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Mau nhan AMFASTAT 20

Vi 10 vién nén bao phim
100% real size
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TO HUONG DAN SU'DUNG THUOC
AMFASTAT 10/20

Simvastatin 10/20 mg

Rx-Thube ban theo don

CONG THUC: Mbi vién nén bao phim chira: tri bd trg dé diéu chinh cac yéu té nguy co khéac va liéu

phéap diéu tri bao vé tim mach khac.

AMFASTAT 10:
SHMMEAHIE 1cososssuseonessussss sosmsassbmamasisissassiissinsns 10mg  LIEU LUQNG VA CACH DUNG
Ta dugc: Copovidon, Lactose, Microcrystalline . Bénh nhan cdn tudn thu ché do #n kiéng giam

cellulose, Acid ascorbic, Acid citric khan, Butylated
hydroxytoluen, Colloidal anhydrous silica, Natri starch
glycolat, Magnesi stearat, Opadry II white, D6 oxyd
sat, Vang oxyd sat, Allura red vira du mét vién.

cholesterol thong thudng trude khi udng simvastatin.
V6i nhitng bénh nhan dang mic hay ¢6 nguy co cao
midc bénh mach vanh tim c6 thé sir dung ngay
simvastatin cling ltic v&i ché do an kiéng. S ins

AMFASTAT 20: - Liéu khoi dau: 5-10 mg mdi ngay ubng vao budi téi.
SIMVastatin .......cccceeeeeenieiinisc e 20 mg Liéu t6i da: 40 mg/ngfiy. Nén bat dau didu tric /)
Téa duge: Copovidon, Lactose, Microcrystalline simvastatin véi lidu thap nhat hiéu qua Sau d6 néwcan; /1~

cellulose, Acid ascorbic, Acid citric khan, Butylated
hydroxytoluen, Colloidal anhydrous silica, Natri starch
glycolat, Magnesi stearat, Opadry I1 white, P6 oxyd
sat, Vang oxyd sit vira dii mot vién.

thiét thi chinh liéu theo muc tiéu diéu tri va dap ing
cua tirng bénh nhan. Liéu dung nen tang dan theo tirng

ciia thudc, dic biét 1a cac tac dung phu dbi vai co.

dot cach nhau khong dudi 4 tuan va bénh nhén phar_"—.._'_ _
dugc theo doi chit ché cac tac dung khong mong mudn

—

TINH CHAT

- Khé
— ong dung quéa 10 mg simvastatin/ngay khi sir dung

phoi hop v&i verapamil, diltiazem, dronedaron.

Simvastatin 12 mgt thuoc lam gidm lipid mu. Sau khi g, dung simvastatin chung véi amiodaron, amlodipin

ubng, simvastatin bi thiy phan thanh dang pB-
hydroxyacid tuong (mg. DAy 1a mét chat trc ché men 3-
hydroxy-3-methyl-glutaryl coenzym A (HMG-CoA)
reductase. Men nay xuic tac cho viéc chuyén HMG-
CoA thanh mevalonat, & giai doan dau va la budc giGi
han toc d6 phan mg trong qua trinh sinh tong hop
cholesterol.

Dwgc dong hoc:

Trong co thé ngudi, simvastatin bi thiy phan thanh
dang B-hydroxyacid twong tng, mot chat iwc ché
HMG-CoA reductase. Phan Ién simvastatin trai qua
quéa trinh chuyén héa lan diu & gan > 60%) Chat

hay ranolazin, liéu dung nén thap hon 20 mg/ngay.

CHONG CHI PINH

Chéng chi dinh ding vién nén simvastatin trong nhimg
truong hgp sau:
- Qua mén cam v&i bat ky thanh phan nao cua thube.
- Bénh gan dang tién trién hodc ting transaminase
huyet thanh kéo dai khong giai thich dugc.
- Phu nir ¢ thai hoac dang cho con bi.
- Dung simvastatin phdi hop v6i cac thude irc ché manh
CYP3A4 nhu: itraconazol, ketoconazol, erythromycin,
clarithromycin, telithromycin, thudc trc ché protease

