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’ENABRAT 100

Fenofibrate 100mg
Box of 4 blisters x 12 capsules
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COMPOSITION - Ench copsle contains

Fenofibrate 100mg
ENABRAT 1 oo INDICATIONS, CONTRAINDICATIONS, DOSAGE,

ADMINISTRATION AND OTHER INFORMATION
Rood the leaflet inside
STORAGE - In o dry, cool place (below 30°C).

Protect from light.

SPECIFICATION - In-house.

Keep out of reach of children
—— — 8l9360140585252 Read the leafiet carefully before using

RX  Thuéc bén theo don

'ENABRAT 100

Fenofibrat 100mg
Hép 4 vi x 12 vién nang cing
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THANH PHAN - M3 vién nang cimg chia

Fenchbrat 100mg
EN ABRAT I oo CHI BINH, CHONG CHI DINH, LIEU DUNG.

CACH DUNG VA CAC THONG TIN KHAC

e ¥ hudmg déin s dyng.
BAO QUAN - Not kha, mét [duei 30°C).
Trénh énh sang.
CONG TY €O PHAN PYMEPHARCO TIEU CHUAN - TCCS.
166-170 Nguydn Hué, Tuy Hoa, Bé xa tm tay tré em
Phu Yén, Viét Nam Boc kif hudng din sif dyng trude khi diing
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Nhan vi
Tén san pham: FINABRAT 100
Hoat chat — ham lwong:  Fenofibrat 100 mg

INNABRAT 100 ENABRAT 100 ﬁNABRAT 100 ﬁNABR '
origy 100mg  Fenofibrat 100mg  Fenofibrat 100mg  Fenofibrat 100mg  Fenc

di Duing theo liéu chidinh  Dung theo liéu chi dinh  Dung theo liéu chi dinh

CTY CP PYMEPHARCO

INNABRAT 100 ﬁNABRAT 100 ENABRAT 100 ﬁNABR :
o 100mg  Fenofibrat 100mg  Fenofibrat 100mg  Fenofibrat 100mg Fenj'

di Dang theo liéu chidinh  Dung theo liéu chi dinh  Dung theo liéu chi dinh
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HUONG DAN SU DUNG THUOC

Rx

Thuée bén theo don. Néu cdn thém thong tin, xin héi ¥ kién bdc sp.

Doc ky hudng dan sir dung trude khi ding. Dé xa tam tay tré em.

FINABRAT 100/300
(Fenofibrat 100mg / 300mg)

THANH PHAN:
M&i vién nang ctmg FINABRAT 100 chira
Fenofibrat 100mg

Ta dwgce: Lactose monohydrat, tinh bt ngd, natri lauryl sulfat, hypromellose, polysorbat 20, pregelatinized
starch, colloidal silicon dioxid, magnesi stearat, vo nang rong (c&nang sé 2, hai ddumau tréng, trén nang 6 in
chir“Finabrat” va s6“100”).

Mai vién nang cimg FINABRAT 300 chira

Fenofibrat 300mg “;
Td dugc: Lactose monohydrat, tinh bot ngé, natri lauryl sulfat, hypromellose, polysorbat 20, pregelatinized ‘
starch, colloidal silicon dioxid, magnesi stearat, v nang réng (c& nang s 2, hai ddu mau tréng, trén nang c6 in

chit“Finabrat” vas6 “100”). -
DUQC LYC HOC g
Fenofibrat, d4n chat ctia acid fibric, 14 thudc ha lipid mau nho sy hoathéa PPARa. Nho d6, fenofibrat 1am ting e

sy phan giai lipid va loai bo nhimng hat giau triglycerid gay xo vita dong mach trong huyét twong bing cach
kich hoat lipoprotein lipase va giam san xuét apoprotein CIII. Hoat héa PPAR ciing lam tang téng hop
apoprotein Al va apoprotein AL Thudc trc ché sinh téng hgp cholesterol & gan, 1am giam céc thanh phén gy
xo vita (lipoprotein ty trong rat thap VLDL va lipoprotein ty trong thip LDL), lam tang san xut lipoprotein ty
trong cao (HDL), va con lam giam triglycerid mau. Do d6, cai thién dang ké sy phén bé cholesterol trong
huyét twong. Fenofibrat durgc dung dé didu trj tang lipoprotein huyét type ITa, ITb, 1T, IV va V cling vi ché do
an rt han ché lipid. Fenofibrat c6 thé lam giam 20 - 25% cholesterol toan phén va 40 - 50% triglycerid trong

méu. Diéu tri bing fenofibrat cn phai lién tuc.

