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TO Huor{cDAN sUDUNGruu6c
Vi6n n6n LITAPYL 300

CE rnr6. uan,t* o-
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l42n nCn LITAPYL 300

l. Thtnh phln:
tr,t6i vlen ndn c6 chrta:

Fenofibrat...... ... 300 mg
Td dugc vta r1t........... ....... I vi€n ndn.
(Avicel Ml0l, tinh b0t bip, primellose, HPMC 606, natri lauryl sulfat, magnesi stearat, aerosil).

2. Cic ilfc tlnh dugc lf:
Cdc tl(c t{nh drgc lyc hgc:
MdATC: CIOAB0S
Fenofibrat ld mQt d6n xu6t cta acid fibric, ch6t c6 t6c dpng <li€u hda lipid dfl rtugc b6o c6o d ngudi dugc thuc hign thong qua

sg hopt h6a Peroxisome Proliferator Activated Receptor loai alpha (PPARa).

. , Tl6ng.qlu.su hoat h6aPPARa, fenofibrat tdng phdn gidi lipid vd thdi trt c6c phAn hr giiu triglycerid tich tp ttr huy6t tuong
bdng ho4t h6a lipoprotein lipase vd girim sin sinh apoprotein CIII. Sy ho4t h6a PPARo ciing thric dAy tdng tiing hqp apoproteins
AI viAII.

C6c t6c dgng dugc n€u d tr€n cta fenofibrat tr€n c6c lipoprotein d6n d6n ginm fi lQ lipoprotein ti fiang th6p vd r6t ttr6p
(VLDL and LDL) chrla apoprotein B vd tAng ti le lipoprotein ti trQng cao (HDL) chr?a apoprotein AI vd AII.

Th€m vio d6, th6ng qua di€u hda t6ng hqp vn di h6a cria VLDL, fenofibrat tlng thanh thei LDL vd giim LDL ti trqng thdp,
c6c mrlc ndy ting theo ki6u lipoprotein tich tp, mQt r6i loan phii bi6n d cdc benh nhen c6 nguy co benh tim mph.

Trong cic thri nghiQm l6m sing vdi fenofibrat, cholesterol toan phen gidm 20 - 25o/o, frglycerid gi6m 40 - 55o/o vd HDL
cholesterol tlng l0 - 30%.

O c6c bQnh nhan t[ng cholesterol truyiSt, ttri mtlc LDL chotesterol <lugc giim 20 - 35Yq tbc dung t0ng thii trOn chotesterol
dua d6ngiim ti lQ cholesterot toan pnAn d6n HDL cholesterol, LDL cholesteiol diSn HDL cholesterol, ho[c Apo B d6n Apo AI,
tdt ci di6u ndy ld chi thi cta nguy co tich tU.

Boi vl t6c dpng tl6ng k6 cria thuilc tren LDL cholesterol vd cdc triglycerid, <li€u tri blng fenofibrat c6 lgi d c6c bQnh nhdn
tilng cholesterol huy6t c6 ho{c kh6ng c6 ttrng triglycerid huy6t, bao gdm tang lipoprotein truy6t ttrt ph6t nhu benh tiriu dudng
tulp2.

HiQn thdi, kh6ng c6 cic k6t qud trong c6c thri nghiQm ldm sdng tlugc kiiim so6t dni hen c6 s8n tlii cho thiy higu qui cia
fenofibrat trong viQc ngln ngira ti6n ph6t vd thrt ph6t c6c biiSn chung cria xo v0a d$ng m1ch.

SU tich tu cta cholesterol d ngodi m4ch (u vdng o gdn vi c6 ni5t) c6 th6 dugc gidm r0 holc thdm chi dugc lopi b6 hoin todn
trong qu6 trinh di6u tri blng fenofibrat.

C6c b€nh nhdn ting mfc fibrinogen duqc di6u tribeng fenofibrat cho th6y giim <l6ng k6 c6c th6ng sii niy, do c6c mrlc Lp
tang. C6c ch6t ddnh d6u vi€m kh6c nhu C Reactive Protein tluqc girim b6ng viQc diAu tri b[ng fenofibrat.

T6c dpng tr6n uric niQu cta fenofibrat d6n d6n giim n6ng d0 acid uric xdp xi25%o ld lqi ich cQng th0m d c6c benh nh6n cao
lipid huy6t c6 uric huy6t cao.

Fenofibrat cho th6y c6 t6c dqng ch6ng k6t tSp ti6u cAu d dQng vft vd trong c6c nghien cuu l6m sirng, ttidu ndy th6 hiQn sU

giam k6t tflp tiriu cAu dugc thirc dAy boi ADP, acid arachidonic vi epinephrin.

