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SIMBIDAN
(Vién nén bao phim Simvastatin USP 20 mg)

CANH BAO:

Thuéc bin theo don

Poc k huong din sie dung trude khi ding.

Néu cén thém théng tin, xin héi y kién bdc si.

Xin thong bdo cho bdc s biét cdc tdc dung ngoai Y xdy ra trong qud trinh sit dung.
Dé thuébc xa tim tay tré em.

Khéng ding thubc di qud han siv dung.

THANH PHAN:

MBbi vién nén bao phim cé chira:

Hoat chdt: SIMVAStAtN ......o.ooeeveeeeeeeeeeeeeeeeeeereeeeens 20,00 mg.
Té duoc: Lactose, tinh bdt ngd, cellulose vi tinh thé, tinh bot tién gelatin hoa, tinh bt
natri glycolat, crospovidone, magnesi stearat, butylated hydroxyanisolel, c-padr
03B62869. ?’/
DUQC LUC HQC:

Simvastatin 12 mdt thudc ha lipid méu téng hop, la chat trc ché men khir 3-hydr0xy-3~
methylglutaryl-coenzym A (HMG-CoA reductase). Men nay xtic tic phan Gng chuyén
HMG-CoA thanh mevalonat trong qua trinh tdng hgp cholesterol.

Co ché tdc dung :

Simvastatin 1a chét trc ché canh tranh va chon loc men khir HMG-CoA, trc ché qua trinh
chuyén 3-hydroxy-3- methylglutaryl-coenzym A thanh mevalonat, mjt tién chét cia
sterol, bao gdm cholesterol. Céc triglycerid va cholesterol trong gan dwogc két hop lai
thanh VLDL va phéng thich vao huyét tuong dé dua dén mé ngoai bién. Lipoprotein ti
trong thép (LDL) dwoc tao thanh tir VLDL va dugc thoai bién mét cach nguyén phat
qua thy thé LDL i Iy cao.

Simvastatin lam giam lipoprotein va cholesterol huyét twrong bing cach e ché men khur
HMG-CoA, trc ché su tong hop cholesterol & gan va bang cach ting s6 lurgng nhimng thu
thé LDL & gan trén bé mdt te bao tir d6 1ang su iay di va thoai bién LDL.

Simvastatin lam giam tong hop LDL va giam so lwgng cic hat LDL. Simvastatin lam
gia tang dang ké hoat tinh cta thu thé LDL ciing v6i su thay ddi c6 loi trén tinh chit coa
céc hat LDL tuln hoan. Simvastatin c6 hiéu qua trén viéc lam giam LDL & nhimng bénh
nhén tang cholesterol gia dinh déng hop tir, mdt quan thé khong cé dap ang binh thudong
v6i thudc ha lipid.

DUQC PONG HQC:

Hép thu: Simvastatin duoc hdp thu nhanh chéng sau khi uéng, néng d6 thube trong
huyét tuong t6i da dat dugc trong vong 1-2 gio. Mirc dd hip thu va ndng do Simvastatin
tang ti 1é voi lidu lwong Simvastatin. Simvastatin dang vién nén c6 d kha dung sinh
hoc 95-99% so v6i dang dung dich. PO kha dung sinh hoc tuyét ddi ctia Simvastatin
khoang 14% va do kha dung toan than cta hoat dong tc ché men khir HMG-CoA
khoang 30%. Tinh kha dung toan than thép 1a do su thanh loc & niém mac dudng tiéu
hoéa va/hodc chuyén hoéa lan dau ¢ gan. Mac du thic an lam giam toc do va murc 4o cia
syt hap thu khoang 25% khi duge danh gid boi Cmax va khoang 9% khi duge danh gid
boi AUC, nhung ti 1¢ giam LDL-C khong thay dbi. Nﬁ)ng d Simvastatin huyét tuong
sau khi ding thudc budi chidu tbi thap hon khi dung budi sang (khoang 3mvcrl
Cmax va AUC). Tuy nhién, hiéu qua giam LDL-C thi nhu nhau bat ké thou ditm \dm@\
thuée trong nga |
Phdn phéi: Thé tich phén phdi trung binh ctia Simvastatin khoang 381 llt Trcn 98%/
Simvastatin dugc gan két voi protein huyét tuong,
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Chuyén hda: Simvastatin dwoc chuyén hoa chu yéu thanh dén xuét hydroxy hoa tai vi trf

