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Thude bin theo don

Dé xa tAm tay tré em

Pyc k§ hurimg diin sir dyng trude khi dang

Thong bdo ngay cho bie sThodic dige sTohimg tic dung khing mong m

Cing thire .

LIPONIL (ham lwong 10 mg): M vién nén bao phim chim 10 mg simvistatin va
14 durge vira da (butylhydroxyanisol, tinh bt bap, lactose khan, seid ascorbic,
ncid citric, cellulose vi tinh the, tinh bt bidn tinh, magnesi stearate, t duge bao
phim Opadry mau tring ).

LIPONIL (hAm hrong 20 mg): M&i vién nénbao phim chira 20mg simvastatin vi
ti duge vir da (butylhydroxyanisol, tinh bét bap, Inctose khan, acid ascorbic,
acid citrie, cellulose vi tinh thé, tinh bt bién tinh, magnesi stearate, ta dugc bao
phim Opadry mautrang).

Dang bio ché

Vién nén bao phim.

Durge lyre hge _

Simvastatin 13 mt chi irc ché enzym khu HMG-CoA dic hidu, enzym niy xic
tic sy bidn ddi MMG-CoA thinh mevalonat, buoc khai diu trong con dirdmg sinly
téng hgp cholesterol. Tac ddng nay khang hodn todn, phy thude vio ligu ding va
cathe hin phuc dige. .

Simvastatin ciing lm gidim ndng 3 LDL binh thudmg va nong d LDL khi tang,
LDL diree hinh thanh v VLDL (very low-density poprotein) vib dee dj hda
chii yéu bon cac thy thé ¢6 ai lye cao voi LDL. Co ché tic dgng hp LDL ciia
simvastatin eo thé wom ca sy giam ndng 46 VLDL va cam img thu thé LDL diin
dén giam san sinh vahode wng di hda LDL. Cac apolipupriven B ciing giam
mit cich dang ke trong qua trinh didu tn véi simvastatin. Do mi phin eda LDL
o ¢hirn m3t nhom apolipoprotern B va do ¢6 it apolipoprolein B trong cac
lipoprotein khéc, didu dé cho thdy simvastatin khéng chi Bm gim lirgng
cholesterol LDE mécon lm gidm nong o 1. DL mdn hoan. Hon nira, simvastatin
con lam gidm nhe lugng cholesterol VIDL va cic riglycerid huyél twong va o
thé i tang bién d dao ddng ciia cholesterol HDL .
Cac dnh hrong ciia simvastatin trén lipoprotein (a), fibrinogen va mgt sd diu
higu nguy co khang phu thuge sinh hda khac lien quan dén bénh mach vanh thi
chira dirge biderd.

Duge ding hoe

Haptim

Su hap thy ca sinvastatm sau khi ding 1 liéu uong so sanh voi liéu tiém tinh
mach déi chimg. chiém khodng 85% ¢ mai lodi irong 56 2 loai thirnghidin )
Simvastaun i qua chuyén hoa lan dau & gan, noi tac ddng chi yéu cia thude
(khodng irén 60% ongwin, do do dg kha dung cia thuoe trong he tuan hoan thip
{urdre khoang dudi 5%), HE & phdn 1an (Cv) s uén sihidn thidn giiti cAc binh
nhin, chidm khoang 8% so vai hoat tinh trong hé tuin hodn, tinh theo dién tich
durbmg cong. ] i
Vi liéu d¢ nghi hiang ngdy 1i 5-40 mg/ngay, Khdng c6 nhimg bicn doi gi dang ké
i v dign tich dudi dutmg cong hap thitcia chit tre ché rong twiln hodn chuny
vt syr giniang lidu 18n dén 120 mg, Lign quan téi trang thai ben vimg, tinh trang
trong huydt tromg cta cac chét (re ché Khbng by dnh hudmg khi s dung
simvastatin ngay tnroc biva an it chit béo, )

