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Fenofibrate 300 mg
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To increase:
e« HDL-C

H

Prescription only
Regulation of dyslipidemia

To reduce:

WHO-GMP
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BOX OF 5 BLISTERS x 4 CAPSULES

* Cholesterol
* Triglyceride
* LDLC
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e Cholesterol
® Triglyceride
e LDL-C

;
.
-
e
<
-

-
-
-
v
=

-

'

> ¥




> 8 of
N¢/0008¢

FYugm 1pyd ® npO UIIYSN YoEA nyd
flor WEU )y Bupy) 5o ARSN ‘WOH'AL
4

L Fall ol

"o

Rl e

@eq dxd /aH
2 B /NN

WN 107 /XS 91 98
o an - = dm ONVN NTIA L X JA +dO1
e ETITIT Y
. . =5 R ES ¥
MWM 21 ® ... Mgt Y-
fRi°Y | i | $5cE T a1
WWW * 8 08 * R e LR er T v
Z - L 1ISEIIDUY O], :20npat o, & _wm,,. B Bog] Rl
g 8% §83g; o8
m. .W 2 eruapidisip jo vopemsay o™ WW 3 E npwr prdyy wiof 192 QY NG
Apuo uondpsasg 2 = UPP 031 UPq dPNYL
£§ 5E g2 88 m.mw fw go¢ Merquoudy
H3 m wmm B2 “o n
we S» g2 2%
i X L 00€
H d = > 2 L -
mmm mm mmm . d mmw wm Ba @xoa-n_hweq
mww r B3 £pZ g
Il R
ifex 7|0 SRl

NdI 1d NYHN NYIW

Amefibrex”®
300

Fenofibrate 300 mg

https://trungtamthuoc.com/




/,5"/330{ g .'/:
/e . \; \
/o/ CONGTY )

Rx ThuBc ban theo don

[ f
b Pl s 8 mWEHBREx® 300
\ 2\ f:/ /' Vién nang
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THANH PHAN: Mdi vién nang T}hua
— Hoat chat : Fenofibrat ...........ccn. 300 Mg
_ T4 dugc: Lactose monohydrat, tinh bot tién hd hoa, natri lauryl sulfat, crospovidon, magnesi stearat, nang

cling s6 0. B
MO TA SAN PHAM:
— Vién nang ciing, d4u mau cam, than mau tring, bén trong chifa bot thuc mau trang hay trang nga.

DUQC LUC HOC:

Fenofibrat, mot d&n xuat clia acid fibric, 1a mot thudc diéu hoa lipid ¢6 tic dong I18n lipid huyét tuong.

Fenofibrat c6 thé 1am giam cholesterol mau tif 20 dén 25% va giém triglycerid mau tir 40 d&n 50%.

Téc dung gidm cholesterol mau 1a do lam gidm cac lipoprotein gdy xo vifa dong mach c6 i trong thdp (VLDL

va LDL). Fenofibrat cai thién sy phan b cholesterol trong huyét tuong bang céch lam gidm ti 1§ cholesterol
toan phan / HDL (ti 18 nay tdng cao trong bénh rdi loan lipid méu gay xd viia dong mach). Ul/
Néng do HDL cholesterol thdp (HDL-C) gdn lién véi nguy co cao bi céc bénh mach vanh. Fenofibrat lam tang
dang ké ndng do HDL-C clia bénh nhan va dat dén muc tiéu diéu trj 1a 40 mg/dL, bat chdp nong dg ban dau |
clia HDL. P3c biét, Fenofibrat c6 thé lam ting HDL cholesterol va lam giam LDL cholesterol nho, ddm ddc do
lam gia ting kich thu6c clia cac phan tir LDL.

Triglycerid khng nhiing c6 lién quan dén tién trinh gy xo viia ma con lién quan dén viéc hinh thanh huyét
kh6i. Théng qua viéc kich hoat thu thé PPAR- &, Fenofibrat lam tdng ly gidi md va ting sy thanh loc clia
nhiing phdn ti giau triglycerid nhd kich hoat men lipase va gidm san xuat apo CllI.

Fenofibrat 1am tdng cdc apoprotein A1, va giam cac apoprotein B, cai thién ti 1& Apoprotein A1/ Apoprotein B
(t 18 nay dugc xem nhu 1a mot ddu hiéu clia chiing xo vira dong mach).

