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Rx THUOC KE PON
Simvastatin STADA® 10 mg

THANH PHAN
MBI vign nén bao phim Simvastatin STADA® 10 mg chira:
Simvastatin

M&i vibn nén bao phim Simvastatin STADA® 20 mg chim:
(Té duge: Lactose khan, microcrystallin caliulose, tinh bt Bdn hd hoa, butylydroxyanisol, talc,
mnrmwammwmwylm.mm

Simvastatin STADA® 10 mg: Vién nién hinh oval, bao phim mau trng, hal mgt khum, trom.,
Simvastatin STADA® 20 mg: Vién nén hinh oval, bao phim mau tring, hai mt khum, mdt mdt khde
*STADA", mdt mdt khic 20",

LYCHOC
Simvastatin 14 mdt thudc hy lipid duge tag hop tlr sdn phdm I men cla Asporgiius lemeus.
Simvastatin, vbn 1 m{l lacton bt saukhi mmmmmmwﬁﬂg

... 10mg

Simvasiatin 4 mi! lacton bt hoat rit & b thiry phiin trén in vivo thinh dang acid img, mdt
chiit rc ché bota hydroxy hibu qud enzym kihir HMG-CoA. Simvastatin 1 mdt chit ndn cla
1hn dhu qua gan, v tri thc Sdng dbu
chuydn hoa co
ﬂughvaimrgznm
Auge ddo thii chd ybu qua dudmg mdt vio phiin dudn dang chilt chuydn
10 8bn 15% duge tim thily trong nuée By, chd ybu dudi dang mét hoat tinh. Thar
chilt chuybn hdaacid beta hydroxy 1 1,9 gidr.

cholesterol huylt nguydn phat hodc réi loan lipid huydt hda hop, dudi dang hd trg cho
Tﬁﬂ%ﬁﬂh%ﬂ*ﬂnmﬂuhmmm
chura 8.

- ahnwm thé adng hop tlr o tinh gia dinh nhur mit sy hd trg cho ché 60 an wing
u¢*ﬂ#mmm¢mmumjmmmmmwmmm

- Dibutri thng triglycend

- Gidm ) bénh tht v tlr vong do bnh tim mach & bnh nhiin cb bnh tim mach do xo vira ddng
mach hodc bdnh tidu dudmeg. vwiri mirc cholesterol binh thudmg hodc ting cao.

LIEULUQNG VACACHDUNG
Céchding
mmnm‘mﬁmwomu&mmuumﬂmwﬁ

Udng My duy nhilt 5 - B0 mg/ngdy vao budi 18, Didu chinh lidu lugng, nbu ciin, dugc thyre hign
trong khodng thév gian khang it hon 4 tuln 6én Bbu thi da 80 mg/ngly, ding tkbu duy nhit viso budi
144 Lidu 80 mg chl duxye khuydn cio & nhimg bénh nhin tang cholesterol huydt niing v ob nguy cor
ca0 b bidn chimg tim mach khing dat myc Bbu Gy tri trin by thilp hom vi khi gl ich dy kién cao
hon nguy co tidm dn.

- Tdng cholesterol huydt: Bénh nhan ndn thyre hidn ché 30 an gidm cholasterol chudin, va nédn tidp
tuc chid 40 an nary trong khi didu tr] vin simvastatin. Lidu khén diu théng thudng 14 10 - 20 ;
dung My duy nhilt vso budi 1i. Nhimg bdnh nhan cin gidm manh LDL-C (> 45%) co thé bt ddu
Bbu 20 - 40 mg/ngdy. ding Blu duy nhdt vio budi 151, Didu chinh Bu keong, ndu cln, duge thye

. hign nhu quy dinh & trén, s : :

