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Rx Thuﬁc barr theu don

fi' cna’ 1"1\“‘- OCEFIB® 100
“‘"’i € PHAN \:ﬁ Vién nang clng
m&Nf_PPI_II&.NAh W
Mﬁhen nang ciing | Chita
N
Fenofibrat . PPN || | 1|

- T4 dugc: Lactose dap thdng, tinh bt tién hd héa, natri lauryl sulfat, crospovidon, magnesi stearat.

MO TA SAN PHAM:
Vign nang ciing, ¢d nang s6 3, ndp va thdn mau trdng, bén trong chia bot thudc mau tring hay trang nga.

DUQC LUC HOC:

Fenofibrat, mot ddn xudt clia acid fibric, la thudc ha lipid méau. Thutc c ché sinh t6ng hop cholesterol &
gan, lam giam cac thanh phan gay xd viia (lipoprotein ti trong rdt thdp VLDL va lipoprotein ti trong thdp
LDL), Iam ting san xudt lipoprotein ti trong cao (HDL), va con lam giam triglycerid mau. Do do, cai thién
dang k& su phan b6 cholesterol trong huy8t tuong. Fenofibrat dude ding dé diéu tri ting lipoprotein — huyét
typ lla, typ Ilb, typ 11, typ IV va typ V clng voi mdt ché do dn r&t han ché vé lippid. Fenofibrat co thé lam
giam 20 - 25% cholesterol toan phan va 40 — 50% triglycerid trong mau. Biéu tri bing fenofibrat can phai
lién tuc.

DUGC BONG HOC: b
Fenofibrat dugc hap thu d& dang qua dudng tigu héa khi usng cling véi thitc an; v& thuc t& su hap thu giam
néu fenofibrat dugc udng sau khi nhin d6i mot dém trudc. Thudc nhanh chong bi thlly phan thanh chét
chuyén héa cé hoat tinh acid fenofibric, khodng 99% chat nay lién k&t vdi albumin huy8t tuong. Thdi gian
ban hiy thai trii trong huyét tuong khoang 20 gio. Acid fenofibric dugc thai trii phdn I6n qua nubc tidu, chi
yéu dudi dang glucuronid lién hop, nhung ciing & dang khi cla acid fenofibric va dang glucuronid clia no.

Loc méu khong thé loai thuoc ra khoi co thé. &
CHi DINH: ”
Fenofibrat dugc chi dinh diéu tri r0i loan lipoprotein huyét cac typ lla, Ilb, I1l, IV, va V két hop véi ché do 'i:;,
an. o)

CACH DUNG - LIEU DUNG:

Dung fenofibrat k&t hgp vGi ché do dn kigng, qua duting udng. Udng thubc véi biia dn chinh.

Ngudi I6n: udng 3 vién/ ngay. Nén chon ligu thy theo dap ng cta méi nguoi.

Tré em trén 10 tudi: Liéu t6i da: 5 mg/kg/ngay, tudng (ng v6i 1 vién 100 mg/ 20 kg cén ning.

Ngudi cao tudi: 0 bénh nhan cao tudi khdng co suy than, ligu tuong tu nhu liéu ngudi 1.

Bénh nhan suy than nhe va vira: Co thé can diéu chinh liéu theo toc dd thanh thai creatinin: (Khuy&n cio
stf dung dang bao ch& ¢d ham ludng thich hdp véi lifu 67 mg va 134 mg fenofibrat vi hat chudn)

Dang 134 mg fenofibrat vi hat chudn dugc phép diing hang ngay cho bénh nhan c6 d thanh thai creatinin
tir 20 — 60 ml/phit va 67 mg mdi ngay cho bénh nhan ¢6 d6 thanh thai creatinin dudi 20 ml/phit.

CHONG CHi DINH:
- Qua man voi fenofibrat hodc voi bat cd thanh phan nao cla thusc
- Suy gan nang (ké ca xd gan mat)
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- Suy than nang
- Budc biét co phan (ng di (ng véi anh séng khi diéu trj voi cac fibrat hodc voi ketoprofen
- Bénh Iy t0i mat
- Viém tuy cdp va man tinh ngoai trir viém tuy cdp do tdng triglycerid manh trong mau
Phu nif mang thai va cho con bu
Tré em dusi 10 tudi.

LUU Y VA THAN TRONG:

- Kigm tra chiic nang gan va than trudc khi bat dau liéu phap.

- Kifm tra enzym transaminase mdi 3 thing trong 12 thdng dau liéu phdp. Ngung diéu tri néu enzym
ALT (SGPT) hodc AST (SGOT) tang gdp 3 Ian gi6i han binh thutng hodc cao hon 100 don vi qubc té.

