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Simvastatin 10 mg, Ezetimib 10 mg
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Simvastatin 10 mg, Ezetimib 10 mg
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» Tang cholesterol mau nguyén phat: SIMZE dugc chi dinh nhu diéu tri b8 sung clng ché do \x =
in kiéng dé gidm hién tugng tdng cholesterol toan phan (C-toan phﬁn) cholesterol ; ¢l

lipoprotein ti trong khong cao (khdng-HDL-C), va dé tang cholesterol lipoprotein ti trong cao
(HDL-C) & b&nh nhan c6 tdng cholesterol mau nguyén phét (di hgp tir c6 tinh chat gia dinh va =
khdng c6 tinh chat gia dinh) hodc tang lipid méu hén hgp. ]

» Téng cholesterol mau dong hgp tir bia dinh (HoFH): SIMZE dugc chi dinh dé giam sy ting
cao clia cholesterol toan phan va LDL-C trén bénh nhan ngudi I6n c6 HoFH. SIMZE nén s
dung b8 trg cho cac phuong phép diéu tri gidm lipid mau khac (nhu loc bé LDL) & nhiing
bénh nhan nay hodc néu nhiing diéu tri nay khdng c6 sdn.
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CHIBINH: Téng cholesterol mau nguyén phét: SIMZE dugc chi dinh nhu diéu tri b8
sung cing ché do an kiéng dé giam hién tugng tang cholesterol toan phdn (C-toan
phén), cholesterol lipoprotein i trong thdp (LDL-C), apolipoprotein B (Apo B),
triglyceride (TG), va cholesterol lipoprotein ti trong khéng cao (khéng-HDL-C), va aé
tang cholesterol lipoprotein i trong cao (HDL-C) & bénh nhan c6 tang cholesterol
maéu nguyén phéat (di hgp tli c6 tinh chat gia dinh va khéng c6 tinh chét gia dinh) hodc
tang lipid méu hdn hop.
Tang cholesterol méu ddng hgp ti gia dinh (HoFH): SIMZE dugc ch dinh dé giam
sy ting cao clia cholesterol toan phén va LDL-C trén bénh nhan ngugi I6n c6 HoFH.
SIMZE nén sif dung b8 trg cho c&¢ phuong phép diéu trj gidm lipid mau khéc (nhu loc
bd LDL) & nhiing bénh nhan nay hoac néu nhiing diéu tri ndy khdng c6é sén. i
LIEU LUGNG VA CACH DUNG: - Ngudi bénh c4n theo ché @0 an chudn, it cholesterol,
trudc khi udng Simze va phdi tiép tuc duy tri ch& dd &n nay trong sudt thdi gian diéu tri.

- Vi t8ng hop cholesterol & gan xay|ra chii y&u ban dém, ding thudc vao budi t5i s& lam
tang hiéu lyc thudc.
- Theo huéng dén ciia thdy thudc. Liéu thong thudng: M3ingay 1 vién| vao buditéi.
CHONG CHI BINH: - Khong diing simvastatin phdi hop chét iic ché HMG-CoA reductase
trén bénh nhan bj bénh gan hoat hay tang ndng dd transaminase huyét thanh kéo

dai khdng rd nguyén nhan.

- Khéng dung simvastatin phi hop véi cac thubc tc ché CYP 3A4 manh nhu:
It I, K I, Eryth: ‘, in, Clarithromycin, Telithromycin. Thudc Gic ché
protease clia HIV, Boceprevir, Telaprevir, Nefazodon, P I, Gemfibrozil,

