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TRACH NETEM TRON VEN

cONG TY CP DUGC PHAM SAVI (SaWrpharm J.5.C) mg@ mm 115?

L6 Z.01-02-03a KCN/KCX TAn Thuén, Q. 7, Tp.HCM BREDOMAX

DT: (08) 37700142 - 143 - 144 Fax: (08) 37700145
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Rx Thuéc bén theo don

SREDOMAX 300

FENOFIBRAT 300 mg

Hop 3 vi x 10 vién nang cung

THANH PHAN : MJi vin nang chis Téu chulln : Toos

F 300 mg

RCT T LR ———— L] SO / Reg- Mo :

cHl Bpe - cridna crl BpiH - LIEU LUONG - S el 19/ CONG TY CP DUKIC P BAW
CACH DONG - THAN TRONG - TAC DUNG PHY - (Eaphars 45.C)

Jn doc 1 huong din &t dung thude L6 20102030 KCNACK Ton Thign, |
BAO QUAN : Noi knd, nhigt db 0.7, TpHG Chl Mich |
Khting qud 0°C. Trénh dnh sdng.

KHI DUNG -DE XA TAM TAY CUA TRE EM

BOY TE
CUC QUAN LY DUQC

DA PHE DUYET
Lan dﬂui?”’)(ﬂj

Rx Prescription only medicine

BREDOMAX 300

FENOFIBRATE 300 mg

00€ XVINO 44

Box of 3 blisters x 10 hard capsules

commosmon: a0 e et o BREDOMAX 300

Exciplonts §.2.f0f ... | hard capeule

MDMCATIONS - CONTRAMDICATIONS - DOSAGE - SPECIFICATION : Manulacturer's
DMB{ISTRATION - PRECAUTIONG - MDE EFFECTR : Manufactured by SAVI PHARMACEUTICAL J.8.Co.
b (SaWipharm J.8.0)

STORAQGE : Keep In a dry place, Lot No. Z.01-02-03a, Tan Thuan IZEPZ,

Dist. 7, Ho Chi Minh City

do nat siore above 30°C. Protect from kight.

LEAPLET BEFORE USE - KEEP OUT OF REACH OF CHILDREN

TP. H3 Chi Minh, ngay 2. mangsj, nim 2044
KT. Tong Gidm D
¢ Tong Gidm Béc (KH-CN)

DS. NGUYEN HUU MINH
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CONG TY CO PHAN DUQIC PHAM SAVI (SaWigharm)

_ Ld Z,01-02-03a KCN/KCX Tan Thuan, Q.7, Tp.Hﬁ Chi Minh
Tel :{08) 37700 144  Fax : (08) 37700 145 Email : svp@savipharm-vn.com

TO HUGNG DAN SU DYNG THUOC

Thude ndy chi diing theo sy ké don ciia bdc st

Rx
Vién nang cimg Bredomax 300
CONG THUC::
-TAduge viradi......... O -

(Natri Croscarmelose, Cel'u!ose w rmfr Ihé )‘01 . Nam lauryl sulfat,
Silic dioxyd, Povidon K30, Magnesi stearat, Talc, Nang rong s6 0.
ndp dé cam va thdn trdng duc)

DANG BAO CHE : Vién nang cimg,

CAC PAC TINH DUQC LYC HQC

Fenofibrat, ddn chét ciia acid fibric, Ia thudc ha lipid mau.

Thubc trc ché sinh tdng hop cholesterol & gan, lam giam céc thinh
phin gdy vira xo (lipoprotein ty trong rit thdp VLDL va
lipoprotein ty trong thip LDL) lam ting san xuét lipoprotein ty
trong cao (HDL), va con lam gidm triglycerid mdu. Do 46, cdi
thién déng ké sy phan bd cholesterol trong huyét tuong,

Fenofibrat dugc ding dé diéu trj ting lipoprotein - huyét typ 11
tyép 1Ib, typ 111, typ IV va typ V cling véi mdt ché do an rit han ch
vé lipid.

Fenofibtrat cé thé lam gidm 20 - 25% cholesterol toan phin va 40 -
50% triglycerid trong mau, Biéu trj bing fenofibrat cAn phai lién
tyc.

