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Hwéng dan sir dung thubc

Boc ki hwéng din sir dung trwéc khi ding

RX Thudcban theo don

HAFENTHYL 145 mg

Vién nén bao phim

Thanh phan

=

Hoat chat: Fenofibrat 145 mg.

- T4 dwgee: Lactose monohydrat, crospovidon, natri

D

lauryl sulfat, povidon K30, silic dioxyd keo khan,
magnesi stearat, meglumin, HPMC 615, HPMC
606, PEG 6000, tween 80, titan dioxyd, talc.

wec e hoe
Fenofibrat, dén chat cliaacid fibric, I thudc ha lipid
mau trung gian qua sy twong tac v receptor kich
hoat tang sinh peroxisom (PPAR). Ba loai PPAR
tham gia vao qua trinh ndy Ia a, B va y. Fibrat g&n
két véi PPARa chi yéu & gan va mé mé, it hon &
than, tim va co xwong. Fibrat giam triglycerid bang
cach kich thich qua trung gian PPARa clia qua
trinh oxy hoa acid béo, tAng tdng hop lipoprotein
lipase, va lam giam bieu hién ciia apoC-lll. S gia
tang lipoprotein lipase sé tadng A6 thanh thai cla
cac lipoprotein giau triglycerid. Viéc gidm san xuéat
apoC-lll & gan s& lam tdng dd thanh thai cla
lipoprotein ty trong rat thap (VLDL) va lipoprotein ty
trong thap (LDL). Céc fibrat lam tdng nbng do
lipoprotein ty trong cao (HDL) do sy hoat hoa
PPARa lam tang tong hop ApoA-1 va ApoA-Il.
Fenofibrat duwrgc ding dé didu tri ting lipoprotein -
huyét typ lla, typ llb, typ I, typ IV va typ V cling véi
mot chg df an rat han ché vé lipid. Fenofibrat cd thé
lam giam 20 - 25% cholesterol toan phan va 40 -
50% triglycerid trong mau. Diéu trj bing fenofibrat
cin phai lién tuc.

- Fenofibrat cling cé thé lam gidm két tap tiéu ciu va

giam acid uric huyét.

Dworc dong hoc :
- Hép thu: Fenofibrat duwoe hap thu tht & duéng tigu

héa. Néng d t6i da trong huyét trong (Cmax) dat
dugric 2 — 4 gidr sau khi udng thube. Nong dé thube
trong huyét tirong on djnh khi didu trj lién tue & moi
ca thé. Néing d6 dinh trong huyét trong va dé phoi
nhiém toan bé cla fenofibrat khéng phu thudc vao

bira &n. Vi vay, ¢ thé udng thudc khéng phuy thudc -.

vao bira &n.

- Phédn bo: Khoang 99% fenofibrat trong mau két

herp v protein huyét trrong.

Chuyén héa: Sau khi udng, fenofibrat nhanh
r:hﬁng bj thiy phan b&i esterase thanh cac chét
chuyen hda c6 hoat tinh 14 acid fenofibric, chi yéu
la lien hop vai acid glucuronic. Fenofibrat khdng
chuyén hoa gua microsom gan. Khong tim théy

dang chwa chuyén héa trong huyét twong.
Fenofibrat khéng phai la ¢o chat clia CYP3A4.

- Thai trie: Fenofibrat dugc thai trir qua nude tidu
(60%) & dang cac chat chuyén héa va phan
(khodng 25%), 14t ¢4 thudc duge dao thai trong
vong 6 ngay. O ngudi cé chirc nang than binh
thurdng, théi gian ban thai vao khoang 20 gidr
nhurng thévi gian nay tang 1&n rat nhigu & bénh nhan
mac bénh than va acid fenofibric tich |Gy dang ké &
bénh nhan suy than udng fenofibrat hang ngay. O
bénh nhan cao tudi, d thanh thai toan phan clia
acid fenofibric trong huyét trong khéng thay déi.
Nghié&n ciru vé ddng hoe sau khi cho ubng ligu don
va diéu trj lién tuc cho thay thudc nay khing tich |Gy

Chidinh
Roi loan lipoprotein huyét cac typ lia, lib, 1l IV va V
& bénh nhan khéng dap tng véi ché dé an kiéng va
cac bién phap diéu trj khéng dung thubc khac. Ché
dd &n kiéng van phai duy tri trong théi gian ding
thuoc.

