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Uc ché men HMG-

BESTATIN

Simvastatin

THONG TIN KE TOA

M viin nén chda simwastatin 10 reg.

T duoc: Lactose khan, ceflulose vi tink the, natn starch glyestat, ydroxypropyt cellulose,
natn lauryl suttat, magnest stearat, collaidal sficon dicod, butylated hydrarytoluen,
ttan dicxd, tale, hypromelions E15, hypromelioss E5, polyethylen glycal 5000, axid sit
ving, onid 53t 84

Festatin 20:

M viin mén chela srmvastatin 20 mg.

W duc Lactose kham, coliulose vi tinh the, tinh Bt ngd, nutri starch glycelat,
hydeoxypropyl ceflulose, magnesi stearat, butylated hydrocytoluen, titan dioxid, talc,
hypromeliose £15; hypromedioss E5, potyethylen glycel 6000, axid s3t viag, ood sit 86
DANG BAO CHE: Vién pén bao phim

CHI DINH

e chi dink phai hop vl ¥ 40 da tr 18y trosg cle trutng hop sau:

- Fing lipid huyét: Lim gidm cholesterol tsin phin, LDL-C, apolipoprotein B v
inglycend va lim ting HDL-{ 3 bénd nhin Ling cholesterol mau nguyén phat (Ling | hay
nhidu thank phin trong truting hop ting lipid huyé loai ILa, lib, 1 va IV theo phin koqi
lla Fredesickson). Dids tri ting cholesterol méu gla dinh d6og hop 1 vi ting dholesterol
i gl Ginh di hop ti (HeFH): Boh nhdn tré 1 (10-17 tusl, ni 43 ob kinh nguy¥t trén
1 niln) bl ting chol estesol maa gia Sinh &) hop b (HefH) 6 LDL-C2 190 mg/dL hodc LDL
2 160 mo/dL b tién w2 gla Bmh biah tion mach 10m ICVD), hole b 2 hay nhidu hon cic
yeia 15 nguy co (VD @ bénh nbin tré w6t

- iy phéng thi cdp cic triong hop tim mach @ thé xly ra & binh nbdn ting
cholesters! mdu kém theo bfnh tim moch winh bode & ngay co coo b binh tim
modh vauh: Lie gidm U sulit bénb tioe mach (nhi mdby o tim, thil thudt ti tao mach
vani) vi geim 1 8 t vong; Lim gidm nguy cof 36¢ qui va com thidu mda cux bo nio tam thai
- Fng trighycerid huyét

LIEU KHUYEN CAO & CACH DUNG

Dubing ditny: og vio bila in hod khi 46 Usng vho buli 151 68 dat hidy il cao mhit.
Liéw khuyén cdo

L théng thutmg cho aguol kn; KA dia S 86 10 mg, mdt lin mdi ngay, vao budi 16i
Db chinh Iy, of 4 tuldn mée lin,

Lid digy tri: 5 &0 40 mg. mie Lin mdi ngly, vio budi 451 Lidy (5 €1 1 B0 mo/ngdy.
Khuyén cao bt Ehu diés try wl §iéa i p nblt ma thude od tiedung, sau 86 néa cin thiée,
o the S chink Ut theo &lp ting cla timg ageit Bing cich ting lifa timg dat cich
nhae khieg dui 04 tuln v pisdl theo di cic plsdn (ng o8 hai cia thude, dic biét b cic
phia tng cd hai 461 wii bé ca

Lidw ding dupc thiét lip cho timg bénh phin dea vao ndng 85 LIX-cholesterol ban diu,
e e Ky cho oha i 1) wb Qdp dog che bink nhde; Nén diéy chinh My méil 4
tuda hode Wy ben, iéu diing of thf duoc Sifu chinh dya via cic thalic diing kim thea
Tré tar 1017 twdi (i @& <o kinh aguyét tréa | ndm)

HeFH: 10 mg 1 1in mal ngay; Khadng 10-40 mggay (16 & 40 mg/rgiy)

Nouod lox

Ting cholestessl imas gia dinh Goog hop 1r 40 mg x 1 1in mii ngay holc B0 mg/ngy
{rem phin thing tin cho cdn bl y 4 bin dud)

Pheesey it che tr) b chiiding béeh tm mach, cao lipid hupét: 2080 mg = 1 1in méN ngly,
khaing 5-80 mg/ngiy (xem phin thdng tin che cin bd y (€ bin dut)

Bénh nhdn o cin gl visa phiii pdog 38 LDL-cholesterol oo thé Sat dbu lidu 10mgn 1
Lin mdi ngiy,

Béah nhdn cin gidm > 45% ndng 00 LOL chobestend of th bit dlu lifs 40 mg x 1 in
mé ngdy

