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U NHAN THUOC PANG KY

1-MAU NHAN CHAI FENOFIBRATE (Chai 100 vién nang ciing)
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FENOFIBRATE

Fenofihrat 200 myg
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MAU NHAN THUOC PANG KY

3- MAU HOP FENOFIBRATE (Hop 10 vi x 10 vién nang cing)

Rx THUGC BAN THEO PON

FENOFIBRATE

Fenofibrat 200 myg

Hgp 10 vi x 10 vién nang ciing
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TO HUONG DAN SU DUNG THUOC
Vién nang cirng FENOFIBRATE
(Thudc ban theo don)

FENOFIBRATE - Vién nang cirng

¢ Cong thirc (cho mét vién): et
- Fenofibrat.........cccccovevrevrerinenrenieennenennn, 200 mg TN
- Taduoe............ VUG s 1 vién NG 1
(Tinh bdt ngd, magnesi stearat, bt talc). 'fé‘;:

¢ Téc dung dugc ly: L=NJ

Duwoc lue hoc —

B HC
Fenofibrat 1a din chét cua acid fibric, 1a thuéc ha lipid mau. Thudc e ché sinh tong hop =

cholesterol & gan, lam glam cac thanh phan gy X0 vita (lipoprotein ty trong rét thap VLDL
va llpoprotem ty trong thip LDL) lam ting san xuat llpoprotem ty trong cao (HDL) va con
lam giam triglycerid mau. Do d6 cai thién déng ké sy phan bd cholesterol trong huyét
twong. Fenofibrat dung dé dleu tri ting llpoprotem-huyet typ Ila, typ IIb, typ III, typ IV va
typ V cung v6i ché do an rat han ché vé lipid. Fenofibrat c6 the. lam giam 20-25%
cholesterol toan phan va 40-50% triglycerid trong méu. Diéu tri bﬁng fenofibrat can phai

lién tyc.

Dwoc dong hoc (\m "y
Fenofibrat dugc hip thu ngay & duomg tiéu hoa cung voi thie an. Hép thu thudc giam
nhiéu néu ubng sau khi nhin &n qua dém. Thudc nhanh chong thuy phan thanh acid
fenofibric ¢6 hoat tinh: chit nay gin nhleu vao albumin huyét twong va c6 thé day cac
thuéc khang vitamin K ra khoi vi tri gin. Nong do dinh trong huyét tuong xuit hién
khoang 5 gi¢r sau khi udng thube. O ngum ¢6 chire nang thén binh thuong, nira doi huyét
tuong vao khoang 20 gi nhung thoi gian nay tang lén rat nhleu & ngudi mic bénh than va
acid fenofibric tich lily dang ké & nguoi bénh suy thén udng fenofibrat hang ngay. Acid
fenofibric dao thai chu yéu theo nudce tiéu (70% trong vong 24 gid, 88% trong vong 6
ngay) chi yéu lién hop du6i dang acid glucuronic, ngoai ra con c6 acid fenofibric dudi
dang khir va chét lién hop glucuronic cta né.

Khéng thiy xay ra d,iéu gi nghiém trong khi ngimg dung fenofibrat, tham chi sau khi da
diéu tri lau ngay va cat thuoc dot ngdt

¢ Chi dinh:

- Fenofibrat dugc sir dung trong diéu tri rbi loan lipoprotein huyét cac typ Ila, IIb, III, IV va
V, phéi hop véi ché do an.

-

¢ Liéu ding - cich ding:
Khi diéu tri Fenofibrat phai két hop voi ché d6 an han ché lipid. Udng thudc cing véi bita
an.

- Nguoi 1ém : Lidu ban diu thuong 12 200 mg/ngay. Néu cholesterol toan phan trong mau
van con cao hon 4 g/l thi ¢6 thé tang lidu 1én 300 mg/ngay Cén duy tri liéu ban déu cho
dén khi cholesterol mau tr& lai binh thuong, sau d6 c6 thé giam nhe liéu hing ngay xudng.
Phai kiém tra cholesterol mau 3 thang 1 14n, néu cac thong s6 lipid méu lai ting 1én thi phai
tang lidu 1én 300 mg/ngay.

