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UtHonY tin cho can bo y té

L ipisel 10

Simvastatin 10 mg
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Ta dugc v.d. 1 vien. DANG T H BAY: Hop 2 vi x 10 vién nén bao phim. CHI BINH: Bénh nhan c6 nguy cd cao bénh
mach vanh dé Iar vong chung nhd lam giam ti vong do bénh mach vanh, gidam nguy co dot quy, han ché thyc hién cac thu thuat tai cap
mau mach vanh. C IFg doi v6i ché do an dé 1am ha cholesterol toan phén, LDL-cholesterol, apolipoprotein B va triglycerid ¢ nguoi bénh tang
cholesterol mau nguyen phat (Fredrickson type lla) hodc r8i loan lipid mau hén hgp (Fredrickson type Ilb). H6 trg ché dé dinh dudng dé lam ha muc
cholesterol toan phan, LDL-cholesterol, triglycerid, apolipoprotein B & tré vj thanh nién nam, ni day thi it nhat 1 nam (10-17 tugi), bi tang cholesterol mau
c6 tinh gia dinh di hop t&. Lam gi&m triglycerid & bénh nhan ting triglycerid mau (Fredrickson type 1V). Lam giam triglycerid va VLDL & bénh nhan cé roi loan
lipoprotein mau nguyén phét (Fredrickson type Ill). Diéu tri két hgp Vvéi cac liéu phap khac dé lam giam cholesterol toan phan, LDL & bénh nhan tang
cholesterol mau c6 tinh gia dinh thé déng hop t. CHONG CHI BINH: Qua man cam véi bt ky thanh phan nao cia thuéc. Bénh gan tién trién, tang enzym
gan dai ddng khong ré nguyén nhan. Dung phéi hgp véi cac thude Uc ché CYP 3A4 manh nhu: itraconazol, erythromycin, ketoconazol, clarithromycin,
telithromycin, thuéc tc ché protease ctia HIV, boceprevir, telaprevir, nefazodon, posaconazol, gemfibrozil, cyclosporin, danazol. Phy ni c6 thai va cho con
bu. LIEU LUGNG VA CACH DUNG: Céch dung: Thuéc udng, ding cho ngudi I6n. Usng mét lan vao budi téi. Liéu dung: 5 - 80 mg/ngay. Chinh liéu theo
nhu cau va dap (ng clia bénh nhan, mdi dgt ting liéu cach nhau it nhat 4 tuan, cho ti khi dat liéu t6i da 80 mg/ngay. Bén, 5n c6 hguy co cao bénh
mach vanh (co hoac khéng c6 tang lipid mau) hodc dang c6 bénh mach vanh: Liéu khéi dau théng thudng la 40 mg/ngay. Can theQ¥ehé do an kiéng va tap
luyén thé lyc khi ding thuéc. + Bénh nhan tang lipid mau (nhung khéng thugc loai cé nguy co néu trén): Nén theo ché dé an kiéng gidtg cholesterol chuén
truéc khi duing thudc va cén tuan thl trong sudt qué trinh dung Lipisel. Liu khdi dau thong thudng 1a 20 mg/ngay. Ngudi can gidm'mafh LDL-cholesterol
(>45%) c6 thé khdi dau 40 mg/ngay. Ngudi chi cé téng cholesterol mau tif nhe t6i trung binh c6 thé khdi ddu 10 mg/ngay. Néu can chfhA}liéu thi thuc hién
nhu trén da néu. Bénh nhan tang cholesterol mau cé tinh gia dinh thé déng hop ti: Liéu khuyén céo 1a 40 mg/ngay, uéng mét Jah vadlbudi t6i hodc 80
mg/ngay, chia lam 3 Ian, 1an d4u 20 mg, lan sau 20 mg va budi t6i usng 40 mg. Bénh nhan suy than: Suy than via: khéng can chinh {igd. Suy than nang:
liéu bat dau 5 mg/ngay va theo ddi that chit ché. Tré em (10-17 tudi) ting cholesterol mau cé tinh gia dinh di hop tu: Liéu khoi dad thong thusng la
10mg/ngay, t6i da Ia 40 mg/ngay. THAN TRONG: Simvastatin c6 thé lam tédng enzym gan, can xét nghiém enzym gan trudc khi diéu triy&dfong trudng hop chi
dinh 1am sang yéu cau xét nghiém sau d6. Can nhéc theo doi creatin kinase (CK) trong trudng hgp: + Trudc khi diéu tri, xét nghiém CK nén dugc tién hanh
trong nhiing trudng hop: Suy gidm chic nang than, nhugc giap, tién st ban than hodc tién st gia dinh mac bénh co di truyén, tié bj bénh cd do sl dung
statin hoc fibrat trudc do, tién sif bénh gan va/ho#c udng nhiéu rugu, bénh nhan cao tudi (> 70 tudi) cé nhiing yéu t6 nguy co bi tiéu cd van, kha ning xay
ra tuong tac thudc va mot sé déi tugng bénh nhan déc biét. Trong nhiing trudng hgp nay nén can nhéc Igi ich/nguy co va theo déi bénh nhan trén l1am sang
khi diéu tri bing statin. Néu két qua xét nghiém CK > 5 Ian gidi han trén clia mdc binh thudng, khdng nén bat dau diéu tri bang statin. + Trong qua trinh