.. C9,fTg ghtug 1ang 
viQc tti6u tri bang c6c fibrat c6 th6.ldm giim c6c v6n CA vd b€nh tim m4ch nhmg chtng kh6ng cho th6y

gidm t6t ci c6c nguy€n nhdn trr vong trong ngtrn ngira so c6p vd thrt c6p bQnh tim m4ch.
Hdnh dQng tl6 ki€m so6t nguy co tim mach d bQnh nhdn d6i th6o tludng trong thir nghiQm ACCORD lipid li mQt nghi€n ctlu

ngiu nhi€n c6 ki6m so6t vdi gii dugc d 5518 benh nhdn bi d6i th6o duUng tuyp 2 <luqc di€u tri blne fenofibrat vd th€m vdi
simvastatin. Di6u tri blng fenofibrat vdi simvastatin kh6ng cho thdy bit ki sU kh6c nhau tl6ng k6 ndo dugc so s6nh vdi
simvastatin tlon tri liQu trong k6t qui k6t hqp ban dAu trong nh6i m6u co tim kh0ng tu vong, dQt quy khOng tu vong, vd tti vong

do tim m4ch (ti lQ nguy co [HR] 0,92;95o/oC[0,79-1,08, p= 0,32; gialn ngqy co tuyQt d6i:0,74o/o). Trong mQt nh6m nhd dugc

xdc dinh trudc d be;h nh6nbitang fipid m6u, dugc x6c rlinh nh6m thdp nh6t vC HDL-C (S34 mg/dl holc 0,88 mmol/l)vi nh6m

.uo ,irit ud fC (>jO+ me/dl hoAc 2,j mmol/l) d mr?c binh thudng di6u tri bane fenofibrat cQng vdi simvastatin cho th6y girim

khoang 3l% so vOi don tii ti$u Uang simvastatin trong kiSt qud k6t hgp ban dAu (ti l0 nguy co [HR] 0,69; 95o/oCl0,49-0,97,p--
0,03; gfarl nguy co tuyQt d6i +,SSUq. PhAn tich nh6m nh6 dugc x6c dinh truOc kh6c, dI x6c dinh tuong t6c dieu tri boigidi tinh

dAng [6 ne mlt ttr6ngiC (p= 0,01) cho th6y lqi ich di€u tri tiam tang cua didu tri k6t hgp o nam gidi (p=0,037) nhung ti€m iin

nguy co cao tron ve ttit qui ban dAu d n[ gidi tlugc di€u tri kiit hgp tlugc so s6nh voi <Ion tri liQu blng simvastatin (p=0,069).

Di€u ndy kh6ng dugc quan s6t d cdc nh6m nhd bQnh nhdn d6 n6i o tr€n bi t6ng lipid m6u nhmg kh6ng c6tdng chung rO rdng v€

lqi ich d php ni Ui ta"g lipid m6u dugc didu tri bang fenofibrat cQng vdi simvastatin, vd t6c dgng c6 h4i ti6m ting d nh6m nh6

ndy khOng th€ dugc lo4i tru.

Cd9 il(c tln! drgc ttQng hgc:
H6p thuj N6ng a'O tSidi tr6ng huy6t tuong (C,"*) xiy ra trong 4 - 5 gid sau khi u6ng thutic. N6ng dQ trong huy6t tucmg 6n

<tinh trong sutit qu6 trlnh diAu tr! d b6t crl bQnh nhdn nio.
Su h6p thu cta fenofibrat tlng khi dtng vdi thrlc 6n.
ptran L6: Acid fenofibric li0n.ki6t m4nh vOi atbumin huy6t tuong (hon 99%d.

ff,Oi gi* b6n thii trong huyilt tuong: thdi gian ban thni trong-huyi5t tuc,ng cta acid fenofibric khoang 20 gid-

Chuv5n h6a vd thqi tru: Fenofibrat Jang kh0ng birin d6i c6 th6 duqc tim th6y trong huy6t uong cirng vdi ch6t chuy6n h6a
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/
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chinh li acid fenofibric. Thu6c dugc bAi ti6t chti y6u qua nuOc ti6u. Thuc ti5 t6t ca thu6c dugc
tlugc bdi ti6t chri y6u d dang acid fenofibric vn ti€n kdt glucuronid. O cdc benh nhan cao tu5i,
toin cta acid fenofibric chua <lugc x6c <linh 16.

thii tru trong 6
thanh thii

C6c nghi€n cuu dgng hgc sau khi dtrng
duqc thdi trtr bing dudng thdm phdn m6u.

liiu <lon vd didu tri ti6p tgc cho thdy rang thuiic khOng

3. Chi tllnh:

Litapyl 300 mg tlugc chi dinh h6 trg cho *16 aO an kieng vi diAu tri kh0ng dtng thu6c kh6c
nhu sau:

- DiAu tri titng triglycerid m6u n[ng c6 ho{c kh6ng c6 HDL cholesterol th6p.

- Tang lipid m6u h6n hqp khi statin bi ch6ng chi <linh hoflc kh6ng dung n1p.

4. Lilu lugng vt cdch dtng:
Ch6 dO dn ki6ng ban dAu trudc khi di6u tri n€n tlugc ti6p trrc. CAn theo doi rl6p tmg vdi diAu tri bing c6ch xdc dinh gi6 tri-

lipid huy6t thanh. N6u kh6ng dgt tlugc d6p ung dAy dt sau vii th6ng (vi dp 3 thdng), n0n dugc xem x6t cic biQn ph6p tri liQu b6
sung ho|c biQn ph6p kh6c.

Lidu dune
Ng,wi loil:
Lidu ban tl.6u dugc [huy6n c6o ld I vi6n 200 mg fenofibrat dugc dring mgt ldn/ngAy.
Li€u c6 thii <luqc di6u chinh l€n dtin 300 mg m6i ngdy, n6u cAn. t i6u t5i da niy kh6ng dugc khuy6n c6o khi ptr5i nqp them

vdi mQt statin.