Nbng dj dinh huy@t irong cua ca chat uc ché co hoat tinh vA chét i ché oan
phiin dat duge sou khi ding thude |3 gidrdén 24 gitr

Phuin bis

Simvastatin dgt nong 46 dang ké trong gan cao hom so véi cac md khéng phai mo
dich. CA simvastatin va chit chuy én hoa acid beta-hydroxy déu gan kétmanh vai
protein huy et wromg (khodng 95%). Nghién cini nén chudt vin simvastatin duge
dinh diu dong vi phong xa che thay simvastatin di qui duoe hang rio mén ndo.
Chiyénhda :

Cac chit chuyén hoa chinh cuasimvastatin hi¢n didn rong huyét tromy ngun 1a
cac dan chat acid beta-hydroxy, 6-hydroxy, 6-hydroxy methyl va G-
exomethylen

Fhai trie _

Sau khi udng mot lidu simvastatin dirge danh diu déng vi''C o nguei, 13% lidu
ding dirge bai tiét qua nude tiédu va 60% qui phin. Nong dd thude trong huyct
tuemy giam nhanh chong con khoang 10% sau 1 2 gid,

Cac nghién el ddng hoe vin mdt chit it ché men kinr khic co eling dutmg dio
thai chinh cho thiy ndng dé thude rong co thé ding cao hom & bénh nhin suy
hin

Qui cach ddng gbi

LIPOMIL (ham lugmg 10mg)

Hap 2 vi x 14 vicnnén bao phim

LIPOMIL (him hegmg 20mg )

116p 2 vi x 14 vidn nén bao phim

Chi djnh

Gidmnguy cor i vong do bénh mgch vanh vi biénedvimmach s

O bénh nhdn co nguy co eao ve bien cb tim mach do bénh mach vanh, tiéu dubmg,
bénh mach ngoal vi, tién sir 46t qui hay céc bénh mgch miu ndo khic,
sunvastatin duge chi dinh:

Lam gidm nguy cotir vong do gidm cac ca hir vong do bénh mach vanh

Grim nguy €0 dot qui vanhoi mau cotim khdng gdy ur vong

Grdm sy can (hiét phai thyee hign i thugt tdi thong mach vanh va khang mach
vanh,

Tiing lipid muiu

Simvastatin duge chi dinh:

Gidm lugny cholesterol toan phin (total-C), cholesterol t trony thip (LDL-C),
apolipoprotein B (Apo B), vi mglycerides (TG), va lam tang cholesterol ti trong
cuo (HDL-C) @ cac bénh nhin b tang lippid huy&t tién phdt (Frednckson type
114, co tinh gia dinh va khdng gia dinh di hop tir) hay rdi logn lipid huyét hdn hop
(Fredrickson type l1b)

Giam tinh trang cao miglyeeride & banh nhin 1Ang triglyceride huyét (tang lipid
huyét loai Fredricksontype V). )
G lirgng cholesterol todn phan va LDL-C & bénh nhin ting cholesterol huyet
co tinh gia dinh ddng hep vir (HoFH) nlir mt liéu phap hd trg cho chc ligu phap
idm hpid Khac (nhir L DL apheresis) hode néu cic lidu phip nay khang higu qua,
Tibng liptd o gia Sk di hyp tie i tré vithanh nién )

Simvastatin duge chi dinh nhu lidu phap ho trg cho che d§ dn Kiéng gam
cholesterol todn phiin, va ndng dd apo B ¢ bé wai va bé gai vi thanh nien di co
kinh nguy@t 1 nam, tir 10 - 17 udi, mac chimg tang lipid mau gia dinh dj hop ur,
néu saumét thirnghiém ché dd an kidng ddy dvi viin xufit hign cac déu higu sou:
1.Cliolesterol LDL van gilrmire > 190 my/dL, hojc

