnr6. uan,n"o o.,
TY

'o
a

o 0')22712

rli
CO PHAN

S.P.Mo

T.P

l.Ttn thu6s Vi6n n6n LITAPYL 200 & LITAPYL 300
2.C{c ctu khuv6n c6o:

DQoKY HUdNG DAN SUDuNG TRUdC KHI DUNG.
oE xarAu rAY TRE EM.
ruONc sAo Ncey cHo sAc si uoAc DUoc sI NUUNc rAc oUNc rcrONc

KHr suD(JNc rHu6c.
rs0Nc STJDUNG ruu6c euA UAN DUNG cur IREN NUAN
nru6c r.rAy cui ouNc rHEo DoN cuA BAc si.

3.Thtnh phin, hlm luqng cia thu6c:
tvtSi vien ndn c6 chfa:

LITAPYL2OO
Fenofibrat...... ... 200 mg
Tf duqc vtra t1t........... ....... I vi€n n€n.
(Avicel Ml0l, tinh bQt bip, primellose, HPMC 606, natri lauryl sulfa! magnesi stearat, aerosil).

LITAPYL3OO
Fenofibrat...... ... 300 mg
T6 duqc vira dt........... .......I vi€n ndn.
(Avicel Ml0l, tinh bQt bip, primellose, HPMC 606, natri lauryl sulfa! magnesi stearat, aerosil).

4.MO ti sin phlm:
Vi€n ndn dung dutmg u6ng.
Vi€n ndn, hinh thudn dii, miu tring, c4nh vd thinh vi0n linh lin.

5.Quy cich il6ng g6i:
HQp 3 vi x vi l0 vi€n.
HQp l0 vi x vi l0 vi€n.

6.Thu5c dtng cho bQnh gl?
Litapyl ihrla hoat c[6t ld fenofibrat. Fenofibrat thu0c nh6m thu6c thudng <luqc bi6t ld fibrat. C6c thuSc niy <lugc dirng di6 hg

n6ng dQ chdt b6o (lipid) trong m6u. Vi du chdt beo duqc bi6t lA triglycerid.
Fenofibrat tlugc sri dung, ctrng vdi ch6 dQ [n ki€ng It mo ve c6c phuong phdp di6u tri kh6ng dung thu6c kh6c nhu t6p th6 duc

vi gidm c6n, dd h3 n6ne d0 ch6t beo trong m6u.
Fenofibrat c6 thd duqc.sri dung b6iung v0i c6c thu5c kh6c (cec statin) trong m$t sti trudng hqp khi ndng dQ ch6t b6o trong

miu khdng kitim so6t ttuqc blng ri€ng statin.
Fenofibrat c6 th6 ctng ldm tilng lugng cholesterol "t6t", dugc ggi la HDL hay cholesterol tj trgng cao.

Ti6p tuc ctr6 dO an it ch6t bdo li lu6n cAn thi6t trong qu6 trinh di6u tri vdi fenofibrat.
7.NGn ding thu5c nty nhuth6 nio vi litu lugng?

LuOn lu6n dringthu5c chinh x6c nhu bic sihay dugc.si tII hudng OIn C6 Aat kiSt qui t6t ntr6t vi giim nguy co cta c6c tic
dung phu. H6i lei bdc si ho[c dugc si n6u ban khdng chic chan.- 

Uu6t toan b0 vi€n thu6c vdi mQt ly nudc. DiAu quan trgng li u6ng thu6c ctng vdi thrlc 6n, vi thu6c se khdng tic <tQng niiu da

diy cria ban tr5ng.
LiAu ktruy6n c6o cho ngudi ldn ldmQt vi6n fenofibrat 200 mg m6i ngdy, dtrng cung btra an.

Tuy nhi€n, b6c si cria ban c6 thii cAn cho b4n dirng mQt vi6n fcnofibru 300 mg m6i ngdy (liAu cao hon), n6u can tni6t.