Cyclosporin, Danazol.
-Bénh nhan qua man cam véi bdl‘  thanh phan nao cla thudc.
- Phy nil ¢6 thai, phy nii cho con bl .
TUONG TAC THUGC: Lién quan dén Simvastatin:
- Tang nguy cd tn thuang co khi sif dung Simvastatin déng thdi véi cac thubc sau:
Gemfibrozil, cac thudc ha cholesterol mau nhém fibrat khac, Niacin liéu cao (>
1g/ngay), Colchicin.
- Viéc st dyng ddng thai thudc ha lipid méu Simvastatin v8i cac thudg diéu tri HIV va
viém gan siéu vi C (HCV) c6 thé lam tang nguy cd gay t8n thuong cg, nghiém trong
nh&tla tiéu cd van, than hu ddn dén suy than va c6 thé gay ti vong.
- Tranh dung lugng I6n nuBc budi ép (Grapefruit juice) (>1litngay)
- Khdng dung qua 10 mg simvastatin/ngay khi sif dung phdi hop véi: Verapamil, Diltiazem,
Dronedaron (chdng chi dinh phSi hgp cac thudc nay véi ché phdm c6 ham lugng
simvastatin 20 mg)
- Khéng ding qua 20mg Simvastatin/ ngay khi si dung ph&i u6i: Amiodaron,
Amlodipin, Ranolazin.
Lién quan dén ezetimib: - Thudc tuong tac véi cac thudc khac nhu ¢holestyramine;
colestipol; colesevelam; gemfibrozil; cyclosporine; warfarin.
- & nhiing b&nh nhan ding fenofibrat va ezetimib, cac bac sicén phdi nhan thic cac
nguy co gy séi mat va cac bénh tii mat. Néu nghi ngd sb6i mat & bénh nhan ding
ezetimib va fenofibrat thi nén kiém tra tii mat va ngung diéu tri. Ding déng thai
fenofibrat va ezetimib lam tang nhe néng dd ezetimib (khodng 1,5 va 1,7 I&n tuong
ing). Chua nghién cu sl dung két hgp ezetimib véi céc fibratkhac. Ribratcé thé lam
tang bai tiét cholesterol vao trong mat, ddn dén sdi mat. Trong nghién ciu dong vat,
ezetimib ddi khi ting cholesterol trong mat, nhung khéng phai trong t4t ca cac loai.
Nguy cd tao séilién quan viéc sif dung ezetimib trong diéu trj khéng thé loai trir.
THAN TRONG: Lién quan dén Simvastatin:
- Trudc khi bat ddu diéu trj véi simvastatin, cdn phai loai trii cac nguyén nhan gay
téng cholesterol mau (thi dy d4i thdo dudng kém kiém soat, thiéu nang giap, hoi
chiing than hu, r8i loan protein méu, bénh gan tdc mat, do dung mdt s& thudc khac,
nghién rugu) va cén dinh lugng cholesterol toan phén, cholesterol LDL, cholesterol
DL va triglycerid. Phai tién hanh dinh lugng lipid dinh ky, véi khodng cach khong
4tudn, va diéu chinh liéu lugng theo dap (ing clia ngudi bénh véithudc. Muc tiéu
gidm cholesterol LDL v| vy phai sif dung néng do cholesterol LDL dé bat
ri va danh gia dap wng diéu tri. Chl khi khong xét nghiém dugc cholestrol

| TAI LIEU THONG TIN CHO CAN BO Y TE

LDL, méi st dung cholesterol toan phdn dé theo di diéu tri.
- Trong cac thi nghiém Iam sang, mét s& it ngudi bénh trudng
simvastatin thdy tang rd rét transaminase huyét thanh (> 3 1dn giéi han
thudng). Khi ngiing thudc & nhiing ngudi bénh nay, ndng dé transaminase thudng
ha tif tif trd vé& muc trude diéu tri. Mot vai ngudi trong s& ngudi bénh nay trudc khi
diéu tri véi simvastatin da c6 nhiing két qua xét nghiém chic nang gan bét thudng
va/ho#c udng nhiéu rugu. Vi vay cén ti€n hanh cac xét nghiém chic nang gan va
lam xét nghiém enzym gan trudc khi bat ddu diéu tri bing simvastatin va trong
trudng hgp chi dinh 1am sang yéu cdu xét nghiém sau dé. Cén sir dyng thudc than
trong & ngudi bénh udng nhiéu rugu va/hodc c6 tién sl bénh gan.

- Liéu phap simvastatin phai tam ngifing hoac théi h&n & bat cif ngudi bénh nao c6
biéu hién bi bénh cd c&p va nang hodc c6 yéu t6 nguy co dé bj suy than cép do tiéu
cd van, thi dy nhu nhiém khudn cdp ndng, ha huyét 4p, phdu thuat va chén thuong
16n, bAtthudng vé& chuyén hoa, ndi tiét, dién gidi hodc co giat khong kiém soat dugc.
- Chi dung simvastatin cho phy nii & 43 tudi sinh d& khi ho chéc chén khéng mang
thai va chi trong trudng hgp tang cholesterol méau rdt cao ma khéng dép (ng véi cac
thudc khac.