Liéu lweng va cach ding
Liéu lwgng:

- Nguwdilon:
145 mg fenofibratlan/ngay.
BEenh nhan dang sir dung vién nang fenofibrat 200
mg (vi hat) hodc vién nén bao phim fenofibrat 160
mg co thé chuyén sang diéu trj bing vién nén bao
phim Hafenthyl 145 mg 1 vién/ngay ma khéng cin
chinh liéu.

- Tré em:chéng chidinh dang phan ligu 145 mg.

| - Bénhnhan suy than:

Giam lieu & nhirng bénh nhan suy than. Khuyén
cao sir dyng cac dang vién cé ham lwgng thap cho
cac bénh nhan nay (100 mg hosic 67 mg
fenofibrat).

- Bénh nhén cao tudi: Khdng cin digu chinh lidu.
Cach ding:

- Uéng vao bt ky théri diém nao trong ngay, trong
bira an hodc ngoaiblra an.

| - Nén nudt ¢ vién vai métcde nude.

Chéngchidinh

- Qua man véi fenofibrat hodc bét ky thanh phan ndo
clia thudc.

- Suy gan (ké ca xo gan tc méat va bét thuérng chire
nang gan trong thoi gian dai ma khdng xac dinh
duwgre nguyén nhan).

- Suythan.

= Bénh ¢ i mat.

- Treem.

- Phuy nir mang thai va cho con bu.

- Tién si¥ c6 phan ('ng mén cdm véi dnh sang hodc
nhiém déc anh sang trong théxi gian diéu tri bing
cacfibrat hodc ketoprofen.

- Viém tuy cap tinh hodc man tinh, trlr treéng hop

Pé thuéc xa tdm tay cla tré em
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Hwéng dan sir dyung thube

Boc ky hwéng dan sir dung trwére khi diing

viém tuy cép tinh do tang triglycerid mau nghiém
trong.

Tac dung phy

- Thuéng gép: rdi loan da day-rutt, chén &n, trréng
vung thuwegng vi, dau bung, tiéu chay, bubn non, tdo
bén; ndi ban, ndi mé day, ngira, ban khéng dic
higu, co phan rng nhay cam véi anh sang; téng
transaminase huyét thanh; nhwoe cor hodc dau cor,
nguy co dac biét & bénhnhan suy than.

- Hiém: tdng cén, chong mat, dau dau, mét mai,
bubn ngd, suy than, tdng creatinin huyét thanh
(khéng lién quan dén suy than), réi loan chirc ndng
cuorng duwrong, giam tinh tring: & méat.

- RAt hiém: hg dudrng huyét, thieu mau, gidm bach
cau, giam tiéu céu, rung téc, hdi chirng Stevens-
Johnson va hoai tir bigu bi; s6i mat; rdi loan hé hép,
viern mii.

Thén trn;mg

- Mhat thiet phai th&m dé chirc nang gan va than cla
bénh nhan trwér khi batdAu dung fibrat.

- (' bénh nhan udng thude chéng dfing mau: Khibat |

dau dung fibrat, cin gidm lidu thudc ching déng
xudng chi con mét phén ba lidu cd va didu chinh
ligu néu chn. Can theo dbi thudng xuyén hon
lrgng prothrombin mdu. Biéu chinh ”gﬁ thudic
ching déng trong qua trinh ding va sau khi ngirng
ding fibrat 8 ngay.

- Nhwge ndng gidp co the 1a mt yéu to 1am téing kha
nang bj tac dyng phu ¢ cor.

- Can do transaminase 3 thang mét I4n, trong 12
thang dau ding thude.

