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Nhan higu thudc sé hiu clia BOSTON PHARMAGEUTICAL INC,, USA

Sé&n xuét tai CONG TY CO PHAN DU'Q'C PHAM BOSTON VIET NAM
E 43 duirng sb 8, KCN Vigt Nam — Singapore, Thuan An, Binh Dueng, Vit Nam.
BOSTOR Under trademark of BOSTON PHARMACEUTICAL INC,, USA

Manufactured by BOSTON VIETNAM PHARMACEUTICAL JSC
MNo.43 street Na 8, Vielnam Singapore Industrial Park. Thuan An, Binh Duong, Vietnam.

RX THUGC BAN THEO BON / PRESCRIPTION ONLY MEDICINE

S s B IMVASBOSTON

. ?; 5%  BOSTON Simvastatin 10 mg Flim - coated tablets
H "
Ea < ! Hop 4 vi x 15 vién nén bao phim

Box of 4 blisters x 15 film - coated tablets

M&! vién nén bao phim chira 10 mg simvastatin
T4 duge vira dd che ........... 1 vién nén bao phim
Each film - coated tablet contains 10 mg simvastatin
Exciplents g.5. for .....................1 film - coated tablet

Tiéu chudn/Specification: TCCSAn-house
SPK/Reg.No.

RX THUOC BAN THEO BON | PRESCRIPTION ONLY MEDICINE

IMVASBOSTON = :naanins

Chi dinh, chéng chi dinh, libu dung,céch ding va cac thdng tin khic xem trang huéng din st dung.
Indicalions, contraindical-ons, cosage, usage and other information sae the package inser

Edo quén noi khd, dué 30°C, tranh 4nh séng
Slore in a dry place, below 30°C. prolect from ight

DE XA TAM TAY CUA TRE EM

BQC K? HUPONG DAN U DYNG TRUGT KHI DUNG
KEEP OUT OF REACH OF CHILDREN

READ CAREFULLY THE PACKAGE INSERT BEFORE USING

HOp 4 vi x 15 vién nén bac phim
Box of 4 blsters x 15 film - coated tablets

wong Dang Knoa
A Quicach: 132 x 42 x 27 mm

Thiét ké P. KD (kidu dang) P. QA (ndi dung)
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A Quicach vi: 127 x 38 mm
A Qui cach khuén alu: 136.1 mm

Thiét ké

P. KD (kiéu dang)

P. QA (ndi dung)
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" Rx Thudc bén theo don TO HUONG DAN SU DUNG
SIMVASBOSTON 10
THANH PHAN
MJi vién nén bao phim c6 chira:
—  Hoat chdt: SImvastatin..............cc.coocovoveeeeeveerrrcsnee. 10,00 mg
— Ta dugce: Avicel, lactose, pregelatinized starch, bot vitamin E, butylated hydroxyanisol,

acid stearic, acid citric, HPC, magnesi stearat, HPMC, PEG 6000. titan dioxyd, mau vang s 6
lake, ponceau 4R lake, talc vira du 1 vién nén bao phim.

DUQC LUC HOC

- I3
- r -

— OSimvastatin thudc nhém statin, 1a chat tc ché canh tranh véi hydroxymeﬂlylgluta 4?;/
coenzym (HMG-CoA) reductase, lam ngan can chuwen héa HMG-CoA thanh mevalonat, tlgem,{ DUGC
chat ctia cholesterol.

—  Simvastatin rc ché tong hop cholesterol, lam ‘giam cholesterol trong té bao gan, kich thic
tong hop thu thé LDL va qua d6 lam ting vén chuyén LDL tir mau. Két qua nhitng qué trinh hoa
sinh nay la gidm ndng d cholesterol HDL trong huyét tuong. Lam giam cholesterol LDL tir 25 —
61%, ting nong do cholesterol HDL tir 5 — 15%, giam triglycerid huyét tuong tir 10 — 30%.

