Rx THUGC BAN THEO DON

THANH PHAN: Mi vién nén dai bao phim chira
- Simvastatin
- Ta duge: Butylat hydroxyanisol, Acrdcmc,Aweel.Suml'l IS(I]
Lme.Sodiuumthglyaum.Mmm,H ypropylmethyl
cellulose 15¢P, Hydroxypropylmethyl cellulose 6¢P, Polyethylen glycol
6000, Talc, Titan dioxyd, Mau Tartrazin lake, Mau Sicovit red.

DANG BAO CHE: Vién nén dii bao phim.

QuUI CACHPONG I: Hép 1 vi; 2 vi; 10 vix 14 vién.
CHID|NH:

-Loan lipid huyét: Simvastatin dugc chi dmh bd trg cho li¢u phap in
udng dé giam nong do cholesterol todn phan va cholesterol LDL,
apohpopromnB(apo B) va triglycerid va dé lim ting HDL ¢ trong
huyél’ bénh ting cholesterol mau tién phat va logn
lipid m hop, ting clnlmmlm;yélommhemmam
hqpmmngmglycend huyét.

phén;i 1) tai bién t h: O nguei-ting——
cholesterol "éE chira c?gléu hién 1im :;nng";cm végenh mach

vinh.chldmhk hop véi ligu phip in uong nhim: Gidm nguy co tai
bién mach vanh cép ning dgu tién (thi dy nhdi méu co tim, dau thit
ngyc khong on dinh, phai lam thi thujt muom.chvanh tr vong do
mach vinh hofic 44t quy).

- Dy phong thir pha (cdp IT) tai bién tim mach: O ngudi bénh tang
cholesterol mau da c6 biéu hi¢n 1am sang vé b¢nh mach vanh, bao
gom nhdi mau co tim va dau that ngyc trude 46, chi dinh bd try cing
lleu phﬂp!n udng nhim ldm gidm nguy co tir vong todn by, lam gidm
1én nhdi mau co tim, dt.'otquyhoiccunlh:éumﬁumcbélhoang
ph&l nim vién do suy tim sung huyét va gidm nguy co phai tién

hinh thil thudit téi tao mgch vinh.
bénh déi thio dudmg:

- Dy g tai bién tim
Samvnspth:n;mdu;l: sir dung d¢ bo wl%;:mphéplnu&nguhlmltm
va LDL-cholesterol cao trong

giam nong do cholesterol todn

huyét thanh va gidm nguy co tai bién mach vanh lin diu hojic téi dién
(dy phong tién phat holic thir phat) & ngudi bénh ddi thio dudmg c6
hodc khong c6 bing chimg lim sang méc bénh mach vanh va ting
cholesterol mLu‘

- Lam giam tién trién xo vira mach vanh: Simvastatin duge ding dé
b6 trg cho ché dd an & n gﬁf.b' nhgcholmerol huyét ¢6 biéu hign lim
sang bénh mach vinh c6 nhdi mdu co tim trude 46, dé lam chim
qué trinh tién trién xo vira mach vanh

LIEU LUQNG VA CACH DUNG: Ding ubng, ¢ thé ubng vao
bira in hodic khi d6i.

- Liéu thdng thu¢mg ngudi 1ém: Khai déu Sm&n 10 mg, mt lin mbi

{‘;f vio budi ti. Diéu chinh liéu 4 tuin mjt

iéu duy tri 5 mg - 40 mg. mdi ngdy udng 1 lan vao budi tdi. Liéu
t6i da 1480 mg/ngay.

- Khéng ding qué simvastatin 20 mg/ngay khi sir dung phéi hop véi
amiodaron, anﬂodlpm ranolazin.

- Khéng ding qué simvastatin 10 mg/ngay khi sir dung phdi hop véi
verapamil, diltiazem, dronedaron.

— — - — . —

NHA SAN XUAT VA PHAN PHOI:

cONG Ty ¢6 PHAN XUAT NHAP KHAU ¥ T€ DOMESCO
66 Qudc 19 30, P. M§ Pha, TP. Cao Linh, Dong Thap
Dign thogi: 067. 3851950

* Khuyén céo bit diu diéu trj v6i liéu thip nhit ma thude c6 tic
dyng, sau 46 néu cin thiét, ¢4 thé diéu chinh liéu theo nhu ciu va dép
img cua timg ngudi bang céch ting liéu timg dot cach nhau khéng
dmh 4 tuﬂn va phii theg ddi céc phan img c6 hai cia thude, ddc bit
% cé hai ddi vdi hé co.
NG CHIDINH:

Quﬁmlncam vai cic chit irc ché HMG-CoA reductase hodic véi
bétky thanh phin nio ciia thudc.

