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Bdo quin: nhigt dg khong qué 30°c,  Thanh phén: Fenofibrat micronised..__ 200 mg
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Storage: temperature not exceeding 30°C, Composition: Fenofibrat micronised........ 200 mg [
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TO HUONG DAN SU DUNG THUOC

FENBRAT 200M

DPé xa tdm tay ciia tré em.
Doc k§ huéng dén sit dung trude khi ding.
Thuéc nay chi ditng theo don ciia béc si.
Théng bdo ngay cho bdc st hodc dupc si nhiing tdc dung khéng mong mudn
gdp phai khi sit dung thube.

1. THANH PHAN CONG THUC:

Fenofibrat micronised 200 mg

T4 dugce vira dd 1 vién

) (Lactose, Avicel M102, Vitacel A300, Bét Talc, DST, Aerosil, Stearic acid)

2. DANG BAO CHE: Vién nang ciing.
3. QUY CACH PONG GOI: Vi 10 vién — Hop 03 vi.
4.DUQC LUC HOC:
- Mia ATC: C10A B05.
- Nhém duge 1§: Thu6e ha lipdi mdu (nhém fibrat).
- Fenofibrat 1a dan chdt cda acid fibric, 12 thudc 1am gidm lipid mdu. Fenofibrat c6 thé lam gidm
cholesterol mdu tir 20 — 25% va lam gidm triglycerid méu tir 40 — 50%. Téc dung 1am gidm cholesterol 12
do lam gidm lipoprotein ti trong thdp (VLDL va LDL), ci thién sy phin b6 cholesterol trong huyét tudng
bing cdch Iam gidm ti 1& cholesterol toan phin/ HDL cholesterol. Fenofibrat c6 thé lam ting HDL
cholesterol tr 20 — 60% va dat dén néng d6 muc tiéu 12 40 mg/dL va lam gidm LDL cholesterol do lam
gia tang kich thudc cic LDL nhd, dim dic.
- Fenofibrat lam giam triglycerid va LDL nhd, dim dic nhd vao viéc kich hoat yéu t6 sao chép PPARa,
fenofibrat 1am ting ly gidi m3 va ting su loc clia nhitng hat lipoprotein gidu triglycerid bdi viéc kich hoat
men lipase va gidm sdn xuit apo CIII. Fenofibrat cdn 1am ting cdc apoprotein Al, A2 va lam gidm céc
apoprotein B.
- Ngoai ra, fenofibrat con c6 tdc dong bai acid uric niéu va lam giam uric mdu trung binh khodng 30%.
Mait khéc, fenofibrat dd dugc chitng minh 13 ¢6 tdc dong chong két tap tiéu ciu & dong vit va trén thiy
nghiém ldm sang & ngudi. |
- Fenofibrat duge dung nap t6t (97,2%). [‘\\
5. pUCC PONG HOC:
Hép thu: Fenofibrat duge hdp thu nhanh ngay & dudng tiéu héa cling véi thic in, vi dat nong d6 dinh
trong huyét twong sau khi uéng khodng 4 gid. HAp thu bi gidm nhiéu né€u uéng thubc sau khi nhin d6i qua
dém.
Phén b6 va chuyén héa: Thubc sau khi hap thu nhanh chéng chuyén héa thanh acid fenofibric c6 hoat
tinh, chdt nay gdn véi protein huyét twdng manh (99,6% — 99,8%) va c6 thé diy cdc thudc khdng vitamin
K ra khoi vi tri gin, thdi gian b4n hiy 12 20 gid.
Thai trit: Fenofibrat dugc dao thai qua than chii y&u (85% — 90%). Trong 24 gid dau c6 t6i 60% liéu ding
duge dio thai. Acid fenofibric dudc dao thdi chii yéu theo nude tiéu (70% trong vong 24 gid, 88% trong
vdng 6 ngay), dudi dang lién hdp glucuronic 1a chi yé&u, ngodi ra cdn c6 dang khlr va chit lién hgp
glucuronic cta né.
o gudi suy gidm chifc ning thén, acid fenofibric tich lily rat ddng ké.
Acid fibric khong bi ddo thdi bing loc méu.
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6. CHI PINH:

