COLESTRIM - Vién nén bao phim Fenofibrate
THANH PHAN:

Méi vién nén bao phim chifa:

Fenofibrate BP (micronised)...... 160 mg

CHi DINH:

Diéu trj tang cholesterol huyét: COLESTRIM dLigc
chi dinh trong diéu tri tang cholesterol huyét
nguyén phat hay rél loan lipld huyét hén hgp ¢
ngudl lén (type lla & lib theo phéan loai cla Fredrick
san) phél hop vail ché do an rat han che veé lipid va
cholesterol nham giam LDL-C, Cholesterol toan
phan, Triglyceride, Apo B va tang HDL-C, khi ché db
an kiéng va lléu phap khéng dung thudc khéng
dép Ung day du.

Biéu tri tang triglyceride huyét; COLESTRIM duoc
chi dinh trong diéu tri tang Triglyceride & naudl lén
(tang lipld huyét type IV & V theo phdn loal cla
Fredrickson), phdi hop vdi ché dé an

Khuyén Cdo Chung:

Khong ép dung liu phap diung thude cho bénh
nhan bl tdng lipoprotein huyét type | (tdng vi nhu
tré u- va triglyceride, VLOL binh thuéng) Pé phan
) Ll]f r‘Iar.u tdng lipoprotein huyét type |, IV va V
i it tuong déng lanh trong 14 gid
an la litu phap dau tién dé diéu tri rol loan
it (dang bat thutng lipoprotein). Du can
va nghién ruou cé thé gay anh hudng nghigm
trong trén bénh nhan tang triglyceride, can luu y
trudc khi 111l bang thude. Tang lipid huyét déng
thai bi mot s6 bénh khac nhu thiéu nang tuyén
gidp hodc dudng can phal diéu tri thich dang.
Bénh nhan dung Estrogen, thuac [gi tieu thiazid va
thudc chen beta doi khi bj tang triglycerid huyét
tram trong, dac bigt & nhimg bénh nhan ma trong
gla dinh cd ngudi bl tdng triglyceride huyét. Trong
truiong hop nay, nén ngung ding thudc dé tranh
phal diéu tri tdng triglyceride.

Chidung thudc khi khéng cho dap (ng ddy du vdi
lieu phap khéng dung thudc va phdi hudng dan
cho bénh nhan vé tam quan trong cta viéc phoi
hop vdi ché dé dn kiéng.

LIEU DUNG VA CACH DUNG:

Phai tuan thu ché dé an han ché lipid trudc khi diéu
tri bAng COLESTRIM va duy trl ché dé dn nay sudt
thal glan dléu trl. Phal udng COLESTRIM cling v
bira an dé dat sinh kha dung toi uu.

Ngudi Ién bl ting cholesterol huyét nguyén phat
hodac rél loan lipid huyét hdn hop: liéu khdi dau la 1
vién/ ngay.

Ngudi lén b tang Triglyceride huyét: [1éu dung thy
theo dép Ung ctia timg bénh nhan, Néu can, cé thé
diéu chinh liéu sau khi xac dinh lal chi 56 lipid dinh
ky 4 - 8 tuan.

Phai dinh ky kiém tra chi s6 lipid va giam liéu
Fenofibrate khi chi s6 lipid thap hon binh thudng
THAN TRONG:

£iéu trj ban dau: Phai tién hanh cac xét nghiém
cén lam sang @é xac dinh chinh xdc tinh trang bat
thudng cla lipid huyét tiude khi diéu tri bang
Fenofibrate. Thr kiém sodt lipid huyét bing ché dé
an thich hop, tap thé duc, giam can & bénh nhan
béo phi va kiém sodt nhing van dé y khoa nhu tiéu
dudng, thiéu nang tuyén giap trudc khi dung
thuée. Phai ngung (hedc doi) nhing thudc duoc
biétlam trdm trong hon tinh trang tang triglyceride
trudc khi xem xét dén vigc dung thudc ha lipid
huyst.

Diéu tritiép theo: Phal d|nh ky xac dinh chi s6 lipid
huyét trong thal gian diéu tr| ban diu dé xac dinh
liéu téi thiéu co tac dung clia Fenofibrate. Ngung
diing thuoc o nhiing bénh nhan khong co dap Ung
sall 2 thang diéu tri & liéu khuyén cao tol da 160 mg
(1vién)/ngay.

