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10 mg/10 mg
(EZETIMIBE 10 MG/SIMVASTATIN 10 MG)

VYTORIN® 10 mg/20 mg
(EZETIMIBE 10 MG/SIMVASTATIN 20 MG)

VYTORIN® 10 mg/40 mg
(EZETIMIBE 10 MG/SIMYASTATIN 40 MG)

Thuiic bdn thea don,

D xa tiim tay 1ré em,

Byc ki hiedng din sic dung trieie khi ding.

Néu cln thém thang tin xin hoi bic si hodc diege s,

Thing bio cho bic sTnhiFng téc dung khdng mong mubn gdp phii khi sic dung thuice.

¥ P
| NHOM TRI LIEU 8 - [
VYTORIN (ezetimibe/simvastatiny 1a mét thude giam lipid méu ed the dung (¢ <hé chion lgc s

hiip thu cholesterol va cdc sterol thyc vit lién quan tai rudt v (e ché sy l&ng herp cholesterol ndi
sinh.

| THANH PHAN |
Hoqt chit

VYTORIN duge cung cip dudi dang vién nén ding dubmg udng chira 10 mg czetimibe, vi
10mg simvastatin (VYTORIN 10/10), 20mg simvastatin (VYTORIN 10/20), 40 mg
simvastatin (VY TORIN 10740,

T dirgre

MOi vién chira cdc 14 duge sau: butylated hydroxyanisole, acid citric monohydrate, sodium
crascarmellose, hydroxypropyl methyleellulose, lactose monohydrale, magnesium stearate,
microcrystalline eellulose, va propyl gallate.

CHI PINH

Tang cholesterol mdu nguyén phit

VYTORIN duge chi dinh nhr diéu 11 bd sung cing ché do an kiéng dé giam hién tegng ting
cholesterol todn phdn (C-toin phéin), cholesicrol lipoprotein 1y trong thip (LDL-C),
apalipoprotein B (Apo B), triglyceride (I'G), vi cholesterol lipoprotein ti trgng khéng cao
{khing-HDL-C), va dé tang cholesterol lipoprotein 1y trgng cao (HDL-C) o bénh nhin 6 ting
cholesterol mau nguyén phit (dj hop ur ¢4 tink chit gia dinh vt khing c6 tinh chit gia dinh)
hode ting lipid mau hén hop.

Tang cholesterol mdu ding hgp uk gia dinh (HoFH)

VYTORIN duge chi dinh dé giam sy ting cao cia cholesterol toin phin vii LDL-C trén bénh
nhan agudl Iim c6 HoFH. VYTORIN nén it dung bd trgr cho ¢de phuong phap didu tri giam
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lipid miu khéc (nhu 19¢ bo LDL) @ nhimg bénh nhin ndy hojc néu nhiing diéu tr niy khéng cb
san.

LIEU LUQNG VA CACH DUNG

Chi ding VYTORIN cho ngudi on, khong diing cho tre em.

Bénh nhiin ¢dn ¢6 ché do an Kiéng cholesterol trude khi bit ddu ding VY TORIN va nén tiép tue
4n Kiéng trong thai gian diéu trj véi VYTORIN. Liéu ding nén cy thé hoa cho timg bénh nhin
dya trén ndng 0§ LDL-C ban ddu, myc dich diéu trj vd dip (mg cia bénh nhin. Nén ubng
VYTORIN mét lin duy nhdt vio budi 1di, ciing hodic khong ciing thirc 3n,

Khuyén c&o bit ddu diéu trj v6i lidu thip nht ma thude c6 tic dyng. Lidu VYTORIN mé rdng
tir 10710 mg.fﬁay dén 10/80 mg/ngdy, ubng mdt 1in duy nhit vao budi tdi. C6 thé didu chinh
liéu theo nhu ciu va dép Umg cua timg ngudi, néu chn thiét. Khi can diéu chinh liéu lugng, ciin
tulin thu khodng cdch ft nhit 4 twin, ting 14i da 14 10/80 mg/ngdy va udng mt 1in duy nhit vio
budi téi. VYTORIN li¢u 10/80 mg chi khuyén cdo sit dyng cho nhimg bénh nhin c6 nguy <o cao
bién chimg tim mach, nhimg ngudi khong dat duge myc tiéu didu tri voi lidu thip hon va khi loi
ich mong doi vurgt trdi nguy co (xem THAN TRONG, Bénh I¥ co/Tiéu co van). Phai theo doi
cie phan img c6 hai cua thube, djic bigt cie phan (mg cd hai dbi vai hé co.