- Phai tam ng[rng dung thube néu thdy SGPT (ALT)
> 100 don viquoc té.

- Khéng két hgp fenofibrat véni cac thude cé tac dung
doc véi gan.

- Bién chirng mat d& x3y ra & bénh nhan xo ¢ gan
mat hoac co soi mat.

- Theo dai dinh ky nong @6 creatinin kinase & bénh
nhan cé cac phan (rng phu trén cor. Ngirng d i&u tri
néu nong dd creatinin kinase huyét thanh cao ré rét
hodc bénh nhan bj chan doan hodc nghi ngdr viém
co hoac bénh co.

- Néu sau vai thdng ding thudc (3 — 6 thang) ma thay
Iwgrng lipid trong méu thay dbi khéng dang ké thi
phai xem xét tri liéu khac (bd sung hoéc khac).

Twong tac thudc va cac dang twong tic khac

- Thuoe chéng déng mau, dudmg uéng {warfa:f?:
kéo dai thdi gian PT/INR. Can gidm liéu thube
chéng déng mau (bdng khodng mét phan ba lidu
ban dau va dieu chinh liéu tiép theo khi cin thiét),
dong thoi theo di PT/INR dinh ki cho dén khi én
dinh.

- Nhua g#n acid mat (cholestyramin, colestipol):
giam hap thu fenofibrat.

- Cyclosporin: tang nguy co gay doc than (suy giam
chirc ndng than).

- Céc chat e ché HMG-CoA reductase (statin); gia
tang nguy co tac dung phu trén co (tang creatinin
kinase, myoglobin niéu, tiéu co van), viém tuy cép.
Cé thé giam AUC cla atorvastatin va tang ndng do
dinh trong huyét trong va AUC cua pravastatin.

- Khéng duwrgc ding két hop céc thudc déc véi gan
(thuoc (¢ ché MAO, perhexilin maleat..) vdi
fenofibrat.

Qué ligu va cach xir tri

- Qud liéu: Chua c6 bdo cao nao lién quan dén tinh
trang qua liéu.

- Cédch xirtri: Khong cé thude gidi dde déc hidu. Nén
digu tr triéu chirng va thure hién cac bién phap hb
trey trong cac trwérng hop qué ligu. Tham tach mau
khéng c6 tac dung loai bé thude khdi cor thé.

Strdung cho phy nir mang thai va cho con bt

- Phy nér mang thai: Khéng nén ding cho phy nir
mang thai. Nghién clru trén ddng vat khdng théy
tac dung gay quai thai. Tuy nhién, da quan sat thay
dau hiéu ddc cho thai & lidu ddc cho con vat me.
Mac dii vay, van chura x&c dinh duge nguy co tiém
tang & ngurdri.

- Phu n@ cho con bi: Khing c6 diF ligu vé s bai
tiét cia fenofibrat va hodic cac chit chuyén hoa cla
thube nay qua sira me. Tuy nhién, vi an toan,
khéng nén dung cho phu ni¥ cho con bu.

Téc ddng cla thude khivin hanh tau xe, may méc
Fenofibrat khdng co hodc cé anh hwéng khéng
dang ké dén kha nang l&i xe va van hanh may méc.

Trinh bay
H&p 03 vi x 10 vién nén bao phim. \i bam AVPVC trong.
H&p 10 vi x 10 vién nén bao phim. Vi bam AIPVC trong.

Bao quan: Noikhd, dwdi30°C. Tranh anh séng.
Tiéu chuan: USP 36.
Han ding: 36 thang (ké tir ngay san xuat).

Lwuy
Thuéc nay chidiing theo don ciia béc si.
Khéng ding thudc qué liéu chidjnh.
Khéng diing thudc qua han diing ghi trén bao bi.
Thong bao cho bac si nhirng tac dung khéng
mong muon gdp phaikhistrdung thude.
Néu can thém théng tin xin héi y kién bac si.

HASAN

CONG TY TNHH HASAN - DERMAPHARM
BEwrdrng 50 2, KCN Béng An, Binh Duong, Viét Nam.
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