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MAU TG HUONG DAN SU DUNG THUSC
(MAT TRUGC)

1. TENTHUSC:

- Atostine 80/10

2.CAC DAUHIEU LUU ¥ VA KHUYEN CAQ KHI DUNG THUSC:
DE XATAMTAY CUATREEM
DQCKYHUONG DAN SUDUNG TRUGC KHIDUNG
THUGC NAY CHIDUNG THEO DON THUGC
3. THANH PHAN CONG THUC THUGC:
MB&i vign Atostine 80110 chira:
Thénh phén hogt chét:
EAleﬁhlh‘l. st (Dwéi dang atorvastatin caldl)...............B0mg

10
Thanh phdn té dugre: Lactose monchydrat, Cellulose ﬁm thé, Calcl carbonal, Hydraxypropyl
celiulose, Natri croscarmeliose, Povidon, Nalri laury! sulfat, Polysorbal 80, Magnesi stearat,
Hydroxypropyl methyl cellulose, Polyethyl glycol, Titan dioxyd, Talc.
4.0&.{!10510aﬁmmmm,hmmmm.mnmmumm
5.CHIBINH:
Pwngan‘gl.'lu céc bidn ed tim maeh
Atostine ducrc chi djnh dé gidm nguy co méc cac bién cd vk tim mach & nhirng bénh nhan bi bénh
magch véinh (CHD) va tién sir hii chirmg mach vanh cdp (ACS), trude dé duge didu irj bing statin

mmwmy
Atostine duere chi dinh nhur mt liéu phép bé sung cho ché d &n kiéng & nhimg bénh nhan nguriri
Iém méc chirng ting cholesterol mau nguyén phit ho&c réi logn lipid mau hdn hop khi sir dung sén

phdm két hopla phi hep.
+ B@nh nhin khang dugc kifm sodt dly 00 v slatin don dic,
+ Bénh nhan 4a ding Statin va Ezetimibe.

Téing cholesterol méu gia dinh déng hop tir (HFHo)

Atostine dugre chi dinh nhw mit phac b phdi hop cho ché 49 &n kigng sl dyng & nguéni lém bi
HoFH. Bé&nh nhén cOing ¢4 thé duwcre didu trf phéi hop (nhir by trich LDL mau).
;c&;‘:nuuavtﬁl.tu nﬂ:m& - 5 -

Céch ding: Duge chi dinh lidu 1 1in trong ngay, cd thé ding bit ky thér idm néo , b
mmwmm.mﬂnu&mwﬂn,mmwmmmmmmay

dang:
m:gmmmmaummmmmmmwwm:&mmdpm
Trong sudt théx gian didu trj v Atostine, bnh nhan phai tulin theo ehé 40 ha lipid phi hep,
Lidu diing eda Atostine I3 10/10 mg / ngdy dén mirc B0/10 mg/ ngay. Libu théng thurdmg 13 10/10mg
mét iningdy. Mirc 43 cholesterol lipoprotein m&t d& thdp (LDL-C) cia bénh nhén, tinh trang nguy
co méc miach vanh va dép (g vé&i iu phap giam cholestarol hién tal nén dugc xem xét khi
bét dAu digu trj hodc didu chinh lidu,
Libu diing clia Atostine nén dugc cé thd héa dya trén céc nghién cing vé hidu qud theo timg ham
lwgng thudc ciing nhu d4p (mg véri iu phap giam lipid dang didu tr, CAn didu chinh libu lrgmg, néu
cin, trong khodng théri gian tir 4 tudn tnérlén,
Téng cholestarol mau gis dinh ddng hop tir
Libu diing clia Atosting & b&nh nhan hop tir HF 14 10/10 mg dén B0/M0 mg mdl ngy. Atostine
0 thé duc sir dung nhur mdt bién phip bl iy cho cac phuong phép dibu tri ha lipid khac (vi du. ly
trich LDL méu) & nhimg bénh nhan niy hodic néu cc phurong phap didu ir| ndy khdng cd sén.
ey I — g

n i virut viém gan C c6 chira elbasvir hodc i wiri
Alostine, lidu Alostine khdng duge vurgt qua 20/10 mg mBingay .