Liéu ditng & bfnh nhin tang cholesterol mdu ding hgp tir gia dinh /’\! '1/.«-
ORIN

Licu d¢ nghi cho nhimg bénh nhin ting cholesterol miu déng hop 1o gia dinh 14 VY

10/40 mg/ngdy hodic 10/80 mg/ngdy vio budi ti. Chi khuyén cdo ding licu 10/80 mg khi lgi ich
mong dgi Vgt trdi nguy co (xem CHONG CHI BINH, THAN TRONG, Bénh 1y co vin/Tiéu co
vin). VYTORIN nén sir dung bd trgr cho cie phuong phap diéu trj gidm lipid mau Khic (nhue loc
bo LDL) & nhimg bénh nhin ndy hode néu nhimg digu trj ndy khong cé sin,

O nhimg bénh nhin ding lomitapide ddng thoi v&i VYTORIN, liéu VYTORIN khéng duge
vurot qui 10/40 mg/ngay (xem THAN TRONG, Bénh Iy co/Tiéu co vin va TUONG TAC).

Bénh nhin suy thin

Khéng cin chinh liéu & nhimg bénh nhin suy thin mirc d§ vira phai. Néu cin phai ding thudc
cho nhimg bénh nhin suy thin ning (4§ thanh thai creatinin < 30 mL/phit), nén theo ddi chit
ché néu dimg lidu cao hom 10/10 mg/ngiy (Xem DUGC DONG HOC, [Nhim bénh nhdn dac
bigtf).

Nghién ciru Bao VE Thin va Tim (The Study of Heart and Renal Protection - SHARP) 1a mdt
nghién ciru da trung tim, mi d6i, doi chimg gia duge, chia nhém ngdu nhién tién hanh trén 9438
bénh nhain bj suy thiin man, mdn phﬁn ba s6 bénh nhin dang chay thin nhin tao vio khai diém
nghién ciru. Trong nam thir nhit, bénh nhin duge chia ngdu nhién theo ti I¢ 4:4:1, lin lugt su
dyng VYTORIN 10120, gia duge, hojic simvastatin 20 mg mdi ngity. Nhinh sir dyng simvastatin
theo ddi trong | nim 1i nhim so sinh VYTORIN véi simvastatin don djc vé 43 an todn v higu
qui trén lipid. Vo thdi diém | ndm sau. nhinh simvastatin dugc tdi phin bé ngdu nhién theo ti
1€ 1:1 vio nhom st dgng VY TORIN 1020 hodic gia duge. Tong ¢dng 4650 bénh nhiin duge chia
vio nhém sir dung VYTORIN 10720 vi 4620 vio nhdém gid duge, thdi gian theo d0i trung vi 1d
4.9 niim. Nhém bénh nhin khéng chay thin nhin tgo, eGFR trung binh 1i 26,5 mUphiv/1,73 m?.
Khong ¢ tiéu chuin lipid ddu vao. Mirc LDL-C trung binh lGc khoi diém 14 108 mg/dL. Sau |
ndm dinh gid, LDL-C gidm 26% so véi gid duge & nhom si dung simvastatin 20 mg don trj liu,
vi 38% o nhdém VYTORIN 1020, Vio thdi diém gita giai dogn nghién ciru (2,5 ndm) mire
giam LDL-C trung binh so véi gia duge & nhinh VYTORIN I4 32%. Tat ¢ cic théng 5o lipid do
duge bao gdm ¢ nhilg bénh nhin khdng con sir dung thude nghién ciru.

Phiin tich tiéu chi gdp két cude chinh (Bién ¢d mach méu quan trong MVE, bao gém nhdi miu
co tim khdng tir vong holic tir vong do tim mach, ddt quy, hodic thi thufit i thdng mach mau bit
k¥) cho thiy VYTORIN im giam ¢6 ¥ nghia nguy <o bién ¢é mach mdu quan trong (749 ca
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bién ¢ trong nhom gid duge so voi 639 trong nhém VY TORIN) v&i nguy co tuong déi giam
16% (p=0,001).