DUQCDPONG HQC

Fenofibrat dugc hap thu & dwdng tiéu hoa cung véi thirc &n. Sy hap thu bj giam nhiéu néu udng sau khi nhin in
qua dém. Thubc nhanh chéng thiy phan thanh acid fenofibric 14 chét c6 hoat tinh, chét nay dugc gin t6i 99%
vao albumin huyét twong va ndng do dinh trong huyét twong xuét hién khoéng 5 gi¢r sau khi uéng thube. O
ngudi cé chire nang than binh thuong, T1/2 cia acid fenofibric vao khoéang 20 gi¢ nhung thoi gian nay ting
1én rit nhidu & ngudi mic bénh thén va acid fenofibric tich lily ddng ké ¢ ngudi bénh suy than ubng fenofibrat
hing ngay.

Acid fenofibric dao thai chi yeu theo nudc tiéu (70% trong vong 24 gidy, 88% trong vong 6 ngay), chi yéu
dudi dang lién hop glucuronic, ngoai ra con cé acid fenofibric dugi dang khir va chét lién hop glucuronic ciia
no,

CHIDPINH

Chimg ting cholesterol mau (type 1Ta) hogc tang triglyceride mau don thudn (type IV, V) hodc tang lipid huyét
phdi hop (type 11b va I11) khi khong dap img v6i ché dg an kiéng thich hop vakiéng tri.

Téng lipoprotein mau dai dang du da diéu trj nguyén nhan (nhu trong d4i thao duomg).

_’_/."f \4%
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LIEULUQNG VA CACH DUNG

Ludn phai phdi hop ché d¢ an kiéng thich hop. Phai uéng thuéc cung véi bira an.

Nguailon:

Liéu ban dau: 2 vien FINABRAT 100/ngay (udng mot 1dn hogc chia 1am 2 lin/ngay). Néu cholesterol toan

phan trong mau vén cao hon 4 /1, ¢6 thé tang lidu 1én 300 mg/ngay (uong 1 vién FINABRAT 300/1an/ngay,

hogc ubng 3 14n, m&i 1dn 1 vién FINABRAT 100), Cin duy tri liéu ban dau dén khi cholesterol méu tré lai binh

thudng, sau d6 ¢6 thé giam nhe liéu.

Ngudi gia véi chirc nang than binh thudng, khong cn diéu chinh lidu.

Nguoibgnh kém rdi loan chirc ning than, nén didu chinh lidu theo h¢ s6 thanh thai creatinin dudi sy huéng dn

ctia thiy thuéc.

Tré emvavi thanh nién dudi 18 tudi:

Chua ¢6 dir ligu nghién ciru ddy dii vé higu qua va an toan cia fenofibrat & tré em v vj thanh nién duei 18 tudi.

Do d6, khong dung thudc cho céc déi tugng nay.

THANTRONG

Cén phai ludn duy tri ché d¢ 4n kiéng déu dan.

Phai thim do chirc ndng gan va thin ciia ngudi bénh trude khi bét diu ding thube. AN
Cén do transaminase 3 thang mt lan, trong 12 théng dAu dung thuéc.

Phai tam ngimg dung thubc néu thiy SGPT (ALT)> 100 IU.
Khongkét hop fenofibrat véi cac thube ¢6 doc tinh trén gan. 2 ‘
Néu sau 3-6 thang tri liéu ma lugng lipid trong mau thay ddi khong dang ké thi phai xem xét tr liéu khac. /
Thén trong véi nhitng bénh nhéan dau co lan toa, viém co, chuét rat, yéu co, tang CPK (hon 5 14n so véi mirc ;

binh thuong) khi sir dung thude, vi thude c6 thé gay dau nhirc co, tham chi tiéu co van. m
Trong thudc c6 thanh phan t4 dugc lactose, do d6 bénh nhan c6 vén dé di truyén hiém gap khong dung nap 3TYe 0' B A.ﬁ
galactose, thiéu men lactase hoiic kém hép thu glucose - galactose khong nén dung thudc nay. ;

CHONG CHi PINH EPHAHCG

Quémén véi thanh phan thube.

