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ESLATINB 40 

Dé xa tam tay tré em 

Doc kf huéng dan sik dung trudéc khi ding 

Thong bdo ngay cho bac st hodc dugc si nhitng tac dung 

khong mong muon gdp phdi khi str dung thudc 

TEN THUOC: ESLATINB 40 
THANH PHAN CONG THUC THUOC: Méi vién nén bao phim chia: 

Hoat chdt: Simvastatin: ..cccccccscsssccccsssscsssssssssssssssessssssssesscsscsssscsessecsecsessesvesuccsecaeensesesseesneenneenees 40 mg 

TO QUOC! re Dis bet eh ek eh vee exowsanceebnwvasanngnisimabecastunekseuatonodarencendeebannecsemveees Tosuetyages obs vd 1 vién nén bao phim. 

(Lactose, Tinh bét mi, Povidon, Natri starch glycolat, Magnesi stearat, Talc, HPMC 606, HPMC 615, PEG 

6000, Vang quinolin lake, Titan dioxid, Paten blue). 

DANG BAO CHE: Vién nén bao phim 

MO TA: Vién nén tron bao phim, mau cam, bé mat vién nhan béng, thanh va canh vién lanh lan. 

CHi DINH: 

Diéu tri chimg ting cholesterol mau: hé tro cho liéu phdp An udng dé gidm nong dé cholesterol toan 

phan va cholesterol LDL 6 nguéi bénh ting cholesterol mau tién phat, triglycerid giam it. 

Du phong tién phat bién cé mach vanh: gidm cdc nguy co phai lam cdc thi thuat tai tao mach vanh tim, 

nhdi mau co tim, tir vong do bénh tim mach. 

Xo vita déng mach: lam cham tién tri én xo vita mach vanh, giam nguy co bién cé mach vanh cap. 

CACH DUNG - LIEU DUNG: 
Liéu gidi han la [-2 vien/ngay wong mot lieu duy hat vao budi ti. 

Néu can thiét c6 thé diéu chinh liéu, sau khi da ding thudc 4 tuan, t6i da 1a 2 vién/ngay, udng liéu duy 

nhat vao buéi t6i. Liéu 2 vién/ngay chi dugc ding 6 nhting bénh nh4n ting cholesterol mau nang va cé 

nguy co cao bi cae bién chimg tim mach, nhing ngudi da khéng dat duge két qua diéu tri trén liéu thap 

va khi lgi ich dem lai 16n hon rui ro tiém an. 
- Tang cholesterol mau: 

+ Nguoi bénh can theo ché dé an it cholesterol truéc khi udng thudc va phai tiép tuc duy tri ché d6 an nay 

trong sudt thoi gian diéu tri 

+ Nhiig bénh nhan cé LDL-C (hon 45%) ligu khéi dau 1 vién/ngay, udng liéu duy nhat vao budi téi. Diéu 

chinh liéu néu can thiét, phai duge thyc hién nhu quy dinh & trén. 

- Tang cholesterol mau do di truyén: 

+ Liéu khuyén cdo la 1 vién/ngay vao budi t6i. 

- Phong ngtra tim mach:
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nhu quy dinh 6 trén. 

an: Khéng cAn diéu chinh liu 6 bénh nhan suy than vira va nhe. 

ethic bd 100i: Khéng can diéu chinh liéu. 

- Ngudi tir 10-17 tudi : 

+ Tré em va thanh thiéu nién can theo ché d6 Sn ft cholesterol truée khi udéng thudc va phai tiép tue duy 

tri ché d6 an nay trong sudt thoi gian diéu tri. 

+ Liéu téi da 1 vién/ngay, udng liéu duy nhat vao budi t6i. 

Hodic theo sw huéng din cia thay thudc. 

CHONG CHi BINH: 

— Qua man voi simvastatin hoac thanh phan cia thuéc 

— Bénh gan hoat dong hodc transaminase huyét thanh ting dai dang ma khéng gidi thich duge. 

— Phu ni mang thai va cho con bt. 

