BDoc ky huong dan trude khi ding.
Tham khao y kién Bac Sy dé co thém thong tin.
Chi st¥ dung thuoc theo toa ctuia Bac si.

1) TEN THUOC:
pms-Simvastatin 20 mg vién nen.
2) THANH PHAN DINH TINH'VA DINH LUONG:

M@ivién nén chira 2‘O‘mg Simvastatjn Micronized.
Danh sach ta dwoc day du, xem phan 6.1
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Vién nén

4 1 Ch| dlnh
pms-Simvastatin dwoc dung dé hé tro cho ché do
dinh dwéng & bénh nhan tang cholesterol mau
‘ﬁguyen phat gay ra do sw tang cac lnpoprotem
cholesterol trong lwong phan ti thap (LDL) & nhikng
bénh nhan c6 nguy co bénh déng mach vanh ma
khong dap (ing dwoc véi ché dé an kieng.
pms-Simvastatin cling dwoc dung dé lam giam
nong dé cholesterol lipoprotein trong luong phan tu
thap (LDL) & nhirng bénh nhan vira tang
cholesterol, viratang triglyceride mau.
-Tré em tang cholesterol mau co tinh gia dinh di hop to:
chi dinh pms-Simvastatin bé sung hé tro' ché do dinh
dudng lam ha muic cholesterol toan phan LDL-C va
apo B ¢ tré vi thanh nién nam va nir da day thi it nhat la
01 nam, 10-17 tudi, bi tang cholesterol mau ¢o tinh gia
dinh di hop t&r (HeFH).

4.2Lieu lwong va cach dung:

Nguoi bénh can theo ché do an chuén. it cholesterol,
truoc khi uéng thude Gc ché HMG - CoA reductase va
phai tiép tuc duy tri ché do an nay trong subt thoi gian
Fiéu tri.

Diéu chinh liéu lwong Simvastatin theo nhu cau va
dap tng cla tirng ngwoi bang cach tang liéu tng
dot cach nhau khong duoi 4 tuan. cho toi khi dat
nong do cholesterol LDL mong muén. hoac khi dat
liéu toi da.

Vi tong hop cholesterol & gan xay ra chi yéu ban
dém, dung thudc vao budi téi sé lam tang hiéu luc
thudc.

Lidu khoi dau va liéu duy tri hang ngay cua
Simvastatine |a:

Phéi hop thudc: Simvastatine va nhua gan acid mat

| Khdi dau Duy tri
| 5-10mg | 5-40mg |

(cholestyramin, colestipol) co co ché tac dung bb
sung cho nhau; phéi hop cac nhom thuéc nay co tac
dung cong luc trén cholesterol LDL. Khi dung
Simvastatine cung voi nhira gan acid mat, thi du
cholestyramm phai udng Simvastatine vao ltc di
ngu, 2 gio' sau khi uéng nhua dé tranh tuong tac ro
rét do thudc gan vao nhua. Han ché ph6i hop statin
v&i cac thude ha lipid khac vi kha nang tang nguy co
bénh co'.
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can bo Y té
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lieu thong tin thudc cho

Piéu tri tang cholesterol mau *

Simvastatin 20mg

Thoéng tin ké toa

4.3 Chong chidinh:

-Man cam vai cac thanh phan cua thudc.

- Chong chi dinh diing Simvastatin phéi hop véi cac thude e
ché CYP 3A4 manh nhuw: ltraconazol, Ketoconazol,
Erythromycm Clarithromycin, Telithromycin, thuéc Gc ché
protease cua HIV, Boceprevir, Telaprevir, Nefazodon,
Posaconazol, Gemfibrozil, Cyclosporin, Danazol.

- Tranh dung lwong lon nwoc budi ép (> 1 lit/ngay)

- Khong dung qua 10mg Simvastatin/ngay khi st dung phdi hgp
vGi: Verapamil, Diltiazem, Dronedaron

= KhOng dung qua 20mg Simvastatin/ngay khi st dung phoi
hop vai: Amiodaron, Amlodipin, Ranolazin

- Bénh gan tién trién hoac tang transaminase huyét thanh keu
dai ma khéng catnghia duorc.

- Mang thai va thoi ky cho con bu.

4.4 wuyvathantrong:

Can can nhac theo doi creatin kinase (CK) trong truong hop:
+ Truéc khi diéu tri, xét nghiém CK nén duoc tién hanh trong
nhtr ng trwong hop: suy glam chire nang than, nhwoc giap,
tién st ban than hoac tién st gia dinh mac bénh co di truyen
tién st bi bénh co do st dung statin hoac fibrat truoc do, tlen
st bénh gan va/hoac uong nhiéu ruou, bénh nhan cao tudi (
70 tudi) co nhirng yéu té nguy co bi tiéu co van, kha nang xay
ra twong tac thudc va mot so doi twong bénh nhan dac biét.
Trong nhitng trwo'ng hop nay nén can nhac lgi ich/nguy co va
theo doi bénh nhéan trén Iam sang khi diéu tri bang statin. Néu
két qua xét nghlem CK > 5 lan gigi han trén cua mac binh
thuong, khong nén bat dau diéu tri bang statin.

+ Trong qua trinh diéu tri bang statin, bénh nhan can thong bac
khi co cac biéu hién vé co nhu dau cd, cling cd, yéu cd... Khi co
cac biéu hién nay, bénh nhan can lam xét nghiém CK dé c6 cac
bién phap can thiép phu hap.

Can can nhac khi dung thudc thuéc nhém statin déi véi bénh nhan
6 nhirng yéu t6 gay nguy cd dan dén tén thucng cd. Thudc thude
nhom statin 6 nguy o gay ra cac phan Uing co hai doi véi hé co
nhur teo co, viém cg, dac biét doi vdi cac bénh nhan cd yéu té nguy
cg nhu bénh nhan trén 65 tudi, bénh nhan bi bénh thi€u ndng
tuyén gidp khong dugc kiém soat, bénh nhan bi bénh than. Can
theo doi chat ché cac phan (g co hai trong qua trinh dung thudc.

4.5 Tuwongtac thuoc:

Thudc co chira hoat chat Simvastatin: viéc dung cung voi cac
thuoc trc ché ezym CYP3A4 co thé lam tang nong do cua
Simvastatin juelgle) huyét twong dan dén tang nguy co bénh co
va tiéu co. Khi str dung statin déng thai véi cac thube sau sé
tang nguy co ton thwong co: Gemfibrozil, cac thuée ha
cholesterol mau nhom fibrat khac, Niacin lieu cao (> 1g/ngay),
Colchicin. Khi dung phéi hop véi Verapamil, Diltiazem,
Dronedaron khong dung qua 10 mg/ngay. Khi dung phoi hop
v6i Amiodarone, Amlodipin, Ranolazin khong nén dung qua
20 mg/ngay vi lam tang nguy co’ gay ra chiing tiéu co' van. Doi
VOl nhung bénh nhan phai dung lidu trén 20 mg/ngay maoi co
hiéu qua diéu tri, Bac si co thé Iwa chon thude khac thube
nhom statin: vi du nhu Pravastatin. Thuéc khang retrovirus:
phoi hop Simvastatin voi thuoc rc ché protease HIV va viem
gan siéu vi C c6 thé lam tang néng dé cac thude ha lipid huyét
trong huyét twong gay doéc cho co. nghiém trong nhat la tiéu
co van, than hw dan dén suy than va co thé gay tir vong.

Dan xuat coumarin: khi udng pms-Simvastatin voi lidu 20-
40mg/ngay lam tang nhe tac dung cua thuoc chong dong mau
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