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2. Nhan trung gian:
a). Nhdan hop 3 vi x 10 vién nang ciing
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FENOFIBRAT

Fenofibrat micronized 200 mg

FENOFIBRAT

Fe

GMP-WHO listers x 10 ca

JIEn nang cung chua CHI_DI_NH. LIEU LUONG & CACH _DUNG.
i 200 mg  CHONG CHI BINH, TUUNG_ TAC THUOC, TAC
DUNG KHONG MONG MUON VA CAC THONG

BAD QUAN: Noi khth nhiét do dudi 30 i TIN KHAC: Xem trong 16 hudng din st dung
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COMPOSITION: Each capsule contains INDICATIONS, DOSAGE AND
- Fenofibrate micronized ................ 200 Mg ADMINISTRATION, CONTRAINDICATIONS,

- Excipients... -S0f \NTERACTIONS, SIDE EFFECTS AND OTHER

STORAGE: Store in a ury Dlace beluw 30 °C, i i
protect from light INFORMATIONS: Read the package insert
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TO HUONG DAN SU DUNG THUOC

Rx
Thuoc ban theo don

FENOFIBRAT 200 mg
THANH PHAN: M&i vién nang clig chira
« FRADHBIAL TRICEOBIBRH . ... cvropocs e ba sh AR b s Ao SR LRSS AR B SR AR SRR AR 200 mg
- Ta dugc: Beta-cyclodextrin, Natri lauryl sulfat, Natri croscarmellose, Colloidal silicon dioxid A200.
Nang cting gelatin so 1.
DANG BAO CHE: Vién nang cling, ding udng.

QUY CACH PONG GOI:
Hop 3 vi x 10 vién.

CHI DINH: |
Diéu tr rdi loan lipoprotein huyet céc typ Ila, IIb, 111, IV va V, phdi hop véi ché do an. i
LIEU LUQNG VA CACH DUNG: Dung uong _|

Khi diéu tri fenofibrat phai két hop véi ché do an han ché lipid. Uéng thude cting véi bira an.

- Nguoi lon: Liéu ban dau thucmg, la 200 mg/ngay. Néu cholesterol toan phan trong mau van con cao |
hon 4 g/l thi ¢6 thé tang liéu 1én 300 mg/ngay. Can duy tri liéu ban du cho dén khi cholesterol méu '
tro lai binh thuong, sau do co thé giam nhe liéu hing ngay xuoné, Phai kiém tra cholesterol mau |
3 thang 1 lan, néu cac thong s6 lipid mau lai tang 1én thi phai tang liéu lén 300 mg/ngay.

- Tré trén 10 tudi: Can xac dinh can nguyén chinh xac cta tang ]tpld méu & tré. C6 thé két hop thir voi |
ché do an dugc kiém soat chat ché trong vong 3 thang. Liéu toi da khuyén dung la 5 mg/kg/ngay.

Trong mét s6 truong hop dic bigt, ¢6 thé dung liéu cao nhung phai do thay thudc chuyén khoa chi
dinh.

- Néu nong do lipid trong mau khéng giam nhidu sau 3 - 6 thang diéu tri bang fenofibrat thi cin tha,\;, --

doi tri liéu. /)
CHONG CHI PINH: (4
- Suy than nédng. || X

- Rdi loan chirc nang gan nang. ."'\\.\‘

- Tré dudi 10 tuodi. N

THAN TRONG KHI SU DUNG:

- Phai tham do chirc nang gan, than cta nguoi bénh trudce khi dung fibrat.

- Cén giam liéu thudc chéng dong mau xudng chi con mot phan ba liéu cii khi bat ddu ding fibrat va
diéu chinh néu can. Can theo d&i thudng xuyén lugng prothrombin mau. Diéu chinh liéu thude chong
dong trong qua trinh dung va sau kh] ngung dung fibrat 8 ngay.

- Nhuoce nang giap c6 thé 1a mot yeu to lam tiang kha nang bi tac dung phu ¢ co.

- Céan do transaminase 3 thang mot lan, trong 12 thang dau dung thuoc

- Phai tam ngung dung thudc néu thdy SGPT (ALT) > 100 don vi quéc té.

- Bién chirng mét dé xayra & nguoi bénh xo r gan mét hodc ¢6 soi mat. |

- Khong két hop fenofibrat voi thude cé tac dung ddc véi gan.

- Néu sau 3 - 6 thang dung thudc ma lugng lipid trong méu thay doi khong dang ké thi phai xem xét tri
liéu khac.

PHU NU CO THAI VA CHO CON BU:

Khoéng nén ding cho phu nit mang thai va cho con bi. rj !
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ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC:

Thude khong anh hudng khi l4i xe va van hanh may moc.

TUONG TAC VOI CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC:

- Phéi hop fibrat véi céac thuoc e ché HMG CoA reductase (pravastatin, simvastatin, fluvastatin) sé
lam tang dang ké nguy co tén thuong co va viém tuy cép.