—Phéi hop Simvastatin v6i cdc thudc we ché CYP 344 manh nhu itraconazole, ketoconazole, 

posaconazole, voriconazole, thudc tre ché protease cita HIV boceprevir, telaprevir, erythromycin, 

clarithromycin, telithromycin va nefazodone. 

— Phéi hop vdi gemfibrozil, ciclosporin, hoc danazol, amiodarone, amlodipin, diltiazem hoc 

verapamil. 

CANH BAO VA THAN TRONG KHI DUNG THUOC: 

Truéc khi bat dau diéu tri can phai loai try céc nguyén nhan gay tang cholesterol mau nh dai thao 

dudng kém kiém sodt, thidu nang gidp, héi chimg than hu... 

~Nén xét nghiém chire nang gan truéc khi bat dau diéu tri va trong trudng hop chi dinh 14m sang yéu 
: 

cau xét nohiém sau dé Sule 

— Can nhac theo déi creatin kinase (CK) trong traong hop: 

+ Trude khi diéu tri, xét nghiém CK nén duge tién hanh trong nhiing trudng hop: Suy giam chire nang 

than, nhuoc gidp, tién st ban than hoc tian sir gia dinh mic bénh co di truyén, tién str bi bénh co do str 

dung statin hoac fibrat trudc do, tian sit bénh gan va/hoac uéng nhiéu ruou, bénh nhén cao tudi (> 70 

tudi) cé nhing yéu té nguy co bi tiéu co van, kha nang xdy ra tuong tac thudc va mét s6 déi tugng bénh 

nhan dic biét. Trong nhiing truong hop nay nén can nhac loi ich/nguy co va theo déi bénh nhan trén 1am 

sang khi diéu tri bang statin. Néu két qua xét nghiém CK > 5 lan gidi han trén cha mic binh thudng, 

khéng nén bat dau diéu tri bang statin. 

+ Trong qua trinh diéu tri bang statin, bénh nhén can thong bao khi co cac biéu hién vé co nhu dau co, 

ctmg co, yéu co ... Khi 6 cdc biéu hién nay, bénh nhdn can lam xét nghiém CK dé 06 cdc bién phap can 

thiép phu hop. 

+ Thuédc chita lactose. Nhimg bénh nhdn cé van dé di truyén hiém gp khéng dung nap galactose, thiéu 

Lapp lactose ho&c kém hap thu glucose-galactose khong nén ding thudc nay. 

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU: 
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ANKAUONG 6: A THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC: 

— Than trong khi str dung cho nguwoéi lai tau xe hoac van hanh may. 

TUONG TAC, TUONG KY CUA THUOC: 

Tang nguy co tén thuong co khi sit dung statin déng thoi voi cdc thudc sau: Cac thuéc ha cholesterol 

mau nhém fibrat khac, niacin liéu cao (> 1g/ngay) hoae colchicin. 

— Phéi hop véi amiodaron, amlodipin, ranolazin: khéng dingqua 20mg simvastatin/ngay. 

— Khi dang ding simvastatin, tranh ding lugng lon nudc budi ép (Grapefruit juice) (>1 lit/ ngay). 

— Simvastatin cé thé lam tang tac dung cia Warfarin. Phai x4c dinh thoi gian prothrombin truée khi bat 

dau ding statin va theo déi thutmng xuyén trong giai doan dau diéu tri dé bao dam khing cé thay déi 

nhiéu vé thdi gian prothrombin. 

— Cac nhya gan acid mat 6 thé lam giam r6 rét kha dung sinh hoc cua statin khi udng cing. Vi vay thi 

gian dung hai thudc nay phai cach xa nhau. 

TAC DUNG KHONG MONG MUON CUA THUOC: 

- Roi loan mau va hé bach huyét: 
+ Hiém gap (21/10.000; < 1/1000): Thiéu mau. 

- Réi loan hé than kinh: 
+ Hiém gap (21/10.000; < 1/1000): Nhite dau, di cam, chong mat, dau than kinh ngoai bién. 