ortho va para va cac san pham oxy hoa tai vi tri beta. Sur trc ché men khir HMG-CoA

clia cac chit chuyen hoéa qua con dudng hydroxyl hoa & vi tri ortho va para twong duong

vai sie tre ché cta Simvastatin. Khoang 70% hoat dong trc ché trong huyét tuong cia

men khir HMG-CoA 1 do céc chit chuyén héa co hoat tinh.

Bai tiét: ‘}{mvastatm va cac chuyén hoa ctia né duoc thai trir chu yéu qua mét sau qua

trinh chuyén héa tai gan vi/hoac ngoai gan. Tuy nhién, thubc khong co chu trinh gan

rudt. Thoi gian ban huy trong huyét twong trung binh ctia Simvastatin & ngudi khoang

14 gio, nhung mét nira thoi gian cua hoat dong 1rc ché men khir HMG-CoA 1a 10-20 gi&

do co su dong gop cua cac chét chuyen hoa cé hoat tinh. Duéi 2% lugng Simvastatin

udng vao dugc tim thiy trong nuoc tieu.

Téc déng: Simvastatin va mét s chit chuyén hoa ciia no ¢6 hoat tinh dugc 1y & nguoi.

Noi tac dong dau tién cla Simvastatin 13 gan, ddy la noi chi yéu tf)ng hop cholesterol va

thanh thai LDL. Sy giam LDL-C tuong img véi liéu lugng thude nhiéu hon 12 véi nong

dd thuoc toan than. ;

CHI PINH: hle

Simvastatin dugc chi dinh nhu thude hd trg cho ché d3 an dé lam giam cholesterol toan

phén, LDL-C, apolipoprotein B va triglycerid & bénh nhén c¢6 tang lipid mau nguyén

phat, tang lipid mau hdn hgp va tang cholesterol méu c¢o tinh gia dinh di hop tir.

Simvastatin ciing duoc chi dinh dé lam giam cholesterol toan phin va giam LDL-C &

bénh nhén ting cholesterol mau cé tinh gia dinh déng hop tir nhur mét thube hd tro cho

cac bién phap diéu tri khac (thi du: LDL-apheresis, cholestyramin) hoac 1a khi cac bién

phap diéu tri khac khong thue hién dugc.

LIEU LUQNG VA CACH DUNG:

Thude ding duomg uong Dung theo su chi clan cua bac st diéu tri.

Khuyen cdo bat dau diéu trj vai lidu thap nhét ma thude cé tac dung, sau do6 néu cén

thiét, c6 thé diéu chinh liéu theo nhu cau va dap ung cua timg ngudi bang cach tang liéu

timg dot cach nhau khéng dué6i 04 tudn va phai theo ddi cAc phan tmg c6 hai cta thube,

dac biét la cac phan g co hai dbi véi hé co.

Khi ding phdi hgp Simvastatin véi Amiodarone, khéng nén dung quéa 20 mg/ngay.

Nén huéng dan cho bénh nhan ché do an lam giam cholesterol mau theo tiéu chudn

trude khi dung Simvastatin va duy tri ché 46 an nay trong subt thoi gian diéu tri.

C6 thé ubng thube vao bt cir thoi diém nao trong ngay, ca lic doi va no. Liéu dung tay

thuge timg ¢4 nhan chi yéu dua theo ndng dd LDL-C, muc tiéu diéu trj va dép img cua

bél_‘lh nhén.