~,
chuyén héa B- hydroxyacid cua nd gin két cao voi cua HIV, boceprevir, telaprevir, nefazodon, ;
protein trong huyét twong ngudi (khoang 95%). Thube posaconazol, gemfibrozil, cyclosporin, va danazol.
- U - A X

duoc bai tiet chu yeu qua phan. Khoang 10-15% lidu TAC DUNG KHONG MONG MUON (ADR)
ding dugc tim thay trong nudc tiéu & dang bat hoat. o ) ) : N
Thoi gian ban hay cua chat chuyen héa c¢6 hoat tinh - Noi c_hung, simvastatin dugc dung nap tot. Tuy nhién
khoang 1,9 gio. c6 thé gip phai mot vai tdc dung phu trén duong tieu

héa nhu day bung, tiéu chay, tdo bon, budn nén... P

CHI PINH:

Ting cholesterol trong miu

- biéu trj tang cholesterol trong mau nguyén phat hay
rbi loan lipid mau hén hop, nhu 1a liéu phap diéu tri
bd tro cho ché d6 an kiéng, khi dap ing khong du vaoi
ché do an va céc tri liéu khong ding thube khac (nhu
luyén tép, giam cén).

- Diéu trj ting cholesterol trong méu c¢é tinh gia dinh
déng hop tir, nhu 1a liéu phap diéu tri bd trg cho ché
a6 4n kiéng va céc tri liéu giam lipid mau khéc (vi du
ly trich LDL trong mau) hoéc néu céc trj liéu nhu vay
chua thich hop.

Phong ngira bénh tim mach

Giam ty I¢ tir vong va thuong tat do bénh tim mach ¢
nhitng bénh nhéan co biéu hién bénh tim mach do xo
vira dong mach hay dai thdo dudng, voi nong do
cholesterol binh thuong hay ting, nhu la liu phap diéu

Nguy co ly gidi co van.
Suy giam nhén thirc (nhu mat tri nhé, 1a an...).
Tang dudng huyét.

Tang HbA lc. .

Théng bdo cho bdc si nhitng tic dung bit lgi gdp
phii khi sir dung thubc.

ANH HUONG TOI KHA NANG LAI XE VA VAN
HANH MAY MOC

Simvastatin khong anh huéng hodc anh huéng khong
dang ké dén kha ndng lai xe va van hanh may moéc.
Tuy nhién, can luu y khi lai xe hay van hanh may moc
vi chong mat da dugc ghi nhan hiém khi xay ra trong
céc bao cdo sau luu hanh.

CANH BAO va THAN TRONG

- Simvastatin c6 thé gay tang némg d6 transaminase va
creatin kinase (CK). Piéu nay can dugc luu y trong



chan doén phan biét cia dau nguc trén bénh nhan
dang diéu tri vGi simvastatin.

Nén lam xét nghiém chirc nang gan trudce khi bat dau
diéu trj bang statin va trong trudong hop chi dinh 1am
sang yéu cau xét nghiém sau do.

Trude khi diéu tri, xét nghiém do creatin kinase nén
duge tién hanh trong nhitng trudmg hop bcnh nhan:
suy giam chirc nang thén, nhuoc giap, tién sir ban
than hogc tién sir gia dinh méc bénh co vén di truyén,
tién sir bj bq:nh co van do str dung statm hogc fibrat
trude do, tién sir bénh gan va/hodc ubng nhleu rugu,
bénh nhén 1én tudi (> 70 tudi) c6 nhitng yéu to nguy
co dan dén ly giai co van, kha niang xay ra twong tac_
thudc va mot sb doi tuong dic biet. Trong nhimng
truong hop nay nen can nhic lgi 1chf’nguy co va theo
ddi bénh nhan cén than trong khi diéu tri bing statin.

Néu két qua xét nghiém ndng do creatin kinase > 5
lan giéi han trén ctia mirc binh thuong, khong nén bit
dau diéu trj b?mg statin.

Trong qué trinh diéu tri bang statin, bénh nhén can
thong bao ngay lap tirc khi c6 cac biéu hién nhu dau
Co, cumg co, yeu c0.. khong giai thich dugec. Néu cac
triéu chimg nay xuét hi¢n, can lam xét nghiém creatin
kinase cho bénh nhan dé c6 cic bién phap can thiép
phu hop.

