COLESTRIM - Vién nén bao phim Fenofibrate
THANH PHAN:

Mai vién nén bao phim chta:

Fenofibrate B.P (micronised)

CHIi PINH:

Diéu tri tang cholesterol huyét: COLESTRIM dugc
chi dinh trong diéu tri tang cholesterol huyét
nguyén phat hay réi loan lipid huyét hén hop &
ngudi lén (type lla & lIb theo phan loai cta Fredrick-
son) phéi hap vdi ché do an rat han ché vé lipid va
cholesterol nham giam LDL-C, Cholesterol toan
phan, Triglyceride, Apo B va tang HDL-C, khi ché do
an kiéng va lieu phép khéng dung thudc khéng
dap ung day du.

Diéu tritang triglyceride huyét: COLESTRIM dugc
chi dinh trong diéu trj tang Triglyceride & ngudi I16n
(tang lipld huyét type IV & V theo phdn loai clia
Fredrickson), phdi hap véi ché dé an.

Khuyén Cdo Chung:

Khéng ép dung liéu phap dung thudc cho bénh
nhan bi tang lipoprotein huyét type | (tdng vi nhu
trap va triglyceride, VLDL binh thudng). Pé phan
biét céc dang tdng lipoprotein huyét type |, IV va V
can kigm tra huyét tuong déng lanh trong 14 gid.
Ché do an la lieu phap dau tién dé diéu tri roi loan
lipid huyét (dang bat thudng lipoprotein). Du can
va nghién rugu cé thé gay &nh hudng nghiém
trong trén bénh nhan tang triglyceride, can luu y
trude khi diéu tri bang thude. Tang lipid huyét déng
thai bi mot s6 bénh khac nhu thiéu nang tuyén
gldp hodc tiéu duong can phal diéu tri thich dang.
Bénh nhan dung Estrogen, thudc lai tidu thiazid va
thuéc chen beta doéi khi bj tang triglycerid huyét
tram trong, dac biét & nhimg bénh nhan ma trong
gla dinh c6 ngudi bi tdng triglyceride huyéet. Trong
truong hop nay, nén ngung dung thuéc dé tranh
phai diéu tr] tang triglyceride

Chi dung thudc khi khéng cho déap tng day du vai
litu phap khéng dung thuée va phai huéng dan
cho bénh nhan vé tam quan trong ctia viéc phdi
hop véi ché db an kiéng.

LIEU DUNG VA CACH DUNG:

Phai tuan thu ché dé an han ché lipid trudc khi diéu
tri bang COLESTRIM va duy tn ché do an nay sudt
thai glan diéu trj. Phal udng COLESTRIM cling vadi
bra an dé dat sinh kha dung téi Lu.

Nguai Ién bi ting cholesterol huyét nguyén phat
hoac rél lean lipid huyét hén hop: liéu khai dau la 1
vién/ ngay.

Nguei l6n bj tang Triglyceride huyét: [iéu dung tiy
theo dap Uing clia timg bénh nhan. Néu can, co thé
diéu chinh liéu sau khi xac dinh lai chi s6 lipid dinh
ky 4 - 8 tuan.

Phai dinh ky kiém tra chi s6 lipid va giam liéu
Fenofibrate khi chi s6 lipid thap han binh thuang.
THAN TRONG:

Biéu trj ban dau: Phai tién hanh cac xét nghiem
can lam sang dé xac dinh chinh xdc tinh trang bat
thudng cta lipid huyét trude khi diéu tri bang
Fenofibrate. Thir kiém sodt lipid huyét béng ché do
an thich hop, tap thé duc, gidm can & bénh nhan
béo phi va kiém soat nhing van déy khoa nhurtidu
duong, thiéu nang tuyén giap trudc khi dung
thuée. Phéi ngung (hodc ddi) nhing thudc dugc
biét lam tram trong hon tinh trang tang triglyceride
truée khi xem xét dén viéc dung thudc ha lipid
huyét.

Diéu tri tiép theo: Phil dinh ky xac dinh chi s6 lipid
huyét trong thai gian diéu tri ban dau dé xac dinh
l1éu 161 thidu o tac dung clia Fenofibrate. Ngung
dung thudc & nhiing bénh nhan khong co déap tng
sall 2 thang diéu tri & ligu khuyén cao tol da 160 mg
(1vign)/ngay.