Thuc da duoc ching minh co tac dong bai acid uric nigu 6 nhiing bénh nhan r6i loan lipid mau va lam gidm
acid uric mau trung binh khodng 30%.
DUQC BONG HOC:
Fenofibrat dugc hdp thu d& dang qua dudng tiéu héa khi uéng cling véi thic &n; vé thyc t& su hap thu g
néu Fenofibrat dugc uéng sau khi nhin déi m6t dém truGc. Thubc nhanh chéng bi thly phan thanh c
chuyén hoa cé hoat tinh acid fenofibiric, khodng 99% chat nay lién két voi albumin huyét tuong. Thoi giamfa.
ban hly thai tri trong huyét tudng khodng 20 gid. Acid fenofibric dugc thai trir phdn 16n qua nuéc tiéu, chil =2
y8u dudi dang glucuronide lién hgp, nhung cling & dang khir clia acid fenofibric va dang glucuronide cla no.

Loc mau khong thé loai thudc ra khoi co thé.

CHi DINH:

AMEFIBREX dugc chi dinh gidm cholesterol-lipoprotein (LDL) ti trong thap, triglycerid toan phan,
apolipoprotein B va ting cholesterol-lipoprotein ti trong cao (HDL) dé kiem soat ching r6i loan lipid méu: type

lla, 1b, 111, 1V, va V, két hop véi ché d6 dn kiéng.

CACH DUNG - LIEU DUNG:

Dung AMEFIBREX k&t hop v6i ché do &n kiéng, qua dudng ubng. Uong thudc vdi biia an chinh.

Ngudi I6n: udng 1 vién/ ngay.
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CHONG CHi BINH:

— Qua mAn véi Fenofibrat hodc voi bat ci thanh phan nao clia thubc

— Suy gan ning (k& ci xo gan mat)

— Suy than ndng

—  Dugc biét cd phan (ing di &ng v6i dnh séng khi diéu tri véi cac fibrate hodc vai ketoprofen

— Bénh ly tdi mat

— Viém tuy cdp va man tinh ngoai tru viém tuy cap do ting triglycerid manh trong mau

— Phu nii mang thai va cho con bl

— Trd em dudi 10 tudi.

LUU Y VA THAN TRONG:

_ Kiém tra chiic ning gan va than trudc khi bat dau liéu phap.

Kiém tra men transaminase mdi 3 thang trong 12 thang ddu liéu phap. Ngung diéu tri néu men ALAT
(SGPT) hodc ASAT (SGOT) tang gdp 3 I4n gi¢i han binh thudng hogc cao hon 100 don vj quéc té.

Viém tyy da dugc béo cdo & nhing bénh nhén ding Fenofibrat. Diéu nay co thé 1a két qua clia diéu tri
khong hiéu qud & nhiing bénh nhan bi tang triglycerid huyét ndng, hay la hién tugng thi phat do soi
dudng mat hodc sy tao thanh bin mat, két qué la tdc 6ng mat chi.

- Nhim déc co, ké ca trudng hgp rat hiém gdp la ly gidi co van, da dugc bdo céo khi dung cac fibrat va
céc thudc ha lipid khdc. Tn sudt roi loan nay ting Ién trong trubng hop giam albumin trong méu va co
suy thén trudc do. Nhiém d6c co nén dugc nght dén trén nhiing bénh nhén ¢ dau co lan toa, viém co,
chudt rat va yéu cd va/hodc tdng dang ké men creatinine phosphokinase (CPK). Trong nhiing trudng hop
nay nén ngung diéu tri bang Fenofibrat,

- Nguy co nhidm doc co co thé ting 1én néu thudc nay dugc dung Voi fibrate khéc hoic véi thudc Gc chd =
men HMG-CoA reductase, nhat 1 trong trudng hop ¢ bénh Iy vé co truéc do. Do do, chi dinh ké toa
déng thoi Fenofibrat véi thudc nhom statin chi danh cho nhiing bénh nhan b 6 loan lipid mau va nguy %
co bénh tim mach cao ma khong c6 bét ky tién s bénh 1y cd nao. Nén theo ddi chit ché cic ddu higu :;
nhiém déc co.