Ouan *rii cac piet
Ngttdi cao tudi e65 tu6i):
Kh6nq cAn diAu chinh liAu dirng. Khuy6n c6o sti dpng lidu th6ng thutmg cta ngudi l6n, ngofi tru chfc nturg thfln bi suy gidm

vdi rl0lOc ciu th$n udc tlnh < 60 mUph0t/1,73 m2.

Trd em:
DO an toan vi hi€u qui cta fenofibrat d re em vi tri vi thAnh ni€n dudi l8 tu6i chua <lugc x6c lfp. Kh6ng c6 dtr lieu sin c6.

Vi th6, kh6ng khuy6n c6o sri dgng fenofibrat cho ngudi duOi 18 tu.ii.
Suy thQn:

trh6ng nen dtng fenofibrat n6u suy thfln ning, <lugc x6c tlinh li eGFR < 30 ml/phirUl,73 m2. N6u eGFR nim trong khoang
ttr 30 - 59 mUphriUl,T3 m2, li6u dtng cria fenofibrat kh6ng n€n vuqt qu6 dang ti€u chudn 100 mg hoic 67 mg dgng vi trot mQt tAn

m6i ngdy.

Nilu trong thUi gian theo d6i, eGFR gidm li€n tpc xu6ng < 30 ml/phtiUl ,73 m2,n1n ngung dtng fenofibrat.
Suy gan:
Litapyl 300 mg khOng tlugc khuy6n c6o dirng cho bQnh nhdn bi suy gan do thi6u dt'liQu.

Cich ding: U6ng nguy€n cA vi€n thu6c trong b0a trn.

5. Ch5ng chi dinh:
. Suy gan (bao gdm xo gan do tic m6t ho[c bdt thudng chtc nlng gan dai deng kh6ng rd nguy6n nh6n),

. B€nh tui m0t,

. Suy thfn n{ng (tl0 lqc ciu thdn udc tinh < 30 ml/phriUl,73 m2),

. ViCm tuy cdp hoflc min tinh c6 loai trir vi6m tuy c6p do tlng triglycerid m6u n[ng,
o Dugc bi6t phan rmg di rimg 6nh sturg holc tic dung tl0c hei cta 6nh sdng trong qu6 trinh <ti6u fii blng chc fibrat hoic ke-

toprofen,
. Min cim vdi fenofibrat ho[c b6t crl thdnh phin ndo cria thu6c.

6. Th$n trgng:

Neuv€n nhan tht ph6t cta Ulne lipid m6u

,nhud6ith6ottutmgtujp2kh6ngtlugc.kidmso6t'suygi6p,hQichungth6nhu,ri5i
lo4n proiein truy6t" Uenn gan tic nghEn, diAu tri bang duqc lf, nghi€n rugq n6n <lugc tli6u tri {ny dt tru6c khi tli6u tri b.[ng feno-

fibrai. Nguy6n i,nan tt,f i't at ctu tlng cholesterol mau lien [uai'A6n di6u tri beng thuiSc c6 th6 <luqc thdy khi dirng thu5c lgi ti6u,

ttru6c ltc,"ctr6 beta" estrogen, progesto;en, thu6c ngira thai t6i trop, thutic ric ctr6 mi6n dich vi ch6t uc ch6 protease. Trong nhfing

trudng hqp niy, cdn x6c,dinh xem lieu tnng lipid m6u c6 tinh ch6t ti6n ph6t hay thtl ph6t (c6 the tlng c6c gi6 tri lipid giy ra boi c6c

tic nhfln didu tri ndy).

Chrlc ndne ean
Nhrffi;ha lipid kh6c, viQc tlng cfc mrlc transaminase <16 dugc b6o c6o d mQt s6 b€nh nhdn. d phAn ldn c6c tru-dng-

hgp, sy ttrng niy chi ltrtam thdi, n-he va UrO=ng cO triQu chung. N€n gi6m sdt c6c mfc transaminase m5i 3 thangtrong su6t 12 th6ng

;fttilire di"f, ty ti" <t6. Luu I phai duqc th6ng b6o vlsu tanE c6c mfc transaminase vi viQc diAurri phni dusc ngrmg n6u

c6c mfc ASAT vi ALAT tang rron i iAn giol't an tre-n cta mrlc binlithudng. Khi c6c tri€u chung cho th6y c6 vi€m gan xiy ra (vi

ds nhu vdng da ngua) vi chfi do6n dugCx6c nhfin bing xdt nghi€m, nOn ngmg dtrng fenofibrat.

Vi€m (uv
\rter" tuy d6 <lugc b6o.c6o d mot sri bQnh nhdn dtng fenofibrat. SU c6 ndy c6 th6 cho t!4V tq suy giim hi€u qui d c6c b0nh

nh6n bi tang iiigtyceriO huy6t n4ng, t6c dung tryc ti6p cti thu6c, holc hiQn tugng k6o theo gi6n ti6p gny ra boi s6i dudng mAt ho4c

sU lang cin, <lua d€n t[c 6ng df,n m6t.