TrE em vl tr6 vi thlnh ni6n
Litapyl kh6ng kiruy6n cio dtng cho tr6 em vl tr6 vi thlnh ni6n dufi lE tu6i.
NguUi c6 v6n a! vi ttr5n
NEu bgnh nhan bi suy .'h,lc nf,ng thfln, b6c si c6 ttrii rc Acm d liBu th6p hcrn. Hdi bfc si holc dugc si cria ban ve di€u nay.

N6u bpn ngung dtrng.Litapyl
Dtrmg ngung dtng thu6c trd ttri Uac si n6i vdi b6n, hoflc thu6c nAy ldm ban cim th6y kh6ng kh6e.

DiAu-ne! h-do ting cholesterol can dugc di6u tri trong mQt thdi gian dii. Hiy nhO rang tan ciing nCn tiiSp tuc ch6 dO [n it
ch6t beo trong khi dtng fenofibrat.
8.Khi nto kh6ng n6n dtng thu6c niy?
Kh6ng dtng Litapyl:

o N6u ban di rmg vdi fenofibrat hoac bdt ki thenh phAn nio cta thu6c'

o N6u ban c6 mOt r6i loan v6 gan.

o N6u ban c6 mOt rtii lop ,d ttr6n ho[c c6 v6n CA vd th{n n{ng.
o N6u ban bi6t c6 phan fmg di ung v0i 6nh s6ng trong qu6 trinh didu tri vdi fenofibrat ho[c ketoprofen (thuiic ch6ng vi€m).

o NiSu ban c6 b€nh vd tii mOl
. Niiu ban bi vi0m tuy.

9.Tic dung khdng mong mu6n (ADR):
Gi'6ni nhu tit ca cf,c thutic,'thuiScnny c6 th6 gdy cict6c dpng php, dir khOng phii t6t cn d€u bi.

Bgr n€n li6n hQ v6i b6c si cta ban n6u ban gflp c6c triQu chung nflng ho[c kh6 chiu.

C{c tdc dqng phg nghiGm trgng
Th6ng b6o vfii'bac srlUa Uan ngiy fap trlc ho{c <Ii diSn ph0ng cdp cuu b€nh viQn gan nn6t ni5u ban bi b6t k} tli€u ndo sau <tdy:

!
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c0tlc rY
cd pHAH

S.P.M
ho[c

. C6c phan ung nhu ph6t ban, ngua ho[c ming d6 tr€n da

. Vi€m tpy (viem ruy dan OiSn dau dp ddy)

. BQnh s6i m0t
Dau CO, vtem co, co cung co,

th6
co thit hofc yeu, dut co

Vi€m 8ffi' triQu chung c6 la vang da nhQ (ving da vd phAn trdng cua mi0, tlau da dnv vi

kh6i

Cic tdc dgng phg khic
Thudne e6e (c6 th6 anh hugne d_6n hon I tr€n 100 neudi)
. Dau dA ddy, ti6u chiy, budn ndn, n6n, dAy hoi.
It gdp (c6 th€ inh huong dsn hon I tr€n 1.000 neudi)
. Cpc m6u ddng trong ptrOi gay dau nggc va UrO thO (tic ngh€n phoi); cuc m6u d0ng o chdn

tinh mgch seu)
. Dau dAu
. Gi6m ham mu6n tinh dgc
. Ting nhg d0 trong m6u cria c6c chAt th6ng thudng <lugc thii ra tir thfn (creatinin)

. Ting nhg c6c

. Rgng t6c
thdng thudng dugc thrii ra tu thfn (ur€)

. T[ng nhgy cim vOi 6nh sfng

. Girim lugng hemoglobin vi giim b4ch cAu
Chua bi6t: tAn suAt kh6ne thd x6c dinh. duoc tu d0- li€u sin c6
. s-ent r6J[6i.a, tinh
. MQt mdi
. Ch6ng mflt
B{o cio c{c t{c dgng phg
Ndu bi b6t kj t6c dung phu nio, bQnh nh6n cAn th6ng b6o cho b6c sl dugc si ho{c y t6- DiAu niy bao gdm b6t k} t6c dung

phq ndo khdng dugc liQt k€ d tr€n.
Bet g viQc b6o c6o c6c tdc dUng phy c6 th6 girip cung cAp th€m th6ng tin v€ an toin crla thu6c ndy.