- Tré trén 10 tudi : Can xéc dinh cin nguyén chinh xac cua ting lipid méu & tré. Co thé két
hgp thtr véi ché d6 an duogc kiém soat chat ché trong vong 3 thang. Lleu t6i da khuyén
dung 12 5 mg/kg/ngay. Trong mot s6 truong hop dic biét, ¢ thé ding liéu cao nhung phai
do thay thudc chuyén khoa chi dinh.
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+ Neu ndng d6 lipid trong mau khong gidm nhiéu sau 3-6 thang diéu tri bing fenofibrat thi
can thay dbi trj lidu.

¢ Chong chi dinh:
- Mén cam véi fenofibrat hay bat cir thanh phin nao cua thude
- Suy than ning. Rdi loan chirc ning gan ning. Tré em dudi 10 tudi
¢ Tic dung khéng mong muén:
Tac dung khong mong mudn thudng nhe va it gip
- Thudng gép:
+ Tiéu héa: Réi loan tiéu héa, truéng ving thuong vi, budn nén, chuéng bung, ia chay nhe
+ Da: Néi ban, ndi may day, ban khong dic hiéu
+ Gan: Tang transaminase huyét thanh
+ Co: Dau nhirc co
- Hiém gap:
+ Gan: So6i dudng mat
+ Sinh dyc: Mt dyc tinh va liét duong, giam tinh tring /vﬂ
+ Mau: Giam bach cau g

THONG BAO CHO BAC SI NHUNG TAC DUNG KHONG Mé)NG MUON GAP PHAI
KHI SU DUNG THUOC

¢ Tuwong tic véi thude khéc:

- Dung két hop véi thube tc ché HMG CoA reductase (vi du: pravastatm simvastatin,
fluvastatin) va fibrat s& la ting dang ké nguy co tén thuong co va viém tuy cap.

- Két hop fibrat véi cyclosporin lam ting nguy co tén thuong co

- Fenofibrat lam tang tac dung cua thudc chong dong va do d6 lam ting nguy co xuét huyét
do diy cac thudc nay ra khoi vi tri gan voi protein huyet tuong. Cén theo doi lugng
prothrombin thuong xuyén hon va diéu chinh lidu thudc udng chéng déng trong suét thoi
gian diéu tri bang fenofibrat va sau khi ngimg thudc 8 ngay

- Khéng dugc ding két hop véi thube doc voi gan (thude re ché MAO, perhexilin maleat)
vai fenofibrat

¢ Than trong:
- Phai tham do chirc ning gan, thin ctia ngudi bénh trude khi bit dau ding fenofibrat
-0 ngudi ubng thuéc,chéng dong mau: Khi bit d?l‘u dung fenofibrat, c‘e:in giam liéu thudc
chong déng méu xuodng chi con 1/3 liéu cii va di€u chinh néu can. Can theo doi thuong
xuyén hon lugng pro’ghrombin mau. Diéu chinh licu thuéc chong dong trong qua trinh dung
va sau khi ngirng thuoc fibrat 8 ngay.
- Nhugc ning gidp cé thé 1a mdt yéu té 1am ting kha ning bi tac dung phu & co
- Cén do transaminase 3 thang 1 1an va trong 12 thang dau ding thudc
- Phai tam ngimg thudc néu thiy SGPT (ALT) > 100 UI
- Khong két hop fenofibrat véi cac thude ¢6 tac dung doc voi gan
- Bién ching mat dé& xay ra & ngudi bénh xo 1 gan mat hodic ¢6 soi mat
- Néu sau vai thang dung thude (3-6 thang) ma thdy luong lipid trong méau thay ddi khong
déang ke thi phai xem xét tri liéu khac (bo sung hodc khac)
¢ Téc ddng cia thudc khi l4i xe va vin hanh miy méc:
- Thubc dung dugc cho ngudi diéu khién may méc, 14i xe.
¢ Sir dung cho phu nir c¢6 thai va cho con bi:
- Khong nén ding thube nay cho phu nir ¢6 thai va cho con bu
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¢ Qua liéu va xir tri:
- Tham tach méau khéng c6 tac dung loai bo thubc ra khéi co thé
¢ Trinh bay:
- Hop 10 vi x 10 vién nang cing
- Chai 100 vién nang cirng
¢ Han dung:
- 36 thang ké tir ngay san xuét.
¢ Bido quan: '
- Noi khd mat, nhiét d6 du6i 30°C, tranh anh séng.
¢ Tiéu chuin: TCCS q,“
PE XA TAM TAY CUA TRE EM (
POQC KY HUGNG DAN SU DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN XIN HOI Y KIEN CUA THAY THUOC
KHONG DUNG THUOC QUA HAN SU DUNG GHI TREN HOP
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