Liéu khoi ddu: 10 mg, mot 1in mbi ngay (bat ddu diéu tri voi lidu thip nhét ma thude c6

tac dung)

Piéu chinh liéu luong theo nhu cau va dap {mg cuia timg ngudi bing cach tang lleu timg

dot cach nhau khong dudi 04 tudn va phai theo ddi cac phan tng ¢6 hai cua thude, dac

biét la cac phan mg c6 hai d6i voi hé co.

Liéu duy tri cd thé tir 10 - 80 mg/ ngay.

Nén kiém tra cac chi s6 lipid méau trong vong 4 tudn, va diéu chinh lidu theo két qua xét

nghiém.

Diéu chinh lidu cho t6i khi dat ndng d6 cholesterol LDL mong muén, hodc khi dat liéu

toi da.

Tang cholesterol mau nguyén phdt va tdng lipid mdu hén hop :

Da s6 bénh nhan dugc kiém soat véi lleu 10 mg Simvastatin mét 1an m&i ngay. bép ng

dleu tri rd rét c6 dugc trong vong 2 tuan, va dap ung tdi da thuomg dat duqc nmL \

tuan. &y, ?

Tang cholesterol madu cd tinh chit gia dinh (I(mg hop ti : ’ ’r —\

Liéu duy tri: 10 - 40 mg/ngay. Néu can ¢co thé tang liéu, nhung khong quéa 8{} I’ngfngay f

Liéu phap didu tri ding Simvastatin can dwoc phdi hop voi nhimg bién phap ha Jlipid /
5. o

e —
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khac (ch._";mg han nhu bién phap loc LDL).

Tréem:

Chua c6 cdc nghién ctru c6 kiém soét viéce dung thube cho tré. Do vay, khong khuyén
cdo dung cho tré em.

Liéu luong o bénh nhan suy thdn :

Bénh than khong anh hudng dén lidu luong thude trong huyét tuong ciing nhu khong
anh hudémg dén tac dung lam giam LDL-C cia Simvastatin. Vi vdy, khéng cn chinh
liéu & nhitng bénh nhén nay.

Nguwai gia: . )

Hi¢u qua va tinh an toan khong co6 sir khac biét & bénh nhan lém tudi (> 70 tudi) so vai
nhimg bénh nhédn khéc khi st dung lidu dé nghi.

CHONG CHI PINH:

Chéng chi dinh & bénh nhan min cam vdéi bit ky thanh phin nao cta thubc, nhirng
ngudi co bénh 1y gan thé dang tién trién hay c6 su tang kéo dai khéng & nguyén nhén
clia cac transaminase huyét thanh vuot qua 3 1an gidi han trén binh thuong.

Phy nit mang thai hoéc nghi ng& ¢6 thai. Phu nir cho con ba. Tré em. ‘414/4/
KHUYEN CAO VA THAN TRONG: 4

Anh huéng lén gan :

Ciing nhu nhimg thudc lam ha lipid mau cting nhém, sy tang vira phai (> 3 lin gi¢i han
trén ctia mirc binh thudng) ciia céc transaminase huyét thanh da dugc ghi nhan sau khi
diéu tri véi Simvastatin.

Tang transaminases huyét thanh (> 3 14n gi6i han trén clia muc binh thuong trong it
nhét 2 lan xét nghiém) kéo dai xay ra ¢ 0,7% bénh nhan dung Simvastatin trong céc thir
nghiém lam sang. Tén sudt cia nhimg bt thuong nay 1a 0,2%, 0,2%, 0,6% va 2,3%
tuong {mg véi liéu 10, 20, 40 va 80 mg. Néi chung, su gia ting nay khéng lién quan dén
vang da hay nhiing triéu chimg co néng va thuc thé khac. Khi giam liéu Simvastatin
hodc diéu trj ngit quing hoac ngung thudc, transaminase s& tré vé mire trude khi diéu
tri. HAu hét cac bénh nhan duoc giam lidu Simvastatin déu khong bi cac di ching.

Lam xét nghiém enzym gan trude khi bit dau diéu tri bing statin va trong truong hop
chi dinh 14m sang yéu cu xét nghiém do.