Can cén nhic khi dung thudc thuéc nhém statin doi
vGi bénh nhan cé nguy co ton thuong co cao. Thude
thudc nhom statin c6 nguy co gay ra tac dung phu doi
vOi hé co nhu teo co, wem co, dac biét dbi voi cac
bénh nhén c6 nhing yéu t6 nguy co quan trong nhu
trén 65 tudi, bi nhuqc giap khong kiém soét dugc, va
bi bénh than. Céan theo ddi chat ché trong qua trinh
diing thudc.

Tranh dung lwgng 16n nudc budi ép (> 1 lit/ngay).

Str dung dong thoi simvastatin voi cac thube trc ché
protease trén virus gdy suy giam mién dich & nguoi
(HIV) hay virus gdy viém gan C (HCV) co6 thé lam
tang nguy co gdy ton thuong co. Thé nang nhét cua
bénh co van la ly giai co van, c6 thé gy ton thuong
than dan dén suy than, tinh trang nay c6 thé gy tir
vong.

Thoi ky cho con bu: khong ro liéu simvastatin hay cac
chat chuyén hoa cta né c¢6 duogce tiét qua sira me hay
khong. Vi co nhiéu thudc dugc tiét qua sita me va vi
kha ning c6 cac tac dung khong mong mudn nghiém
trong nén phu nir dang udng simvastatin khong nén cho
con bu.

TUONG TAC THUOC
- Viéc dung simvastatin cing v&i cac thude e ché
CYP3A4 c6 thé lam ting ndng d6 cua simvastatin
trong huyét thanh, c6 thé lam ting nguy co bénh co
van va ly giai co van. Khi ding phbi hop véi

_ amiodaron, khong nén dung simvastatin vuot qua 20

\mg/ngay vi lam tang nguy co ly giai co van. Di véi
bénh nhan lidu ding hiéu qua trén 20 mg/ngay, bac si

. ¢6 thé lya chon thudc statin khac (nhu pravastatin).

- Cyclosporin, danazol, amiodaron va verapamil: nguy
co bénh co vén hay ly giai co van tang 1én khi ding
chung véi cac thuoc cyclosporin, danazol, amiodaron
hodc verapamil; dac biét véi lidu cao simvastatin.

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

- Digoxin: udng simvastatin cing véi mot liéu don
digoxin & nam giéi tinh nguyén khoe manh thiy c6
tang nhe néng do digoxin trong huyét thanh. Bénh
nhan dang udng digoxin can dugc theo ddi thich hop
khi bat dau sir dung simvastatin.

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

QUA LIEU
Cho dén nay, mot vai truong hop qua lidu da dwoc ghi
nhan lidu tdi da 1a 3,6 g. Tat ca bénh nhén déu phuc
héi khong c6 di ching. Khéng c6 diéu tri cu thé trong
truong hop qua liéu. Trong truong hop nay, can ap
dung cac bién phap diéu tri triéu ching va diéu tri
nang do.

BAO QUAN _
O nhiét d6 dudi 30°C, tranh 4nh sang truc tiép va n0'1 m
uot.

TRINH BAY g

Thoi ky mang thai: vi céc statin lam giam tong hop
cholesterol va cé thé sy tong hop cua nhiéu chit khac
¢6 hoat tinh sinh hoc dan xuat tir cholesterol, nén thuéc ~ HAN DUNG
c6 thé gy hai cho thai nhi néu ding cho phy nit mang 24 thang ke tir ngay san x 5T ,

thai. Vi vay chdng chi dinh dung statin trong thai ky. \ B2

Vi 10 vién nén bao phim, hd hflp*‘f vy 3 vil va 19 Vi.

Dé xa tam tay tré em
ch ky hwdng dan sie dung trwée khi ding
Néu can thém thong tin, xin hoi y kién bdc st
Thuéc nay chi ding theo don ciia bdc si
San xuat va phén phm béi: UBNG
TUQ.CUC TR
CONG TY CO PHAN DUQC PHAM AMPHARCO U.S.A by TRUONG PHONG

Khu Cong Nghiép Nhon Trach 3, xa Hi¢p Phudc, huyén Nhon Trach, tinh Pdng Nai.
PT: 0613-560202  Fax: 0613-560203 Q¢ Mint Hon g




