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VYTORIN (hodc dng phdi hop véi ezetimibe va simvastatin tuong
duang véi VYTORIN) da duoc dénh gid vé tinh an toan trén xap xi 12.000
bénh nhén trong cac thir nghiém [am sang

Cacbién 3 ngoai y sau day dugc quan sét thay trén nhing bénh nhan diéu trj bing VYTORIN (N=2.404) vdi tan sudt cao hon gid
duoc (N=1.340);

Phan I6p hé co quan Bién cd ngoai y va tan suat

Trong mét thir nghiém Iam sang trén bénh nhan dai thao dudng bi téng cholesterol mau d3 diéu tri statin {

VYTORIN® THUONG DUGC DUNG NAP TOT 3

Céchién c6 ngoai y sau day duoc quan sat thay trén nhiing bénh nhan diéu tri bang VYTORIN (n=9.595) vai tén sust cao hon
statin don ddc (n=8.883):

Phin I6p hé co quan
Xét nghiém

Bién ¢ ngoai y va tan suat

Thudng gap: Tang ALT va/hodc AST

Khéng phd bién: Tang. bilirubin mau; tang (K mdu; ting
gamma-glutamyltransferase

Roi loan hé than kinh Khang phd bién: Dau dau, di cdm

Xét nghiém Thuong gap: Tang ALT va/hodic AST; ting CK méu

Khéng phd bién: Tang bilirubin méu, tang axit uric mau, ting
gamma-glutamyltransferase; ting ti s6 binh thudng hda qudc t&; hién dien
protein niéu; gidm can

Roi loan tiéu hda Khdng phd bién: Cing bung; tiéu chy; kho migng; khé tiéu; ddy hoi; bénh
trao ngugc da day thuc quan; 6i mia
Khang phd bién: Ngtta; ndi man; mé day

Thuting gap: Dau co

Rdi loan da va mé dui da

Rai loan co xuang va mé lién ket

R6i loan hé than kinh
Rdi loan tiéu hoa v

Khéng phé bién: chdng mat, dau ddu
Khng phd bién: dau bung; day bung; dau bung trén; kho tiéu; ddy hoi;
budn ndn, 6i mita

Roi loan chung va tai vi trf diing thudic Khdng phd bién: Dau khap; dau lung; vop bé; yéu ca; dau co xuong; dau ta
chi

Khang phd bién: Suy nhuoc; dau nguc; mét méi; phi ngoai vi

Rdi loan tam than

R6i loan da va mo dudi da Khang phd bién: ngua; phat ban
Khang phd bién: dau khap; vop bé; yéu co; dau c Xuong; dau ¢6; dau td chi

Khéing pha bién: suy nhugc mét méi; kho phti ngoai vi

Rdi loan co xuang va mé lién két

Ri loan chung va tai vi tri diing thudc

Rdi loan tam than Khang phd bién: réi loan gidc ngi

Tén suét:Thutng gap, >1/100 dén <1/10; Khang phd bién, >1/1.000 dén <1/100.