diéu tri bang statin, bénh nhan can théng bdo khi c¢6 cac biéu hién vé co nhu dau co, cling cd, yéu cd .. Khi c6 cac bidu hién nay, bénh nhan can lam xét
nghiém CK dé c6 cac bién phép can thiép pht hgp. Néu bj dau ¢, nhay dau ho#c yéu ¢ khéng rd nguyén nhan trong qua trinh dung thuéc, phai bao ngay
cho béc si. Than trong khi ding thuéc & bénh nhan uéng nhiéu bia, rugu hodc cé tién st bénh gan. Tranh dung lugng 16n budi ép (Grapefruit juice) >1
liYngay. Khong diing qué 10 mg simvastatin/ngay khi st dung phdi hgp vdi verapamil, diltiazem, dronedaron. Khéng diing qué 20 mg simvastatin/ngay khi
st dung véi amiodaron, amlodipin, ranolazin. Viéc st dung dong thdi cac thudc ha lipid mau nhém statin véi cac thude diéu tri HIV va viém gan siéu vi C
(HCV) c6 thé 1am ting nguy co gay tén thuong co, nghiém trong nhét & tiéu co van, than hu dn dén suy than va c6 thé gay tlf vong. Simvastatin chua dugc
nghién cdu & bénh nhi dudi 10 tudi, chua di d liéu lam sang vé hiéu qua diéu tri & tré em tif 10-17 tudi. Do thanh phan c6 lactose, khong ding thuéc khi
¢6 ting galactose mau bam sinh, khéng dung nap fructose, héi chiing kém hap thu glucose va galactose, thiéu men lactase, sucrase-isomaltase (cac bénh
chuyén héa hiém gap). PHY NU CO THAI VA CHO CON BU: Chéng chi dinh. LAI XE VA VAN HANH MAY MOC: Khong anh hudng, trif khi cé tac dung
khéng mong mudn xay ra. TUONG TAC THUGC: Tranh phéi hop vé6i gemfibrozil, céc thuéc ha cholesterol mau nhém fibrat, niacin liéu cao (> 1 g/ngay),
colchicin, amiodaron, verapamil rif khi Igi ich clia viéc gidm ham lugng lipid trdi han han rii ro do phéi hgp thudc (1 18 tai bién va mic dd nghiém trong clia bénh
cd tang lén). Khéng nén phdi hop vdi itraconazol, ketoconazol, cac thudc khang ndm azol khéc, khang sinh nhém macrolid, erythromycin, clarithromycin,
thudc (ic ché protease HIV, hay nefazodon, nuéc budi. Simvastatin Iam ting nhe néng do clia digoxin; lam tang tac dung cla cac thudc chéng déong nhom
coumarin; nguy co bénh cg, tiéu co van tang Ién khi ding déng thoi simvastatin véi lomitapid. TAC DUNG KHONG MONG MUON: Simvastatin dugc dung
nap t6t. Phén I6n tac dung ngoai ¥ nhe va thoang qua. Thudng g&p: day hoi, tiéu chay, tdo bén, dau bung, buén nén, nhic ddu, chéng mat, nhin mg, mat
ngl, suy nhugc, dau cd, dau khdp, cac thli nghiém chic ndng gan tang hon 3 lan giéi han trén cla binh thudng. it gap: Bénh co (yéu co, tang ham lugng
creatin phosphokinase huyét tuang), ban da, viém mii, viém xoang, viém hong, ho. Hiém g&p: Bénh thi§u mau, di cam, dau than kinh ngoai bién, viém tuy,
viém gan, vang da, phat ban, ngua, rung téc, tiéu cd van, suy than cap, dau cd, chudt rdt, suy nhugc, hdi chiing qua man (phi mach, dau da co dang thép,
viém da, gidm tiéu c4u, nhay cdm &nh séng..), ting transaminase huyét thanh, ting phosphatase kiém va creatin kinase huyét tuong, suy gidm nhan thic
(mat tri nhé, hay quén, It I&n), tang néng d6 HbA1c va dudng huyét lic déi. R4t hiém: mat ngli, suy giam tri nhd, suy gan ndng. Chua rd (chua dugc xac
1ap ti nhitng dit liéu c6 sén): Tr’ém cam, bénh phdi k&, bénh gan co déi khi bién chiing diit gan, bénh tiéu co van do mién dich trung gian, réi loan cuong
dudng. QUA LIEU VA CACH XU TRI: Khong c6 triéu ching dac biét va khong dé lai di chiing sau khi hdi phuc. X ly: diéu tri triéu ching va cac bién phép
hé trg. BAO QUAN: ngi kh6, dudi 30°C, tranh 4nh séng, HAN DUNG: 36 thang ké ti ngay san xuat. SDK: VD-25439-16.San xudt theo TCCS.DQC KY
HUGNG DAN SU DUNG TRUGC KHI DUNG. San xuét tai Cong ty ROUSSEL VIET NAM - S5 1, dui ~KCN Viét Nam Singapore, Thuan An, Binh Duong -
Viét Nam. Moi chi tiét xin lién hé: Céng ty ROUSSEL VIET NAM 702 Trudng Sa, P. 14, Q.3, Tp HEM - BT: (08) 39 31 55 18 - Fax: (08) 39 31 55 20
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