Nguotr cao tudi
Mm cén didu chinh [1du lomg & bénh nhan cao twéi.
am
S an todn va hiéu qua cla Atostine & tré em chura dugc thibt13p. Khdng cé div lisu.

gan
Alostine nén dugc sir dyng cn than & nhomg bénh nhén bj suy gan. Atostine chéng chil dinh &
nhirng bénh nhin bj bénh gan tién tridn.

th,

n
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7. CHONG CHI®|NH:
- Chéng chi dinh sir dung cho bdnh nhiin qua mdin v&i bit cir thanh phin ndo cia thude.
—%gﬁﬁn;ﬂﬂmﬂ%nﬂn%mmmmwmwww
ng nl 3
- Phy nir cb thai vé cho con bd, va & nl phuy nr ¢ khé néing sinh con khdng sl dyng céc
phap tranh thai thich hgrp. -y - PR
8. CANH BAQ VA THAN TRONG KHI DUNG THUSC:
Bénhcov'lidu corvén:
Atpstina chira alorvastatin. Gibng nhu cac chill e ché reductase khéc cia HMG-CoA, storvastatin
hidm khi géy tén thuang co xuramg va ¢b thé din dén chimg dau co, viém co, cd thé tidn tridn dén

+ Bidu rf béing Atostine nén ngimg néu ting CPK (= 10 x ULN) v& mat Iam sang hodc trong chan
Goan hodic nghi ngd bi tiéu co vén.

+ Rt truérng hop chirng dau co hodnh qua trung gian ty miln dich (IMNM) 83 dugc bao cdo
trong hodc sau khi didu trj wéi mdt s4 statin nhdt dinh. Nhibm 8¢ co hodnh qua frung gian i midn
mglmjmmmﬁuummwwmmwupmmmmmyhm
:éowmcgﬁﬂw&ng "J:'im aa

thanh ph; vastati Atostine, nguy co tifu co van tang lén khi Alostine dungc dil
Wﬂmﬁmpmmmﬂmmmumnnmwwmmm
(rc ché CYP3A4 hodc protein van chuyln (vi dy nhu ciclosporin, telithromycin, in,
ketoconazole, voriconazole, itraconazole , v céc chat dc

ché protease HIV bao gdm ritonavir, lopinavir, atazanavir, indinavir, darunavir, ...). Nguy co bénh
co cling ¢b thé tang 1én khi sl dung Gdng ther véi gemfibrozil va cic din xult acid fric khc,
boceprevir, erythromycin, niacin, tefaprevir hodic két hop tipranavirirtonavir. Néu e6 thi, cac ligu
gnhmwmmm“mﬂmﬁ?mmwmwmmmmM. (xem myc 11.
womng
Trong tnrémg herp sir diyng Gdng thér céc san phdm thude trén v Atostine 14 ciin thidt, nén can
e T oAb aaty i ofe Slo g0t S I thog v o
5 s di igu Atostine idi da homn. Ny ma,
mmﬁw#cmm,mn:mﬂmmmmmmmgmmm
?ngmmnmmhmnniy(mmuttmm.wmnumumac)_
nzym gan
Trong céc nghién clru lam sang, transaminase h thanh (> 3 x ULNs| ra nhiéu én &
nhimg bénh nhan diing “n?.... i il ; o
X&t nghigém chirc néing gan phai dugre thyre hign trurére v sau khi didu trj. Nén theo dai chirc néng
gan & nhimg bénh nhan co déu higu hodic trigu chimg tén thrrong gan. Bénh nhan co nbng 4o
transaminase tng nén dugc gidm sat cho dén khi céc véan dé duge gidl quyét. Trong tredmg hop
téng transaminase> 3 x ULN lién tuc, nén gidm lidu hodc ngirmg didu trj vr Atosting.
mmmwdmdﬂm&mmnmwammngmmvaxmmuh
thuamng gan.