- Téng cholesterol huydt c6 tinh gia dinh dbng hop tir: Dya trén cc kil qud nghidn ciru km sang
cb sodt, Bhu khéd adu cdo 14 40 mg/ngdy vao budi tdi. Simvastatin nén dugre sir dyng
wmmﬂwmmmmmﬂuw%(wmm%mmm
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twe ché 60 8n ndy trong khi dibu trj vor simvastatin, Libu khdi G50 théng thudmyg 1 10 - 20 mg/ngdy.,
d0ng My duy nhit vao bubi 18I, Nhimg binh nhan cln gidm manh LDL-C (> 45%) b th bt ddu
By 20 - 40 mg/ngdy, dimg by duy nhit vao budi 1, Dibu chinh Bbu kegng, ndu cin, duge thye
hign nhu quy dinh & trén, B - :

cholesterol huyét c6 tinh gia dinh 84ng hop tur: Diya trén cic kdt qud nghsdn ciru 1sm sang

e kidm soét, My kha dbu 0 14 40 mg/ngdy vso budi 181 Simvastatin nén duxc sir dung

nhu bidn phap hd trg cho chc lhu phap dkbu irj hg lipid khac (nhu gan téch LDL) & nhirmg bénh nhan
niy hodc nbu khong o6 slin cac iju phap ddu tri ndy. O bnh nhin ding 6bng thér lomitapid v
simvastatin, iy simvastatin khdng dugc vugt qua 40

- Phdng ngira tim mgch: Libu thong thudmg ciia simvastatin k& 20 - 40 mg/ngdy, ding Bbu cuy nhit

&
- Didu
acid

vio budi i & bnh nhin cd nguy oo cao méc bnh tim mach vinh (CHD, cb hode
wnwmn thube 0o thi duge bt 8iu 8dng then v chéb 85 n idng v Up
Didu chinh lidu legng, ndu cin, dugre thyre hidn nhu quy dinh & trén.
tr] 88ng thid: Simvastatin cb hidu qud khi ding dom ddc hodc kilt hap win cie thude gén vao
mit. Nén ung trudre hom 2 gidr hodc sau hon 4 gily khi uling cie thulic gln vao acid mgt. O
bénh nhiin ding simvastatin GAng théd viri cic fibral, khic wii gemfibrozil hodc fenofitrat, libu
simvastatin khéng nén vugt qua 10 mg/ngay. & bdnh nhin ding amiodaron, amlodipin, verapamil,
ditiazem thérl vir simvastatin, ldu simvastatin khong nén vugt qua 20 mgingdy.
Bénh nhiin tdn thuong thin: ¥Khdng chn didu chinh bdu & bénh nhin suy than vira. & nhimg bdnh
mmrmmmﬂ&uﬂﬁcmmm iy >10 mg/ngdy nén Gugc xem xét

Nouwdd cao tudi: Kndng cin iy chinh ibu.

Tré em: DA v trd em v thanh thibu nidn (cdc bé tral giai doan Tanner 1l trd ln vi cic bb gdi cd
kinh it nhdt mot ném, 10 « 17 twdi) bj thng cholesterol huydt co tinh gia dinh dj hop tir, libu khdr du
théng Sugre khuydn cao ld 10 mg x 1 ln/ngdy vao budi 14i. Trd om v thanh thidu nidn ndn
thyre hidn d&hﬂnmmﬁmmn&uﬂﬂumm:dﬂwxaﬂ
64 an ndy mmmmmnumchmo-wﬂu dala
40 mg/ngdy. Lidu nbn dugc sir dyng tiry theo cé thé dya theo myc dich céo didu trj ddnh
¢ho nhém bnh nhi. Didu chinh lidu phi duge thye hidn trong khodng cach 4 tulin hodc hon, Kinh

cﬂwwmmaummwmmmmﬂ.
CHIDINH

-

-

THAN
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Qué mn voi simvastatin hay bt oz thanh phin ndo cla thube.
Bdnh gan hoat ddng hodc transaminase huydt thanh tang dai ddng ma khdng gidi thich duge.
Phy n0r ¢ thai val cho con b,

dUng qud 10 mg simvastatin/ngdy khi ding phédi hgp vin: verapamil, diltazem, dronedaron,
va chi ginh cac thudc nay vori ché philm c6 ham lugng simvastatin 2 20 mg.
mmm#mwwwmwmwamwt amiodaron, amiodipin, ranolazin.