Phu nif c6 thai va cho con bi: Khong c6 ddy du cdc s6 lidu vé viéc sl dung Fenofibrat cho phu nii c6 thai. :z,

Cac nghién clu trén dong vat da ching minh thudc khong gdy qudi thai. Nguy co tiém 4n cho ngudi thi chua ~

dugc biét dén. Khong co cac dif liéu vé viéc bai tist clia Fenofibrat va/hodc cac chat chuyén hoa cla né vao

trong sita me. Vi vy, khong khuyén céo dung AMEFIBREX cho phu nif mang thai hodc dang cho con bi.

TAC DUNG KHONG MONG MUGN: Asdg;

Nhin chung Fenofibrat dugc dung nap tot. Cac tac dung ngoai y thudng nhe, thodng qua va kh6ng can trd vigene 1

diéu tri, e

—  Thuong xuyén; R6i loan tiéu hoa, da day-rugt (dau bung, budn nén. nén mia, tiéu chay, va dy hai). "I’f{;

_  Khéng thuong xuyén: Viém tuy, huyét khéi tic mach, phat ban, ngita, mé day hodc cdc phan (ng nhgy'
cam v6i anh ndng; & vai trudng hop cd biét (tham chi sau nhiéu thang st dung), da nhay cam VGi amj’j
ning co thé xy ra, gdy ban do, not phdng da, bong nudc, nhiic ddu, mét moi, chong mdt.

— Hiém khi: Tang transaminase trong huyét thanh, tdng creatinin va uré trong huyét thanh, gidm nhe
haemoglobin va bach cdu, dau cd, viém co, chudt rit va yéu co.

_ R4t higm: Viém ph6i mo kg, ly giai co vén.

Théng bdo cho bdc sT nhiing tac dung khdng mong mudn gap phai khi st dung thudc

https://trungtamthuoc.com/




TUONG TAC THUOC:

- Fenofibrat va cac fibrate khdc co thé 1am ting téc dung cla thudc chdng déng dudng udng; vi thé nén
giam liéu clia thudc chéng dong xudng khodng 1/3 khi bdt du diéu trj vdi fibrate, va sau do diéu chinh tif
tir néu cdn thiét.

- Nguy co t6n thuong co va viém tuy c&p tdng 1én néu ding déng thoi Fenofibrat hofc cdc thuc nhém
fibrate v6i cac thudc Gc ché HMG-CoA reductase (vi du: pravastatin, simvastatin, fluvastatin).

- Mot vai trudng hgp nghiém trong vé suy chiic ndng than c6 thé hdi phuc da dugc bdo cdo trong khi ding
dong thai Fenofibrat va cyclosporin. Vi thé phai theo ddi chdt ché chic ndng thén cla nhiing bénh nhan
nay va nén ngung diéu tri bing Fenofibrat trong trudng hgp cé su thay ddi trdm trong cac thong sd xét
nghiém.

QUA LIEU VA XU TRi: W

Khong c6 trudng hop qué liéu ndo dugc bdo cdo. Khong c6 thubc gidi doc ddc higu. Néu nghi ngd qué lieu,

diéu trj triéu chiing va dung cac bién phap hd trg phii hop khi cdn. Loc méu khong thé loai dugc Fenofibrat ra

knhdi co thé.

TRINH BAY:

Hop 5 vi x 4 vién nang.

HOp 5 vi x 6 vién nang.

HOp 4 vi x 7 vién nang.

BAO QUAN: Bo quan & nhiét do dudi 30°C, noi kho rdo, tranh dnh sang.

HAN DUNG: 36 thing ké tif ngay san xuat. Khong ding thuc khi qué han sii dung.

THOI GIAN XET LAI TO HUGNG DAN SU DUNG:

BE XA TAM TAY TRE EM.
POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG.
KHONG DUNG QUA LIEU CHi BINH
~ NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC SI.

Nha san xuét:

cONG TY CO PHAN DUGC PHAM OPV
Lo 27, duding 3A, Khu Cong Nghiép Bién Hoa Il, tinh Dong Nai.

PHO CUC TRUONG BT : (061) 3992999 Fax : (061) 3835088
¥ \'\‘?_:\'I
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