DUQC BONG HOC:

Fenofibrat duge hdp thu ngay & dutmg tiéu hoa cling vdi thire &n,
Hip thu thudc b gidm nhiéu néu ubng sau khi nhin &n qua dém,
Thudc nhanh chéng thity phan thanh acid fenofibric cé hoat tinh;
chéit ndy gin nhiéu vao albumin huyét twong va c6 thé ddy céc
thudc khang vitamin K ra khéi vi tri gin,

Nong db dinh trong huyét tuong xudt hién khodng 5 gidr sau khi
ubng thude.

@ ngudi ¢6 chirc ning thin binh thuémg, nira dvi trong huyét tuong
vio khoang 20 gi nhung thoi gian ndy ting lén rit nhidu & nguoi
méc bénh thin v acid fenofibric tich liy ddng ké & ngudi bénh
suy thiin udng fenofibrat hing ngy.

Acid fenofibric dao thai chil yéu theo nude tiéu (70% trong vong
24 gib, 88% tronc vong 6 ngay), chi yéu dudi dang lién h
glucuronic, ngodi ra con c6 acid fenofibric dudi dang khir va chat
lién hop glucuronic cia nd.

Khéng thy xay ra diéu gl nghiém trong khi ngimg duing fibrat,
thidm chi sau khi da diéu trj lau ngdy va cht thudc dot ngot.

CHIi DIJNH :

Pidu wj rbi loan lipoprotein huyét cac typ Ia, Ib, I1, IV va V,
phdi hop véi ché d6 an,

LIEU LUQNG VA CACH DUNG :

Thudc ndy chi ditng theo sy k2 dom ciia bde st

Didu trj fenofibrat nhit thig; phai phéi hop véi ché ¢ &n han ché
lipid.

Phai ubng thudc cting véi bita 4n.

Ng]\&dﬁ lém : 300 mg (tic 1 vién nang SaVi Fenofibrat 300M)/ngdy,
uong 1 l4n véo bita An chinh.

Néu cholesterol toan phén trong mau vin con cao hom 4 g/l thi cé
thé ting lidu Ién 300 mg/ngady. Cin duy tri lidu ban ddu cho dén khi
cholesterol mau trér lai binh thudng; sau do cd thé gidm nhe lidu
hang ngay xubng.

Phiii kiém tra cholesterol méu 3 thang mot lén. Néu cac théng sb
lipid méu lai tAng 1én thi phai ting liu lén 300 mg/ngay.

Tré > 10 tudi : Chn nghién ciru k¥ @& xac dinh cin nguyén chinh
xéc ciia ting lipid méu & tré. C6 thé diéu tri thit két hgp véi mot
ché 9 3n dugc kiém so4t chit ché trong vong 3 thang.

Lidu tdi da khuyén dung 13 5 mgkg/ngdy. Trong mét s6 trudong
hop dc biét (tang lipid mau rit cao kém theo dédu higu lim sing
clia vita xo dong mach, cha me c6 biéu hién tim mach do xo vira
trude 40 tudi, cé dam dong xanthom...) thi ¢6 thé ding lidu cao
hon nhung phai do thdy thudc chuyén khoa chi dinh.

Néu néng dé lipid trong méu khong giam nhiéu sau 3 dén 6 théng
didu trj biing fenofibrat thi cdn thay déi trj ligu (trj lidu bd sung
hoic trj liéu khéc).

Thong bdo cho Bdc si nhitng tdc dung khéng mong mudn gip
phii khi sir dung thudc.

CHONG CHI PINH:

Suy thin néing.
Réi loan chirc nang gan ning.
Tré dudi 10 tudi.

THAN TRQNG KHI DUNG THUOC:

Nht thiét phai thim do chirc ning gan vé thin ctia ngudi bénh
trede khi bit ddu ding fibrat. O ngudi bénh uéng thude chéng
déng mau: Khi bt diu ding fibrat, cdn giam lidu thubc chéng
ddng xudng chi con mdt phan ba lidu cii va diéu chinh néu cdn,
Cin theo d&i thuémg xuyén hon lugng prothrombin mau. Diéu
chinh lidu thubc chéng ddng trong qua trinh ding va sau khi ngimg
dung fibrat 8 ngdy.