Viém tuy: Ba co bdo cdo vé tinh trang viém tuy &
nhing bénh nhan ding Fenofibrate, Gemfibrozil
3 Clofibrate. Tinh trang nay cé thé do thudc bi
giam tac dung trén benh nhan bi tang tric
tram trong, gay anh hudng truc tigp

thong qua sél mat, tic nghén éng dén mat do can
ldng.

Phdn ttng mdn cam: phin Uing min cam cip nhu
d| Uing da nang, bénh nhéan can phai nhap vién va
diéu tri bang steroid hiém khi xay ra, ké cd ho
chumng Stevens Johnson va hoal tir da

Thay déi huyét hoc: Thay r_u tinh trang ‘an
hemoglobin, hematocrit va té bao mau trd G tif
nhe dén trung binh trong gial doan dau didu i1
bang Fenofibrate. Tuy nhién, chi s& nay sé én dinh
trong thai gian diéu tri lau dai. Rat hiém khi 3y re
glam tiéu cau va bach cau hat. Phai dinh ky kiér tra
cong thidc mau trong 12 thang dau diéu trj bar
Fenofibrate,

Chuc nang gan: tang men gan (transaminase) da
dugc ghl nhan & bénh nhan dung Fenofibrate liéu
107 = 160 mag/ ngay. Théng thuédng chi s nay trd
vé glél han binh thuéng ngay trong théi gian diéu
tri hodc khi ngung diing thudc. \u tdng men gan
do dung Fenofibrate co lién quan dén
Viém gan man tinh va viém gan & mat da dugc ghi
nhan & bénh nhan ding Fenofibrate vai tudan dén
val nam. Rat hiém khi b viém gan man tinh dan

dén xogan. Phai dinh ky kiém tra chiic ndng gan, ké

m ALT huyét thanh (SGPT) va ngung di

eu chi s6 men gan vugt qua 3 lan gldi

thuting

Co' xurong: Ding fibrate, ké ci Fenofibrate don tr|

i gay bénh ca. Hiém khi gap doc tinh trén co
bénh nhan dung thudc ha lipid huyét

] thudc
han binh

cathe
¢ nhing
nhém fibrate, thusng chi gip & Hh":ru; bénh nhan
suy than. Can theo dai tién trién bénh vé co &
nhdng bénh nhan bl A21r -~ lan toa, yéu cg
hoac tang creat''un phosphokiii se (CPK)
Ac 57 khi ¢ rdau co, yéu

1 f I|.'1|
thdhg béona- y cho bj
ca khéng ro iguyén ||| i, LT
hodc khod « alu. Phat 56 CF" & bé
nhan bl r 1ng trigu L| ung nay. Nguig dung
Fenofibrate réu chi so CPK tang hodc chuidn doan
bi bénh co.

iét I.'[:.‘ ke n theo 50t

Soi mat: Feinfibrate cing nhu cac clofibrate va
gemhfbrozil cé ™he 1am tdang bai bt cholesterol

nat. Phai kiém tra
| mat. Ngung diing

qua mat dan dén 1. h thanh s
tli mat néu nghi ngd bi sal
Fenofibrate néu bl sél mat
TAC DUNG KHONG MONG MUON:

Tdc dung kh&ng mong mudn thudng nhe va it gap
Thuéng gap: 1/100 < ADR< 1/10

Tiéu hoa: rol loan tiéu hoa nhe nhu dau bung, budn
ndn, nén mua, tiéu chay, day hai.
Gan -mat: ting transaminase huyat
itgdap: 1/1000 < ADR < 1/100
Gan: 5ol dudng mat

Da: ndl ban, ngtra, n&i may day, phan ung nhay cam
vdil dnh sang.

Xet nghigm: tang creatinin va uré huyét

Hiém gap: 1/10000 < ADR < 1/1000
Toc: rung téc

Cag: dau cd lan tod, viém cd, co cing va
Mau: giam bach cau va hemoglobin
Than kinh trung udang: giam tinh duc
Rdt hiém gap: < 1/10 000

Tiéu hda: viem tuy

Gan: viém gan. Khi cac triéu chiing viém gan xuat
hién nhu la vang da, ngta, nen di xet nghigém va
ngiing digu trj bdng Fenofibrate néu can.

