nhom thuéc nhém coumarin.
4.6 Cothaivacho con bu:
Chang chidinh khi mang thai va ltie nudi con bu.

4.7 Anh hwong trén kha nang diéu khién tau xe va
van hanh may moc:

Simvastatin khong anh huong trén kha nang dieu
khién tau xe va van hanh may moc.

4.8 Tac dung ngoaiy:

pms-Simvatatin thuong dung nap tot: phan lon tac
dung ngoai y la nhe vathoang qua bao gom dau bung
tao bon, day hoi. Nhirng tac dung ngoai y khac & 0,5-
0,9% nguoibénh gdbm nhirc dau va mét moi.
Nhiing tac dung ngoai y sau day duoc ghi nhan hoac
trong thir nghiém lam sang khong doi chirng hoac khi
thudc duoe dung & thi truong: budn nén, tiéu chay,

gpat ban. kho tiéu, ngua rung téc, chong mat, co co',

au co, viém tuy, di cdm, bénh than kinh hoac ngoai
bién, suy giam nhan thtre (nhu mat tri nho, 1 1an...),
noén va thiéu mau Hiém ‘gap tieu co van va viém
gan/vang da. Hoi chirng glong nhw qua man cam hiém
khi xay ra, gdm mot s6 dau hiéu nhu phu mach, hoi
chirng glong lupus, dau da co dang thap, viém mach.
giam tieu cau, tang bach cau wa eosin, tang toc do
lang méau, tang duwong huyet tang HbA1c, viem khop,
dau khop may day, nhay cam anh sang, sét, d6 mat,
kho the va kho o'

4.9 Qualiéu:

DPa gap moét sb truong hop qua liéu, khéng co triéu
chirng gi dac biét, tat ca déu hoi phuc khéng dé lai di
chirng. Liéu téi da da ubng phai la 450mg. Can dung
nhirng bién phap x|y chung.

5)DAC TINHDUQCLY:

’ 1Dwocluc
pms-Simvastatin la thudc lam ha lipid, dan xuét tong
hop tr mot sé san pham lén men cua Aspergillus
terreus.

pms-Simvastatin la mét lactose chua co hoat tinh; sau
khi ubng duoc thuy phan thanh dang acid R- hydroxy
twong Gng. Day la chat chuyén hoéa chinh, ¢ ché
duwoc 3-hydroxy-3 methylglutaryl- coenzymeA (HMG-
CoA) reductase, enzyme nay xuc tac ¢ giai doan som
clia qua trinh téng hop cholesterol. Cac nghien clru
lam sang chi ra rang Simvastatin co hiéu qua cao lam
giam nong do cua cholesterol toan phan trong huyét
twong (Cholesterol toan phan). cua llpoproteln
cholesterol ti trong thap (LDL-C). triglyceride (TG) va
lipoprotein cholesdterol ti trong rat thap (VLDL-C), va
lam tang lipoprotein cholesterol ti trong cao (HDL-C)
trong huyét tuong trong cac truong hop tang
cholesterol mau khéng co tinh gia dinh hoac co tinh
gia dinh thé di hop t&, va trong cac truong hop tang
lipid m&u hén hop ma chu yéu la tang cholesterol va
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Tai lieu thong tin thubc cho cén bo Y té

Théng tin ké toa tiép theo

Khi che do6 an kieng don thuan khéng mang lai két qua mong
muon. Bap ung diéu tri ré rét sau 2 tuan va hiéu qua t6i da
sau 4-6 tuan. Bap tng diéu tri dwoc duy tri khi tiép tuc dung
thubéc. Khi nglrng dung pms-Simvastatin, cholesterol va
lipid sé& tré lai mérc truoc khi diéu tri.

Dang c6 mic hoat tinh clia pms-Simvastatin la chat ¢c ché
dac hieu HMG-CoA reductase, enzyme nay xuc tac cho sw
chuyen d6i ctia HMG-CoA thanh mevalonate. Vi sy chuyen
§oi cia HMG-CoA thanh mevalonate la giai doan sém
trong qua trinh sinh téng hop cholesterol, cho nén dung
pms-Simvastatin sé khong gay tich |0y cac sterol ¢ d&c
tinh. Ngoai ra, HMG-CoA con duoc ohuyen hoa nguoc lai
thanh acetyl -CoA. la chat tham gia vao nhiéu qua trinh sinh
téng hop clia co thé.

Nghién cu trén dong vat, sau khi cho uong, pms-

Simvastatin co tac dung chon loc v&i gan. Tai gan, thude cé
néng dé cao hon & cac mé khac ma khéng phai mo dicit.

pms-Simvatatin duoc chuyen hoéa manh lan dau tién qua
gan. noi c6 tdc déng ban dau, sau do duoc thai qua mat. O
nguoi, dang co hoat tinh cua pms-Simvastatin vao tuan
hoan dwoc khoang dudi 5% liéu uong. Con 98% cua luvong
nay o' mau sé gan voi protein huyéttwong.

5.2Dwocdéng hoc

Sau khi dwoc hap thu tu éng tieu hoa, pms-Simvastatin
chuyen hoa lan dau manh ¢ gan. Do do, sinh kha dung cua
thuée trong vong tuan hoan lon thi thap va bién doi. Duoi
5% lieu uong duoc ghi nhan la dén tuan hoan dudi dang
chét chuyén hoa cé hoattinh.

Thudc gan két manh véi protein huyét tirong (95%).
pms-Simvastatin dwoc thuy phan & gan thanh dang acid
beta-hydroxy co hoat tinh. Ba chat chuyén héa khac da
duoc phan lap la cac dan chat 6-hydroxy, 6-hydroxy methyl
va 6-exomethylen.

pms-Simvastatin thai triv phan lon qua phan, chu yeu 1a

phan thuéc khong duoc hap thu va chiém 60% liéu uong
Khoang 10-15% thudc thai trir qua dwong than.

Thoi gian ban hiy ctia chat chuyén hoa co hoat tinh 1a 1,9 gio .
6) THONG TIN THUOC;

6.1 Danh muc ta dwoc:

Butylated hydroxyanisole. Ascorbic Acid 99% Fine
Granular, Citric Acid annhydrous, Lactose Monohydrate
200 M, Pregelatinized Starch- Starch 1500, Microcrystaline
Cellulose PH101, Alcohol 95%, Purifed Water, Magnesium
Stearate, Opadry Il Flesh Y-22-13577,

6.2 Twong ky: Khong
6.3 Han dung: 24 thang ké tir ngay san xuat
6.4 Bao quan: Nhiétdotu15C- 2520

6.5BDong goi:
Chai HDPE 100 vién/chai
Hop vi/30 vién
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