THANH PHAN: Méi vién 10/10: Ezetimibe 10 mg, simvastatin 10 mg. Méi vién 10/20:
Ezetimibe 10 mg, simvastatin 20 mg. Méi vién 10/40: Ezetimibe 10 mg, simvastatin 40 mg
CHI BINH: B sung ché d6 an kiéng, diéu tri tang cholesterol mau nguyén phat (di hop tif
€6/khong c6 tinh chét gia dinh) hoac tang lipid mau hén hop. B4 tro cac liéu phap gidm
lipid mau khac hodc néu nhiing liéu phép nay khong c6 sin, diéu tri tang cholesterol mau
déng hop ti gia dinh (HoFH).
LIEULUONG VA CACH DUNG: Tiép tuc an kiéng. Liéu diing theo nhu ciu & dap tng, bat dau
liéu thap nhat c6 tac dung, chinh liéu cich nhau it nhét 4 tuan. Ngudi Ion: Tang cholesterol
méu dong hop i gia dinh 10/40 mg/ngay hoac téi da 10/80 mg/ngay (Chi khuyén cdo
dung liéu 10/80 mg khi lgi ich mong doi vuot trdi nguy co). Suy than nang: theo doi chit ché
néu liéu > 10/10 mg/ngay.
CACH SUDUNG: Uéng 1 lan duy nhét vao budi t6i, cling hoic khéng cling thic an.
CHONG CHI BINH: Qus man véi thanh phan thudc. Bénh gan thé hoat dong, tang
transaminase huyét tuong kéo dai khéng ré nguyén nhan. Thai ky & cho con bu. K&t kop
thudc tc ché manh CYP3A4, gemfibrozil, cyclosporine, danazol. Bénh co thi phét do ding
thudc ha lipid khéc.
THAN TRONG: Bénh Iy co/ Tiéu co van: Cing nhu cac thudc tic ché men khit HMG-CoA
khéc, simvastatin déi khi gay bénh ly co biéu hién béi dau cg, cang co hoac yéu co véi
creatine kinase (CK) vt qua 10 Ian gi6i han trén cta muc binh thudng (ULN). Déi khi bénh
ly ca thé hién dusi dang tiéu covan cé hodc khong c6 suy than cap thit phét do myoglobin
niéu, va hiém khi gay tr vong. Nguy co bénh Iy ca tang lén khi tang ndng do chit tic ché
men khit HMG-CoA trong huyét tuong. Céc yéuté tién doan bénh ly co bao gom ngudi cao

'{ tudi (> 65 tusi), nit gidi, thiu nang tuyén giap khong duoc kiém soatva suy than. Cing nhu
cdc thudc tic ché men khir HMG-CoA khdc, nguy co bénh Iy co/ tiéu co van lién quan dén liéu
simvastatin. Nguyén nhan bénh ly co cao hon & nhiing bénh nhan diing simvastatin 80 mg
50 VGi céc trj liéu co ban statin khac vai hiéu qué gidm LDL-C tuong tu. Do d6, chi ding
Vytorin 10/80 mg cho nhiing bénh nhan c6 nguy ca cao bién chiing tim mach ma khén
dat dugc muc tiéu diéu tri vdi liéu thap hon va khi lgi ich mong dgi vuot trdi nguy co. &
nhiing bénh nhén diing Vytorin 10/80 mg ma can mét thudc cé kha nang gay tuang tac thi
nén dung Vytorin liéu thap hon hodc thay bang trj liéu statin-ezetimibe it c6 kha nang
tuong tac thudc-thudc (xem Liéu luong va Cach dung, Chéng chi dinh).

nhiing bénh nhan bit dau dung Vytorin hodc bat dau tang liéu Vytorin, nén théng

Tai liéu tham khao: 3.Thong tin ké toa day du, MSD
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Khéng phd bién: Mt ngii

Tan sudt: Thuong gap, >1/100 dén <1/10; Khang phd bién, >1/1.000 dén <1/100.

+Trong céc thi nghiém ddng phdi hop, tén sust cia tang transaminase huyét thanh quan trong vé lam sang (ALT va/hodc AST >
3 GHT lién tiép) Ia 1,7% 6 vdi bénh nhan duoc diéu tri bang VYTORIN. Tang men gan nhu viy thuding khang 6 triéu chiing,
khong lién quan vdi tdc mat, va tr vé ban dau sau khi ngung diéu tri hodc véi diéu tri tiép.