2 Cholesterol LDL van gitrmire > 160 my/dL; va

Cotién sir gia dinhinac bgnh tim bim sinh (CVD) livdic

Hai hay nhiéu hom cic yéu 18 nguy co mic bénh tim bim sinh khic xudt hign ¢
bénhnhin vy thinh nién

Muic tidu t6i thiéu cia ligu phap didu tn & tré nho va tré vj thanh nién 14 dat duge
néng 45 LDL-C <130 mg/dL. Vin chua xac dinh dugc df tudi téi tru dé bit dau
ligu phép giam lipid nham giam nguy co mae bénh djng mach vanh cd tngu
chimg & i inrémg thanh,

Gith han sirdung .

Simvastatin chua durgc nghién cinu trong diéu kién c6 nhimg bét thudmg nghiém
irgng trong viée tng chylemicrons (VD tang lipid huyét Fredrickson types | and
V).

Lidu hrgng v cach dimg

Khuyén eao bat ddu dicu i vai lidu thap nhit ma thude 6 14e dung, sau dé néu
can thiét, co thé didu chinh liéu theo nhu cdu va dip img cla timy ngwd bing
cach tang lidu timy dot cach nhau khéng duéi 4 tudn va phai theo dai cic phan
imp o higi cia thude, d3c bide 18 cic phan (mg cb higd do1 vin hé o,

Lidu khai dan: 5- 10 my/ngdy, udng | ldn vAo budi 1di, co thé udng vdo bira dn
hoje khi déi. Bénh nhdn can giam lwomg cholesterol LDL tir 20% trd 1én nén
khoi dau von lidu 10 mgmgay. Bénh nhan cao woi va bénh nhin can giam legnyg
cholesterol van ty 1¢ |I|§L;';I)Un nén khoi dAu vai liéu 5 mgngiy. .
Liéu diéu chinh: § -40 mg/ngdy, udng mot 1hn vao budi 1i. Viee diéu chinh lidy
ding co thétién hinh sau khoang 4 tudn hay hom.

Bénh nhén phai theo mét ché do an giam cholesterol tigu chudn tnroe khi tién
hanh diéu trj ¥4 phii 1iép e An kidng ong sudt qud trinh didu trj vén
simvastatin, Liéu dang cho timg bénh nhin tiy thube vio néng d3 cholestercl
L.DL, myc tiéu diéu try va dap img cita limg bénh nhan, .

Luu y: bénh nhin dang sit dung cac thudc ire che mién dich dong thii voi
simvastatin, phai khai dau vai licu simvastatin § mg/ngdy v khéng duge vugr
qua 10mg/mgay.,

Phin hop thude: Simvastatin higu qua khi sir duny riéng 1& hoje phéi hop voi
thuéc giir mat. Tranh ding sunvastatin déng thai véi cac thude nhdm fibrat nhur
gemfibrozil. clofibrat, Trinh dung simvastatin véi hrgng 1on nude bud ép (> 1
lit/ngay). Khang sir dung qua 10 mg simvastatin/ngy khi sirdung phisi hop voi:
verapamil, diltiazem, dronedaron. Khdng ding qua 20 mg simvastatin/ngdy khi
sirdyng phéi hop voi: amiodarone, amlodipine, ranolazin.

Hnh nhibe sy gan , .

Simvastatin bj chéng chi dinh & bgnh nhiin mac bénh gan the hoat dong bao £dm
vigc tang ndng d6 transaminase gan kéo dii khdng rdnguyén nhiin.

Bénh i sy thin

Khang cin théuchinh lidu arbénh nhin sy thin mire dd frung binh.

O bénh nlifin suy thian ning (do thanh thai creatining < 30 ml/phit), lieu ding trén
10 my/mgay nén duge xemn xéthin rong, néu thay thie sir cin thide, ding mét
cach than trong.

Ngredr gia -

Bénh nhin <65 1uéi, khong cdn didu chinh lidu. Bénh nhan > 65 udi, nén khoi
ddu vori lidu Smg/ngdy.