Suy gan
O nhng bénh nhan suy gan vira hojic ndng Vi khéng biét ré tac dong ciia vidc tang tidp xic véi
ezetimibe, khing nén ding Atostine.
Higu qué va tinh an todn clia ezetimibe dugc didu trj bing fibrates chura dugc thidt 1ap; do 06, sy
két hop cla Atostine vér fibrates khéng dugc khuyin cio.

closporin
gln thén trpng khi ding ddng théi Atostine wii ciclosporin.
¢ ciclosporin nén duge theo déi & nhing bé&nh nhan ding Atostine két hgp voi ciclosporin.
Iﬁ"m

éu
N&u Atostine két hop véi warfarin, thude chéng déng mau in khac, hodc fluindione, chi sé
INR nén dugctheo déi thich hop. T

ngoai 1§ cia vidm phdi k& duge bdo cio khi ding mét sb statins, 3¢ bi
trurémg hop didu trf kéo dal. Céc tridu chimg bao gdm khd thd, ho khang hidu qua, suy
kho# néi chung (mét mdi, gidm cin va sét), Trong treéng hop nghi ngavﬂmpl'iikéﬂ

Bénh tibu duéng

Mdt 58 dir lidu cho thiy ring statins lam

oo ceo méc bénh Ly dudmg, statin co

dudmg. Tuy nhién, nguy co nay iém hon nhidu so vai viéc gidm nguy co tim mach wi statin va

g bR b T
684nE, 4 (re tri i hi nén dugetheo

ddilAm sang va sinh hoc theo dé xult. N = = -

Taduwge

Atostine chira lactose. B&nh nhan bj dj ing véri galactose, thiku Lapp lactase hodc hdi chimg chan

an glucose hofic galactose (céc bnh di truyén hiém gip) khdng nén sir dung thude nay.

8. SU/DYNG THUOC CHO PHY NU CO THAI VA CHO CON BU:

%ﬂ%ﬂbmwmhd&n&nﬁdwcﬁcmphtpﬂnhlhilh[chhop!mngqu#t‘inhdiéuut

mang

Xor viva dbng mach 13 mél bénh man tinh, ngurng ding thudc ha lipid trong thérd kj mang thai nén it

anh hudmg 3én nguy co i3u déi li8n quan dén tang cholesterol méu nguyén phét.

Atostine | chéing chi dinh trong thér k§ mang thal. Khéng cb der igu 18m sdng vé viéc st dyng trong

théri ky mang thai.

Sir dyng 68ng théi ezetimibe va atorvastatin & chust cho thdy co sy gla tang lién quan dén thube
trong céc bt thurémg vé xurong *gidm hé sb xirong swém-nio” & nhém 12y cao cla ezetimibe /
alorvastatin. Bidu ndy cb thé lidn quan dén vilc gidm trong legng thai nhi. & nhing con the dé, ty
mwmgam_

An todn sl dung chura Suge tidt ip & phy nr ¢a thal, Chura tién hiinh céc thir 1&m sang co
kikm soét khi diing atorvastatin trén phiy nr c6 thal, Hiém cb béo cAo bét thurdmg bam sinh sau khi
béo thai tifp xtic vii cac chit (e chié men khir HMG-CoA. Céc nghién ciru trén déng vat 48 cho
théy dc tinh dbi véri sinh sdn.

mikc Gwéng trong mau. O mot sé bnh nhin of

finh trang tiéu cor vain, mét linh trang hﬂmdﬁnﬁ'lhmgngduuul i
{msmm,mhgm v myoglobin niju oo thé din dén suy than.
Trure ki didu trf