enzym gan trudre khi bit ddu il trf bAng statin v trong trudmg hop chi dinh 1am sdng
ybu cu xét nghiém sau 66,
Simvastatin b thd 1am ting ndng 30 creatin kinase va transaminase. Chn luu ¥ 1A tinh trang ndy
Khac bidt vri chiin Godn dau ngyre & nhamg bénh nhin dang dugrc dibu tr) viri simyastatin
Trudre khi Gidu tr, xét nghigm CK nén duge tén hinh trong nhang tneémg hop: Suy gidm chire
nding thiin, nhugre gidp, tdn s bdn than hodc tidn s gia dinh méc bnh oo di én sir b
bdnh oo do slr dung statin hodic fidrat trudre 45, tn s bnh gan vivhodc udng rugu, binh
nhéin cao twdl (> 70 twdi) cd nhing ybu t4 nguy co b 5bu oo viin, nhing trrdmg hop ob thi 1am ting
ndng 64 thudc trong huybt twong nhu tuong the thube v mdt 88 a4 iwong binh nhiin dic bift.
mmwmwwumwmmmmmm
Gidu tr bling statin. Néu kit qua xét nghidm CK > 5 lin gidd han trdn cla mire binh thudmng, khing

oo,
Trudre v trong khi Gdu trf voi statin, nba kit hop kidm soét cholesterol mau bing céc bién phap
nhw chi 85 an, gidm cin, thp th dyc, va Gidu tr cic binh cd thil 14 nguydn nhin cla ting lipid. Phai
tién hinh dinh lugng lipid Ginh K vér khoding cach khdng dudr 4 tuldn, va didu chinh My vgng theo
Bap (mg cla ngudn bnh v thude. Myc tiéu diu trj 1A gidm cholesterol LDL vi vy clin s dyng
nbng 64 cholesterol LDL ¢ bt dbu dibu tri va dénh gid dap Img didu trj. Chil khi khoing xiét nghidm
dugr cholesterol LDL, méri sir dung cholesterol toan phiin 8 theo ddi du trj.
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Lﬂumm;ﬂmm ngirng hin & bt cir bnh nhin ndo o6 bibu hign bj bnh co clp
bi suy thin clip do tidu co van nhu nhidm khudn clp ning, ha
huz‘ pnhmu ll'uunn mmummnﬁﬂkaﬁdﬂmmw

mm:-om Do bnh nhan cao tudi thudmg suy gidm chire mdnm?ﬁhiﬂ
danh gid chire nding thin trudre khi bt dlu Gidu trj viri simvastatin v tir 66

- Tréem: wmmnmummmmmyummwmwm
thi hay & tré em dudi 10 tudi.

TUONG TAC THUOC

clarfthromycin, céc thube ic ché boceprevir, telaprevir, nefazodon, posaconazol,
goemfidrozd, cyclosporin, danazol): Timmwbuhwulydﬂwﬂndollm&\gn&qdohoﬂ
tinh (rc ché HMG-CoA reductase trong sult qué trinh didu tr] véi simvastatin.

- Amiodaron, veraparnil vé danazol: Nguy co méc bénh oo va ly gidi co vin gia ting khi sir dyng ddng
théri amiodaron, verapamil hojc danazol vir bdu cao simvastatin.

- Amiodipin v acid fusidic: Tang nguy ¢ b bdnh co.

- Rifampicin: Gidm din tich dudn dudmg cong cla simvastatin,

- Cyclosporin, gemfibrozil: Tng didn tich dudn dudmg cong cla simvastatin,

- Thube ching ddng coumarin: Chity méu vl kéo dai thdri gian prothrombin 48 dugc bo cho trén

nhimg bénh nhan dang diing simvastatin.
- w»wwﬁuammmmrmmmmmmm

Khi sir dyng thubc hy cholesterol méu - nhém statin 88ng thod vii:
- mmm&ummmmmmmmp:m colchicin:

T

i rﬁ%nmumwmwcm : Téing nguy oo gly 1n thuong oo, nghidm trong nhit
14 tidu co vn, thin hu diin thin va cb thil gy tir vong.,

mu&cﬂmvkmcong
Phy nir c6 thal: Chura xéc dinh dugre tinh an todn cia thudc trén phy nlr mang thai, Vi simvastatin
1am gim sy 15ng hop clia cholesterol va co thd cd nhimg san khac cia chudi phan (mg sinh

hop cholesterol, Mwﬂmmwmmmmmmmmmmwm
chi ginh ding simvastatin trong théri ky mang thail.