Nhimg bénh nhin cé bét ky triéu chimg co ning hay thurc thé nio goi y dén tn thuong
gan nén duoc kiém tra chirc niang gan.

Can nhéc theo ddi creatin kinase (CK) trong truomg hop:

+Truéc khi diéu tri, xét nghiém CK nén duge tién hanh trong nhng truémg hop: suy
giam churc nang than, nhugc giap, tién sir ban than hodc tién sir gia dinh méc bénh co di
truyén, tlen str bi bénh co do sir dung statm hodc fibrat truoc do, tlen sir bénh gan
va‘hoic uong nhiéu rugu, bénh nhén cao tudi (> 70 tu01) c¢6 nhimg yéu td nguy co bi
tiéu co vén, kha ning xay ra tuong tac thuéc va mot sb ddi tugng bénh nhan dic biét.
Trong nhimg truong hgp nay nén cén nhéc loi ich/nguy co va theo d&i bénh nhén trén
lam sang khi diéu tri bing statin, Néu két qua xét nghiém CK> 5 lan giGi han trén cua
mirc binh thudmg, khong nén bat diu didu tri bing statin/

+ Trong qua trinh diéu trin bang statin, bénh nhan cén théng bao khi co cac biéu hién vé
co nhu dau co, cimg co, yéu co... Khi cé cdc biéu hién nay, bénh nhén can lam xét
nghiém CK dé co cac bién phép can th:ep phu hop.

Can theo d&i & nerng bénh nhén c6 nong dd transaminase tang cho dén khi cac bt
thuong dugc giai quyét. Néu ALT hodc AST tang 1én gap trén 3 lan gidi han trén binh
thuémg kéo dai thi nén giam liéu hoic ngung ding Simvastatin,

Nén dung thén trong & bénh nhén u6ng rugu vi/hodc ¢6 tién sir bénh ly gan. &
Anh hudng lén co xuong : ;" &/

Céan cén nhic khi ding thudc thude nhom statin dbi véi bénh nhén cé ﬁng,veu tb
nguy co din dén tén thuong co. Thude thudc nhdm statin c¢6 nguy co gly ra. Gac phan
tmg ¢6 hai déi voi hé co nhu teo co, viém co, dgc biét ddi vi cac bénh nhan co yru'f@/
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nguy co nhu bénh nhan trén 65 tudi, bénh nhén bi bénh thidu nang tuyén giap khong
duge kiém soat, bénh nhéan bj bénh than. Can theo déi chit ché cac phan Umg co hai
trong qué trinh ding thude.

Pau co di duogc ghi nhian ¢ nhitng bénh nhan diéu tri voi Simvastatin. Bénh co, 1a tinh
trang dau co hay yéu co cing lic véi tang creatin phosphokinase (CPK) > 10 l4n gidi
han trén binh thurdmg, nén duge nghi dén & bét ki bénh nhan c6 dau co lan toa, nhay
cam dau co hay yéu ca, va /hosc ting dang ké CPK. Céan nhic nh¢ bénh nhén la phai
bao ngay cho bac si khi ¢6 dau co, nhay cam dau hay yéu co khong giai thich duoc, dic
biét néu di kém véi tinh trang khé chiu hay sét. Nén ngung diéu tri bing Simvastatin
néu CPK tang rd rét, néu xéc dinh hodc nghi ngd c¢é bénh co.

Nguy co ciia bénh co trong qua trinh diéu tri voi nhitng thude khac trong nhom statin sé
tang 1én khi dung ddng thoi véi cyclosporine, dan xuét cua fibric acid, erythromyein,
niacin, hay cac thudc khang nim nhom azole. Khi diéu tri két hgp Simvastatin voi céc
dan xudt acid fibric, erythromycin, cac thudc tre ché mién dich, cac thudc khang nim
nhém azol hay niacin, cén cén nhic ky cang giira lgi ich va nguy co, va theo dai can
than dé phat hién bat ky triéu chiung co néng hay thuc thé nao cta dau co, nhay cam
dau, hay yéu co, dic biét 1a trong nhitng thang dau diéu tri va trong thoi gian diéu chinh
liéu sau d6. Can kiém tra CPK dinh k¥ trong nhirmg tinh huong nay. ’! f Y
TUONG TAC THUOC: L
Dung Simvastatin cing v&i cac thude tre ché enzym CYP3A4 (astemizol, itraconazol,
ketoconazol, cyclosporin, gemfibrozil, cisaprid...) c6 thé lam ting ndéng d0 cha
Simvastatin trong huyét tuong din dén nguy co bénh co va tiéu co.