Nhuge ning gidp co thé 12 mdt yéu td lam ting kha ning bj tac
dyng phyu & co. Cén do transaminase 3 thing mét lin, trong 12
thang d4u ding thudc, Phai tam ngimg ding thube néu thdy SGPT
(ALT) > 100 don vi quéc té, Khéng két hop fenofibrat véi cac
thube c6 tic dung ddc vdi gan. Bién chimg mit d& xay ra & ngudi
bénh xo (r gan mét hoic c6 s6i mit. Néu sau vai thang ding thudc
(3 - 6 thing) ma lhéy lwong lipid trong mau thay ddi khong dang
ké thi phai xem xét trj lidu khac (b sung hogic khéc).

Khéng ding vién 300 mg cho tré em; chi ding vién c6 hiam lugng
ndy cho ngudi bénh cdn dung liéu 300 mg fenofibrat/ngay.

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

Ding két hop céc thube (¢ ché HMG CoA reductase (vi dyu:
pravastatin, simvastatin, fluvastatin) va fibrat s& lam ting déng ké
nguy co ton thuong co va viém tuy cép.

Két hop fibrat véi ciclosporin lam ting nguy co tdn thuong co.
Fenofibrat 1am ting tic dung cla céc thudc udng chdng ding va do
dé lam tang nguy co xult huyét do ddy cac thugc nay ra khoi vj trf
gén vdi protein huyét twong. Cén theo ddi lwong prothrombin
thuimg xuyén hon va diéu chinh lidu thudc uéng chong déng trong
subt thoi gian diéu tri bing fenofibrat v& sau khi ngimg thudc 8
ngdy.

Khéng duge ding két hop cdc thude dgc véi gan (thube (rc ché
MAQ, perhexilin maleat...) véi fenofibrat.

SU' DUNG CHO PHY NU' CO THAI VA CHO CON BU:

Thoi k) mang thai
Khéng nén ding trong théi ki mang thai.

Thot ky cho con bil
Khong c6 dir li¢u. Tuy nhién, vl an todn, khéng nén ding cho
ngudi cho con bi,

Khong co tac djng.
TAC DUNG KHONG MONG MUON CUA THUOC:
Téc dung khdng mong mubn thudmg nhe va it gip.

Thudng gdp, ADR >1/100
Tiéu héa: R6i loan tiéu hoa, truéng viing thugng vi, budn ndn,
cnudng bung, ia chay nhe.
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CONG TY CO PHAN DUGC PHAM SAVI (SaWipharm)
L6 Z.01-02-03a KCN/KCX Tan Thuan, Q.7, Tp.Hé Chi Minh

TRACH NHIEM TRON VEN Tel ;::;{_98} 37700 144 Fax :(08) 37700 145 Email : svp@savipharm-vn.com
Da: Néi ban, ndi méy day, ban khong ddc hiéu. HAN DUNG : 36 théng ké tir ngay sin xudt
Gan: Ting transaminase huyét thanh, Dé xa tdm tay cila tré em.
Co: Dau nhirc co. di
Doc kff huwdng din si dung trinde khi ding.

Hiém gép, ADR < 1/1000 Néu cin thém théng tin, xin héi § kién Bde sT
Gan: S4i dudng mét.
Sinh dyc: Mét dyc tinh vA ligt duong, gidm tinh tring.
Méu: Gidm bach cBu. @
Hurdmg diln cdch xir tri ADR TRACH MrEEM TRON VEN
Tam ngimg ding thudc. m%m :AN

(SaWiphar
QUA LIEU VA XU TRI: e S
Tham tich méu khfng c6 thc dyng logi b thubc khéi co thé. L3 Z.01-02-03a Khu Céng nghiép/Khu Ché Xuét Tan Thuén,
DONG GOI: Hop 3 vix 10 vién. Q7, TPHCM.

; ) Dién thoai : (84.8) 37700144-143-142
BAO QUAN: Noi kho, nhiét 3 khong qué 30°C. Trénh 4nh séng. Fax : (84.8) 37703]45

TIEU CHUAN AP DUNG : Tiéu chudn co s&,

Tp. HCM, ngay /% thing 94 nam <2or¢
KT. TONG GIAM DOC
TON POC (KH - CN) Xy

TUQ CYC TRUONG 3
P.TRUONG PHONG