- Bénh gan hofic transaminase huyét thanh ting kéo dai ma khéng
giai thich dugc.

- Thén ky mang thai hodic cho con bi.
+Ch6ngch1dmhdﬁngsunvmmph6|hopvénc&ﬂuﬂcucdﬁ
CYP 3A4 manh nhu “nwu\ﬁcl ketoconazol, erythromyc
clarithromycin, lcllthmmycm. trc ché protease HIV va wcm
gan siéu vi C (HCV), boceprevir, lclapmru nefazodon, posaconazol,
gemfibrozil, cyclosporin, danazol.

- Chéng chi dinh phéi hop simvastatin 2 20 mg véi verapamil,
diltiazem, dronedaron.
THAN TRONG KHI SUDUNG:

- Trude va trong khi di€u trj voi simvastatin, nén két hgp kiém sodt

cholestzml micmb%f Ol;»en pnh;eﬁh:hdaoin. gﬂmciin. #me
v diéu trj ¢ the la ngu n cua ting lp 1

uﬁ hanh dinh lugng lipid di lﬁw&ﬁéududrhéu

img clia ngudi bénh véi thude. Muc tiéu diéu tri 1a d?kmsgo

LDL vi vily can sir dyng nong do cholesterol LDL diéu tn

va dinh gid dap (mg diéu tri. Chi khi khdng xét nghiém dugc

cholcsteml LDL, méi sit dung cholesterol toan phén dé theo ddi diéu

-Trcmg céc thir nghi¢m lim sing, mdt s6 it ngudi bénh truéng thanh
udng simvastatin thiy téng rd rét transaminase huyét thanh (> 3 lin
gii han binh thuéng). Khi ngimg thudc & nhimg nguéi ndy,
non douans.umnmlhu&ngh;mt&uﬂvémucuuﬁckhldu .
Mbtvhngu&auongséng:rblbénhnﬂ truéc khi diéu trj véi

simvastatin d3 c6 nng qua xét nghi¢m chirc gan
thuémg va /hofic ieu nrou. Khuyén céo lam xét nghiém
enzymgmmbckhlbildaudaeumbingsmlnvimswbn hop
chi dinh lim sing yéu cdu xét nghiém sau d6. Cén sirdung :hu.scmn

mgongumbenhuéngnmeumwvmoocwu subenligan
- Phai tam ngim, hoéclhélhl.nwdfungmmvasuhnb cunguin
hniooébnéumenmbenhw nanil:lokcéy td nguy co
do tiéu co véin nhur g, ha

huy ivmthu&tviclﬁnthucnglgbﬁmuﬁnzvéch hoa,
néi ti t.dnéngwboicoogsit soat dugc
-Céinnhéc theo ddi creatin kmase (CK) trong truémg h
Trude khi diéu trj, xét nghiém CK nén d’uvc
nhimg trudmg hop: Suy giam chirc n&ngtiwn. p,tlén su
banlhanhokuénlupldmhmkbvnhwdlwycn. wblbénh
¢g do sir dung statin hojc fibrat trude do, tién sir
udng nhi mmbenhnhanmmdz(ﬂomm)eanhmyé
aguycobméucovin kha ning xdy ra tuong tic thude va mot sé ddi
bénh nhén dic biét. Trong nhimg trudmg hop nay nén cén nhic
Ipllch!n y co vi theo ddi bénh nhdn trén 1dm sing khi diéu trj bing
statin. Nﬁ qmixétdihwernCK>Slhgié|hmtrénmmwbinh
thuémg, khong nén bit diu dié u trj bing statin.
Trong qui trinh diéu trj bing statin, b¢nh nhin can thong béo khi
¢6 céic bidu hién vé co nhu dau co, cimg co, yéu co ... Khico cée biu
hién nay, bénh nhan cin lam xét nghiém CK dé c6 céc bién phép can
thi¢p phu hop.
- Chi diing simvastatin cho phy ni & 4§ tudi sinh d¢ khi ho chic chin
khong mang thai va chi trong truémg hop diéu trj ting cholesterol
méu rat cao ma khong dép img vai céc thuoc khic.
PHYNU COTHAIVA CHO CON BU:




- Vi simvastatin Jam giam tong Hopcholestérol vd ¢o/thé ca nhiéu
chiit khéc ¢6 hoattinh sinh hoc dm tir cholesterol, nén thudc c6
thé gdy hai cho thai nhi néu ding cho ngudi mang thai. Vi viy chong
chi djnh diing simvastatin trong théi ky mang thai.
- Simvastatin phin bd vao sira. Do tiém ning co6 téc dyng khong
mong muo6n nghiém trong cho tré nho dang bi sira me, nén chdng chi
dinh ding ¢ nguai cho con bi. i i
ANH HUONG LEN KHA NANG LAI XEVA VAN HANH MAY
MOC: Thuoc kho mmmwxemmmim.
TUONG TAC VOI CAC THUOC C VA CAC DANG
TUONG TACKHAC:
- Simvastatin 6 thé lam ting tac dung cua warfarin. Phai xic dinh
théi gian prothrombin truéce khi bit ddu ding simvastatin va theo ddi
mubngzxuy.én trong giai doan diu diéu trj dé dam bao khong c6 thay
d6i nhiéu vé théi gian prothrombin.
- Cic nhyra giin acid mét c6 the lam gidm rd rét kha néing sinh hoccua
simvastatin khi udng cing. Vi vy théi gian ding 2 thude ndy phai
cichxanhau. )
- Téng nguy co ton d!ml;icw khi sir dung statin d6ng théi véi céc
thubc sau: Gemfibrozil, cic thube ha cholesterol mau nhém fibrat
khc, niacin liéu cao (> 1 g/ngdy), colchicin.
* Tranh sir dung dong thai va gidi han liéu ding simvastatin khi sir
dung déng thei véi mdt sb thude hoic 46 udng c6 kha ning lam ting
n o gdy ton thuong co, nghiém trong nhat 1 tiéu co van, thin hu
df:ydznsuyzhinvécéthﬁgﬁyt&wng. 9 : .
+ Chong chi dinh ding simvastatin phoi hgp vdi céc thube (re cheé
CYP3A4 manh nhu itraconazol, ketoconazol, erythromycin,
clarithromycin, telithromycin, thudc rc ché protease HIV va viém
gan siéu vi C (HCV), boceprevir, telaprevir, nefazodon,
posaconazol, gemfibrozil, cyclosporin, danazol. -
+ Khong ding qud simvastatin 20 mg/ngay khi sir dung phéi hgp véi
amiodaron, amlodipin, ranolazin. D61 v&i nhimg b¢nh nhan phai
diing lieu trén 20 mg/ngay méi ¢6 hiéu qua diéu tri, Béc si cé the lya
chon thude statin khic.
+ Khong dung qui simvastatin 10 mg/ngay khi sir dung phéi hgp vai
verapamil, diltiazem, dronedaron (cggng chi dinh phéi hop cic
thude nay véi ham lugng simvastatin 220 mg).
+ Tranh ding lugng l6m nurée budi ép g.‘:rapefmit juice) (>1 litngay).
TAC DUNG KHONG MONG MUON: _
- Thuéng gip: Tiéu chay, tio bén, day hoi, dau byng va buon non,
dau diu, chong mit, nhin ma, mét ngu, suy nhugc, dau co, dau khép.
Cic két qua thir nghi¢m chirc niing gan ting hom 3 lan gidi han trén
cua binh thuémg nhung phén Iém 1a khong ¢ ri¢u chimg va phuc hoi
i ngimg thude. )
- It gip: Bénh co (két hgp yéu co vi ting ham lugng creatin
ﬁohospl;okinase huyét twong), ban da, viém mii, viém xoang, viém
n

. No.
£ Higm gdp: Viém co, tiéu co vén, din dén suy thin thir cip thir phat
do myoglobin niéu.
- Téc dung phy khic: Suy gidm nhén thirc (nhu mét tri nhé, 14 lan...),
ting dudmg huyét, ting HbA lc.
Thong bdo cho Bic si nhimg tic dung khong mong mudn gip phai
khi sirdung thude. i
QUA LIEU VA CACH XU TRI;
C6 thong bio vé mt vai ca qu liéu simvastatin. Khong nﬂﬁ bénh
nio cé méu chﬁn&]d.ac biét va moi ni:bn bénh déu phyc hoi khong
dé lai di chimg. Néu xay ra qué liéu, c¢in diéu trj tri¢u chimg va hd trg
khi cén thiét. Do thuoc gin manh véi protein huyét tuong, thim tich
méu khdng hy vong lim ting d4ng ké thanh thai simvastatin.
DUQCLYCHQC: o
- Simvastatin la chat &re che canh tranh v meth 1
G s T

