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Rx-Thudc ban theo don ‘

AMFASTAT 10/20

Simvastatin 10/20 mg

CONG THU'C: Mdi vién nén bao phim chira:
AMFASTAT 10:

SV, saumsaaaniensanissngs TO e
Ta dugc: Copovidon, Lactose, Microcrystalline
cellulose, Acid ascorbic, Acid citric khan, Butylated
hydroxytoluen, Colloidal anhydrous silica, Natri starch
glycolat, Magnesi stearat, Opadry I white, D6 oxyd
sit, Vang oxyd sit, Allura red vira do mot vién.

AMFASTAT 20:
SIMVASALN. o 20 TG
Ta dugc: Copovidon, Lactose, Microcrystalline
cellulose, Acid ascorbic, Acid citric khan, Butylated
hydroxytoluen, Colloidal anhydrous silica, Natri starch
glycolat, Magnesi stearat, Opadry Il white, D6 oxyd
sit, Vang oxyd sit vira da mét vién.

TINH CHAT

Duwoe lue hoc:
Sim\»astatin la mot thude lam giam lipid mau. Sau khi
udng, simvastatin bj thiy phan thanh dang p-
hydroxyacid tuong trg. Pay la mot chat (c ché men 3-
hydroxy-3-methyl-glutaryl coenzym A (HMG-CoA)
reductase. Men nay xic tac cho viée chuyén HMG-
CoA thanh mevalonat, ¢ giai doan dau va la bude gioi
han toc do phén tng trong qua trinh sinh tdng hop
cholesterol.

Dwogc dong hoc:
Trong co thé ngudi, simvastatin bj thuy phan thanh
dang [B-hydroxyacid twong ng, mot chat trc ché
HMG-CoA reductase. Phan Ién simvastatin trai qua
qua trinh chuyén hoa lan dau & gan (> 60%) Chat
chuyén héa B- hydroxyacid cua noé gin két cao voi
protein trong huyét trong nguoi (khoang 95%). Thube
duoc bai tiét chu yéu qua phén. Khoang 10-15% liéu
dung dugce tim thay trong nudce tiéu ¢ dang bat hoat.
Thoi gian ban hiy cta chat chuyén hoa ¢ hoat tinh
khoang 1,9 gio.

CHI PINH:
Téng cholesterol trong mau

- E):eu tri ting cholesterol trong mau nguyén phat hay
r6i loan lipid mau hdn hop, nhu la lidu phap diéu tri
bo trg cho ché do an kiéng, khi dap tmg khong du véi
ché dd an va céc trj liéu khong dung thube khac (nhu
luyén tap, giam can).

- Diéu tri tang cholesterol trong mau c¢é tinh gia dinh
ddng hop tir, nhu 1a liéu phap diéu tri bd trg cho ché
d6 an kiéng va cdc tri liéu giam lipid mau khac (vi du
ly trich LDL trong mau) hodc néu cac tri liéu nhu vay
chua thich hop.

Phong ngira bénh tim mach

Giam ty I¢ tor vong va thuong tat do beénh tim mach &
nhirng bénh nhan cé biéu hién bénh tim mach‘ do xo
vita dong mach hay dai thao duong, voi nong do
cholesterol binh thudng hay tang, nhu la liéu phap dicu

tri bo trg dé diéu chinh céc yéu t6 nguy co khéc va liéu
phap diéu trji bao vé tim mach khéc.

LIEU LUQNG VA CACH DUNG

- Bénh nhan can tuan thi ché d6 &n kiéng giam
cholesterol thong thudng trude khi udng simvastatin.
V6i nhitng bénh nhéan dang mic hay ¢6 nguy co cao

mac bénh mach vanh tim c6 thé si dung ngay

simvastatin cting lic véi ché do an kleng

- Liéu khoi dau: 5-10 mg mdi ngay uong vao budi toi.
Liéu t6i da: 40 mg/ngay. Nén bat dau dleu tri ¢
simvastatin vé6i liéu thip nhat hiéu qua. Sau do néy can
thiét thi chinh liéu theo muc tiéu diéu tri va dap g

ctia ting bénh nhén. Liéu ding nén tang dan theo titng - _

dot cach nhau khéng dudi 4 tudn va bénh nhan phéi
dugc theo ddi chat ché céc tac dung khéng mong mudn
cua thude, dac biét la cac tac dung phu déi véi co.

