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US PHARMA USA 3 blisters x 10 capsules
| Composition: Each capsule contains: Fenofibrate 100mg, excipients g.s 1 capsule. Indications,
contra-indications, dosage, administration: Please refer to enclosed package insert. Storage: In
a dry and cool place, below 30°C, protect from direct sunlight. Specification: Manufacturer.
| u:? Manufacturer: US PHARMA USA CO., LTD Keep out of reach of children.
ssrammyas  LOT B1-10, D2 Street, Tay Bac Cu Chi Industrial Zone, HCMC, Read the package insert carefully before use.
Rx
Thuéc ban theo don ]
Fenofibrate 100mg :
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. US PHARMA USA 3 vix 10 vién nang clng '?
Thanh phéan: M6i vién nang cling chia: Fenofibrate 100mg, ta dugc vira di 1 vién nang. Chidinh,

| chéngchidinh, liéu dung, cich dung: Xem t& hu’cmg dan sudung bentrong hop. Bao quan: Nai
| khé thoang, nhiét d6 dudi 30°C, tranh &nh san
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FENOFIBRAT 100 - US

Vién nang citng Fenofibrat 100mg

Fenofibrat 100 mg

T4 duge: Lactose monohydrat, Natri starch glycolat, Polyvinyl pyrrolidone PVP K30, Natri lauryl sulfat, Magnesi
stearat vd 1 vién.

Phéin loai

Thudc ha lipid mdu (nh6m Fibrat)

Dugc luc, cd ché tic dung

Fenofibrat 13 mot din xuét cda acid fibric, c6 tdc dung dc ché sinh tGng hdp cholesterol & gan, lam ting HDL,
gidm VLDL, LDL, va triglycerid m4u. Fenofibrat c6 thé 1am gidm 20-25 % cholesterol toan phan va 40-50%
triglycerid m4u. Ngoai ra Fenofibrat cdn lam gidm mot cdch ¢6 ¥ nghia ndng d6 fibrinogen va lipoprotein (a) &
ngudi bi rdi loan lipid mdu c6 ting 2 chi s6 nay.

Dudgc dong hoc
Fenofibrat dugc hip thu nhanh qua dudng tiéu héa cling v4i thitc &n. Sinh khd dung ciia thudc bi gidm nhiéu khi
Quﬁng lic bung d6i.

Fenofibrat 1a tién chat khi vao cd thé s& dugc chuyén héa thinh acid fenofibric ¢6 hoat tinh, chdt ndy gin véi
nhiéu vao albumin huy&t twong va cé thé ddy cdc thuSc khdng vitamin K ra khéi vi tri gin. Nbng d dinh trong
huyét tuong xudt hién khodng 5 gid sau khi u6ng thudc. 3 ngudi c6 chifc ning thin binh thudng nita ddi trong
huyét tudng vao khodng 20 gid nhung thdi gian ndy ting 1én rat nhiéu ¢ ngudi mic bénh than va acid fenofibric
tich liiy déng k€ & ngudsi bénh suy thin udng fenofibrat hang ngay.
Acid fenofibric dio thii chii y&u theo nudc tiéu (70% trong vong 24 gid, 88% trong vong 6 ngay), chi yé&u duéi
dang lién hdp vdi acid glucoronic, ngoai ra cdn c6 fenofibrat dudi dang khtt va chat lién hgp glucoronic ciia no.
Khéng thiy xdy ra diéu gi nghiém trong khi ngitng diing fibrat, thim chi sau khi da diéu tri 14u ngay va cit thuc
dot ngot.
Chi dinh
FENOFIBRAT 100-US dugc chi dinh trong cdc trudng hgp:
- Ting cholesterol méu — type Ila, ting triglycerid mdu ndi sinh - type IV, ting lipid mdu két hgp —tuyp IIb
& I11.
- Ting Lipoprotein m4u dai ding di d diéu tri nguyén nhin (nhv ting lipoprotein trong déi thdo dudng)
Poc kj hudng dén si dung trude khi ding. Néu cdn biét thém thong tin, xin héi ¥ kién bdc si.
” Thuéc nay chi ding theo su ké don ciia thdy thudc.
“" Liéu lugng va cdch ding
Lidu lugng va thdi gian ding thudc do Béc si diéu tri quy&t dinh, licu ding thong thudng la:
+ Ngudi 16n: 300 mg/ngay .
+Tré em > 10 tdi: lidu t8i da 12 Smg/kg/ngay. Chi ding loai vién 100 mg cho tré em. W
Cdch dung: }
Piéu tri Fenofibrat nhat thi€t phdi ph&i hgp v6i ché d6 #n han ch€ lipid , ubng trong bifa 4n.
Chdng chi dinh
- Qu4 mén véi Fenofibrat hodc vdi bat ky thanh phdn ndo clia thudc.
- Suy thdn nidng,.
- R&i loan chifc niing gan hay bi bénh tdi mit.
- Tré em du6i 10 wdi.
- Phu nif ¢6 thai va cho con bu.
Thén trong:
- Nhat thi€t phai thim do chitc ndng gan va thin clia ngudi bénh truée Khi diéu tri véi Fenofibrat.
- Néu sau 3-6 théng didu tri v6i lidu t6i da hing ngay khuyén cdo ma lipid mdu khong gidm phdi xem xét
phuong phép diéu tri bS sung hay thay th€ phuong phép di€u tri khdc.
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- Khong két hgp Fenofibrat véi cdc thudc gy hai cho gan.
- Bién chitng mat d& xdy ra d6i v6i ngudi c¢6 bénh xd gan ¥ mat hay séi mat.
- Ting tam thdi transaminase dugc ghi nhdn & mot s6 bénh nhan, do d6:
+ Nén kiém tra transaminase dinh ki mdi 3 thdng trong 12 thing ddu diéu tri.
+ Ngung diéu tri n€u ASAT va ALAT ting trén 3 lan gi4 tri binh thudng
- Trudng hgp ding thuSc khing dong dang udng nén ting cudng theo ddi INR va prothrombine.