Co
DOc tinh co, bao g6m
Ti l0 mlc phai ctia r6i

c6c trudng hqp rdthi€m ti0u co v6n, da dugc b6o c6o vdi viQc dtng c6c fibrat va cdc thuiic ha lipid

kh6c. lo4n nay tlng trong cac trudng hqp ha albumin huyiit vd suy chric nlng th4n kh6c thuong. DQc tinh
(c6c mric vugt 5 ldn khoang binhbi nChi ngd d cac b€nh nhAn c6 tlau c0 lan tda, vi€m co, co cung va

Iyeu co vd/ho4c

cd pnAH

c

u)
j

T.P

o

o

*

thudng). Trong c6c trudng hqp nay' viQc <li0u tri bang fenofibrat phdi <lugc ngung.
tlng CPK
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a
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tidn sri ho[c cd

nin vdi c6c Cie tri > 200 mmol/I.
N€n ngung didu tri khi ndng dQ creatinin vugt qu6 50o/o giii han tr€n cta mfc btnh thuUng.
Khuydn c6o rtrng, do creatinin trong suiit 3 th6ng dAu sau khi bit ttiu didu tri vd dinh kj sau <16.

Sri dgng cho phg nO c6 thai vi cho con b[:
Khdng c6 thi dO li€u hong viQc dtng fenofibrat d phu nt mang thai. CAc nghi€n cfu d d$ng v$t kh6ng cho ttr6y Udt ty tac

dgng gAy qg6i thai ndo. Tdc dung g6y.tl0c tren bdo thai duqc thii hien d c6c li6u trong khoang liAu doc d6i vdi ngudi mg. Nguy co
ti€m tAng d6i vdi ngudi chua dugc bi6t. Vi thi6, vi€n ndn fenofibrat 200 mg chi n€n dtng sau khi <t6nh gi6 cin thAn lqi ich/nguy co.

Kh6ng c6 dt liQu vd sU bdi ti6t cia fenofibrat vi./ho[c c6c ch6t chuy6n h6a trong sta mg. Do d6, vi6n ndn fenofibrat 300mg
kh6ng dugc dtng cho phq nt dang cho con bt.
Tic dQng crie thu6c khi l{i re vl v$n hlnh mly m6c:

Litapyl 300 mg kh6ng c6 anh hucmg ho[c anh huong khdng <l6ng k6 <li5n khn nlng l6i xe vd vfn hdnh m6y m6c.

7. Tuong t{c thu6c:

nguy co chiy
s6t diAu chinh

miu.
giem ddn n6u thi6t

dugc khuy6n cao.

Ciclosoorin: mQt s6 tnrdng hq? nfirg suy chrlc ndng thfn c6 h6i phuc tl6 <lugc b6o c6o trong qu6

vd viQc di6u tri
trinh dirng d6ng thdi

fenofi brat vd ciclosporin. Vt th6, phdi gi6m s6t ch{t ch€ chrlc n[ng th$n d c6c bQnh nhdn ndy bing fenofibrat tlugc
ngung trong trudng thay COi iOn c6c th6ng s6 xdt nghiQm.

Nguy co <IQc tinh co nghi€m trgng tang fenofibrat dugc ding ddng thUi vdi c6c thu6c rtc ch6 fUraG-CoA reductase ho{c
c6c fibrat i*rac. Oiiu hi k6t hqp nhu vgy phrii <luqc dirng th$n trgng vd c6c bQnh nh6n cAn dugc gi6m sit chlt ch€ cdc d6u hi€u tlQc

tlnh co
C6c enzym cytochrom P450: c6c nghi€n cfiu in vitro dtrng c6c microsom gan ngudi cho thdy r[ng fenofibrat vd acid

fenofibric kh6ng rlc ch6 cdc ddng dgng cta cytochrom (CYP) P450 le CYP3A4, CYP2D6, CYP2EI, holc CYPIA2. Chring ld c6c

ctr6t rtc chii y6uiia CypZCtS va CypZeO, vi ld c6c cldt ric ch6 nhE drin.vtra cta CyP}C} d ndng d0 diAu tri.

.C6c bQnh nhdn dtrng ttdng thdi fenofibrat vd c6c thu6cdugc chuy6n h6a boi CYP2CI9,-CYP2A6, vd d[c biQt CYP2C9 c6

chi s6 di€u tri hEp phni Ouq. gi6, s6t cAn th$n vi, ndu cAn thi6t, n€n di6u chinh li6u cta c6c thu6c niy.

E. Tic dgng kh6ng mong mu6n:

C6c t6c dpng khong mong mu6n thudng glp nh6t <tugc b6o c6o trong quf trinh di6u tri b6ng fenofibrat li c6c rdi loqn ti6u

R6t tri6m g6p
< 1/10.000 bao g6m
c6c b6o c6o ri6ng 16

Thulng g[p
2 1/100 d6n <
l/10

it etrp
> l/t.000 iISn < l/100

HiSm g{p
> l/10-000 d6n <
vr.ooo

CictAc dqng kh6ng mong
mu6n sau d6y dtr tlugc quan

s6t th6y trong c6c thri .
nghi0m l6m sdng c6 d6i
chung gid dugc (n =Baa)
vdi tAn su6t dugc chi ra
dudi d6y: H0 Co Quan

Giiim hemoglobin
Gidm s6 lucmg bach
cAu

C6c riii lopn m6u vi hQ

bpch huy6t

Oui min cimC6c r6i loan h0 mi6n dich
Dau dAuC6c r6i loan h0 thdn kinh
Nghen m6ch huytit .
khOi (thuy€n tac ph6i,
huy6t khOi tinh mpch

sdu)*

Cic riii lo4n m4ch m6u

dga theo

.