[6i vi tdi cao (> 63 tudi) 1a mdt yéu 16 nguyén nhdn co ban cho bénh co, bao
gdim ca tidu co vin, simyvastatin nén duoc k& toa mét cach thin trongs o ngudn gii.
Trong mt thir nghidin lim sang cia bénh nhin duoe didu 1y véi simvastatin 80
my/ ngay, bénli nhin = 65 wdi b nguy co cao bi bénh co. bao ém catitu co
viln, s0 vai bénh nhan < 65 tudi

ufin giip phii khi sir dung thudc.

Chéng chidjnh - 4
Qua min vii simvastatin hoac bat ky thinh phdn ndo cia ché pham.
Banh gan tidn trién hay tng ndng dg enzyme transaminase huyét thanh
khéng ré nguytn nhin kéo dai.
Phy nit ¢ thai hode cho con bi.
Ding ddng hdi voi cac chit e ché manh CYP3A4, nhur: itraconazol,
ketoconazole, eryihromycin, clarithromycin, telithromyein, chét ire ché HIV
protease, boceprevir, teluprevir, nefazodo, posaconazol, gemfibrozil,
cyclosporine, danazol
Chany chi dinh phéi hop simvastatin ham lugng 3 20 my véi cic thude sau
verapamil, diltiazem, dronedaron
Ciinh bao v thijin trgng )
True v trong khi didu tri véi simvastatin nén két hop kidm sodt cholesterol
mau,
Trudre va trong khi didu trj vn simvastatin, nén Két hap kiéln soil cholesterol
mau bang cac bién phap nlur ché dO an, gidm cin, @p the dug, v didu n cie
biénh co thé 1a nguyén nhin cua tng hipid. Phai tién hanh dinh lugng lipid
dinh kv vi didu chinh lidu lugng theo dip img cia ngudi binh vén thude. Muc
tiéu diéu try la giam Cholesterol LDL vi vily can sit dung nbng do cholesterol
LDL dé bat dau didu tn) v danh g ddp imyg dicu trj. Chi khi khéng xét
nghiém duge cholesterol LDL, méi sirdung cholesterol todn ph&n détheod
didutry.
Tede g lén chure nding gun
Trang cac thir nghiém lam sang, mt s itngudn bénh udng statin thdy ang rd
rét transaninase huy 3 thanh (3= 3 1dn pion han binh thudmg ). Khi ngimg thude
& nhimg ngudi bénh niy, ndng di transaminase thuimg hgg tir bir frex vit mirc
diéu tri. Mot vai ngudi trong 50 ngudi bénh nay trede khi didu tm vén statin da
¢t nhimgz két qué xét nghiém chic nang gan bat thutng vishode udng nlydu
ruron. Vi vy ciin tién hanh cie xét nghitm enzyme gan tneie khi didu trj
statin va trong trueémg hop chi dinh 1dm sang yéu ciu xét nghidm suu dofC
sir dyng thude thiin trong o ngwdi udng nhiéu neou va’ hode cd tidn sigbénh
pan.
fdedong lenhé xieong
Clin cin nhac khi dung thudc thude nliom statin dbi vai banh nhan 6 nhimg
véu 16 nguy o din dén 1on thuong co. Thude thuge nhom statin ¢o nguy <o
gy ra cac phan (mg cd hai doi var h ca nlur teo o, vicm co, e bigt adi vin
che bénh nhén ¢o yéu 16 nguy conhu bénh suy giam chire nang thén, nhirge
gidp, tién sir ban thin hadc tién sir gia dinh mac bénh co di truyén,, tén sit
bénh cordo sirdung statin hoge fibrar inede o, hién s Dgnh gan v’ hode oy,
nhitu negu, bénh nhin cao wéi (> 70 woi) ¢d nhimg yéu 10 nguy cabj ndu co