Chéng chi dinh ding simvastatin phdi hop véi cac thude trc ché enzym CYP3A4 manh
nhu: ketoconazol, erythromycin, clarithromycin, telithromycin, thudc e ché protease
cua HIV, boceprevir, telaprevir, nefazodon, posaconazol, gemfibrozil, cyclosporin,
danazol.

Tranh ding luong 16n nude budi ép (=1 lit/ngay).

Khong dung qua 10mg simvastatin/ngay khi sir dung phbi hop véi: _verapamil,
diltiazem, dronedaron (chéng chi dinh phdi hop cac thude nay véi ché phim cé ham
lugng simvastatin > 20mg).

Khong ding qua 20 mg simvastatin/ngay khi sir dung phdi hgp véi: amiodaron,
amlodipin, ranolazin.

Khi diing phébi hgp voi Amiodarone, khéng nén dung qué 20 mg/ngay vi lam tang nguy
co gdy ra ching tiéu co van, Déi voi nhing bénh nhan phai ding liéu trén 20 mg/ngay
moi ¢o higu qua d}eu tri, bac si c6 thé lua chon thudc statin khac (nhu Pravastatin).
Antacid: ding ddng thoi Simvastatin voi huyén dich antacid duong udng cé chira
magnesi va nhom hydroxyd, s& lam giam néng d6 Simvastatin trong huyét tuong
khoang 35%, tuy nhién, tac dung ctia thudc 1én hiéu qua giam LDL-C khéng bi thay déi.
Antipyrin: Simvastatin khong c6 anh hudng 1én duge dong hoe cua antipyrin.
Cholestyramin: Nong d Simvastatin trong huyét tuong giam (khoang 25%) khi ding
cholestyramin cing v&i Simvastatin. Tuy nhién, hig¢u qua diéu tri trén lipid mau khi
ding dong thai 2 thude thi cao hon khi chi ding 1 trong 2 thuoc

Digoxin: Dung ddng thoi Simvastatin va digoxin 1am tang nong d6 digoxin huyét tuong
& tinh trang 6n dinh gén 20%. Cén theo dai mdt cach thich hgp ¢ nhimg bénh nhén dang
dung digoxin.

Erythromycin: O nhing ngudi khée manh, khi dung dong thoi Simvastatin voi
erythromyein vénlal chat tic ché cytochrom P450 3A4 di duoc biét (liéu 500 mg 4 lin
mdi ngay), s& lam ting ndng d6 Simvastatin trong huyét tuong din dén nguy cc.bqnh cq
va tiéu co. ™\
Thudc vién nglra thai udng: Ding ddng thoi véi thudc vién ngira thai uon co chl;ra -\
norethindron va ethinyl estradiol lam ting AUC cua norethindron va ctia gthinyl
estradiol gan 20%. Khi chon loc thuéc vién ngira thai cho phu nir \d\ang dimg’ /)

\_/
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Simvastatin nén cin nhic dén didu nay.

Khong thdy c6 su tuong tic c6 ¥ nghia ndo vé& mit 14m sang cia Simvastatin véi
warfarin hay cimetidin.

Céc thude khac: trong céc nghién ctru lam sang, khi dung dong thoi Simvastatin vdi cac
thudc ha ap va liéu phap thay thé estrogen thi khong thay bing chimg tuong tac thude
bét Igi ¢6 y nghia trén ldm sang.