L
,,

\/
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Cdc r6i loan h6 h6p, l6ng
neuc vd truns thdt

C6c r6i loan da ddy-ruOt

DAu hiQu ve trieu
chtng ti6u h6a
(tlau bt'Ilg, buon
n6n, n6n mt4 ti€u
chny, dAy hoi)

Vi€m tgy*

o\
o
1

i
l

u)

k

coHo rv

cd PnAr'r

cr n lu{
C6c r6i loqn gan mft Tlng c6c transam-

inase
S6i mdt Vi€m gan

\ I alv ^ // \\\

-1;9
C6c r6i loqn da vi mO du0i
da

Qu6 m6n da (vi dp:
ph6t ban, ngrl4 mdy
dav)

Rgng l6ng t6c
R5i toan nhgy cim
vdi 6nh s6ng

C6c nii loan co xucmg, m6
li€n kdt vd xuong

R6i loan co (vi dg:
dau co, vi6m cq co
thit co vd y6u co)

C6c r6i loan h€ sinh sin vi
vir

ROi loan chfc n6ng
sinh dpc

Qua diAu tra nghi€n ctlu
TIng ndng dQ

homocystein trong
m6urr

Ttrng creatinin m6u Tlng ur€ m6u

*Trong cuu FIELD, mOt nhi€n tlugc soAt dugc dugc thgc it 9795
th6o dudng tuyp IL m0t su gia tlng d6ng ve mat itr6ng KC c6c trudng hqp vlem tuy dugc quan s6t o c6c benh nhdn ding feno-
fibrat so v0i c6c b€nh nh6n dtng gta dugc (0,8% so vdi 0,50/o p 0,03 ). Trong nghi€n crlu ffong tu, m0t su gia ting <l6ng k6

I
ve

mflt th6ng kO dugc b6o c6o t ti ie ngnen mgch ph6i (0,7olo d nh6m gii duqc so vA t,tyo O ntr6m dung fenofibrat; p = 0,022) vi
mQt sg gia tnng khOng c6 j nghia vd mtrt th6ng ke nuy6t khdi tinh msch sdu (gii dugc l,0olo [48/4900 bQnh nhen] so vdi fenofibrat
l,4o/of6714895 bQnh nhnnl; p = 0,074).

+* Trong nghi€n.cuu FIELD, mrtc tlng trung binh ndng dQ homocystein trong m6u.d bQnh nh6n <ti6u tri bang fenofibrat li
6,5 mmol/l vi c6 th6 trdi phuc ktri ngimg di6u tri vdi fenofibrat. T[ng nguy co c6c bi6n c5 truyiSt ttr6i tintr mgch c6 thri fien quan

d6n ttuig homocystein. Y nghia l6m sing cta diAu niy khdng r0 ring.
Ngoii c6c bi6n c5 dugc b6o c6o tr.ong c6c tht nghiQm l6m snng, c6c phan ung phu sau d0y tl6 dugc b6o c6o tg ph6t trong

quan sdthfu-mai. Khdng thii udc tinh tAn sudt chlnh x6c tir dB'liQu sin c6 vi do tl6 tlugc ph6n lopi li "Kh6ng bi6t".
Riii loqn h6 hdp, ngyc vd trung thdt: benh phoi ke

Riit loqn co xuong vd m6 hAn /rZt: ti€u co v6n
ROi loqn gan mgt: vlngda, bi6n chtug cria bgnh sdi m$t (vi dp: vi€m tiri m$t, vi0m tludng m6t, ccm dau soi m$t)
nAt bgn da vd n6 dot da; c6c phan ung da ntng (vi du hdng ban <la dgng hQi chtmg Stevens-Johnson, hoai trl biiiu bi

nhiEm <t0c)

T6ng qwit vd tinh trqng tgi ch6': mQt m6i

Hutrns din c{ch xri trt ADR: tam neirns dirne thu6c.
THONG sAb Ncey CHo BAc sI T.iHuINc iAc 6uNc KHONG MONG MUON GAP P}IAI KHI SU D(,NG THU6C.

9. Qu{ liAu v} cich xr} tri:
Chi nhitng tn dng hqp sri dgng fenofibrat qu6 li6u dugc ghi nhfln. Trong ptrAn tOn cic trutmg hgp, kh6ng c6 tri$u chung qu6

liAu dugc b6o c6o.

rcrOng cO thu6c gidi <lQc tl6c hiQu dugc bj6t. tt6u nghi ngd qui li6u, didu tri tri€u chtmg vi dtrng c6c biQn phdp h6 trq phir

hgp. Fenofibrat khOng th6 dugc loAi trt bdng thAm phin m6u.

10. Bio quin:

Bio quan noi kh6 16o, nhiQt <lQ khdng qud 300C, renh 6nh sdng.

Hgn dtng: 36 th6ttg kO tt ngdy sin xuit.

11. Ti6u chuln: TCCS

12. Quy cdch tl6ng g6i:

HQp 3 vi x vi l0 vi€n n6n.

HQp l0 vi x vi l0 vi€n n€n.