Phy ndr cho con bd: Chua bt 1 simvastatin hay chit chuybn héa cb dugc bai Bt vao sira me
mmwn:mwmwwwmwmmwuwmmm
thudc cho phy

ANH HUONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC
mmmmmmmmmummmlumnmm

TM': mmmm
Rt hudrng gép (ADR 2 1/10), gupgmoosnm-: 1710), Itgdp (1/1000 5 ADR < 1/100), hibm
gdp (1/10.000 SADR < 1/1000), rit hidm gdp (ADR < 1/10.000), chwra rd thn sullt (khdng thé udre tinh
Pttt
m mibu.

rﬂ.ﬂ:l’ﬂm

- H‘i’:ﬂMDmdh dj chm, hoa miit, dau thin kinh ngogi bidn.
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Thin kinh

- Hibm gdp: Dauddu, dj chm, hoa milt, dau thin kinh ngogi bidn.
Rt b gdp: Gidm tri nhér,

Hé vd trung thit
mﬁxmmwu
hoa
Hiden gap: Tho bén, dau byng, Ay hoi, kivd Bdu, tdu chily, budnndn, ndn, wdm hvy. —

. Hﬁm:\ﬂhﬂ da.
- R#t glip: Suy gan glry tr vong v khdng bir vong.
Da v mé dud da
Hidm gip: Ban, ngira, rung tbc.
Cor xwrong, md Hn kit vi xuong
= Hidn glip: Bdoh oo (bao gdm villm o), B 0o viln 6 hodc khing ob suy thiln, dau oo, chudl nit oo blp.
. mﬁfﬂmwwnmmwmmmomummm@um
Chira o tha sudt: R4 lopn chire nling curomg duong.
MM&"
Hidm gap: Suy nhuge.
wwﬂmmummmﬁmmwmﬂmmmm.m
chimg chu,

Hidm gip: Tlng transaminase huydt thanh (alanin aminotransfernse, aspartat aminotransferase, y-
transpeptidass), ting phosphatase kidm; ting ndng a4 CK huybt thanh,

Tang 60 HbA 1 ¢ v glucose huydl ioc 861 4 dugre béo cho vl céc statin, ki ol simvastatin,

D4 ¢ bdo ¢80 sau hru hinh hibm glp v suy gidm nhin thire (nhu mit tri nhér, hay quin, qubn, suy

ﬂmﬁnm.mlnmn&mﬁnmﬁ statin, ki cd simvastatin. Céc béo cio nhin chung
phic khi ngung #iatin virl che thid khdri phiit triu chimg kKhac

nhau (1 ngdy 3én nhidu ndm) va bidn mit ridu chirmg (trung binh 3 tulin).

Noodi ra, cic tac dung khiing mong mudn sau Ay 83 Sugrc bio co wir mit sb statin:

»  Rbilogn gilc ng, trong a6 o nhimg com dc mdng.

« Rbilognchire tinhdyc.

« Dil thao dutmg: Tiln sult phy thudc vilo cb hay khdng cb che yéu 18 nguy oo (ghucose huydt iic 86

25,6 mmoUL, chi sd BMI [> 30 kg/m’), thng triglycend, tdn sdr tng huydt p).

QUA LIEUVA X0 TRI

w:hdx%mwmmwpﬂﬂumhhch.ihﬁﬂﬂdnguugThd

bénh nhin ddu hdi phyc o i di chirng,

Xir tri: Khddng 06 b phisp Silbu tr A< hidu trong trudmg hop qué Blu. Trong truimg hop ndy, didu tr

i ching v bidn phap b trg cn duge the hidn,

QUAN :  Trong bao bl kin, nari khé. Nhijt ) khdng qué 30°C.

HAN DUNG 1 24thang kb tir ngdy sén xult

DONG GO : VI10vitn. Mg 3Wi.

TIEU CHUAN AP DUNG: Durge didin My - USP 37.

&

Nha sén ot
————— Chi nhénh CTY TNHH LD STADA-VN

ST‘ADA 54 40, Pel ¥ Ty Do, KCN Viét Nam-Singapore,
Thj x& Thugn An, Tinh Binh Duong, VN
DT (+84.650) 3767470-3767471 - Fauc: (+84.650) 3767469