Diéu ri chiing ting cholesterol mdu (type Ila) va ting triglycerid médu ndi sinh don 1é (type IV) hodc phéi
hop (type IIb va III) & ngudi 16n, sau khi da 4p dung ch& d An kiéng thich hgp va kién tri nhung
cholesterol m4u van cao hay c6 nhitng yé&u t8 nguy co phéi hgp.

Piéu tri ting lipoprotein m4u thit phét dai ding dit da diéu tri nguyén nhén.

Duy Ui ch€ 6 &n kiéng lu6n lu6n 12 cén thiét.

7. LIEU LUONG VA CACH DUNG:

Thude nay chi dung theo don ciia béc si.

Liéu ding:
Ngudi 16n: 1 vién/ ngay. Phéi hop v6i ché€ d6 4n kiéng. Ubng thudc trong bita an chinh.
Cdch diing:

U6ng nguyén vién véi nuéc, nén udng thudc ciing vdi thitc in d€ ting hap thu thudc.

¢ nhiing bénh nhén 16n tudi khdng c6 suy thin, liéu diing nhur liéu ngudi 16n binh thudng dudc chi dinh.
Hiéu qua diéu tri nén dudc theo doi biing cdch xdc dinh bing sy giam nhanh lipid huyét thanh sau khi
duge diéu tri bang Fenofibrat 200 mg. Nén ngung thudc néu khong dat duge mirc lipid muc tiéu trong
vong ha thdng.

Khéng khuyén cdo sir dung fenofibrat cho d6i tuong tré em dudi 18 tubi do chua cé bang chimg khoa hoc
cu thé.

8. CHONG CHI PINH:

AT y
i
g Sl

- Quéd min vdi fenofibrat va b4t ky thanh phin nio cia thudc. by

- Bénh nhin ¢6 réi loan chiic niang gan, than: Suy gan, suy thin ning, bénh 1y vé tii mét, xo gan. --.d.' g
- Viém tuy cip va man (trir truong hop viém tuy do ting triglycerid). .

- C6 phédn ung di Gng v6i dnh sdng khi st dung fibrat hoic cdc ketoprofen.  pmmr—
- Thude niy chira lactose nén nhitng bénh nhén c6 van dé di truyén hiém gap khong dung nap galactose, 3’%‘?-913-35

cdc thicu hut enzym lactase, kém hap thu glucose- galactose khong nén st dung sin phdm nay. “CONGT

- Khéng diing cho tré em dudi 18 tudi. CO PHA
- Tré em va bénh nhén c6 d6 thanh thai creatinin < 60ml/ phit. | DUGC PHAN
- Phuy nit mang thai va cho con bu. ( :E‘QH HOQC Y
9. CAC TRUONG HOP THAN TRONG KHI DUNG THUOC: /w\ \%W
- Cén tham do chife ning gan va thin clia bénh nhin trude khi bit ddu sit dung fibrat. S

- Né&u sau 3 dén 6 thing diéu tri ma ndng dd lipid mdu khong thay ddi ddng ké thi phdi xem xét d€n céc
phudng phép diu tri bé sung hay thay phuong phédp diéu tri khic.

- Cin ki€m tra cdc men transaminase 3 thing mot 14n trong 12 thdng déu diéu tri. Phdi ngung ding thudc
néu thiy ASAT va ALAT ting trén 3 1dn gidi han binh thudng.

- Khéng diing két hgp v6i cdc thube c6 tdc dung ddc véi gan.

- Nhuge ning gidp 13 yéu t6 1am ting tdc dung phu & cd.

