Mau vi: Fenostad 160
Kich thudc: 60x94 mm

Mdu hop: Fenostad 160
Kich thudc: 65x97%x29 mm

Ti lé: 100%

hEXLR%89

i

g
o=

091 PBISOUd |

vavis

S1jqe) pareod-wny 0f / wiyd oeg Uau uaa (f

FLAOS LT

'_https://nhathuogdgtdanh.com/

160 Fenostad 160 Fenostad 160 1}

Fenatibrate 160 mg Fenofibrate 160 mg

tmg
— .
|V, Co. i, STADA CTY TNHH LD STADAVIET NAM STADA STADANMN UV,

stad 160 Fenostad 160 Fenostad %>

brate 160 mg Fenoribrate 1610 mg Fenoribrate 160 ne

TADA-UN |V Ca, L1 STADA STADA AL
‘enostad 160 Fenostad 160 Fenosi®uecr o (v v 14
Fenofibrate 160 mg Fengfib, | 11 B W ! o bt

CTY INHH LD STADANIET MNAM

Fenofibrate 160 mg

e——

__a%]g”m CTY TRHE LE STADANVIET NAKM el U ;
SO0

ostad 160 Fen«
% ibrate 160 mg Fer L&::ﬂ n‘fm!:...6...a"....z...,_f,_,_,,:{_%

sl s e 3
\DA  STADA-VN |V, Co., Lidd SIADA T# %

0 Fenost

Fenutibra

Fenostad 160

Fenofibrat 160 mg

Ml s sud

Cing ty TNHH LD STADA-VIET NAM
S, Dad 10 Tt Do, KON VI8 Nim - Singapore,
i s Thisin An, Tinh Rich Dueng, Vidt Nam

S ————

STADA 7 &

T0 55 < Baneh S

HD

Thinh phdn: M vien nén ban phim chita:

Fenostad 160 Sawal T e
aniﬁnh.cadnmamdd“ﬂ*m

tin kb Xin o yrong 15 buking dn F dueg.
Bio quin: Trong bao bl kin, noi kb, Nhigt 06
Khiing tjud 3PE

Tién chedin dp dyng: FCHSK

D %4 TAM TAY TRE EM

SPK - Reg. No.: -
BOC K§ HUONG DAN 50 DUNG TRUOC KHI DUNG

TUQ TONG GIAM DOC
NCPTaéz

KI PRESCRIPTION DRUG 3 blisters x 10 film-coated tablets

Fenostad 160\

Fenofibrate 160 mg

%"-
O/ cONG TY \Z
@ [ThicH thELHLUH,

w

“Ds. Néuyén Ngoc Li€u

et e by

STADA-VN V. Co., Ltd.

o0, T Ehe Ao, \unm Singapwore Inchstial ark,
Thugiaes A, Binl Dvsong Prowinee, Victnam

STADA

Compaosition: Fach lilm-coated tablit contains:
Tenafibrate
Exciphnis g il
1ndicati i P

Fenostad 160

other precautions: Read the package inser inside.
Stare i & well-closed eantainer, in a dry place. Do
niot stone above 30°C

Manufacturer's specificalion

KEEP (T OF REACH OF CHILUREN

READ) THE PACKAGE INSERT CAREFULLY BEFORE LSE

Barcode

. 1a |



Fenostad 160

THANH PHAN
Méi vién nén bao phim chira:
.13 [0)110] = | S VT . 160 mg
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(Lactose monohydrat, crospovidon, povidon K25, natri
lauryl sulfat, microcrystallin cellulose, colloidal silica
khan, natri stearyl fumarat, opadry tring).

MO TA
Vién nén hinh oval, bao phim mau trdng, hai mat
khum, tron.