DE XATAM TAYCUATRE EM
DOC KY TTUONC DAN SUDI.JNCTRUdC KHI DI.JNG

NEu cAN ruEu rsoNc TIN xIN HoI V KIEN cuABAc si
KHONG SU DI.]NG THU6C QUA HAN DI.,NG GHI TNEN NHAN

I THUOC NAY CHi SUDL]NG THEO DON BAC Si

n :*-:"1-"."tf#Ax 
s'r'u (s'P'M coRPoRArIoN)

S P ftf Lo 51,5"dd62' Khu cong NglriQp Tdn Tao, Phudng T6n Tqo A' Qu0n Binh

Tan, Thenh ptriS ub Chi Minh
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C6ne tv C6 PhlB S.P.M 4rfnq,0fin sq duu thpdc cho btnh nh0n - Vi6+ p6q LITApyL Z00 * LITlpy+ rop Trape ll3
HIIoNc oAN srl opNG THUOc cHo BENH NHAN

Vi6n n6n LITAPYL 200 & LITAPYL 300
(E rnudc uan tneo oon

CO PHAN

TY

t

COI'tO o'
'-o

ca

T,P

a)

l.TGn thu6c: Vi6n n6n LITAPYL 200 & LITAPYL 300
2.C6c c0u khuy6n c6o:

oec xY HU6NG oAN suouNc rnudc rHr ouNc.
oE xerAu rAY TRE EM.
ru6uc sAo Ncay cHo sAc si soAc DUOc si NsUNc rAc ouNc

KHr sUDUNcrHu6c.
rcr6uc suD(rNc rnu6c euA uaN Dr.lNc cru rnrN NgAN
rHu6c Ney cHi DUNG THEo DoN cue sAc si.

3.Thinh phin, him luqng cia thu6c:
U6i vien ndn c6 chrta:

LITAPYL2OO
Fenofibrat...... ...200 mg
T6 dugc vira dt........... ....... I vi€n ndn.
(Avicel Ml0l, tinh bQt bip, primellose, HPMC 606, natri lauryt sulfa! magresi stearat, aerosil).

LITAPYL3OO
Fenofibrat...... ...300 mg
T6 dugc vtra dt I vi0n ndn.

C6c tAc dgng 
I

Th6ng b6o vOi

(Avicel Ml0l, tinh bQt bip, primellose, IIPMC 606, natri lauryl sutfa! magnesi stearat, aerosil).
4.MA ti sin phim:

Vi€n n6n dung tludng ui5ng.

Vi€n ndn, hinh thudn ddi, mdu trtrng, cph vi thinh vi6n ldnh l[n.
5.Quy cich il6ng g6i:

HQp 3 vi x vi l0 vi€n.
HQp l0 vi x vi l0 vi€n.

6.Thu6c dtrng cho bQnh gl?

. Litapyl chua hopt ctrAt la fenofibrat. Fenofibrat thuQc.nh6m thu6c thutmg dugc bi6t ld fibrat. C6c thu6c niy duqc dtng rlii hg
ndng rtQ ctr6t beo (lipid) trong m6u. Vi du ch6t bdo dugc bii6t lA triglycerid.

Fenofibrat tlugc srl dgng, cirng vdi ctr6 CO an ki€ng lt mO vd c6c phucmg ph6p didu tri khOng dirng thu6c kh6c nhu t{p thii duc
vi giim cen, dii hq n6ng <10 ch6t bdo trong miu.

Fenofibrat c6 th6 tlugc sri dung b6 sung vdi cic thuiic ktr6c (cec shtin) trong mQt sii trutmg hqp khi n6ng tlQ ch6t beo trong
m6u kh6ng ki6m so6t rluqc beng ri€ng statin.

Fenofibrat c6 thri ciing lim Ulng lugng cholesterol "t6t", dugc ggi h HDL hay cholesterol t'.| trgng cao.
Ti6p tuc cn6 aO an it chdt bdo li lu6n cdn ttriiit trong qud trinh diAu tri vdi fenofibrat.

7.NGn dtrng thu6c niy nh.u th6 nio vi li6u lugng?
Lu6n lu6n dtng thu6c chinh xic nhu b6c sf hay dugc sI di hudng Ain A6 AOt k6t qui tOt ntr6t vd girim nguy co cria c6c t6c

dung phu. H6i lai bic si holc dugc si niSu ban khdng chic chin.- 
Nu6t toan bg vi€n thu5c vdi mQt ly nudc. EiAu quan trgng li u6ng thutic ctng vdi tht?c 6n, vi thu6c s0 kh6ng t6c dQng niSu da

diy ctia bgn tr6ng.
LiAu khuytin c6o cho ngudi lOn.ldm$t vi€n fenofibrat 200 mg m6i ngiy, dtng cing bila trn..

Tuy nhi0n, b6c si cria ban c6 th6 cAn cho b4n dtrng mQt vi6n fenofibrat 300 mg m6i ngiy (li6u cao hon), n6u cAn ttri6t.

Trd em vi tr6 vi thtnh ni6n
Litapyl kh6ng k-huy5n cdo dirng cho trd em vl trd vi thinh ni6n dufi lE tu6i.
Nguti c6 v6n oi vA ttr6n
NEu b€nh nhtur bi suy c'h,lc ndng thfu, b6c si c6 ttrd te Ccm d liAu th6p hon. H6i b6c si hofc dugc si cta ban v€ diAu nay.

N6u bgn ngung dtng-Litapyl
Oung ngung aring thuaSc tru ttri Uac si n6i v6i ban, ho[c thu6c niy lim ban canr thdy kh6ng kh6e.