Canh bdo

Céc t8n thuong & cd, k€ ci trudng hgp hi€m gip 12 tiéu cd vin da duge ghi nhin v6i fenofibrat. Cic t6n thudng
nay thudng xdy ra hon trong trudng hgp bénh nhén bi gidm albumin méu.

Khi bi tén thudng cd s& giy dau cd, nhay dau & cd va/hoic ting ddng k€ CPK c6 ngudn gdc cd (trén 5 lan gi4 tri
binh thudng): trong nhitng trudng hgp nay, phdi ngung ding thudc. Ngoai ra nguy cd tén thuong cd ting 1én néu
ph&i hgp vdi thudc khdc thude nhém fibrat hay thudc e ché€ men HMG-CoA reductase.

Tudng tdc thudc
Khi sit dung két hgp Fenofibrat vdi :
- Nhém statin: ting ddng ké nguy cd ton thuong cd va viém tuy cip.
- Cycloporin: ting nguy cd tn thudng cd.
Q - Cic thubc chdng dong dang udng: ting tic dung chéng dong va nguy cd gdy xudt huyet.
- Perhexiline: gdy viém gan c4p tinh. C6 thé tif vong.
Phu nit mang thai va cho con b
Thai ky mang thai:
Chua c6 dit liéu ddng tin cdy vé tdc dung gdy qudi thai khi thif nghi¢m trén dong vat.
Trén lam sing d&n nay khong c6 bdo cdo vé tdc dung gy di dang hay ddc tinh trén phoi thai. Tuy nhién cic s6
liu chua di d€ loai trit hin moi nguy cd.
Khong nén chi dinh cdc thudc fibrat cho phu nif ¢6 thai, ngoai trif trudng hgp ting triglycerid mdu nhi€u (trén
10g/lit) ma khong thé diu chinh dugc bing ché d6 dn ki€ng va nhifng trudng hgp c6 nguy cd bi viém tuy cap.
Thdi ky cho con bi:
Chua c6 dif liéu v& viéc fenofibrat c¢6 di qua sita me hay khong , do d6 trdnh ding thudc nay trong thdi gian cho
con bu.
Tédc dung phu
Téc dung phu thudng nhe va hi€m gip.
Thuong gap (ADR > 1/100):
Tiéu héa: r8i loan tiéu héa, trudng viing thugng vi, budn ndn, chudng bung, ia chdy nhe.
Da: ndi ban, n8i mé day, ban khong dic hiéu.
QGan: Ting transaminase huy€t thanh.
~ Co: dau nhic cd.
Hiém gdp (ADR <1/1000):
Gan: so1 dudng mét.
Sinh duc: mi't duc tinh va liét dudng, gidm tinh tring.
M4u: gidm bach cAu.
Théng bdo cho Bdc sy nhitng tdc dung khong mong mudn gdp phdi khi sit dung thuée.
L4i xe va vin hanh mdy méc:
Thuc khong anh hudng d€n khé ning 14i tau xe hay vdn hanh mdy méc.

Qui liéu va cdch xif trf
Chua thy c6 tai liéu v& qué lidu va xi tri ciia Fenofibrat. Thim tich mdu khong c6 tic dung loai bd thude ra khdi

cd thé.

Dang trinh bay
Hop 3 vi x 10 vién nang ciing.
Tiéu chuin
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Tjéu chudn cd s&.

fign ding
36 thang k€ tiY ngdy sdn xudt.
Bio quan
Ndi kho thodng, trénh 4nh sdng, nhiét d6 dudi 30°C.
Dé thuéc xa tdm tay tré em.
Nha san xudt
CONG TY TNHH US PHARMA USA
Pia chi : L6 B1- 10, Pudng D2, KCN Téy Bic Ci Chi, TP.H6 Chi Minh
Moi thdc mdc va thong tin chi tiét, xin lién h vé s&'dign thogi 08 37908860 — 08 37908861, Fax: 08 37908856
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