DUQC LIJC HQC
Fenofibrat, dn chét clia acid fibric, la thudc ha lipid
mau. Thubc trc ché sinh téng hop cholesterol & gan,
lam gidm cac thanh phan gay vira xo (lipoprotein ty
trong réat thdp VLDL va lipoprotein ty trong thap LDL)
lam t&ng san xuét lipoprotein ty trong cao (HDL), va
con lam giam triglycerid mau. Do d8, cai thién dang ké
s\ phan b cholesterol trong huyét tuong.
Fenofibrat dwgc ding @é diéu trj ting lipoprotein huyét
typ lla, typ lib, typ 1, typ IV va typ V cling vé&i mot ché
dd &n rat han ché vé lipid. Fenofibrat c6 thé 1am gidm
20 - 25% cholesterol toan phan va 40 - 50% triglycerid
trong mau. Diéu trj bang fenofibrat can phai lién tuc.

DU'Q'C BONG HQC
Fenofibrat duwgc hép thu ngay & duong tiéu hoa cung
voi thire &n. Hap thu thudc bi gidm nhiéu néu ubng
sau khi nhin an qua dém. Thuoc nhanh chéng thly
phan thanh acid fenofibric c6 hoat tinh; chat nay gén
nhiéu vao albumin huyét twong va cé thé day cac
thubc khang vitamin K ra khéi vi tri g&n. Néng dd dinh
trong huyét twong xuét hién khodng 5 gio sau khi
ubng thude. O ngudi ¢ chirc nang than binh thwéng,
thoi gian ban thai trong huyét twong vao khodng 20
gi¢ nhung thoi gian nay tang 1én rat nhiéu & nguoi
mac bénh than va acid fenofibric tich Iy dang ké &
bénh nhan suy than uéng fenofibrat hang ngay. Acid
fenofibric dao thai chi yéu theo nwéc tidu (70% trong
vong 24 git, 88% trong vong 6 ngay), chl yéu duoi
dang lién hop glucuronic, ngoai ra con cé acid
fenofibric dwoi dang khir va chét lien hgp glucuronic
ctia no.

CHI BINH
Fenostad 160 dwoc chi dinh hé tror ché do &n kiéng
va ché a6 didu tri khong ding thubc khac (nhw tap thé
duyc, giam céan):

- Diéu trj tang triglycerid huyét nang cé hodc khéng co
HDL cholesterol thap.

- Tang lipid huyét hén hop khi chéng chi dinh hodc
khéng dung nap véi statin,

~ Tang lipid huyét hén hop & nhirng bénh nhan cé nguy
co tim mach cao, cin thém vao mét statin khi cac
triglycerid va HDL cholesterol khéng dwoc kiém soat
day du.

LIEU LUQNG VA CACH DUNG
Fenostad 160 dwoc ubng nguyén vién cling véi bira an.
Van phai tiép tuc ché do &n kiéng da dung trude khi
diéu tri. Theo d&i dap (rng diéu tri bing viéc xac dinh
gia tri lipid huyét thanh. Néu khéng dat dwoc dap (ng
thich hgp sau vai thang (3 thang) nén xem xét cac
bién phép diéu tri b sung hodc khac.

- Nguwoi I6n: Liéu khuyén céo la 1 vién 160 mg
fenofibrat x 1 l&n/ngay. Bénh nhan dang ubng 1 vién
nang fenofibrat 200 mg c6 thé ddi sang 1 vién nén
fenofibrat 160 mg ma khéng can diéu chinh lidu thém.

— Nguwi cao tudi: O’ nhirng bénh nhan cao tudi, khéng bi
suy than, dung liéu khuyén cdo thwong dung cho
nguoi lon.

— Suy than: Can giadm liéu & nhirng bénh nhan suy than.
O nhirng bé&nh nhan bj bénh than man tinh nang,
khong nén dung fenofibrat.

— Suy gan: Khéng dung fenofibrat cho bénh nhan suy
gan do thiéu d@ liéu.

- Tré em: Tinh an toan va hiéu qua cla fenofibrat & tré
em va thanh thiéu nién dwéi 18 tudi chwa dwoc xac
dinh. Khéng c6 di¥ liéu. Vi vay khéng dung fenofibrat
cho cac dbi tweng tré em dwdi 18 tudi.