- Bénh rhiin <o Bah tim mich viint hodc o6 nguy 68 b binh tim mssch vinh cac: béa khd)
Qa1 40 mg x | Lk adi gy stmowrsttion i une bt Qs cling il ik phidp i kg,
- Theg trighycend mi: Liéu kbl @l 10 mig hodic 20 mg x 1 1in mé ngly. khadng lifs 5
Oén 40 mg mik ngiy

Tai liéu thong tin cho can bo y té

Diéu chinh liéw/ cde thong tin cho biah nhéa suy thia
- Do simwastatin khbng 0do thai qua thin 1o ##, do 86 khéng cin dids chinh iéu & bénh
nhdn suy thin nhe 8én trung bink

- Sy thim ning (01, < 10 mi/phat): Lifw kha ddu 5 mo/ngay v theo ddi chit che.
aumu-u,mmm
Khi sif dung simvastating che thudc ding kim theo < the lim ting ndag 48 simvastain
trong oo thé vi ting nguy oo béeh co. Khdng dimg qud Iy khuyén cio cia simvastatin
i nhilng thude ndy & gitip g1l ndng 83 simwastatin trong cd thé trong mdk an todn

- Khiing qud 10 myg simyastatin mai agdy khi ding chung v verapamil, diltiazem,
dronedamn. (hing chl dinh phii hop che thube ndy vl ché phim 6 ham liong
simvastatin = 20 mg.

- Khdng qué 20 mg dmvastatin mdl ngly ki diing chumg vt amiodaron, amiedipin,
ranolazin.

= Trdnh déng médt luong lon nudc budi ép (> 11 mé ngay)
CHONG CHI DINH

- Qi midn cam voi simvastatin hade bit ky thinh phin ndo <6 tng cing thec \

ﬂlnhonhu‘mmk!mummumdudwmuﬂ

- Phis nil <6 thai, cho con bl vl tré em.

- Khdng ding phii hop wil cic thude U ché CYP 3M manh nhu vl itz
ketoconazol, erythromycin, daritheomycin, telithromycin, thulic g chi protesse o
bocepreve, telaprevit, nefazodon, posaconszol, gemfibrozl, cyclosponin, danazol / V,
Cdnh boo ddc bidt, Thin trong v Tirewg toc voi cic thudc ke ,
uwmdhdmymumuwmmmn kién
e si. Thudc ndy chi dilng thee don cha b o1,

TAC DUNG KHONG MONG MUON

Dan bung, tho bon v 8y hal. Suy nhuse vd deu Ay, biah oo, budn nda, tiée chiy, phit
ban, khé tiitw, nguha, rung 16¢, ching mdt, chdt it o, Saw oo, viém tyy, 6i cim, bénh
thin kinh ngos vi, hén mda vi tidu min, Haim khi, tite oo vin i wém gan/ving da,
pha mach, his chimg gidng lupus, dau da f do thilp khip, viden mach, gilen thiu clu,
Uit bach ciu & toan, ting ESH, viém khop, dau khdp, n& mé Qay, nhay chm dnh sing,
ot 83 bung mdt, kho thd v mit mix, ting phosphatase kifm v gamma - glutamy!
transpeptidase. ci¢ bt thusing trung »& nghiém chek ning gan nhe wi thodng qua, ting
ndng 85 CX huylt thanh bit ngedn tir ¢ xueng 88 Guoc bio cia. Say glim nhia thac
(nhurmit trinkd, fu lin. ... ), ting duiing huy#t, ting HbATc

Théng bdo cho bec of nhilng tée dung khéeg moag meda sdy ra trong qud trinh sat
damg thude.

QUA LIEU VA DIEU TRI

M xby ta quil 1€y simvastatin cip tink, K &y @iy t tridy dhing va Sy tri hd trg,
v bénh nhin cin duoc thee dor chit che, Thilm tach maw khiog lam ting thanh thi
thiste Wi thude B b manh vOf protein hoy tuong
DIEU KIEN BAO QUAN: Bio quin dest 30°C

B thude xa tim tay tré em.

Niing saf dung thusc sox mody bét ban ghi trén boo i,
HAN DUNG: 36 thang k# tir ngay sin xuit

QUI CACH BONG GOI

Hop 10 v x 10 wiin

Hop 100 o x 10 vifin

TEN VA DIA CHI NHA SAN XUAT

Berfin Pharmaceutical Indestry (o, 114

222 Romikao foad, Kongsampraet,

Latkrabuamg, Banglok 10520, Thidi Lan

TEN VA DIA CHI NHA PHAN PHOI

Chog ty THHH MAE thinh vién Vimedinsex Bk Duoey

56 18-L1-2, VSIP 11, duomg 36 3, Khu cing ngiidp Vit Nam - Singapore 2, phuting Hos
Phe, thisah phé This da M, tink Binh Drong

o ," /0-(1 /j-l'-"é

R S ————————




