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Hoat chit — ham luong:

RX Prescription drug

Tén san pham:

Nhan hop
Finabrat 300
Fenofibrate 300mg

’}lrlNABRAT 300

@

Fenofibrate 300mg

Box of 3 blisters x 10 capsules
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COMPOSITION - Each capsule contains
Fenofibrate 300mg

INDICATIONS, CONTRAINDICATIONS, DOSAGE,
ADMINISTRATION AND OTHER INFORMATION
Read the leaflet inside

STORAGE - In a dry, cool place (below 30°C) Profect from light.
SPECIFICATION - In-house

Keep out of reach of children
Read the leaflet carefully before using

’]ENABRAT 300

Fenofibrate 300mg

Hép 3 vi x 10 vién nang cing
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Co s6 sdn xuat:

'FINABRATJOO

CONG TY ¢O PHAN PYMEPHARCO
166-170 Nguyén Hué, Phudng 7,
Tp. Tuy Héa, Tinh Phu Yén, Viét Nam

THANH PHAN - Méi vién nang cing chua
Fenofibrate 300mg

CHI BINH, CHONG CHI BINH, LIEU DUNG,
CACH DUNG VA CAC THONG TIN KHAC
Xem to huong dén s dung

BAO QUAN - Noi kh, mét (dusi 30°C). Trénh énh séng
TIEU CHUAN - TCCS

Dé xa tim tay tré em
Doc ky hudng din s dung trude khi dung
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Nhan vi

Tén san pham: Finabrat 300

Hoat chat — ham luong:  Fenofibrate 300mg

'ﬁNABRAT 300 ENABRAT 300 ﬁNABRAT 300
ofibrate 300mg  Fenofibrate 300mg  Fenofibrate 300mg  Fenofibrate 300mg

bllow the prescribed dosage Follow the prescribed dosage Follow the
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ofibrate 300mg  Fenofibrate 300mg  Fenofibrate 300mg  Fenofibrate 300mg

Follow the prescribed dosage Follow the prescribed dosage Follow the
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HUGNGIDAN SU DUNG XIN THAY POI
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HUGNG DAN SU DUNG THUOC

>/

Rx

. FINABRAT 300

(Fenofibrate 300mg)

Thudc nay chi ding theo don thude. Néu cdn thém théng tin xin hoi y kién béc sy.
Poc ki hudng din st dung trudc khi ding. DE xa tim tay tré em.

THANH PHAN: M3i vién nang ciing chia

Thanh phén dudc chat: Fenofibrate 300 mg

Thanh phdn t4 dugc: Lactose monohydrat, tinh b6t ngd, natri lauryl sulfat, hypromellose, polysorbat 20,
pregelatinized starch, colloidal silicon dioxid, magnesi stearat.

DANG BAO CHE: Vién nang ciing.

Mé t3 dang bao ché: Vién nang ciing, ¢8 nang s8 0, nip nang mau cam c6 in cht “Finabrat”, thdn nang mau
trdng ¢6 in s8 “300”, bén trong chira bt thudc mau tring dén tring ngd, dong nhat.

CHI BINH

Ching tdng cholesterol mau (typ 1l,) hojc ting triglycerid mau don thudn (typ IV, V) hodc ting lipid huy&t phdi
hop (typ lls va M) khi khéng dap ing vai ché do dn kiéng thich hgp va kién tri.

Ting lipoprotein mau dai ding du da didu tri nguyén nhén (nhu trong dai thdo dudng).

LIEU DUNG, CACH DUNG

Cach dung: Ludn phai phdi hgp ché& do dn kiéng thich hgp. Phai udng thudc cling véi bifa dn.

Liéu ding:

Ngudi 16n:

Liéu ban ddu: 200 mg/ngdy (ubng mot 1an hodc chia lam 2 1An/ngdy). N&u cholesterol todn phan trong méau van
cao hon 4 g/I, c6 thé ting lidu 18n 300 mg/ngady. C4n duy tri liéu ban ddu dén khi cholesterol mau trd lai binh
thudng, sau dé c6 thé gidm nhe liéu.

Ngudi gia véi chitc nding than binh thudng, khong c¢dn diéu chinh liéu.

Nguti b&nh k&m r6i loan chic ning than, nén diéu chinh lidu theo hé s§ thanh thdi creatinin du6i su hudng
dan cla thdy thudc.

Tré > 10 tudi:

Liéu t6i da khuy&n ding 1 5 mg/kg/ngady. Trong mot sO trudng hop dic biét cé thé dung liéu cao hon nhung
phai do thay thuic chuyén khoa chi dinh.

CHONG CHi BINH

Qué min véi fenofibrat hodc bat ky thanh phdn nao clia ché& pham.

Suy gan, rdi loan chic ning gan, bao gdm xo gan ( mat tién phat va dai ding khong rd nguyén nhan.

Suy than ndng, roi loan chiic ndng than ning.

Tién st bénh thi mat.

C6 phan (ng di tng dnh sdng khi diéu trj v6i cac fibrat hodc ketoprofen.
Phu nii c6 thai va cho con bd.

Tré du6i 10 tudi.

CANH BAD VA THAN TRONG KHI DUNG THUGC

Can phai ludn duy tri ché do &n kiéng déu din.
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HUGNG DAN SU DUNG XIN THAY POI

Phdi thaim do chdc ndng gan va than cla nguti bénh truc khi bit ddu dung thudc.