CHONG CHI BINH

- Quéa méan véi fenofibrat hodc bat ky thanh phan nao
clia thube.

- Réi loan chirc ndng than nang.

— Réi loan chirc nang gan (bao gém xo' gan mat va bat
thwéng chirc nédng gan kéo dai khong rd nguyén
nhan).

— Viém tuy c&p hodc man tinh (trir viém tuy cp do ting
triglycerid huyét nang)

- Phan (ng dj tng v&i anh sang hay nhiém déc anh
sang khi diéu tri v&i fenofibrat hoac ketoprofen.

— Tién st bénh tai mat.

THAN TRONG

- Tang aminotransferase huyét thanh (AST, ALT) vuot
qua 3 1an mirc binh thueng dwec théng bao & khoang
5% ngwoi bénh dung fenofibrat. Viém gan hoat déng
man tinh va viém gan (* mat xdy ra sém sau vai tuan
hoac xay ra mudn sau vai n&m ké ti khi b4t d4u diing
fenofibrat; xo gan két hop véi viém gan hoat déng
man tinh ciing dwoc théng bao & mat sb hiém trwdng
hep. Phai theo ddi chirc nang gan dinh ky (3 thang 1
lan) trong 12 thang dau diéu tri. Néu ndng @
aminotransferase huyét thanh vwot qua 3 1an muc
binh thwéng thi phai ngirng didu tri fenofibrat.

- Fenofibrat, cling nhw cac dan chat acid fibric khac
(nhw gemfibrozil) c6 thé lam tang bai xuat cholesterol
vao mét, ddn dén bénh séi mat. Néu kiém tra tii mat
thay c6 sdi thi phai ngirng fenofibrat.




- Viém co, bénh co va/hodc tiéu co van da duoc théng
bao & ngwdi bénh dung fenofibrat hodc cac dan chét
acid fibric khac. Tiéu co van va cac bién chirng khac
ciing da duoc thong bao & bénh nhan dung fenofibrat
cung v&i mot s6 thube ha lipid khac, vi dy cac statin
(cac chét wc ché HMG-CoA Reductase). Cac bénh
nhan dung fenofibrat phai dwgc hwéng din béao cao
ngay khi thdy dau co khéng rd nguyén nhan, hoac
nhay cdm dau, yéu, dic biét néu kém khé & hodc sbt.
Phai theo ddi dinh ky enzym creatin kinase (CK ho3c
CPK) & nhitng ngwdi bénh cé nhitng tac dung khéng
mong mudn d6. Phai nglrng didu tri fenofibrat, néu
CPK huyét thanh tang cao rd rét hodc nghi ngd hodc
chén doan 14 viém co hodc bénh co.

— Mbt sb hiém tredng hop ban da ning phai nhap vién
va dung liéu phap corticosteroid, bao gbm hdi chirng
Stevens-Johnson va hoai t& biéu bl nhiém doc da
dugc théng bao khi dung fenofibrat. May day va ban
da cling dwgc théng bao & khoang 1% bénh nhan
dung liéu phap fenofibrat.

- Pa tirng gap viém tyy & bénh nhan diéu tri bing
fenofibrat hodc cac dan chét acid fibric khac.

- Gidm nhe va vira hemoglobin, hematocrit va bach cau
da gép & bénh nhan dung fenofibrat. Nhirng théng sé
nay thwéng tré vé binh thwdng trong qua trinh diéu trj
dai han. D3 gap mét sé trwdng hop giam tidu ciu va
mét bach cdu hat trong cac dot kiém tra sau khi thuéc
da dwgc ban ra thj trwdng. Can phai dinh ky dém
huyét cdu trong 12 thang dau diéu tri fenofibrat.