- Thén trong khi ph6i hop véi thuéc chdng dong, nén gidm liéu thudc chéng dong xudng con 1/3 liéu va
theo doi thudng xuyén lugng prothrombin méu.

- Thén rong khi ding thudc cho bénh nhén suy gidm chic ning thin, viém tuy, bénh 1y vé co.

- Bién chitng mit d& xdy ra & ngudi bénh xo gan ¥ m4t hodc c6 sdi mat.

- Luu y cdc nguyén nhén gdy roi loan lipid mdu thi phdt nhu ddi thdo dudng type 2, suy gidp, hoi ching

thin hu, gidm protein m4u, bénh gan do tic nghén mach, diéu tri bing thudc 1am rdi loan lipid m4u,

nghién rudu,... )

10. TUONG TAC VOI CAC THUOC KHAC, CAC DANG TUONG TAC KHAC:

Chéng chi dinh phéi hop:

- Thuéc e ché€ MAO, perhexiline maleat: gdy viém gan cap tinh, c6 thé gay tif vong.

- Thudc chéng dong: 1am ting tdc dung ctia thudc chdng dong.
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- Cdc thube tc ch€ HMG CoA reductase (pravastatin, simvastatin, fluvastatin) va cdc fibrat khdc: lam
ting nguy cd ton thuodng cd va viém tuy cdp.

Thin trong khi phoi hop:

- Ciclosporin: ting nguy cd tén thudng co.

11. T.{C DUNG KHONG MONG MUON CUA THUOC:

Céc lic dung khong mong mudn thudng nhe va it gip. Khi gip cdc tdc dung nay thi nén tam thdi ngung
dung thudc.

Thutng gdp:

- Pau ddu, mét thing b?mg, ting nhay cam vdi 4nh sdng, mét moi.

- Tiéu héa: roi loan tiéu héa & da day va rudt, khé tiéu, chudng viing thugng vi, budn ndn, tiéu chdy nhe.
- Da: di ting, n8i ban, may-day, ban khéng dic hiéu.

- Gan: ling transaminase.

- C¢: dau nhic ¢d, ddi khi gdy t6n thuong cd trim trong din dén tiéu cd. Thudng ty phuc hdi sau khi
agung Lhudc.

Hiém gdp:

- Bénh 1y tic mach, viém gan.

- Tdng nguy cd sinh s6i mit.

- Sinh duc: suy gidm ham muén tinh dyc, liét duong, gidm tinh tring.

- Mdu: gidm hemoglobin va bach céu. .
- Bénh than kinh ngoai bién.

Viém gan, $0i mat.

*
Rung téc ting mang. (“\
Tiéu ¢d vin.

- Téng creatinin va ure mau.
Thong bdo ngay cho bdc st nhitng tdc dung khéng mong mudn gdp phai khi sit durg thuée
12. QUA LU VA XU TRI:
Khong ¢6 bio cdo nao vé trudng hop qué liéu fenofibrat.
Khong co thude gidi ddc dic tri khi dung fenofibrat qud liéu.
Khi ¢6 tridu ching nghi ngd bi qud liéu, cdn phdi diéu tri hd trg ngay theo chi din clia bic si.
Fenclibrat khong thé loai bd bing phudng phdp thdm tdch méu.
13. Bii:U KIEN BAO QUAN VA HAN DUNG CUA THUOC:
Béo quan: Nhiét do khdng qud 30°C, trdnh 4nh sing va &m.
Han diing clia thudc: 36 thiang ké tir ngﬁy san Xudt.
14. TEN, PIA CHI CUA €O SO SAN XUAT:

MEBIPHAR
CONG TY CO PHAN DUGC PHAM VA SINH HOC Y TE
L6 III - 18 dudng 13, KCN Tan Binh, Q. Tén Phi, TP. H Chi Minh.
15. NGAY XEM XET SUA POI, CAP NHAT LAINOI DUNG HUGNG DAN

sfr nu\u; THUOC: xx — XX — XX.
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