Atostine nén duge ké don chn thin & nhimg bénh nhan cé cic yhu 18 nguy oo bj iy cor van, Xét
nghiém CPK nén dugc thyc hign trude khi u&ummm&‘mmmmm:my
than,suy gidp, cé nhan holic gia dinh cd bénh Iy cor sé& di truydn, o6 tién 036 tinh trong cor khi didu
Irj vivi statin hofic fibrate, lidn si¥ bénh gan va / hodc ubng nugu qua mirc, & bénh nhan cao bl (>
70 tudi), chn phai xem xét xét nghidm CPK dys trén sy cd mit cia céc yéu 16 nguy co khac dbi véi
bénh tidu co van, cée linh trang trong 46 ndng dd trong huyét rang b thé ting 1an, vi dy do tueng
the va trong cée quan thé d5c bidt bac gbm da hinh di truyén.
mmwwmmmwwwﬁmmmﬂmmﬁuwmw

Néu gié tri CPK cao déng ké (> 5 x ULN), khang nén bt dhu didu tr,

Xdc dinh creatine

Creatine phosphokinase (CPK) khdng nén dugrc khao sét sau khi hogt ddng géing sire hoic trong
mmmw?wmmwﬂmnmmmwmumumwmm
viic gidi thich ede két qua. Néu 7 18 CPK cao hom déing ké so véri binh thugmeg (> 5 x ULN), cin iiém
tra 131 § dén 7 ngay sau dé xac nhdn két qua.

Trong qud trinh tn

+Nén khich bénh nhan kip théi béo cdo bt ky chimg dau, chudt nit hodc suy nhuge cor thé,
dgc bigt di cing vai cam gidc khéng thoai mai hodc sbt, hodic ndu céc dAu hidu co va cac trigu
chimg viin thn tai sau khi ngung diing Alostine.
+MMMMnWMMH¢HﬂhﬂMHMMMMSUﬁAmﬁm,dnphll
Iam xét nghiém CPK. Néu tj 1& cao dang ké (> 5x ULN), nén ngumg ding

+ Néu cactriéu chimg co néng va gay khd chiu hang ngéy, nén ngung didu tri ngay ¢ khi mirc CPK

=5xULN.
¢ rifu chirng va CPK binh thudmg, vige liép tuc Gidu trj bing Atostine holc

+ Trong tnwémg hop
mét logi thude chira statin khic c6 thé dirgre xem xét & libu thdp nhit va dudi sy gidm sal chitché.

Khang oo drliéu 13m sang vk vilic sir dung ezetimibe trong thai ky.
Théri ki cho con b

Atostine chiing chi dinh khi cho con bi. Vi cb thé cb céc phan img phy nghiém , nén phuy nir
by tri Atostine khéing nén cho con bd. Cac nghién ciu & 14 lach di chi ra rdng ezalimiba
Burore bai tiét trong sika me. m.mummmmummmm
cb hoat tinh lwong duong v nding 36 trong sira. Khing bidt cic chédt hoat tinh trong Atosline ot
10. ANH HUGNG CUA THUGC LEN KHA NANG LAIXE, VAN HANH MAY MOC:

Atostine dnh hurdmg déng ké dén kha nang |4 xe va s dung may méc. Tuynhién, khi l&i xe
hodic str dyng misy méc, cin phai tinh dén sy chong mit 48 Augc bao cdo.
11. TUONG TAC, TUONG KY CUA THUGC:

Anh hwémg cila cic thubc khac 8 véi Atostine

Ezatimibe

Thude khang acid: sir dyng dbng thér cac thude khang acid 1lam gidm t 18
nhumg khing cb énh huéng dén sinh khd dyng cla ezetimibe. Sy gidm tj ¢

thu cla ezetimibe
thu cla ezetimibe

khiing durgre coi la co y nghla lam séng.

Chol ine: DOng cholesty théri lam gidm >
khoang 55% (exetimibe + ezetimibe glycuronide). Sir gidm thém holas
Alostine vi cholestyramine cé thé dure gidm bét do sy twong tée =
Ciclosporin: Trong mt nghién ciru & 8 nhin sau khi ghdp’ tha!

mLiphit khi diing lidu ciclesparin &n dinh,
7,0 1) AUC trung binh cia tdng ezetimibe so véi nhdm adi
khae (n=17). Trang mdt nghién ciru khic, mdt bénh nhan
areatining 13,2 mL/phit, 73m’) 08 dirge ding nhidu
ezetimibe hon 12 Bn so voi nham ddi chimg. Trong mit nghid o
khie manh, ding li8u hdng ngdy 20 mg ezetimibe trong 8 igd)
ciclosporin vao ngay thir 7 45 gy ting AUC oila ciclosporin trung B