Di6u-ne! h1o tirg cholesterol can dugc diAu tri trong m$t thdigian dni. Hey nhd rang bgn c0ng n€n ti6p tuc ch6 dO an it
ctr6t b6o trong khi dirng fenofibrat.
8.Khi nlo kh0ng n6n ding thu6c nly?
Kh6ng dtrng Litepyl:

r N6u ban di ung vdi fenofibrat ho[c b6t k] thenh phAn nno cia thuiic.

o N6u ban c6 mOt riii loan v6 gan.

o N6u ban c6 mOt r6i loan v6 *rAn hofc c6 v6n OA rE th6n nang.

o N6u ban bi6t c6 phan ung di ung vdi 6nh s6ng trong qu6 trinh diAu tri vOi fenofibrat ho0c ketoprofen (thu5c chSng viOm).

o Niiu ban c6 b€nh vA tiri rnflt.

o Ntiu ban bi vi6m tuy.
9.Tlc dsng kh6ng mong mu6n (ADR):- - 

ci-5fi ;hu ttrt ca cf,c thu6c,'thu6c,nny c6 th6 gAy c6c tric dsng phu, dt khdng phdi rit cn dAu bi.

I SAn n€n li6n h€ vdi bdc si cta ban n6u ban gfp c6c triQu chung n{ng ho[c kh6 chiu.

phg nghiOm trgng
'Uac silia UAn ngiy Bp ttlc ho6c rli d6n phdng c6p cuu b€nh viQn gan nh6t niSu b4n bib6t ky di6u ndo sau d6y:

V
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. . C6c phan rmg nhu ph6t ban, ngria hoic ming tl6 tr6n da
. Vi€m tuy (vi€m tpy d6n d6n dau d4 diy)
. B0nh s6i m0t
. Dau co, vi€m co, co c(mg cg'

th6
co thit hotrc yi5u, dut co

. Vi0m gan, triQu chrmg c6 li vdng da nhg (vdng da vd ph6n ti6ng cta mig, dau dg ddy vd
C{c t6c dgng phg kh{c

. Dau da tiOu chiy, n6n, n6n, hoi.

, . CUc m6u d6ng trong
khOi tinh mqch stu)

. Dau ddu

g6y dau ngyc vd thd (tic nghen phOi); csc mdu d6ng d

. Girim ham mu6n thh dgc
nhQ d0 trong m6u cta c6c ch6t th6ng thudng dugc thdi ra tt thfn (creatinin)

. Tdng nhg c6c thdng thutmg dugc thai ra ttr thfn (ur€)

. Rgng t6c

. Ttrng nh4y cim vdi 6nh s6ng

. Girl,rn lugng hemoglobin vd giim bSch c6u
Chua bi6t: tAn.su6t khOrle th6 i6c dinh duoc tu du li6u sin c6
. BQnh md ph6i mgn tlnh
. MQt mdi
. Ch6ng m{t
B{o c6o c6c t{c dgng phg
N6u bi b6t kj t6c dpng phg ndo, bQnh nhAn ciin ttrOng b6o cho b6c si, dugc si hoflc y t6- Didu ndy bao g6m bdt k] t6c dung

php ndo kh6ng <lugc liQt k0 d tr€n.

^ 
Bang viQc b6o c6o c6c-t6c dung phu.cd thri giirp cung cdp th0m th6ng tin v,i an toin cria thu6c ndy.

THONc BAo cHo eAc sINITUNG rAc otnrc'xnONorraoNc MJON GAp pHAr KHr suDuNG THUoc
l0.N0n tr{nh dtng nhtrng thuSc hofc thgc phim gl khi dang sri dgng thu6c n}y?

. Th0ng b6o cho b6c si holc dugc si n6u dang dtrng, gan Cay c6 dtng hoic c6 mii Oirng UAt ty ttruOc ndo kh6c, bao gdm nh6ng
thu5c mua kh6ng cAn don.

Thon lrOng-khi srl dung bdt ky losi thu6c sau ddy:
. Thu6c ch6ng d6ng m6u ldm loing miu (vi du, warfarin

' C6c thu6c kh6c <lti kiiim sodt luqng lipid lctrdt Uo; Eong-m6u (vi du thu6c duqc ggi. ld "statin" hofc "fibrat,'). Dirng statin
(vi dp nhu simvastatin, atorvastatin) ctrng hic vdi fenofibrat c6 thla lam t6ng nguy co bi c6c v6n dd vd co.

. Cictosporin (thu6c fc ch6 mi6n dich)

. C6c thu5c ar.i ti6m so6t d6i th6o duimg tujp 2 (glitazon)
Litapyl vfi tlf W phim vi d6 u5ng
Litapyl n€n u6ng ctng vdi ho[c sau btta [n.

.Bgn n6n trtnh u51B rugu khi dr)ng Litapyl vl dilu nty ltm ttrng nguy co cdc vdn C6 vi co.
ll.Cfin ltm gl khi mOt lln qutn kh6ng ding thu6c?

N6u bqn.qu6n mQt lidr, hdy dtng liAu ti6p theo vio bila In ti6p theo vi sau tI6 u6ng thu6c nhu thuimg lQ.