—  Cac statin cling ¢4 vai trd trong du phong tién phét (cdp 1) bénh mach vanh & nguoi bénh
tang cholesterol c6 nguy co mac bién ¢ mach vanh.
DUQC PONG HOC

—  Hép thu nhanh bang dudng udng, khong bi anh huéng boi thue &n. Sau khi ubng,
simvastatin trai qua chuyén héa manh budc dau & gan thanh chat chuyén hoa acid - -hydroxy cé
hoat tinh.

— Tinh kha dyng sinh hoc thap vi chuyén hoa ldn d4u & gan cao (> 60%), thot han dat ndng
do dinh tir 1,3 dén 2,4 gio. Ca simvastatin va chit chuyén hoa acid p- -hydroxy gén két véi protein
huyét tuong dén 95%. Simvastatin qua duge hang rao méu — ndo.

—  Thudc duoc thai trir chil yéu qua phan. Khoang 10 — 15% duoe tim thiy trong nude ticu.

Thoi gian ban thai cua acid B-hydroxy 1a 1,9 gio. C
CHI DINH -

— Téng cholesterol mdu: HJ tro diéu tri cho liéu phap &n udng ¢ lam giam cholesterol toan
phén va cholesterol LDL & bénh nhan ting cholesterol mau tién phat (type Ila va IIb). lam giam
triglycerid mau (type IV).

— Du phong tién phat (cép 1) bién ¢6 mach vanh nham giam nguy co nhdi méu co tim, giam
nguy co phéi 1am céc thi thuit tai tao mach vanh tim, giam nguy co tir vong do bénh tim mach.

—  Lam cham tién trién xo vita mach vanh.
—  Giam nguy co bién c6 mach vanh cép.
LIEU LUQNG VA CACH DUNG
Cach dung:

— Bénh nhén cén ap dung ché d¢ n kiéng it cholesterol trude khi udng simvastatin va duy tri
trong sudt théi gian dung thude.

— Phai diéu chinh liéu luong theo nhu cau va ddp tmg cua tung ngudi bang céch tang liéu

ting dot cach nhau khong dudi 4 tudn cho téi khi dat ndng d6 cholesterol LDL mong mudn hoic
khi dat liéu simvastatin t6i da.
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— Do tong hop cholesterol & gan xay ra chit véu vao ban dém, vi vay ding thudc vao budi toi
sé tang hi¢u luc cua thude.

— Dung béng duong uéng, khong phu thudc vao bita an, cd thé uéng thudc vao bita &n hoic
khi doi.
Liéu lwong:
~  Liéu théng thuémg ngudi 16n: khoi dau 5 dén 10 mg, mét lan méi ngay, vao budi téi. Diéu
chinh liéu. Cir 4 tuan mot lan.
—  Liéu duy tri: 5 dén 40 mg, mdi ldn mdi ngay, vao budi tdi.
— Khong dung qua 20 mg simvastatin/ngay khi phdi hop véi: amiodaron, amlodipin,
ranolazin va khong dung quéa 10 mg/ngay khi phoi hgp véi verapamil, diltiazem, dronedaron.
—  Pbi véi bénh nhan dang dung thude tuong tac vai simvastatin, can didu chinh lidu didu tri
nhu sau:
» Bénh nhan dung ciclosporin hodc danazol: liéu ban dau 5 mg ldn/ngay, t6i da 10 mg
lan/ngay.
o Bénh nhin dung gemfibrozil hodc cac fibrat khic hodc acid nicotinic: liéu ti da 10 mg
lan/ngay.
e Bénh nhan ding amiodaron hoic verapamil: lidu t6i da 20 mg lan/ngay.
e Bénh nhin ding diltiazem: liéu tdi da 40 mg lan/ngady.
CHONG CHI PINH
- Qua mAn voi bit ¢l thanh phin nao cla thude.
— Bénh gan tién trién hodc transaminase huyét thanh ting dai ding ma khéng giai thich
duoe.

— Phdi hop voi céc thube e ché CYP 3A4 manh nhu: itraconazol, ketoconazol,
erythromycin, clarithromyecin, telithromycin.

—  Phdi hgp v&i cdc thudc (re ché protease cua HIV: boceprevir, telaprevir, nefazodon,
posaconazol, gemfibrozil, cyclosporine, danazol.

—  Phdi hgp vdi verapamil, diltiazem, dronedaron véi ché phim ¢6 ham luong simvastatin >
20 mg.