Tang nguy co tén thuong co khi sit dung statin dong thoi véi cac thube sau:
gemfibrozil, cac thudc ha cholesterol mau nhém fibrat khéc, niacin lidu cao (> 1g/ngay),
colchicin.

Viéc sir dung df‘mg thoi cac thude ha lipid mau nhém statin vi cac thudc didu trj HIV
va viém gan siéu vi C (HCV) cé thé lam tang nguy co gdy tén thuong co, nghiém trong
nhét lam tiéu co van, than hu din dén suy than va co thé gay tr vong.

SU DUNG TRONG THOI GIAN MANG THAI VA CHO CON BU:

Chéng chi dinh sir dung Simvastatin trong thai ky va lic dang nudi con bang sita me.
Phu nit ¢ kha niang mang thai nén ding céc bién phédp ngira thai hitu hiéu. Khong dung
Simvastatin néu nghi ngd mang thai,

Do ¢6 kha niang giy phan img bét lgi cho tré bu me, cho nén phu nit dang st dung
Simvastatin khong nén cho con bu. .

ANH HUONG CUA THUOC TREN KHA NANG LAI XE VA VAN HANH MAY

MOC:
Khong thdy ¢6 bdo cdo lién quan. Tuy nhién thude c6 thé giy hoa mit, dau dau, U tai
nén than trong néu dung thube khi dang lai xe hoac van hanh may moc. ﬂ, {/

TAC DUNG KHONG MONG MUON (ADR)
Céc tac dung ngoai y da duge béo cdo gdm cé:
Hé¢ tiéu hoa: to bon, ti€u chay, rbi loan tiéu hoa, danh hoi, ¢ nong, dau bung, chan an,
budn nén, viém tuyén tuy, viém gan, vang da, thay déi m& trong gan, suy gan, xo gan
va ung thu gan.

Co va xwong: chudt rit, dau nhirc xwong, yéu xwong, dau khép, tén thuong co nhu teo
co, viém co,

Hé¢ thdn kinh: hoa mat, dau dau, mat ngu, 1 tai, mét tri nha, lo lang dan dén mat cam
gidc va/hodc cam thiy bal thuong, lo lang, suy sup, mét can béng, rbi loan tinh thén, suy
giam nhéan thirc (nhu mét tri nho, lu 1an).

Da: rét, ngira, rung 16ng, kho da, ndi mun va xam da.

Mat: md mét, thay doi thi hleu, duc mét tién trién, yéu co mét.

Phan ing qud man: thd gap, thd kho khe, huyét ap, déi khi bi sbc, phan (mg dj img
sung tay & mat, moi, ludi va‘hodc hong.

HE ngi riée‘: tang duong huyét, tang HbAlc

Khdc: mat ham mudn tinh duc, cang nguc, liét duong.

QUA LIEU:

Khéng co diéu tri dic hiéu nao khi dung Simvastatin qua lidu, Néu co qué liéu, tién
hanh diéu tri triéu chimg va céc bién phap hé tro can thiét. Do thude gan két manh vagi
protein huyét tuong, nén khong thé lam ting thanh thai Simvastatin dang ké bang cach
thim tach mau.

BAO QUAN:

Bao quan trong bao ki kin, dudi 30°C.

DANG BAO CHE VA QUY CACH PONG GOI:
H(_)P 3 vi x 10 vién nén bao phim

TIEU CHUAN CHAT LUQNG:

USP 32

HAN DUNG:

36 thang ké tir ngay san xudt.




https://trungtamthuoc.com/

San xuit béi:
Korea Prime Pharm. Co., Ltd.
865 — 1, Dunsan — ri, Bongdong — eup, Wanju- gun, Chonbuk, Korea.

Co 56 56 hitu gidy chitng nhin sin phdam duwoc phim:
Korea Prime Pharm. Co., Ltd.
865 — 1, Dunsan —ri, Bongdong — eup, Wanju- gun, Chonbuk, Korea.

Ngay xem xét lai to huwing din siv dung: 09/04/2013
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