Kh6ng dtrng liEu g6p d6i dA btr cho mQt liAu bi qu0n.

l2.Cln bio quin thu6c nly nhu th6 nAo?
Bdo quin noi kh6 16o, nhiQt tlQ khdng qu6 30oC, tr6nh 6nh sing.

l3.Nhilng dlu hiQu vl triQu chrlng hhi dtng thu5c qut li6u
Chua c6 th6ng tin.

l4.Cln phii llm gl khi dtng thu6c qui !i6u khuy6n c{o
N6u ban nui5t nhiAu vi6n thu6c ctng ltc, d6n phdng cip cuu d bgnh viQn g6n nhdt ho6c th6ng b6o cho b6c si ngay lfp trlc.

l5.Nhilng didu cln th$n trgng khi dtng thu5c niy
H6i bic sIhodc dugc sItrutrc khi dtng Litapyl n6u:

N6u ban cO v6n Ad vA tnfln g6c si c6 th6 cln phni bit ddu vdi li6u thdp hon)

N6u ban c6 tuy6n gi6p hogt dQng duOi mrlc (suy gi6p)

N6u ban mic Uenn d6i th6o rlutm& tl[c biet le d6i th6o dutmg tuip 2 kh6ng tlugc kiiim so6t ti5t

N6u ban cO v6n dA vA gan

N6u ban c6 v6n dA vdi mQt s6 protein ntr6t Cintr trong m6u

N6u ban co vdn dd vA ruor
Bqn dang dtng c6c lopi thu5c kh6c

N6u ban hoNc gia <linh ban g{p v6n dE cs
Niiu ban tr6n 70 tuiii

(MOt s6 tinh tr4ng tr6n c6 th6 din d6n ttrng ndng dQ lipid trong m6u vd cen dugc di€u chinh trudc khi Uit <tAu diAu trivdi feno-
fibrat).

B6c si cta ban c6 thii cAn c6c x6t nghiQm m6u ho[c nudc ti6u a,i ti,im tra xem chfc nlng thfn, co vd gan hoOt dQng btnh
thudng hay khOng.

Lli khuy6n quln trgng vi tec oqng trGn co:
Li€n hQ ntrantr vOi b6c Ji cta ban ntiu b6n cim th6y dau co, nh4y cdm dau holc y6u co thd kh6ng r0 nghuyOn nhin. D6 ld vi

trong nhtng dip hi6m glp, nguy co bi c6c v6n ed vA co c6 thii nghi€m trgng bao g6m sU hty co c6 thri g6y tiin thuong thfn. B6c si

c6ruo rv
CO PHAN
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c6 tti6 lam x6t nghiQm m6y tii ki6m tra tinh trqng cria co tru6c vi sau khi tit CAu <ti6u tri.
Nguy co htiy co nhidu hon d mQt s6 benn nhtur nh6t dinh.
N6i vdi b6c sI cria b4n n6u ban bi b6t k! diAu nio sau <t6y:
. Ban c6 v6n Ad vd tnAn
. BAn c6 tuy6n gi6p hoAt tlQng dudi mrlc blnh thudng
. Bqn thudng udng mQt lugng ldn rugu
. Bgr dil g[p vdn dd co trong qu6 trinh diAu ri beng thu6c h3 cholesterol ggi ld "c6c statin" (nhu simvastatin, atorvastatin,

pravastatin, rosuvastatin hoflc fluvastatin) hoflc fibrat (nhu fenofibrat, bezafibrat ho{c gemfibrozil)
. Bp ho[c c6c thinh vi€n trong gia <linh c6 r6i lo4n vA co di truy6n
Nguy co vd cic vdn dA vd co c6 ttr6 tOn trcm n6u ding fenofibrat vdi thu6c gidm cholesterol ggi ld "c6c statin" (nhu simvas-

tatin, atorvastatin, pravastatin, rosuvastatin, fluvastatin). N6i vdi b6c si cria ban ntiu bAn dang dirng b6t crl lo{ thu6c ndo trong S
nhtng loai thu6c niy.
Sft dgng cho phg nt c6 thai vi cho con bri:

N6u b3n dang mang thai ho[c cho con bt, nghi rlng ban tlang c6 thai ho[c tlang dg ttinh c6 con, hiy h6i b6c si ho[c dugc si
<ti dugc tu vAn trudc khi dtrng thu6c niy.
Sri dUng thu5c khi t{i xe vl v$n hinh miy m6c:

Thu6c nAy kh6ng 6nh huong d6n khd ning l6i xe ho{c v6n hdnh miy m6c.
l6.Khi nlo cln tham vin bic s$, duqc sI

Khi thdy c6c bi6u hiQn krhOng btnh thutmg sau khi dtng thu6c
l7.Hgn sii dqng.ciie thu6c

36 th6ng kii ttr ngiy sin xudt
l8.TGn, ilia chi, bi6u tuqmg ciia co sO sin xu6t, cht sO htu giiy ph6p illng kf sin phlm

lA coNG ry co puAx s.p.wt (s.p.M coRpoRArIoN)
l' rt !vwly-!p!!!.com.vn
5 P ftf Lo 5 t, Drd,rg S ,, Khu C6ng Nghi€p Tdn Tgo, Phudng Tdn Tqo A, Quin Btnh

Tan, Thanh ph6 H6 Chi Minh

DT: (028) 37507496 Fa,r: (028) 38771010

l9.Ngty xem x6t srir d6i, c$p nh$t lgi nQi dung hutrng dln sii dgng thu6c:

TP othdng,to ndm 2tTt
d6c
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