— Anh hwéng cla fenofibrat dén ti 16 mac bénh va ty 16
tlr vong do tim mach hodc khéng do tim mach chua
dugc xac dinh. Tuy nhién vi fenofibrat vé mét hoa hoc,
dwoc ly va 1am sang déu gibng cac din xuét acid fibric
khac, mot sé tac dung khéng mong muén clofibrat
(hién khéng con ban trén thj trwong) va cua
gemfibrozil, vi dy tang ty 1& s6i mat, viém tai mat can
phai md, bién chirng sau cat bd ti mat, ung thw, viém
tuy, cat bo rudt thira, bénh tdi mat va tang tlr vong
toan by cb thé ciing xay ra véi fenofibrat. Nhw vay,
cac diéu than trong lién quan dén liéu phap fibrat cin
duwoc theo dai.

— Tinh an toan va hiéu qua cla fenofibrat chwa duweoc
xac dinh & tré em duéi 18 tudi.

TWONG TAC THUOC

— Dung két hgp céc thube trc ché HMG CoA reductase
(vi dy: pravastatin, simvastatin, fluvastatin) va fibrat sé
Iéém tdng dang ké nguy co tdn thwong co va viém tuy
cép.

- Két hop fibrat véi ciclosporin lam ting nguy co tén
thwong co.

— Fenofibrat 1am tang tac dung cla cac thudc ubng
chéng déng va do dé lam ting nguy co xuét huyét do
day cac thubc nay ra khéi vj tri gén voi protein huyét
twong. Can theo doi Iu*o'ng prothrombin thwéng xuyén
hon va diéu chinh lidu thudc udng chéng dong trong
subt thoi gian diéu tri béng fenofibrat va sau khi ngirng
thuéc 8 ngay.

- Khéng duwoc dung két hgp cac thubc ddc véi gan
(thubc (rc ché MAO, perhexilin maleat...) voi
fenofibrat.

PHY N{* CO THAI VA CHO CON BU
Phy ni cé thai
Khdng nén ding trong th&i ky mang thai.

Phy nir cho con bud
Khéng c6 di¥ liéu. Tuy nhién, vi an toan, khéng nén
dung cho phuy ni¥ cho con bu.

ANH HUONG TREN KHA NANG LAl XE VA VAN

HANH MAY MOC
Khéng co.

TAC DUNG KHONG MONG MUON
Tac dung khéng mong muén thuéng nhe va it gap.
Thuong gédp

— Tiéu héa: Réi loan tiéu hoa, trwéng vung thweng vi,
buén nén, chwéng bung, tiéu chay nhe.

- Da: Nbi ban, ndi may day, ban khéng dac hiéu.

- Gan: Tang transaminase huyét thanh.

— Co: Bau nhirc co.

Hiém gép

- Gan: So6i dwong mat.

~ Sinh dyc: M&t dyc tinh va liét dwong, giam tinh tring.

~ Méu: Giam bach cau.

QUA LIEU VA XUF TRI
Khéng cé tredng hop qua lidu nao dwgc bao cao.
Khéng c6 thudc gidi doc dic hiéu. Néu nghi ngd qua
liéu, diéu trj trigu chieng va tién hanh cac bién phap hd
trg thich hop khi can. Thdm tach mau khéng loai bd
duworc fenofibrat.

BAO QUAN: Trong bao bi kin, noi khé.

Nhiét dé khéng qua 30°C.

HAN DUNG: 24 thang k& tir ngay san xuét.

DONG GOI : Vi 10 vién. Hop 3 vi.

TIEU CHUAN AP DUNG: Tiéu chun nha san xuét.

THUOC NAY CHI DUNG THEO BON CUA BAC Si

Dé xa tdm tay tré em
Khéng dung thuéc qué thoi han si dung
Doc ky hwéng dén sir dyung trwéc khi ding
Néu can thém théng tin, xin héi y kién béc si
Théng bdo cho béc si nhirng tdc dung khéng mong muén
gdp phai khi sir dyng thuée Y

Ngay duyét néi dung toa: 18/02/2016',

Nhd san xuat:
Céng ty TNHH LD STADA-VIET NAM-
56 40, Dai 19 Ty Do, KON Viét Nam - Singapordl

Thi x& Thuén An, Tinh Binh Dwong. Viét Nam,
DT (+84.650) 3767470-3767471 - Fax: (+84.650) 3767469
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