viin, kha nfing xay ra tuumg tac thudc va mdt 56 ddi nrgng bénh nhin dic bidt,
Do d6 mede khi didu tri, xé nghigm CK nén duge ticn hanh frong nhimg
tntmng hop niy vA nén cin nhie loi ich/ nguy corkhi didu wi bing siatin, Néu
két qua xét nghidm CK > § 1an giéi han trén cua mire binh thutmg, khéng nén
biit i didu tr bing statin. Clin theo ddi chiit chi cac phan img c6 hai trong
qué trinh ding thude, khuyén binh nhdn thang bio ngay khi cd cac bigu lign
v co nhr dau co, cimg co, yéu ca.... khi ¢6 cac bidu hign ndy, bénh nhén cin
lam xét nghiém CK d€ ca cac bign phap can thigp phi hyp, Licu phap statin
phai tam ngimg hoge thdi han abdr cir ngurin bdnh ndo ¢é bidi hign bi hinh co
cip va nang hoje co ydu td nguy co dé bi suy thin do tidu co vin, thi du nlnr
nhidm khyin clip nng, by huyét dp, phan thudt va chin thuemg lém, bt
tharémg vé chuyén hon, ndi tidt, didn gidi hote co gift khdng kidm sodt duge,
Vige sir dung dong thoi céc thude ha lipid mau va nhidm statin véi cac thude
didu trj HIV vit vidm gan siéu vi C (HCV) cd thé ldm (Ang nguy co giy 16n
thiromg co, nghiém trong nhét 14 ti&u co van, thin hir ddn dén suy thin v e6
thé iy tirvong. Théan trong khi dung simvastatin ddng thén vai ce thudc sau:
cie thude hy cholesterol miu nhom fibrat, niacin ligu cao (= | g/ngay) v
colchicin vinguy cotdn thromg co. ; )
Chi dimg statin cho phy nir & A6 tudi sinh dé khi ho chac chan khdng mang
thai va chi wong rwedng hop ting cholesterol rat cao ma khdng ddp img v
cac thude khie.,
Theri ky mang the
Vi céc statin lam giam 1éng hop cholesterol vé co thé ca nhidu chit khc c6
hoat tinh sinh hge dfin xudt tir cholesterol, nén thube c6 thé giy hai cho thin
nli néu ding cho ngydi mang thai. Vi vy chdng chi dinh dung statin ong
thin ky mang thai
Theki ki cher coer bk
Nhiéu statin phiin bé vdo stra. Do tidm nang c6 tae dyng khidng mong mudn
nghiém trong cho tré nho dang b sira me, nén chong chi dinh ding statin &
nguin chocon bi
St clung khi vn hdnh mdy inde, i xe
Cac nghign ciru anh huomg cia simvastatin trén kha nang 14i x¢ vé vin hinh
may moc chua durge thue hign. Tuy nhién thudc ¢6 kha nang géy nhirc diu,
chong mat, nhin md do 6 nén ding thude thiin trang khi dany [ xe hay vin
hdnh may moc.
Td r.l'l.rqn'
San phim niy chira lactose, Binh nhin mac chimg khong dung nap lactose
dang di truyén hiém gap, cac trdmy hop thidu enzym lactase hofie kém hip
thu glucose-galactose khong nén ding thude nay.
Tuong tic thube
“TAng nguy eo 1én thiang khi sic dung simvastatin déng thin van cac thude
sau!
- Céc thude ha cholesterol mau nhém fibratkhac
- Nigcin lidu cao (> 1g/ngdy)
- Colchieme
Vide sir dung dong thii simvastatin voi chc thude didu trj HIV vil vidm gan |
siéw vi C (HCV) co thé lim tang nguy co gy tdn thueng co, nghiém trong :