( - c e n t I- a Sie dung cho bénh nhin cao tubi
Khéng cén diéu chinh liéu & bénh nhén cao tudi, (Xem DUQC DONG HOC. [Nhom bénh nhdn
pharmacy dic biét)).

TrungTamThuoc.com Suy gan

Khong cin diéu chinh liéu & nhimg bénh nhan suy gan nhe (diém Child-Pugh 5 hoic 6). Khéng
nén ding VYTORIN cho nhitng bénh nhan suy gan vira (diém Child-Pugh 7 dén 9) hojc suy gan
nang (diém Child-Pugh >9). (Xem THAN TRONG, va DUQC DONG HQC. [Nhém bénh nhan
dic bigt]).

Két hop vii cde thuic khde:

Nen ding VYTORIN trude > 2 gid hodic sau > 4 gidr sau khi diing thube hip thy axit mat. v1/

Sir dung két hop VYTORIN ¢ nhimg bénh nhin dang ding verapamil hofc diltiaze
VYTORIN khong duge qua 10/10 mg/ngay (xem THAN TRONG, Bénh Iy covTiéu co van va
TUONG TAC).

O nhimg bénh nhin ding amiodarone hogc amlodipine déng thoi véi VYTORIN, liéu
VYTORIN khong duge vugt qua 10/20 mg/ngay (Xem THAN TRONG, Bénh Iy co/Tiéu co van
va TUONG TAC).

Chua nghién ciru tinh an toan va hiéu qua s dung két hop YYTORIN voi cdc fibrate. Do do
tranh diing VYTORIN két hop véi cac fibrate (xem CHONG CHi DINH, THAN TRONG, Bénh
Iy co/Tiéu corvdan va TUONG TAC THUOC).

CHONG CHI PINH

+ Qua min vai hoat chat hodc bat ky ta duge ndo cia thube.
» Bénh gan thé hoat déng hode tAng ransaminase huyét wong kéo dai khong rd nguyén
nhan,

¢ Thai k¥ va cho con b (xem THAI KY va CHO CON BU).

e Ding két hop voi cic thude (e ché manh CYP3A4 (nhir itraconazole, ketoconazole,
posaconazole, thubc (e c¢hé HIV protease, boceprevir, telaprevir, erythromycin,
clarithromyein, telithromycin, nefazodone, va cdc thuoc ¢6 chira cobicistat) (xem THAN
TRONG, Bénh 1y co van/Tiéu co vin va TUONG TAC THUOC).

+ Ding két hop vdi gemfibrozil, cyclosporine, hogc danazol (Xem THAN TRONG, Bénh
Iy co van/Tiéu co vin va TUONG TAC THUOC).

¢ Bénh co thir phat do diing céc thube ha lipid khae.

THAN TRONG

Bénh Iy ca/Tiéu co van

Ciing nhu ¢éc thude e ché men khir HMG-CoA khde, simvastatin doi khi gdy benh Iy co biéu
hién boi dau co, cling co hodic yéu co vai creatine kinase (CK) vugt qua 10 lan giGi han trén cua
mirc binh thuémg. D6i khi bénh 1y co thé hign dudi dang tiéu co vin ¢6 hofic khong ¢6 suy than
cﬁp thir phat do myoglobin niu, va hiém khi gay tur vong. Nguy co bénh |y co ting lén khi ting
nong dj chat e ché men khir HMG-CoA trong huyét tuong. Céc yéu 16 tién doan bénh Iy co
bao gbm ngudi cao wdi (= 65 twdi). nir gidi, thicu nang tuyen giap khong duge kiem soat vi suy
than.

Ciing nhuir cic thuie ire ché men khir HMG-CoA khéc, nguy co bénh 1Y coltiéu co vin lién
quan dén liéu simvastatin. Trong mdt dir ligu nghién ciru lam sang trén 41,413 bénh nhan da
dugc diéu tri voi simvastatin, 24,747 (khoang 60%) bénh nhén tham gia nghién ciu véi théi gian
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