+ Rat hiém (< 1/10,000): Suy giam tri nho, mat ngi 
aA cs 

+ Khéng biét dén: Phién mudn 

- Réi loan hé hdp, long nguc va trung thdt: 

+ Khéng biét: Bénh phdi ké. 

- Réi loan tiéu héa: 

+ Hiém gap (=1/10.000; < 1/1000): Tao bon, dau bung, day hoi, kh6 tiéu, tiéu chay, buon nén, non, viém 

tuy. 

- R6éi loan gan-mat: 

+ Hiém gap (21/10.000; < 1/1000): Viém gan, vang da 

+ Rat hiém (< 1/10,000): Suy gan gay tir vong va khong tir vong. 

- Réi loan da va mé duéi da: 

+ Hiém gap (=1/10.000; < 1/1000): Phat ban, ngvra, rung toc. 

- Réi loan co xuong khép va mé lién két: 

+ Hiém gap (>1/10.000; < 1/1000): Bénh co (bao gdm viém co), tiéu co van, dau co, chudt rit. 

+ Khéng biét: Mién dich qua trung gian hoai tir co. 

- Roi loan sinh san:

https://trungtamthuoc.com/



ceo ert 00g < 1/1000): Ching suy nhuoc. 

nA Si dugc bdo c4o bao gdm: mach, hdi chimg gidng lupus, dau da co do thép 
khopyaém da ie ay ah mau, ie tiéu cau, bach cau wa eosin, ESR tang, viém khép va dau khép, ndi 

- Theo didu tra: 

+ Hiém gap (21/10.000; < 1/1000): Tang transaminase huyét thanh, phosphatase kiém cao, ting néng dé 

CK huyét thanh. 
Neitng siz dung thuéc va thong bdo cho Bac sf biét nhitng téc dung khéng mong muon gap phai khi 

sit dung thuéc. 

QUA LIEU VA CACH XU TRI: 
- M6t vai trudng hop qua liéu, da duoc bao khi ding liéu 3,6g. Tat cA bénh nhén phuc héi khong di ching. 

- Khong C6 bién phap diéu fri cy thé trong trong hop qua liéu. Trong trudng hop nay, nén diéu tri tridu 
ching va hé tro. 

DAC TINH DUQC LUC HOC: 
Nhém duoc ly: Thudc tre ché HMG CoA reductase 

M@ ATC: C10AAO1 

— Simvastatin la chat trc ché canh tranh voi hydroxymethylglutaryl coenzym (HMG— CoA) reductase, lam 
ngin can chuyén HMG-CoA thanh mevalonat — tién chat cha cholesterol. Simvastatin tre ché sinh tong 
hop cholesterol, lam giam cholesterol trong té bao gan, kich thich téng hgp thu thé LDL va qua dé lam 
ting van chuyén LDL trong mau, két qua 1a giaém néng dé cholesterol trong huyét tuong. 
DAC TINH DUGC ee HOC: 

thap vi dugc chuyén hoa manh lan dau & gan ee 60%). Nong do dinh trong e huyét thanh cua hime cl chat cd 
hoat tinh dat trong vong 1 — 4 gid. Lién két protein cia Simvastatin 14 95%. Simvastatin chuyén héa chi 
yéu 6 gan (> 709 %) thanh cdc chat chuyén héa c6 hoc khéng cé hoat tinh, sau dé dao thai nhiéu ra phan. 
Dao thai qua than cla Simvastatin 1a 13%. 

QUY CACH BONG GOI: Hép 03 vi x 10 vién; Hép 10 vix 10 vién nén bao phim + 1 to huéng dan str 
dung trong mét hdép trung gian. 

BAO QUAN: Noi khé thodng, tranh anh sang, nhiét d6 dudi 30°C. 

HAN DUNG: 36 thang ké tir ngay san xuAt. 
TIEU CHUAN: USP 40 
TEN, DIA CHi CUA CO SO SAN XUAT THUOC: 
Nha san xuat: Céng ty cé phan Duoc Pham ME DI SUN 

Dja chi: 521 An Loi, Hoa Loi, Bén Cat, Binh Duong. 
Dién thoai: 0274 3589 036 — Fax: 0274 3589 297
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