- Phéi hop fibrat véi cyclosporin lam ting nguy co tén thuong co.

- Fenofibrat lam tang tac dung cia cac thude chong dong, do d6 1am tang nguy co xuat huyét do day
céc thude nay khoi vi tri gan két voi _protein huyét tuong. Can theo doi luong prothrombm thuong
xuyén hon va diéu chinh liéu thube udng chong dong trong sudt thoi gian dleu tri bang fenofibrat va
sau khi ngirng thudc 8 ngay.

- Khong duoc két hop fenofibrat véi cac thude doc véi gan (thude tre ché MAO, perhexilin maleat....) |
TAC DUNG KHONG MONG MUON (ADR):

Tac dung khong mong mudn thudng nhe va it gip.

Thieong gap, ADR >1/100

Tiéu hoa: RSi loan tiéu héa, truéng viing thuong vi, budn nén, chudng bung, tiéu chay nhe.

Da: Nbi ban, n6i mé day, ban khong dic hiéu.

Gan: Tang transaminase huyét thanh. |
Co: Dau nhtre co.

Hiém gap, ADR < 1/1000

Gan: Soi duong mat.

Sinh duc: Mét duc tinh va liét duong, giam tinh tring.

Méu: Giam bach cau.

Thong bao cho bac sT nhimng tac dung khéng mong mudn gip phai khi str dung thudc.
* Hudng din cach xir tri ADR:

Tam ngimg dung thudc.

QUA LIEU VA CACH XU TRi:

Chua ¢6 béo c4o nao lién quan dén hién tuong qua liéu. Khong c6 thude giai doc déc hiéu. Néu nghi | —
ngd qua lidu thi nén diéu tri triéu chimg va tién hanh cac bién phap hd tro khi can. Fenofibrat khong bi | 61
loai trir khi thim tach loc méu. | 3TY
DUQC LUC HOC: | WA
- Fenofibrat, dan chat cia acid fibric, la thudc ha lipid méu. Thuoc trc ché sinh tong hop cholesterol & :T”‘\".___’-'Q

gan, lam giam céc thanh phan gdy vita xo (lipoprotein ty trong rit thap VLDL va lipoprotein ty trong | (nar
ESC

thdp LDL) lam tang san xudt lipoprotein ty trong cao (HDL) va con lam giam triglycerid mau. Do do, | =

cai thién dang ké su phan bé cholesterol trong huyét tuong. Lo b

- Fenofibrat duge dung dé diéu tri tang lipoprotein huyét typ Ila, typ IIb. typ III. typ IV va typ V cling

véi mot ché do an rat han ché vé lipid.

- Fenofibrat ¢6 thé 1am giam 20 — 25 % cholesterol toan phan va 40 — 50 % triglycerid trong méu.

Diéu tri bang fenofibrat can phai lién tuc.

DUQC DONG HOC:

- Fenofibrat hip thu ngay & dudng tiéu héa cling véi thirc an, hap thu bi giam nhiéu néu udng sau khi

nhin an qua dém.

- Thude nhanh chong thiy phan thanh acid fenofibric c¢o hoat tinh; c,hat nay gin nhiéu vao albumin

huyét twong va co thé day cac thude khang vitamin K ra khoi vi tri gin. Nong do dinh trong huyét

twong xuét hién khoang 5 gio sau khi uong thudc. O nguoi ¢é chirc nang than binh thudng, thoi gian

ban thai trong huyét tuong vao khoang 20 git¢ nhung thoi glan nay tang lén rit nhiéu & ngudi bénh

than va acid fenofibric tich liiy dang ké & ngudi bénh suy thén udng fenofibrat hing ngay.
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- Acid fenofibric dao thai chu yéu qua nudc tiéu (70 % trong vong 24 gid, 88 % trong vong 6 ngay).
chti yéu dudi dang lién hop glucuronic, ngoai ra con ¢ acid fenofibric dudi dang khir va chat lién hop
glucuronic cua no.
Khong thay xay ra diéu gi nghiém trong khi ngimg dung fibrat, thdm chi sau khi da diéu tri lau ngay
va nging thuoc dot ngot.

BAO QUAN Noi kho, nhiét d6 dudi 30 °C, tranh anh sang.
HAN DUNG: 36 thang ké tir ngdy san xuat.

THUOC NAY CHI DUNG THEO PON CUA BAC SI.

bOC KY HUONG DAN SU DUNG TRUOC KHI DUNG
NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SI.
DE XA TAM TAY TRE EM.

DOMESCO

NHA SAN XUAT VA PHAN PHOI

CONG TY CO PHAN XUAT NHAP KHAU Y TE DOMESCO

Dia chi: 66 - Qudc 10 30 — Phudng My Phi — TP Cao Lanh — Pong Thap
Dién thoai: 067. 3851950
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