5 i
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MAU TO HUONG DAN SU DUNG THUOC
(MAT SAU)

51%) s0 vérl khi ding mat minh liéu duy nhét 100 mg cidlosporin. Khéng b nghién ciru kidm sodt vé
wmmmmmummmamm than.

thén trong khi bat ddu qua trinh didu tri Atostine v&i ciclosporin, Ndng 49 ciclosporin nén dugc
mnﬂasmsn;m w&mhgnpdvt;‘qmmmmmn. i v
Fibrates: ung i fenofibrate hodc gemfibrozil ta ezatimibe
krm-rgwt.‘:'.mnmmummﬁmmumum i "

Thube irc ché CYP3A4: Céc chit tre ché CYP3A4 manh din déin 4 alorvastatin ting ddng kd
D&quﬁﬁmmmuﬂcwm(wdudmap:ﬁaw%mm. ) i
&‘dﬂ?ﬂrﬂm. megznﬂmnmh voriconazole, itraconazole, posaconazole ﬂ‘u
protease ritonanvir, lopinavir, atazanavir, indinavir, darunavir, w). ) nén trénh

u:.m&wmmmmmmmm,dﬂum&wmmm%&pm_mman
theo di bénh nhan mdt cach thich

mm&mmm:mam'&mmm&:mwm(mmmww
¢4 thé lam ting ndng 35 atorvastatin trong huyét tuong va tng nguy co bénh co; do 34, didu chinh
l1u atorvastatin nén dugre xem nhur 3 mt yéu chu ciia lkbu iwgng the quy dinh. Bang théi sir dyng
elbasvir v grazoprevir véd atorvastatin lam ting &9 alorvastatin huydt wong ién 1,9 14n; do
a5, libu Atostine khéng duge et qué 10 mg / 20 mg méi ngay & nhomg bénh nhan ding cing
wﬂgﬂmmmm

theo ddl higu qua lam sang.
Gemfibrozil /dan xudt acid fibric: Bidu rj fibrate don thudn 46k khi co ién quan 8én céc bign od
o, bao gdm tidu cor vn. Nguy cor cda cde

o ndy cdthé ting Ién néu sl dung déng thévi fibrate
va atorvastatin.

Ezetimibe: Vigc sir dung Iy phép dom tri libu ezetimibe cb ién quan dén céc bién cd co, bac gém
Muwvh@g:ywuﬁaeﬁcbﬂnduéyeﬁhéﬂngl&nms&mmmmmmn
atorvastatin. Can theo dbi 14m sang phii hep ciia nhirng bénh nhan nay,

Colestipol: Nbng &4 atorvastatin trong huyét trong vi chét chuyén héa b hoat tinh gidm (khodng
25%) khi diing 86ng théi wiri colestipol. Tuy nhién, hidu qua ha lipid 1 Iém hon khi atorvastatin va
colestipal dugc sir dung kéthop sovéri khi mBi thube duge ding don déc.

Acid fusidic: Nguy co méc béinh co, bao gdm tidu co van, of thé iang 18n khi ding déng thér acid
fusidic va statin. Cor ché trong tie ndy (cho 40 duroe lye hoe, duoe ddng hoc hay cé hai) vin chua
dugo bibl. Cc tnrémg herp bj tidu co van (mdt s gdy tir vong) 48 duere bdo cdo & nhing bénh nhan
ding phéi hop nay.
huf..le::ﬂmmmunulngmwnmmwwdmmmmmﬁanﬂum
ng acid fusidic.