- Khong dung quéa 10 mg simvastatin/ngay khi sir dung
phoi hop véi verapamil, diltiazem, dronedaron.

- Néu dung simvastatin chung véi amiodaron, amlodipin
hay ranolazin, liéu dung nén thap hon 20 mg/ngay.

CHONG CHI PINH
Chéng chi dinh dung vién nén simvastatin trong nhiing
truong hop sau:

- Qué mén cam va&i bat ky thanh phan nao cua thudc.

- Bénh gan dang tién trién hodc tang transaminase
huyét thanh kéo dai khong giai thich duroc.

- Phu nir ¢6 thai hoac dang cho con bii.

- Dung simvastatin phdi hop véi cac thude tre ché manh
CYP3A4 nhu: itraconazol, ketoconazol, erythromycin,
clarithromycin, telithromycin, thudc trc ché protease
cia HIV, boceprevir, telaprevir, nefazodon,
posaconazol, gemfibrozil, cyclosporin, va danazol.

TAC DUNG KHONG MONG MUON (ADR)

- Noi chung, simvastatin dugc dung nap tot. Tuy nhién
6 thé gap phai mot vai tac dung phu trén duorng tiéu
héa nhu ddy bung, tiéu chay, tao bén, budn néon..

- Nguy co ly giai co van.

Suy giam nhan thirc (nhu mat tri nhé, 1a 1an...).

Tang duong huyét.

Tang HbAlc.
Théng bdo cho bdc si nhitng tic dung bit lgi gdp

phii khi sir dung thuéc.
ANH HUONG TOI KHA NANG LAI XE VA VAN
HANH MAY MOC
Simvastatin khong anh huong hodc anh huong khong
dang ké dén kha nang lai xe va van hanh may méc.
Tuy nhién, can luu y khi 1ai xe hay van hanh may moc
vi chong mit da dugce ghi nhan hiém khi xay ra trong
cac bao cao sau luu hanh.

CANH BAO va THAN TRONG

- Simvastatin c6 thé gay tang néng do \F?nséminase va

creatin kinase (CK). Diéu nay can duoc luu y trong
|
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chan doan phan biét cia dau nguc trén bénh nhan
dang diéu tri v6i simvastatin.

- Nén lam xét nghiém chirc nang gan trude khi bat dau
diéu trj bang statin va trong truong hop chi dinh lam
sang yéu cau xét nghiém sau do.

- Trude khi diéu tri, xét nghiém do creatin kinase nén
dugc tién hanh trong nhing truong hop bénh nhén:
suy giam chire nang thén, nhuoc giap, tién sur ban
than hogc tién st gia dinh méc bénh co van di truyén,
tién sir bi bénh co véan do sir dung statin hogc fibrat
trude do, tién sir bénh gan va/hoac uéng nhleu ruou,
bénh nhan 16n tudi (> 70 tudi) cd nhitg yéu t6 nguy
co dan dén ly gidi co van, kha nang xay ra tuong tac
thuéc va mot s§ dbi tugng dic biét. Trong nhiing
trudmg hop ndy nén can nhac loi ich/nguy co va theo
ddi bénh nhan céan than trong khi diéu tri bflng statin.

- Néu két qua xét nghiém néng do creatin kinase > 5
lan gidi han trén cia mirc binh thuong, khéng nén bét
dau diéu trj bang statin.

- Trong qua trinh diéu tri bang statin, bénh nhan cén
thong bao ngay lap tie khi c6 cac biéu hién nhu dau
co, cing co, yeu co... khong giai thich dugec. Néu cac
triéu chimg nay xuat hién, can lam xét nghiém creatin
kinase cho bénh nhan dé cé cac bién phap can thiép
phu hop.