THONc BAo cHo sAc sI NHUNic rAc oUNc-xndt'rGMoNG rvru6N GAp pHAr KHr sU DUNc rHUOc
l0.N0n trinh dtrng nhitng thu6c ho{c thpc phlm gl khi dang sii dgng thu6c niy?

- Th6ng b6o cho b6c sI hoflc dugc si n6u dang dtrng gAn ddy c6 dtrng ho{c c6 ttrii Otrng U6t tcy ttru6c ndo kh6c, bao g6m nhtng
thu6c mua kh6ng cAn dcm.

Th$n trgnglhi sti dsng b6t kj losi thu6c sau rt6y:
. Thu6c ch6ng tl0ng miu ldm lo{ng m6u (vi dg, warfarin
. C6c thu6c kh6c dii ki6m so6t lugng lipid 1ch6t bdo) trong mdu (vi du thu6c <lugc gqi ld "statin" hofc 'fibrat'). Dtng statin

(vi dg nhu simvastatin, atorvastatin) ctng lfc v6i fenofibrat c6 th,a ldm t[ng nguy co bi c6c vdn dr} vd co.
. Ciclosporin (thu5c fc chiS mi6n dich)
. C6c thu6c tl€ ki6m so6t d6i th6o tludng tufp 2 (glitazon)
Litapyl vfi tfyc phim vl dd u6ng
Litapyl n€n u6ng cung vdi hoflc sau bita [n.
Bln n6n tr{nh u6ng ruqu khi dtng Litapyl vl ditu niy lim ttrng nguy co c{c v5n dd vi co.

ll.CAn hm gl khi mOt lln qutn kh6ng dtrng thu6c?
N6u ban qu€n mQt tiAl, tray dtng li6u ti6p theo vio biia trn tiiip theo vi sau d6 u6ng thu6c nhu thulng l€.

Khdng ding lidu gdp d6i d,a bt cho mQt li0u bi qu0n.

l2.Cin bio quin thu6c niy nhu th6 nlo?
Bdo quan noi kh6 160, nhiet d0 kh6ng qud 30oC, tr6nh 6nh s6ng.

l3.Nhitng diu hifu vi triQu chrlng khi dtng thudc qui li6u
Chua c6 thdng tin.

l4.CAn phii ltm gi Ltri Otng thu5c qul li6u khuydn c6o

Ndu ban nu6i nhiAu vien tu6c ctng l0c, <t6n phdng c6p ctu d b$nh viQn gan nh6t ho{c th6ng b6o cho btc si ngay l$p tttc.

l5.Nhilng dilu cln thfn trgng khi dtng thuSc nly
Hdi b{c slho[c dugc sltrufc khi dlng Litapyl n6u:

N6u ban cO vAn dA ve tn0n 06c si c6 th6 cdn phni btt <tAu vOi liAu ttrdp hon)

Ndu ban c6 tuy6n gi6p hoat tlOng dudi mrlc (suy gi6p)

N6u ban mac Ue*r <l6i th6o <ludng, <t[c biet la dei th6o <ludng tuip 2 khdng tlugc ki6m sodt t6t