Colchicine: Mac di chua od nghign ciru ndo vé sy twong 1ac gitra atorvastatin va colchicine, nhung
chirng bénh co 38 duoe bo céo v vide sOr dung dding thoi atorvastatin va coichicine.
Boceprevir: Tc dyng atorvastatin tng khi diing véri - Ndu cAn kit hop voi Atostine, nén
didu trf béng Atostine & liéu thip nhét cé thé va nén ting libu theo dii chat chi dén khi dat hidu qua
14m sang mong mubn. O nhimg bénh nhan dang ding Atestine, liku Alostine hang ngay khing
dugovirgt qua 10/20mg thévl gian didu tr| cling ver boceprevir.

Anh hwémg cia Atestine d8i véi dugre déng hoc cila cée thude khic

Ezetimibe

Céc nghién clru lidn ldm sing cho thdy riing ezetimibe khéng gy ra dnh hudmg vér céc enzyme
cytochrome P450 chiu tréch nhigm chuyén hoa thude. Khong co st tac vé duge dong hoc cd
¥ nghla 1&m séng giTra ezetimibe va thudc dugc biét dén 14 chuyén hba cytochrom P450 1A2,
206, 2CB, 208, va 3A4 holic N-acetyltransferase.
Thude ehdng dBng mau : Trong mit nghién el trén 12 tinh nguyén vien nam khde manh, vidc diing
Muﬁahuamnﬁntn@y}aﬂngmmgahuummdmmmma
wé prothrombin. Tuy nhién, ké tir khi gicn thigu trén thi trurdmg, su gia téng INR da dugc béo
céo & nhimg bénh nhan ding ezetimibe két hop véi warfarin hodc fuindione. Néu Atostine két hgp

virl warfarin hogic thuéc chdng déing khéc cb ngudn gdc tir coumarin {AVK), hodic fluindione, INR
nén dugrc theo déi mot cach thich hep.

Atarvastatin

Digauin: Sau khi dung ddng thér digoxin va atorvastatin 10 mg, nding 40 digoxin & trang thai dn djnh
tang nhe. Cén theo di thich hop & bénh nhan didu Irf bang digoxn.

Thudc ngira thai udng: Ding théri i atorvastsatin véi thufe ngira thai ubng lam ting ndng d6
norethisterona va ethinyl estradiol trong huyét romg.

Warfarin: Trang mét nghién ciru 1am & nhiing bénh nhan ding lidu phap warfarin kéo dai,
diing ciing lic vér atorvastatin 80 mg

i ngay véi warfarin Iam gidm tac d Icholz‘r.?
lrung4ngﬁyﬁkldﬁuht:gldhjﬁ&n&lblnhﬂzrbngwnrquﬁmgnga?kémlb& udl&?:‘u]"t
atorvastatin,

12. TAC DUNG KHONG MONG MUGN CUA THUGC (ADR)
Técﬁ;wwummglﬂm1f1m1:ﬂmmﬁy_dm_nmcw.

(CPK), tang
13. QUALIEUVA CACH XU TRI:
Atostine

Trong tnrémg herp qué Blu, nén @iy irj trigu chimg va b trg. Xét nghiém chire nng gan nén duge
thirc hién vé chn theo ddi ndng 6 CPK huyét thanh.

Trong cac nghién ciru 1am sang, ezetimibe libu 50 mgingdy ding dén 14 ngay & 15 ddi tvgng khoe
manh hodc liéu 40 mgingay d( asnssnpayhsbemnhmmmmmm“mmm
néi chung, 68u dugc dung nap tot. Chi od vai béo céo vé truéng hop ding thude qua liéu va phan
I&nd‘éukhﬂnghtm&unﬁcdmghhbi.Cé:ﬂc&yﬂghhhlmuodﬂkﬁdﬁnn&u&cwalﬁu
82u khéng nghiém trong. O ddng val, khing o dbc tinh ndo sau khi ding idu duy nhét
iﬂumnmazuhﬂbuéduuviﬂllwmﬂqﬁdd.
torvastatin
Do sy kit hgp manh cla atorvastatin véi protein huyét treng nén thAm phan mau khéng tang dang
két 0§ thanh thal atorvastatin,

DACTINH HOQC:
o e cod o HMG-CoAKA o vt thubc s lipid i ke

Cholesterol huyét tuomg c6 ngubn gée tir sy hiip thy rudt va tdng hop ndi sinh. Atostine chira
ezatimibe vA alorvastatin, hal logi thudc ha lipid ¢4 cac cor ché tc d)ng b sung. Atostine 1am gidm
cholesterol todn phdn (C-total), LDL-C, apolipoproiein B (Apo B), triglycerides (TG) va khang-HDL-
Cﬂ&\g(’l-mt-C)Mrgquaﬁcmimwnhmuvaﬁngmm.