- Can cén nhic khi ding thudc thudc nhém statin déi
v6i bénh nhan c6 nguy co ton thuong co cao. Thude
thuge nhom statin c6 nguy co gy ra tac dung phu dbi
vOi hé co nhu teo co, viém co, dac biét d6i voi cac
bénh nhén c6 nhiing yeu td nguy co quan trong nhu
trén 65 tudi, bi nhugc giap khong kiém soét duoc, va
bi bénh than. Can theo doi chat ché trong qua trinh
ding thudc.

- Tranh dung lugng 16n nudce budi ép (> 1 lit/ngay).

- St dung dong thoi simvastatin vai cac thude e ché
protease trén virus gﬁy suy giam mién dich & nguoi
(HIV) hay virus gdy viém gan C (HCV) c6 thé lam
tdng nguy co gy ton thuong co. Thé nang nhét ciia
bénh co van 14 ly giai co vén, ¢6 thé gay ton thuong
than din dén suy than, tinh trang nay cé thé gy tir
vong.

Thoi ky mang thai: vi cac statin lam giam téng hop
cholesterol va c6 thé sy téng hop ciia nhidu chat khac
c6 hoat tinh sinh hoc dan xuat tir cholesterol, nén thuéc
c6 thé gay hai cho thai nhi néu ding cho phu nir mang
thai. Vi vay chdng chi dinh ding statin trong thai ky.

Thoi ky cho con bii: khong rd li¢u simvastatin hay céc
chit chuyén hoa ciia né c6 duge tlet qua sita me hay
khong. Vi ¢6 nhiéu thude duge tiét qua stra me va vi
kha nang c6 cac tac dung khong mong mudn nghiém
trong nén phu nit dang udng simvastatin khéng nén cho
con bu.

TUONG TAC THUOC

- Viéc dung simvastatin cling v6i cac thude e ché
CYP3A4 c6 thé lam ting nong d6 cua simvastatin
trong huyét thanh, c6 thé lam ting nguy co bénh co
van va ly giai co van. Khi ding phdi hop voi
amiodaron, khong nén dung simvastatin vuot qua 20
mg/ngdy vi lam ting nguy co ly giai co van. Ddi voi
bénh nhén liéu dung hiéu qua trén 20 mg/ngay, bac si
¢6 thé Iya chon thudc statin khac (nhu pravastatin).

- Cyclosporin, danazol, amiodaron va verapamil: nguy
co bénh co véan hay ]y giai co van tang 1én khi dung
chung véi cac thude cyclosporin, danazol, amiodaron
hodc verapamil; dic biét voi lidu cao simvastatin.

- Tang nguy co bénh co vén khi sir dung simvastatin
dong thoi voi gemfibrozil, cac thuéc ha lipid méu
nhom fibrat khéc, niacin > 1 g/ngay, colchicin.

- Digoxin: udng simvastatin cing véi mét lidu don
digoxin ¢ nam gi6i tinh nguyén khée manh thdy c6
ting nhe nong do digoxin trong huyét thanh. Bénh
nhén dang uong digoxin can duogc theo dai thich hop

| khi bat du sir dung simvastatin.

- Warfarin: simvastatin liéu 20-40 mg/ngay c6 thé lam
tang vira phai tac dung khang déng ciia coumarin.

QUA LIEU

Cho dén nay, mot vai truong hop qua lieu da dugc ghi
nhén; lidu t6i da la 3.6 g. Tét ca bénh nhan déu phuc
hoi khéng c6 di chimg. Khong co diéu trj cu thé trong
truong hop qua liéu. Trong truong hop ndy, can ap
dung cic bién phap diéu tri triéu chimg va diéu tri
nang da.

BAO QUAN ' ‘
O nhiét d§ dudi 30°C, tranh anh sang tryc tiep va noi am
udt.

TRINH BAY
Vi 10 vién nén bao phim, hop 1 vi, 3 viva 10 vi.

HAN DUNG ,
24 thang ke tir ngay san xuat. )

Dé xa tam tay tré em
Doc kj huwéng dan sic dung trwée khi ding
Néu can thém théng tin, xin héi y kién bdc st
Thubc nay chi dimg theo don ciia bdc st R
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