nhdit 14 tiéu co v, thin hudan dén suy thin va cd thé giy nrvong. |
Trinh ding simvastatin v lugmg lom nirdge bun ¢p (- | litngdy ) )
Khéng dung qua 10 mg simvastatin khi sie dung phdi hop voi- verapamul, |
diltiazem, dronedaron, vi cac thudc nay lam tany ndng 0 simvastatin rong |
huyét luemg, '
Khdng ding qua 20 mg simvastatin/ ngdy khi st dung phdi hop véi: ¢
amiodarane, amlodiping, ranolazin, :
Warfarin: Statin ¢o (hd 1dm tang tac dung coa warfarin. Phii xdc dinh thin 3
gian prothrombin nric khi bit diu dung statin va theo doi thutmg xuyén i
trong gini doan diu didu trj dé dam bao khdng co thay doi vé thn gian |
prothremban. y !
Nhyra gdn acid mt: ¢6 thé lam giam 0 rét kha dung sinh hoc coa statinkhi |
udng cimg. Vi vy thivi gian ding 2 thude nay phai cach xa nhau. : ;
Digoxin: str dyng dﬁng thén simvastann vi digoxin lam tang nhe nang 4§ !
digoxin huyét nrong. g
Téc dyng khéng mang mubn '
Themg gdp, ADR > 1100 i
Tidu héa: tiéu chay, tao bon, ddy hai, dau bung vibudn ndn, gap Skhoing 5%
binhnhan. . '
Thiin kinh trung womg: Buu ddu (4 - 9%), chang ma (3 - 5%), nhin mé (1 - H
2%), inat ngi, suy nhuge, k
Thin kinh —cova xuong;: dau co, dau khap. i
Gan: cAc két qud thirnghiém enzyme gan tang hon 3 14n giéi hgn trén ciabinh i
thurtmg, & 2% ngudi bgnh, nhunge phitn 1om 14 khong ¢6 tridu chimg v phue 1
hai khi ngimg thufe. i
fgp, 11000 < ADR < £/ 100 . i
Thiln kinli - co vi xiremg: bénh co (két hop yéu 1§ co va tang ham leong |
creatin phosphokinase huyet wong (CPK). I
Da: ban da. '
Ha hdp: viém miii, vidm xoang, viém hong, ho. !
Hu‘gm Ldp, AR < 1T . !
Thiin kiith - co v xuremg: viém co, téu co vin, din dén suy thin chip thir phit !
domyoglobin iy, '
Mot sdtac dung phy da dirge bao cao gdn diy gdm: i
Suy giam nhén thirc (mdt tri nho, i ldn... ) '
Tang duimg huyt i
Tang duimy huydt i
TangHbAlc :
Thing bdo cho bic st nhimg tic dyng khing mong muon gip phi khisee !
dyng thude. !
Quili¢u ; ) '
D4 c6 bao caw vé mdt 58 it cac trrdm hop qua lidu simvastatin; khéng bénh 1
nhin nio ¢6 trigu chimg dic tnmg va 14t ca cic bénh nhiin ddu khéi phuc ni "
Khing 42 lai di chimy. Khang oo li¢u phip didu i dac higu khi b
xay ra qud lidu, cin diéu w tigu chimg v hd tro khi canthiet™D T
vong 14m rang daf :
el i

qud |i‘!l|l Neu
1D

mynh vii protein huyét fuomg, tham tach mau khong#
ké thanh thai statin,

Cicdibu higu hru § vA khuyén cdo: Khéng co,
Bio quin

Girnon Khd mat, khdng qua 30°C.

Illanding

36 thing ké tirnygiiy shn xudt,

‘Tén, dja chi cu sivsan xuit

CONG TY CO PHAN CONG NGHE SINH
L6 10. Diedmg s6 5, Khu edng nghigp Vidt Nam-Singy
Thudn An, Binh Ducmg, Vigt Nam
Webside: www.icabiopharma. com
Ngdy xem xét, sira ddi c§p nhit lgi ndi dung tir hurémy dfin sir dyng thude:

TUQ CUC TRUING
"""""""""" PTRUONG PHONG
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