Viém tuy: Ba c6 bao cao vé tinh trang viém tuy &
nhtng bénh nhan dung Fenofibrate, Gemfibrozil
va Clofibrate. Tinh trang nay cé thé do thuéc bi
gidm tdc dung trén bénh nhan bi tang triglyceride
tram trong, gay énh hudng truc tiép hodc gia

théng qua soél mat, tdc nghén éng dan mat do cén
lang.

Phan ting man cam: phan (ing man cam cip nhu
d| ing da nang, bénh nhan can phai nhap vién va
diéu tri bang steroid hiém khi xdy ra, k& ca hoi
chiing Stevens Johnson va hoai tir da.

Thay déi huyét hoc: Thiy cé tinh trang 1ang
hemoglobin, hematocrit va t& bao méu trd g tir
nhe dén trung binh trong gial doan dau disu tri
béng Fenofibrate. Tuy nhién, chi s6 nay sé én dinh
trong thai gian diéu tri 1au dai. Rat hiém khi »ay re
giam tiéu cau va bach cau hat. Phai dinh ky kiéri tra
c6ng thiic mau trong 12 thang dau diéu trj bar .
Fenofibrate.

Chiic nang gan: tang men gan (transaminase) da
dugc ghi nhan ¢ bénh nhan dung Fenofibrate liéu
107 - 160 mg/ ngay. Théng thuang chi s6 nay trd
vé gigi han binh thudng ngay trong thal glan diéu
tri hodc khi ngung dting thudc. Su tdng men gan
do dling Fenofibrate co lién quan dén liéu

Viém gan man tinh va viém gan & mat da dugc ghi
nhan & bénh nhan dung Fenofibrate vai tuan dén
vai nam. Rat hiém khi bj viém gan man tinh déan
dén xagan. Phai dinh ky kiém tra chiic ndng gan, ké
ca ALT huyét thanh (SGPT) va ngung ding thudc
néu chi s6 men gan vuat qud 3 lan gidl han binh
thudng.

Co xuong: Dung fibrate, ké ca Fenofibrate dan trj
c6 thé gay bénh co. Hiém khi gap déc tinh trén co
¢ nhimg bénh nhan dung thuoc ha lipid huyét
nhom fibrate, thuong chi gap & nhing bénh nhan
suy than. Can theo dai tién trién bénh vé co &
nhiing bénh nhan bi @2t = lan tod, yéu co va/
hodc tang creat'iun phosphokiiise (CPK). Phai
thong bdo na~ y cho béc st khicadm tiie *dau cg, yéu
cakhéng ro iguyén nhan, dac piet co ke m theo sot
hodc khé « niu, Phal kiém tra chi s6 CFI” & bénh
nhan bi r 10ng trieu ching nay. Nguig dung
Fenofibrate néu chi s6 CPK tang hoac chuan doan
bi bénh ca.

S6i mat: Feinfibraie cling nhu céc clofibrate va
gemfibrozil cé thé l1am tang bai bitt cholesterol
qua mat dan dén i b thanh s&i 1nat. Phai kiém tra
ti mat néu nghi ngs bi sél mat. Ngung diing
Fenofibrate néu bl sél mat.

TAC DUNG KHONG MONG MUON:

Tac dung khdng mong muén thudng nhe va it gap
Thudng gdp: 1/100 < ADR< 1/10

Tiéu hoa: rol loan tiéu héa nhe nhu dau bung, buon
ndn, ndn mua, tiéu chdy, day hal.

Gan -mat: tdng transaminase huyét thanh nhe
ftgdp: 1/1000 < ADR < 1/100

Gan;: Soi dudng mat

Da: ndi ban, ngtta, ndi may day, phan tng nhay cam
vdl énh sang.

Xét nghiém: tang creatinin va uré huyét

Hiém gdp: 1/10000 < ADR < 1/1000

Toc: rung toc

Co: dau cd lan tod, viem cd, co cling va yéu cg
Mau: giam bach cau va hemoglobin

Than kinh trung tong: gidm tinh duc

Rdt hiém gdp: < 1/10 000

Tiéu héa: viem tuy

Gan: viém gan. Khi cac triéu chiing viém gan xuat
hién nhu la vang da, ngtfa, nén di xét nghiém va
ngung diéu trj béng Fenofibrate néu cén.