- Can nhéc theo dbi creatin kinase (CK) trong trudng hop:

+Trudc khi diéu tri, xét nghiém CK nén dugc ti€n hanh trong nhiing trudng hgp: Suy
gidm chiic nang than, nhudc gidp, tién sif ban than hoac tién si gia dinh mac bénh
cd di truyén, tién sif bj bénh co do sif dyng simvastatin hoac fibrat truéc do, tién si
bénh gan va/ hoac udng nhiéu rugu, bénh nhan cao tudi (> 70 tudi) c6 nhiing yéu t§
nguy co bij tiéu co van, kha nang xay ra tuong tac thuéc va mot s& di tugng bénh
nhan déc biét. Trong nhiing trudng hgp nay nén can nhéc Igi ich/nguy cd va theo ddi
bénh nhan trén Iam sang khi diéu tri bdng simvastatin. Néu k&t qua xét nghiém CK >
5 I&n gidi han trén clla mic binh thudng, khéng nén bét ddu diéu tri béng
simvastatin.

+ Trong qua trinh diéu tri bAing simvastatin, bénh nhan cén théng bdo khi c6 cac
biéu hién vé co nhu dau co, cling cd, yéu co. Khi c6 c4c biéu hién nay, bénh nhan
cénlam xét nghiém CK dé c6 cac bién phap can thiép phu hop.

Théi ky mang thai: Simvastatin 1am gidm t8ng hgp cholesterol va c6 thé ca nhiéu
ch&tkhéc cé hoattinh sinh hoc dén xuét ti cholesterol, nén thudc cé thé gay haicho
thai nhi néu ding cho ngudi mang thai. Vi vay chdng chi dinh ding simvastatin trong
thdi ky mang thai.

Thdi ky cho con bu: Simvastatin phan b8 vao sia. Do tiém nang c6 tac dung khong
mong muén nghiém trong cho tré nhé dang bu siia me, nén chéng chi dinh dung
simvastatin & ngudi cho con ba.

Lién quan dén Ezetimib: - Khi dung véi cac chét iic ché HMG CoA reductase, nén
tuan theo nhiing huéng dan diéu tri clia chét ic ché HMG CoA reductase.

- Suy gan vira va nang.

TAC DUNG KHONG MONG MUGN (ADR)

Lién quan dén simvastatin: - Thudng gap: tiéu chay, tdo bén, ddy hoi'dgu bung, va
budn nén, dau ddu,chéng mét, nhin md, m&t ng, suy nhugc. dau co, daukhdp. Cac
két qua thir nghiém chiic ning gan tang hon 3 I4n giGi han trén cla bif
2% ngudi bénh, nhung phén I6n 1a khéng c6 triéu chiing va héi phuc khi
thuéc. v’

- it gap: Bénh co (két hgp y&u co va tang ham lugng creatin phospﬁéﬁinu!e
tuong (CPK), ban da, viém mii, viém xoang, viém hong, ho. A4t
- Hiém gap: Viém co, tiéu co van, d&n dén suy than cép thd phat do myo'g'
- Suy giam nhan thic (nhu mét tri nhd, 16 1n...), ting dudng huyét, tan @
Lién quan dén Ezetimib: Ezetimib dung nap t6t. Tiéu chay, dau by !
khép va viém xoang |a hdu hét c4c tac dung phu thudng dugc ba
qua mén, bao gém phi mach va phét ban da hiém khi xay r
buén ndn, viém tuy, bénh co hodc tiéu co van va viém gan.
Théng béo cho béc sitéc dung khéng mong mudn gép phai khi ding thuéc.
Hudng dén céch xif tri ADR: - C4c thay d8i néng d6 enzym gan trong huyét thanh
thudng xay ra & nhiing thang d4u diéu tr bing simvastatin. Ngudi bénh nao c6 néng
@6 aminotransferase huyé&t thanh cao phai theo di xét nghiém chic nang gan Idn
thit hai d& xac nhan két qua va theo ddi diéu tri cho t6i khi cac bét thudng trd vé binh
thudng. N&u ndng d6 aminotransferase (transaminase) huyét thanh AST hodc ALT
(GOT ho#c GPT) dai ding Ién qua 3 I&n gidi han trén clia binh thudng, thi phai
ngung diéu trj bAng simvastatin.

- Phaibéo cdo ngay khi c6 bat ky biéu hién nao nhu dau ca khdng rd ly do, nhay cam
dau va yéu co, d4c biét néu kém theo khé chiu hodc sét. Phai ngiing simvastatin
néu néng a6 CPK tang rd rét, cao hon 10 I&n gi6i han trén clia binh thudng va néu

ché&n doan hoéc nghi ngd 1a bénh co. .
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