— Phu nir trong thoi ky mang thai hodc cho con bu.
THAN TRONG

—  Truée khi bit ddu diéu tri vai statin, can phai loai trir cac nguyén nhan ting cholesterol
mau (nhu: dai thdo duong kém kiém sodt, thiu nang gidp, hdi chimg than hu, rdi loan protein
mau, bénh gan tic mat, do ding mét sé thudc khdc, nghién ruou). Phai tién hanh dinh lugng
cholesterol toan phan cholesterol DL, cholesterol HDL va triglycerid.

— Phai tién hanh dinh lvong lipid dinh k¥, v6i khoang cach khong du6i 4 tudn va didu chinh
lieu lizgng theo dap Umg ctia ngudi bénh voi thude.

- Can can nhéc khi ding thuoc nhém statin d6i v6i cac bénh nhén c6 nhitng yéu t5 nguy co
dan dén tén thuong co. Cac thube thude nhom statin ¢6 nguy co gy ra cac phan ung c6 hai dbi
v6i hé co nhu teo co, viém co, dic bigt déi voi nhing bénh nhan co véu 16 nguy co nhu bénh
nhén trén 65 tudi, bénh nhén bj bénh thiéu ning tuyén gidp khong duoc kiém soat, bénh nhan bi
bénh than. Can theo ddi chit ché& céc phan {mg c6 hai trong qua trinh ding thude.

W/

z - L
B\ £ =TI O jw,

l =

(



htjps://trungtamthuoc.com/
— Phai tam nglmg dieu trj hodc thoi hin & bat ¢t nguoi beénh nao ¢o biéu hién cla bénh co

chp va ning hodc co yéu t6 nguy co d& bi suy thén cap do ti€u co van nhu: nhidm khuin cap
ning, ha huyét 4p, chin thuong nang, bit thudng vé chuyén héa va noi tiét, co giat khong kiém

soét...

—  Cin xét nghiém enzym gan trudc khi bit ddu didu tri va trong truong hop chi dinh lam
sang yeu céu xét nghiém sau do. Thén trong khi dimg thude ¢ nguoi bénh udng nhiéu rugu
va/hodc ¢0 tién st bénh gan.

—  Can nhic theo dai creatin kinase (CK) trong trudng hop:

e Trude khi didu tri, xét nghiém CK nén duge tién hanh trong nhing truong hop: suy
giam chuce ndng gan than, nhwge gidp, tién st ban thdn hodc tién sir gia dinh mac bénh
co di U'uyen tién sir bi bénh co do sir dung statin hodc fibrat trude do, tién sir bénh gan
va/hoic ubng nhiéu rugu, bénh nhén cao tudi (> 770) c6 nhiing yéu td nguy co bi tiéu co
van, khi ndng xay ra tuong tac thubc va mot sb ddi tuong bénh nhan didc biét. Trong
nhitng trirdng hop nay nén can nhic lgi ich/nguy co va theo dbi bénh nhan trén 1am
sang khi diéu tri bing statin. Néu két qua xét nghiém CK > 5 14n giéi han trén cta mirc
binh thudng, khéng nén bit diu diéu tri bing statin.

e Trong qua trinh dié}I tri bang statin, bénh nhén cén thong béo khi co biéu hién vé co nhu N
dau co, cing co, yeu co... Khi ¢6 cac biéu hién nay, bénh nhan cén 1am xét nghiém CK re
dé c6 bién phap can thiép phi hop. N

— Chi dung simvastatin cho phu nit trong d6 tudi sinh san khi chic chin khong mang thai v&  Am
chi trong truong hop cholesterol méu ting rat cao méa khéng dap tmg véi cc thude khéc.

TUONG TAC THUOC s
B>

— Hay gip viém co va teo co van hon & bénh nhén diéu tri phéi hop simvastatin vai
cyclosporin, erythromycin, gemfibrozil, itraconazol, ketoconazol (do Uc cheé cytochrom CYP
3A4), hodc vai niacin & liéu ha lipid (> 1g/ngay), cac thudce ha lipid nhom fibrat, colchicin.