Can do transaminase 3 thdng mdt I4n, trong 12 thang ddu ding thudc.

Phai tam ngling ding thudc néu thdy SGPT (ALT) > 100 IU.

Khong két hgp fenofibrat vGi cdc thudc co ddc tinh trén gan.

N&u sau 3 - 6 thang tri liéu ma lugng lipid trong mau thay ddi khong dang ké thi phai xem xét trj lidu khdc.

sl DUNG THUGC CHO PHY N ¢O THAI VA CHO CON BU

Phy nif ¢6 thai: Khong st dung trong thdi ky mang thai.

Phu nif cho con bd: Khéng cé dir liéu. Tuy nhién, vi an todn, khdng nén dung cho phu nit cho con ba.

ANH HUGNG CUA THUGC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Thudc khéng anh hubng 18n kha ning l4i xe va van hanh mdy moéc.

TUGNG TAC, TUONG KY cUA THuOC

Tuong tac thudc

Phéi hgp cac thudc tic ché HMG CoA reductase va fenofibrat s& lam ting ddng k& nguy co ton thudng co va
viém tuy cép.

K&t hgp fenofibrat v6i cyclosporin 1Am ting nguy cd tdn thuong co.

G ngusi banh udng thudc chdng dong mau, fenofibrat Iam ting tic dung clia cac thudc ubng chéng déng, do dé
tam ting nguy co xudt huy&t. Cdn theo doi lugng prothrombin thuing xuyén va diéu chinh liéu thuSc udng chéng
dong trong sudt thdi gian diéu tri va sau khi ngiing thuc 8 ngay.

Khong dugc dung két hop cac thudc ddc véi gan (thubc e ché MAO, perhexilin maleat...).

Tuong ky ciia thudc

_ =
Do khdng c6 cac nghién clu v tinh tuong ky clia thudc, khdng tron 1An thudc ndy véi cac thudc khac. ﬂ“’{&
TAC DUNG KHONG MONG MUGN )
Tac dung khong mong mudn thudng nhe va it gip: RGi loan tiéu hoa, budn ndn, trubng bung, tiéu chdy nhe, TIYDEOA:
B
t

ndi ban, ting tam thdi transaminase huyét thanh, dau nhic co.

Thong bao ngay cho bac sT hodic dugc sT nhiing phan (ing c6 hai gdp phai khi st dung thudc. —_
QUA LIEU VA CACH XU TRi Hoa -1
Khdng co thudc gidi doc dic hidu. N&u nghi ngd qud liéu nén diéu tri triéu chdng va ti€n hanh cic bién phap

hd trg cdn thigt. ThAm tach mau khong c6 téc dung loai bd thudc khdi co thé.

PAC TiNH DUGC LUC HQC

Nhém dugc ly: Thudc ha lipid mau (nhém fibrat).

M& ATC: C10ABO05.

Fenofibrat, ddn chét clia acid fibric, 1a thudc ha lipid mdu. ThuSc Gc ché sinh téng hop cholesterol  gan, lam

gidm cdc thanh phan gdy xo vita (lipoprotein ty trong rdt thdp VLDL va lipoprotein ty trong thdp LDL), lam

ting sdn xudt lipoprotein ty trong cao (HDL), va con lam gidm triglycerid méau. Do d6, cdi thién ddng ké su

phan bd cholesterol trong huy8t tuong. Fenofibrat dugc ding dé diéu tri ting lipoprotein huydt typ Ila , Iy, III,

IV va V cling v6i ché do &n rdt han ché lipid. Fenofibrat ¢6 thé 1am gidm 20 - 25% cholesterol toan phdn va

40 - 50% triglycerid trong mau. Diéu trj bdng fenofibrat cin phai lién tuc.

PAC TiNH DUGC BONG HOC

Fenofibrat dugc hap thu & dubng tiéu héa ciing véi thiic dn. Su hdp thu bi gidm nhiéu néu udng sau khi nhin in

qua dém. Thubc nhanh chéng thlly phdn thanh acid fenofibric c6 hoat tinh. Néng do dinh trong huyét tuong

xuit hién khodng 5 gid sau khi udng thusc. O ngudi c6 chiic ning than binh thudng, T1/2 ciia acid fenofibric

vdo khodng 20 gid nhung thoi gian nay ting Ién rdt nhidu & ngudi mic bénh than va acid fenofibric tich Ity

dang ké & ngudi bénh suy than udng fenofibrat hing ngay.
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HUONG DAN SU DUNG XIN THAY DOI

Acid fenofibric dao thai chii yéu theo nuéc tiéu (70% trong vong 24 gid, 88% trong vong 6 ngay), chi y&u dudi
dang lién hgp glucuronic, ngodi ra con c¢6 acid fenofibric dudi dang khir va chat lién hgp glucuronic clia no.

HAN DUNG 36 thang k& tU ngay san xudt.
BAO QUAN Nai kh6, mat (du6i 30°C). Tranh dnh sang.
TIEU CHUAN Tiéu chudn co sd.

QUY CACH DONG GOI  Hop 3 vi x 10 vién nang ciing.

Co sé sén xuét CONG TY CO PHAN PYMEPHARCO
166 — 170 Nguy&n Hué, phuting 7, thanh phd Tuy Hoa, tinh Phd Yén, Viét Nam
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