Da: da nhay cam anh sang kém ban do, bi phdng
rép hodc ndl hét & nhin ing da tiép xuic \ 1h
sang mat trdl hoac anh sang tf ngoal nhan tao
(den chidu) tuy ting trudng hop (thdm chi sau
nhiéu thang dung thudc khdng cé bién chimnag).
Co: globin ca niéu kich phat

Hé hﬁ'p.’ bénh phél ké

CHONG CHi DLNH:

thanh nhe

b-"|||||||.1 ol |f‘|||._'l Ic nan
i xd gan mat va bénh nh

Al aY ANV a Yo Yl aYaVaaVa u g

Tai liéu théng tin thudc cho cdn bo y té

gan khéng rd nguyén nhan. Fenofibrate clng
chéng chi dinh & nhing bénh nhan cé tién st bl sai
mat

Yo thai:

1Inal that by miuc C: Chéng chi dinh Fenofibrate
phu il o thal

Ehu nit che con bu:

Khang ne

n dung Fenofibrate cho phu nit cho con

1 Nah'én ciu nén dong vat cho thay cd nguy cc
1) J, do d6 tuy theo mirc dd can thiét phai
quyet c‘Tlnh nén ngung cho con bl hay ngung
C|L'|!_1q thudc,

TRE EM:

Chua €6 nghién cuu vé tinh an toan va hiéu qua
clia thudc trén tré em.

NGUOI GIA:

Fenofibrate chu yéu bai tiét qua than va nguy co
gdy ra tac dung phu 6 thé lén hr]rur &nh nhan bl
suy th O ngudi gia chuc ndng than thuang bi
giam, do dé phai than trong khi chon liéu diing.

TUONG TAC THUOC:

Thuéc chéng déng ding duéng udng:
Fenofibrate lam tdng tac dung cla thudc chéng
ddng ding dudng udng, do dé lam tdng n
it huyét. Nén gidm khodng 1/3

déng khi bat dau -:i|é|.| trj
chi s INR (Inter
Bu chinh liéu thude ché
Cydosporm' Mot val truding I-ap suy chifc nang
hdl phuc da duge ghi nhan khi dung
ofibrate va Cyclosporine. Phai theo
ngung diéu tr]
jp thay dol
thoéng sb xét nghiém,

than né || g
d\_)!]ll thai Fe
déi chat ché chic nang than v
] Fencfibrate trong truding
nghiém trong cac
Chadt tic ché men HMG-CoA redutase va cdc
fibrat khdc: Dung két hop Fenofibrate va céc chat
uc ché men HMG-CoA reductase fibrat
khac lam tdng ddng ké nguy co gay tén thuong co.
1 than trong khi diéu tri phol hgp va phal theo
dai chat che ¢ éu hién tén thuang co

QUA LIEU: Khéng co théng tin dac biét vé diéu tr
qua liéu. Trong trueing he 13 liéu can phai co
nhimng bién phdp diéu trf hd trg ké cd theo doi
nhing ddu higu sinh tén (Vital signs) va biéu hién
[am sang. D€ loal bd thudc chira dugc hip thu ra
khal co thé, cd thé dung bién phap aay ndn hoac
rfa da day va phai than trong dé dam bdo théng
fibrate gdn két manh véi protein huyst
nén tham tach mau khé ng co tac dung loal
b thuéc ra l’l]u‘t_\] hé

TIEU CHUAN SAN PHAM: Tiéu chudn nha sin
xuat

BAO QUAN: Bio quan ¢ nai khé mat dudi 25°C,
tranh anh sang va tranh am.

TRINH BAY: 10 vién/ vi, 3 vi/ hép
SPK:VN-14260-11

Luu y: Poc k¥ huéng dan sir dung trude khi
dung

San xuat dudi su nhugng quyén clia:

MEGA LIFESCIENCES (AUSTRALIA) PTY. LTD.
(ACN 076 713 392), Victoria 3175, Australia

Bdi: INVENTIA HEALTHCARE PVT. LTD.

F1-F1/1, Additional Ambernath, M.I.C
Ambernath (East) 421 506, Dis

hodc céc

MEGA We care

Mei thong tin chi tiét xin vul long lién hé
Tiép thi: MEGA LIFESCIENCES PTY., LTD.
Van phong chinh:

Toa Hh“ E-Town, lau 6, 364 Cong Hoa, P13, Q. Tan

3812 3166 — Fax; (84
Van phoéng chi nhanh
: "’LmHHJP £}|n|||i‘

B12 3168