N6u ban c6 v6n ttA v0 gan

N6u ban cO vdn dA vdi mQt s6 protein nh6t dinh trong m6u

N6u ban co vdn dE vA ruor
Ben dang ding c6c loai thu6c kh6c

N6u ban holc gia dinh ban g6p vdn dd co

Ni5u ban tren 70 tu6i
rhri dfln diin t6ng n6ng rlQ lipid trong m6u vi cin dugc didu chinh trudc khi bit <liu tli€u trivdi feno-(MOt sO tinh trang tr€n c6

fibrat).
B6c si cta ban c6 th6 cAn c6c xdt nghiQm m6u ho[c nu0c ti6u C6 tiiim tra xem chrlc nlng thfln, co vd gan ho0t <l$ng binh

thudng hay kh6ng.
Lui 

-r<rruyen 
quan trgng v6 tec d6ng tr6n co:

Li€n h€ nhanh vdi bric sI c0a bAn n€u bAn cdm

trong nhilng dip hi6m g{p, nguy co bi c6c v6n ae vd
th6y itau co, nhay cdm dau ho[c yiiu co th6 kh6ng r0 nghuy€n nh6n' E6 li vi

co c6 thi! nghiOm trgng, bao gdm sg hty co c6 thO g6y tOn thuong thAn. B6c si
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c6 thti lem x6t nghipm miu d6 kiiim tra tinh tr4ng cria co tnrdc vd sau khi Uit CAu diAu tri.
Nguy co hriy co nhi6u hon d mQt s6tqr* nnan *rdt Cptr.
N6i vdi b6c sI cta b4n n6u ban bi b6t k, didu nio sau diy:
. Bqn c6 v6n cA vA ttr6n
. BAn c6 tuytin gi6p hoat tlQng dudi mrtc binh thudng
. Bp thudng u6ng mQt lugng ldn rugu
. Ban dI g{p v6n dA co trong qu6 trinh <IiBu tri bang thu6c ha cholesterol ggi li "c6c statin" (nhu simvastatin, atorvastatin,

pravastatin, rosuvastatin hofc fluvastatin) ho6c fibrat (nhu fenofibrat, bezafibrat hoflc gemfibrozil)
. Bgn ho[c c6c thinh vi€n trong gia dlnh c6 r6i logn vA co di truydn
Nguy co vA c6c v6n dd vA co c6 thd ldn hon n6u dung fenofibrat vdi thu6c giim cholesterol ggi li "c6c statin" (nhu simvas-

tatin, atorvastatin, pravastatin, rosuvastatin, fluvastatin). N6i vdi b6c si cta bnn n6u ben tlang dtng b6t crl lo4i thu6c nio trong s6

nhilng lo4i thu6c niy.
Sft dgng cho phg ntr c6 thai vi cho con b[:

N6u ban dang mang thai ho{c cho con bt, nghi rAng b4n dang c6 ttrai hotrc dang dU <linh c6 con, h6y h6i b6c si ho{c dugc si
d6 duqc tu v6n tnrdc khi dtng thu6c niy.
Sri dgng thu6c khi l{i xe vl v$n hlnh miy m6c:

Thu6c niy khdng anh hucmg d6n khi ning l6i xe ho[c vfln hanh mily m6c.

l6.Khi nlo cln tham vin bic si, duqc si
Khi th6y c6c bi6u hiQn kh6ne binh ttruOng sau khi dtng thu6c

l7.Hgn sii dgng.cria thu5c
36 th6ne [6 tt ngiy siun xudt

lE.T€n, Oia c-tri, bi6u t-ramg cfra co sO sin xu6t, chri sO httu gi6y ph6p ltlng kf sin phim

(a *Lffi.v."io#Ax 
s.r.n (s.p.M coRPoRArIoN)

S P rn Lo st5udrrt6 2, Khu c6ng NghiQp Tin T3o, Phutmg T6n Too A, Qu0n Binh
Tan, Thanh ptr6 tt6 Chl Minh

DT: (028) 37507496 Fax: (028) 38771010

l9.Ngty xem x6t s&a d6i, c$p nhft lgi nQi dung hufng din sri dgng thu6c:
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