Da: da nhay cam anh sang kem ban dd, bi phong
rop hodc ndl hét & nhimg ving da tiép xvc vél dnh
sang mat trol hoac anh sang td ngoal nhan tao
(den chiéu) tuy tung trudng hop (tham chi sau
nhiéu thang dung thudc khong cé bién ching).
Co’ globin ca niéu kich phat

Hé hdp: bénh phdi ke

CHONG CHi BINH:

Chéng chi dinh & nhiing bénh nhan man cam vai
Fenofibrate hay bat ky thanh phan nao ctia thuac
Bénh nhan réiloan chiic nang gan va than nang, ké
ca xd gan mat va bénh nhan bat thudng chiic ndng

Tailiéu thdng tin thuéc cho cdn bd y té

gan khong ré nguyén nhan. Fenofibrate cling
chéng chi dinh & nhting bénh nhan cé tién st bl sdi
mat.

Phan |nai that ky muc C: Chéng chi dinh Fenofibrate
cho phu il o thal

Fhuni cheo con bu:

Kndng nén dung Fenofibrate cho phu n cho con
211 Nahién 2tu tren dong vat cho thay cé nguy co
Jay ung thy, do do tuy theo muc do can thiét phai
quyét dinh nén ngung cho con bu hay ngung
(J[Ir:tg thuoc.

TRE EM:

Chua ¢é nghién ctu vé tinh an toan va hiéu qua
cla thudc trén tré em.

NGUOQI GIA:

Fenofibrate chti yéu bai tiét qua than va nguy ca
gay ra tac dung phu c6 thé 16n hon & bénh nhan bj
suy than. O ngudi gia chic nang than thudng bi
giam, do dé phai than trong khi chon liéu ding.
TUONG TAC THUGC:

Thuéc chéng déng dung dudng ubng:
Fenofibrate lam tdng tac dung cta thuéc chéng
déng dung duong udng, do dé lam tang nguy co
xuat huyét. Nén giam khodng 1/3 liéu thudc chong
déng khi bat dau diéu tri bang Fenofibrate, sau dé
ki€m tra chi s6 INR (International Normalise Ratio)
va digu chinh liéu thudc chéng déng néu can
Cyclosporin: Mot vai truong hop suy chic nang
than nang co hoi phuc da dugce ghi nhan khi ding
déng thal Fenofibrate va Cyclosporine. Phai theo
doi chat ché chic nang than va ngung diéu tr
bdng Fenofibrate trong trudng hop thay doi
nghiém trong cac théng sé xét nghiém.

Chdt tic ché men HMG-CoA redutase va cdc
fibrat khdc: Dung két hgp Fenofibrate va cac chat
tc ché men HMG-CoA reductase hodc céc fibrat
khac lam tang dang ké nguy co gay tén thuang co.
Can than trong khi diéu tri phoi hgp va phai theo
déi chét ché cac biéu hién tén thuang co

QUA LIEU: Khéng o théng tin dac biét vé diéu tri
qua liéu. Trong truong hop qua liéu can phai cé
nhang bién phap diéu trj hd trg ké cé theo dal
nhing dau hiéu sinh ton (Vital signs) va biéu hién
[am sang. Bé loal bd thudce chua duge hip thu ra
khoi ca thé, cé thé dung bién phap gay non hoac
rfa da day va phai than trong dé dam bao théng
khi. Do Fenofibrate gdn két manh vai protein huyét
tuong, nén tham tach mau khéng co téc dung loai
bd thudc ra khoi co thé.

TIEU CHUAN SAN PHAM: Tiéu chuin nha san
Xuat

BAO QUAN: Bio quan & nai kho mat dudi 25°C,
tranh &nh sang va tranh am.

TRINH BAY: 10 vién/ vi, 3 vi/ hop

SPK: VN-14260-11

Luu y: Poc ky hudng dan st dung trudc khi
dung

San xuat dudi su nhudng quyén ctia:

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

Bdi: INVENTIA HEALTHCARE PVT. LTD.

F1-F1/1, Additional Ambernath, M.I.D.C,,
Ambernath (East) 421 506, Dist. Thane, India

RAEGA We care

Moi thong tin chi tiét xin vul Iong lién hé :

Tiép thi: MEGA LIFESCIENCES PTY., LTD.

Van phong chinh:

Toa nha E-Town, lau 6, 364 Céng Haoa, P13, Q. Tan
Binh, HCM

Tel: (84-8) 3812 3166 — Fax: (84-8) 3812 3168

Van phong chi nhanh:

Toa nha Harec, 1au 7, 4A Lang Ha, Q. Ba Binh, Ha Noi.
Tel: (84-8) 3772 5077 - Fax: (84-8) 3772 5078