Suy gan, suy thdn ning.

Nhay cam v6i anh sang hogic c6 tién sir bj phéan img voi anh sang khi didu tri bing ketoprofen hogic véi fibrat.
Viém tii mét.

Viém tyy cép hodc man tinh, ngoai trir viém tuy cp do tang triglycerid mau nghiém trong.

Phu nif ¢6 thai va cho con bu.,

Tré em va vi thanh nién duéi 18 tudi.

TUONG TACTHUOC

Phdi hop céc thudc trc ché HMG CoA reductase va fenofibrat s& lam tang déng ké nguy co ton thuong co va
viém tyy c4p.

Két hop fenofibrat véi ciclosporin lam tang nguy co tén thuong co.

O ngudi bénh ubng thude chéng dong méu, fenofibrat lam tang tac dung cua cac thude udng chéng dong, do
d6 1am tang nguy co xudt huyét. Cén theo ddi lwgng prothrombin thudng xuyén va didu chinh lidu thube ubng
chong dong trong sudt thi gian diéu trj va sau khi ngimg thudc 8 ngay.

Khong duge dung két hop céc thube doc véi gan (thude irc ché MAO, perhexilin maleat.. -k

Invitro, fenofibrat 1a thudc trc ché yéu Cyp2C19, Cyp 2A6 v trc ché nhe dén trung binh Cyp2C9. Do d6, can

NI

—




htfps://trungtamthuoc.com/

theo ddi chat ch& bénh nhan diéu trj ddng thari fenofibrat va cac thude durge chuyén héa boi cac cytochrom nay,
6 thé diéu chinh lidu cac thubc nay néu cén,

PHUNU COTHAIVA CHO CON BU

Phu nit ¢6 thai: Khong sir dung trong thoi ky mang thai.

Phunir cho con bu: Khéng ¢ dir liéu. Tuy nhién, vian toan, khéng nén diing cho ngudi cho con ba.
TACDUNG CUATHUOC KHI LAI XE VA VAN HANH MAY MOC

Thudckhéng anh hudng 1én kha naing l4i xe va vén hanh may méc.

TAC DUNG KHONG MONG MUON

Tiéuhoa:

Thuong gdp: Dau bung, budn nén, nén, tiéu chay, diy hoi.

ltgap: Viém tuy.

Réi loan gan - mét:

Thudng gdp: Tang transaminase huyét thanh.

ltgap: Soimit.

Hiém ggp: Viém gan.

Tim mach:

It gdip: Huyétkhdi (thuyén tic phdi, huyét khéi tinh mach sau).

Da vardi loan m dudi da:

It gap: Phét ban, ngira, may day hoiic phén img v6i dnh sang.

Hiémgap: Rung tée.

Rdt hiém gdp: Nhay cam 4nh séng v6i ban do, myun nuée trén phan da tiép xiic véi 4nh séng mt troi hofic 4nh
sang nhan tao.

Coxuong:

Hiém gdp: Dau co lan toa, viém co, chudt rit, yéu co.

Tan sudt khong ré: Tiéu covan.

Méu vardi loan hé bach huyét:

Hiém gdp: Giam hemoglobin va bach ciu.
Roi loan hé than kinh:

Hiém gdp: Suy nhuge tinh dyc.

Ho hép, 1dng nguc vardi loan trung that:
Tansudt khong ré: Bénh phdi ke,

Thong bdo cho thiy thude tée dung khdng mong muén giip phai khi sir dung thudc.
QUALIEU VA XU TRI

trg can thiét. Tham tach méau khéng c6 téc dung loai bo thubc khoi co thé.

HANDUNG 36 théng ké tirngay san xuét

BAOQUAN : Noi kho, mat (du6i 30°C). Tranh 4nh sang.
TIEUCHUAN : Tiéu chudn co sd.

TRINHBAY : FINABRAT 100: Hop4 vix 12 vién.

FINABRAT 300: Hop 3 vix 10 yi
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