CoA thanh acid mevalonic, tién chit ciia cholesterol. )
- Simvastatin (rc ché HMG ~ CoA reductase 1am giam hop
cholesterol trong gan va lam giam nong dg cholesterol trong té bio.
Diéu nay kich thich 1am ting céc thy thé LDL-cholesterol trén méang
té bao gan, do d6 lim ting thanh thai LDL ra khoi tuin hoin.
Simvastatin lam yf.m ndng d§ cholesterol toan by, LDL-c va
VLDL-c trong huyét twomg. Thuoc cling c6 khuynh huéng lam giam
ndng d9 triglycerid valam taing HDL-¢ huyét tuong.
- Ngodi ra, simvastatin con ¢6 tic dyng chong xo vira dng mach. Da
30 da chimg to lam chim qua trinh tién Iriiuvlfholc thodi lui
xo vira dgng mach vanh vivhojic ddng mach canh. Co ché tac dung
hién nay chura biét ddy dlil.nhunglliﬂilﬂz nay co thé doc lap dbi voi
tac dung diéu hoa lipid huyét. .
- Tac dung mach méu: Simvastatin lam giam huyét ap & ngudi ting
huyét ap va ting cholesterol huyét tién phat. Tac dung giam huyét ap
6 thé lién quan dén phyc hdi logn niing ndi mé do simvastatin, hoat
héa oxyd nitric synthase ndi mé va lam gidgm nong 46 aldosteron
huyéttuong. | - )
- Tac dyng chong viém: O ngudi ting cholesterol huyet, kém hodic
khéng kém bénh dong mach vanh cho thiy simvastatin c6 thé c6
hoat tinh chong viém. Ligu php statin & nhimg bénh nhan ny lam
giam nong d¢ huyét twong CRP (C-reactive in). Nong 4§ CRP
ciing gidm & ngudi bénh c6 cholesterol huyét binh thudmg c6 ndng
46 CRP cao trude khi dieu tri. Téc dung doi véi nong 4o CRP khing
twong quan véi thay doi nong d§ LDL-c. Cic nghién ciru gin diy
cho thiy lim giam nong 4o CRP ¢6 thé lam giam nguy co nhdi mau
¢o tim tdi phat hodc tr vong do nguyén nhdn mach vanh.
- Tée dung doi vé1 xuong: Simvastatin c6 thé lam ting mat 49 xuong.
- Téc dyung diéu hoa lipid huyet tuong quan véi liéu lugng hon 14 véi
ng 46 thuoc trong huyet teong.
DUQC PONG HOC: ) "
- Hap thu: Sau khi uong, simvastatin hap thu nhanh va chuyén héa
bude dau & gan. Sinh kha dung tuyét dbi <5%. )
i v&i ngudi cao tudi, tir 65 tudi tra 1én, nong dj trong huyet
trong cua simvastatin ¢é thé cao hom so véi nguoi tré tudl nhung
khéng lam thay doi tac dung diéu hoa lipid huyét.

D61 voi ngudi suy than nhe (hé 6 thanh thai creatinin 61 - 90 ml/
phit): Dugc ddng hoccua simvastatin khong thay di nhitu.
- Phiin bo: Simvastatin duge phin bj chu yéu vio gan, lién két
88 - 99% véi protein huyét twong, chi yéu 1 aibumin, Simvastatin c6
thé qua nhau thai va phéin bo viao sira me va qua hang rio méu - ndo.
- Do thai: Simvastatin chuyén héamanh & gan do h¢ enzym microsom
cytochrom P, (CYP), chi yéu do isocnzym 3A4 (CYP 3A4). Thén gian
dat ndng d) dinh 1,3 - 2,4 gio, chit chuyén héa cua simvastatin c6 ﬁm
tinh.

Simvastatin c6 théi gian ban thai trong  huyeét tuun&gﬂgln 0,5 -
3 gi®). Mic du vy, khéng cé mbi twong quan giira théng sé
dong hoc vai thai gian tac dung diéu trj (it nhat 24 gid). Chuacé d
hié\iunigl chimg 16 thude tich Iy trong co thé khi ding liéu 13p lai
nhiéul

Simvastatin dugc dao thai qua nurde tiéu (2 - 20% liéu) va phin
(60 -90% liéu).
BAO QUAN: Noi khé, dudi 30°C, tranh dnh sing trye tiép.
HANDUNG: 36thdng ké tirngaysanxudt. = |
THUOC NAY CHI DUNG THEO PON CUABAC SI

KY HUONG DAN SUDUNG TRUGC KHI DUNG

NEU CANTHEM THONG TIN XIN HOI Y KIEN BACSL
DE XATAM TAY TRE EM.

Simvastatin 20 mg 2/2