—  Simvastatin ¢6 thé lam ting tic dung cua warfarin. Phai x4c dinh thoi gian prothrombin
trude khi ding simvastatin va phai theo ddi thudng xuyén trong thoi gian déu diéu tri d€ dam bao
khong cé thay d6i nhiéu vé thoi gian prothrombin.

— Cac nhua gén acid mat c6 thé lam giam r3 rét kha dung sinh hoc cta simvastatin khi uéng
cung, vi vy phéi dung 2 thudc ndy cach xa nhau. P

— Khéng thiy co6 biéu hién trong tac ¢é hai c6 y nghia trén 1am sang khi str dung simvastatin =~ "
véi cde thude e ché men chuyén, cac thudce chen beta, thuoe 1gi tieu va thude chong viém khéng
steroid.

—  Nuée ép budi 6 tac dung trc ché hé cytochrom P450 isoemym CYP 3A4 nén cé thé lam

tang nong d6 simvastatin trong huyét twong khi ding chung véi thuoc Do d6, tranh str dung nuée
¢p budi cho nhitng bénh nhén dang dung thude dé tranh nguy co xuat hién bénh co.

— Viéc str dung dong thoi cic thube ha lipid mau nhém statin véi cde thube didu tri HIV va
viem gan siéu vi C (HCV) c6 thé 1am ting nguy co gay tdn thuong co, nghiém trong nhét 14 tidu
co vén, thin hu dan dén suy thdn va co thé gdy ti vong.

— Khong nén ding qué 10 mg simvastatin/ngay khi ding phdi hop voi verapamil, diltiazem,
dronedaron va khong nén ding simvastatin qua 20 mg/ngay khi diing phéi hgp v6i amiodaron,
amlodipin, ranolazin tdng nguy co gdy ra ching tiéu co véin.

TAC DUNG KHONG MONG MUON
N¢i chung statin dung nap tdt, ty 1& phai ngimg thude thip hon so véi cac thude ha lipid khéc.
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—  Suy gidm nhan thitc (nhu mét tri nhé, la 1an...), ting duong huyét, ting HbA lc.

— Thuong gép: tiéu chay, tdo bon, dau bung, budn ndn, dau dau, chéng mat, dau co, dau
khdp.
w W gap: bénh co, phat ban, viém mui, viém hong, ho.
—  Hiém gip: viém co, tiéu co din dén suy thin cép thir phat.
Théng bdo cho bdc st nhitng tdc dung khong mong muén gdp phdi khi siv dung thudc.
PHU NU CO THAI VA CHO CON BU

— Vi thudc c6 téc dung trc ché tdng hop cholesterol va phan bd vao sita nén thude chéng chi
dinh cho phu nit ¢6 thai hodc cho con bu.

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC

—  Simvastatin khong anh hudng hodc 4nh huéng khéng déng ké 1én kha ning lai xe va vén
hénh mdy moc.
QUA LIEU VA XU TRi

— Khéng co diéu tri dic hiéu cho qua liéu simvastatin.

—  Néucd X4y ra qua lidu, cén didu tri triéu chimg hd tro khi can thiét.

— Do co dd géan két cao voi protein huyét twong, nén thdm phan mau kho ¢é thé lam ting
dang ké d¢ thanh thai cia simvastatin.
BAO QUAN: Noi khd, dugi 30°C, tranh anh séng.
HAN DUNG: 36 thang ké tir ngay san xuat. Khong ding thude qua thoi han sit dung.
PONG GOI : Hop 4 vi x 15 vién nén bao phim.
TIEU CHUAN: Tiéu chuin nha san xudt.

DL XA TAM TAY CUA TRE EM
THUOC NAY CHI DUNG THEO PON CUA BAC Si
POC KY HUONG DAN SU DUNG TRUOC KHI DUNG
NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SI
San xuit tai:

CONG TY CO PHAN DUQC PHAM BOS TON VIET NAM . "";;_
S6 43, Dudng s6 8, Khu cong nghiép Viét Nam - Singapore, Thuén An, Binh Duong, Viét Nam. ;
DT: 06503 769 602, FAX: 06503 769 601 4
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