- Viém tuy 62 dudc bao cdo & nhilng bénh nhan dung fenofibrat. Diu nay co thé 1a k&t qud clia diéu tri

khong hiéu qué & nhiing b&nh nhan bi ting triglycerid huy8t nang, hay Ia hién tugng thi phat do soi
dudng mat hodc su tao thanh bun mat, két qua Ia tic Gng mat chi.
Nhiém doc cd, k& ca trubng hop rat hiém gédp 12 ly gidi co vin, da dudc bdo cdo khi ding cac fibrat va
cac thubc ha lipid kndc. Tan suat roi loan nay tang Ién trong trudng hgp giam albumin trong méau va co
suy than trudc do. Nhigm doc co nén dugc nghi dén trén nhiing bénh nhén c6 dau co lan tba, viém co,
chudt rat va yéu co va‘hodc ting dang ké enzym creatinin phosphokinase (CPK). Trong nhiing trutng
hop nay nén ngung diéu tri bing fenofibrat.

- Nguy co nhiém doc co cd thé ting 18n néu thudc nay dugc dung vdi fibrat khdc hodc voi thude e ché

enzym HMG-CoA reductase, nhdt 1a trong truting hgp c6 bénh Iy vé co trutic do. Do d6, chi dinh ké toa
déng thai fenofibrat v6i thubic nhém statin chf danh cho nhiing bénh nhén bj réi loan lipid méau hén hop
ndng va nguy co bénh tim mach cao ma khong c6 bat ky tién sk bénh Iy co nao. N&n theo dGi chat
ché cac ddu hidu nhiém déc co.
Phu nif co thai va cho con bii: Khong c6 day di cac sb ligu vé viéc s dung fenofibrat cho phu nii cé thai.
Cac nghién ciu trén ddng vit da chiing minh thudc khéng gdy qudi thai. Nguy co tiém &n cho ngudi thi
chua duoc bist d&n. Khéng co cic dif lisu vé viéc bai tigt cla fenofibrat va/hodc cac chit chuyén hoéa cla
n6 vao trong sita me. Vi vay, khong khuy&n cdo dung fenofibrat cho phy ni mang thai hodc dang cho con
bi.
Tac dung ciia thudc khi 1ai xe va van hanh may méc: Chua c6 thong tin.
TAC DUNG KHONG MONG MUON:

Nhin chung fenofibrat dugc dung nap t6t. Céc tac dung ngoai y thuong nhe, thodng qua va khong can tro - -

vide didu tri.

Thuéng xuyén: Ri loan tiéu hoa, da day-rudt (dau bung, budn ndn, ndn mia, tiéu chay, va day hai).

Khéng thudng xuyen Viem tuy, huy8t khi tic mach, phat ban, ngiia, mé day hodc cdc phan Ung nhay
cam v&i anh ndng; & vai trudng hop ca biét (thdm chi sau nhiéu thang sli dung). da nhay cam véi anh
ning c6 thé xay ra, gay ban do, n6t phdng da, béng nubc, nhitc ddu, mét mai, chong mat.

Hiém khi: Tang transaminase trong huy&t thanh, ting creatinin va uré trong huyt thanh, gidm nhe
haemoglobin va bach cdu, dau co, viém cd, chudt rit va yéu co.

Rat hiém: Viém phdi mé k&, ly giai co van.

Théng bao cho béc sT nhifng tc dung khéng mong mudn gap phai khi sir dung thude

TUONG TAC THUOC:

W
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- Nguy cd ton thuong co v& viém tuy cdp ting Ién néu dung ddng thai fencfibrat hodc cac thudc nhom
fibrat véi cac thubc dc ché HMG-CoA reductase (vi du: pravastatin, simvastatin, fluvastatin).

- K&t hop fibrat véi ciclosporin timg ting nguy co ton thuong co.

- Fenofibrat 1am ting tic dung chong déng va nguy co chay mau (do tuong tac ddy nhau ra khoi protein
huy8t tuong). Diéu chinh liéu clia thubc chéng dong udng trong thoi gian digu tri bing fenofibrat va 8
ngay sau khi ngung fenofibrat.

- Khéng duoc ding két hop cac thude ddc véi gan (thubc tGc ché MAQ, perhexilin maleat...) vdi fenofibrat.

QUA LIEU VA CACH XU TRi:

Khong cb trubing hop qué fiéu nao dugc bao cdo. Khéng c6 thudc gidi doc dac hidu. NEu nghi ngd qué liu,
diBu trj triéu chitng va dung cac bién phap hd tro phi hop khi cdn. Loc méu khong thé loai dugc fenofibrat
ra khoi co thé.

TRINH BAY:

Hop 5 vi x 4 vién nang citng; Hop 5 vi x 6 vién nang ciing; Hop 7 Vi x 4 vién nang clng.

BAO QUAN: Bio quin & nhigt 66 dudi 30°C, ndi khd rdo, tranh 4nh sang.

HAN DUNG: 35 thing k& tif ngay san xugt. Khong ding thusc khi qué han s dung.

THOI GIAN XET LAl T HUGNG DAN SU DUNG:

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

Nha san xuét:
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