+Tang CK >3 GHT quan trong vé lam sang ditoc quan sét thdy trén 0,2% bénh nhan da diéu trj véi VYTORIN.,

+Bénh cova ly gidi covan [ cic phan ting ngoai y d bit i véi thudc ché HMG-CoA Reductase, bao gém simvastatin. Nguy
<o bénh co/ly gidi co van tity thudc liéu ddi véi simvastatin. Bénh nhan nén dugckhuyén cio vé nquy o bénh co va dugc hudng

dén béo cdo ngay Iap tiic biit ky dau co, nhay cm hodc yéu o khang gidi thich dugc. / / /7
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béo cho bénh nhan nguy co bénh ly o' va khuyén bénh nhan théng bao ngay bat ky
dau co, méi ca hoic yéu co khéng xéc dinh dugc nguyén nhan. Nén ngiing ‘diing
Vytorin ngay tic thi néu chan doan hoac nghi ng& bénh Iy co. Do Vytorin chita
simvastatin, nguy cobénh Iy co/ chiing tiéu co'van tang lén khi dung Vytorin cling liic
Vi cic thude sau:

Cac thuéc chéng chi dinh: Thuéc irc ché manh CYP3A4: chdng chi dinh st dung két hop
VGi céc thudce dugc cho [ c6 téc dung tc ché manh CYP3A4 tai liéu diéu tri (nhu itracon-
azole, ketoconazole, posaconazole, erythromycin, clarithromycin, telithromycin,
thuédc tic ché protease HIV, boceprevir, telaprevir, hoic nefazodone.; Gemfibrozil,
cyclosporine hodcd I: chéng chi dinh diing nhiing thusc nay cling véi Vytorin

Céc thudc khac: 1. Amiodarone: Nguy ca bénh Iy co/chiing tiéu ca van tang lén khi dung
dong thdi amiodarone véi Vytorin. 0 nhiing bénh nhéan diing amlodipine déng thai véi
Vytorin, liéu Viytorin khéng dugc vuot qué 10/20 mg/ngay. B6i véi nhitng bénh nhan phai
ding liéu trén 10/20 mg/ngay méi c6 hiéu qua diéu tri, bac si c6 thé lva chon thuéc
statin khac hodc ché db diéu tri nén véi statin (Xem lidu lwgng va céch sit dung). 2.
Thudc chen kénh canxi:Verapamil hoic diltiazem: Nhing bénh nhan dang diéu tri
diltiazem két hgp véi simvastatin 80 mg c6 nguy co cao bénh ly co. Liéu Vytorin khéng nén
qué 10/20 mg méi ngay & nhiing bénh nhan diéu tri két hop véi verapamil hoic
diltiazem. (xem Tuong téc thudc, tuang tac vdi cac thudc khac); Amlodipine: Trong 1 nghién
clu lam sang, nhitng bénh nhan dang diéu tri amlodipine két hop véi simvastatin 80 mg c6
nguy co cao bénh Iy ca (xem Tuong tac thuéc). Liéu Vytorin khong nén qua 10/40 mg méi
ngay & nhiing bénh nhan diéu tri két hop véi amlodipine. 3. C4c thudc irc ché trung
binh CYP3A4: Bénh nhan duing céc thudc khic dudc cho la ¢6 téc dung tc ché trung binh
CYP3A4 két hop vai Viytorin, diic biét khi dung Vytorin liéu cao, c6 thé tang nguy co bénh ly
cd. 4. Niacin (>1 g/ngay): D4 gép bénh ly co/tiéu co van khi dung simvastatin,két hop véi
niacin (21 g/ngay) d& diéu chinh lipid. (xem TUONG TAC, Cc thudc khéc). 5. Thu6c chéng
déng: Nén theo ddi thich hgp Ty Ié Binh Thudng héa Quéc té (INR) khi bd sung Vytorin véi
warfarin, coumarin chéng déng khac, hoic fluindione (xem TUONG TAC).

Céic men gan: Nén kiém tra cac LFT trudc khi bat dau dung Vytorin va sau d6 néu c6 chi
dinh lam sang. Nhiing bénh nhan tang lidu dén 10/80 mg can lam thém xét nghiém nay
trudce khi téang liéu, 3 théng sau khi ting dén liéu 10/80 mg, va dinh ky sau d6 (nhu méi 6
thang) trong nam diéu tri d4u tién. Nén than trong déc biét & nhiing bénh nhan 6 tang