Ezelimibe irc ché sy hip thu cholesterol & rugl. Ezetimibe cb tac dung khi ding dudng ubng va oo

co ché tic khéc vii nhirng thube gidm cholesterol clia céc nhém khéc (nhir cac statin, cac

thude (e ché tiét acid mét [resin], cac ddn xudtacid fibric, va céc stanol ca ngudn géc thye vat), chiu

tréch nhifém hip thu cholesterol vé phytosterol tir rudt,

Ezetimib khu tni tai bér ban chii thanh rudt non va tre ché hdp thu cholesterol, din aén gidm vén
cholestaral tir rubt vao gan; cac statin [am giam tdng hop cholesterol & gan va hai oo ché

riéing bidt ndy b sung cho nhau cling i2m gidm cholesterol,

Trong mét nghién ciu lAm sang kéo dai 2 twln trén 18 bénh nhan ting cholesterol mau, ezetimibe

e ché hip thu cholesterol & ruft khodng 54% so vdi placeba,

Mt logt nghién eiru tidn l8m sang da duoe tién hanh dé xac dinh sy ire ché hip thu cholesterol

chon lge cila ezetimibe. Ezetimibe (rc ché hép thu ["'Cl-cholesterol ma khéng dnh hudng 1é hdp

thu triglyceride, céc acid béo, acid mat, p terone, athinyl diol, hogc cée vitamin Ava D tan

trong mi.

Atorvastatin:
Alorvastatin 1a chdt irc ché canh tranh oo chon loc c0a HMG-CoA reductase, 13 men xic tic quéa
trinh chuyén i 3-hydroxy-3-methyiglutaryl coenzyme A thanh mevalonate, mét tién chdt cia
chaolestercl, Trong gan, triglycerides va cholesterol dugc kit hop véo lipoprotain mat 86 rit thip
(VLDL) v& gidi phéng vao trong huyét tromg 38 van chuydn dén md ngosi vi. Lipoprotein mét d&
thép (LDL) dugehinh thanh tir VLDL v& dugre df héa chi yéu b thy thA LDL &1 lye cao.

1am gidm a4 cholesterol vé lipoprotsin twong bdng céch irc ché men kiir
HMG-CoA va sau 46 sinh hop cholesterol & gan v ting sd lugng thy thé LOL & gan trén bé
mitté bao dé tang curdng hdp thu va dj hda LDL.
Atorvastatin lam gidm tdng horp LDL v 58 luomg cdc hat LDL. N6 gay ra mdt sy gia tang déng ké va
kéo dai trang hoat ddng thy thé LDL kém theo s gia tAng chét lgng cia cac hat LOL |vu hanh.
Atorvastatin co hidu qua trong viéc lam gidm LDL-C & nhimg bdnh nhiin mée chirng ting
cholesterol méu gia dinh hop tir, dn sd khé kidm soét bing thudc ha lipid.
Mgt nghiéin ciru phan Ong lidu cho thdy ring atorvastatin [am gidm cholesterol todn phin (CT)
{30% dén 46%), LDL-C (41% 8én 61%), Apolipoprotein B (34% dén 50%) vé triglycerides (14%
dén 33%) trong khi gay tang HOL-C va in A1. C4c két qua nay cling duge quan sat
théy & nhmg b#nh nhén ting cholesterol méau gia dinh df hyp tir, céc dang ting cholesteral mau
khdng lién quan dén gia dinh hodic ri loan lipid mau hdn hop, bao gdm nhimg bénh nhan tiéu
dudng phy thudcingulin.
15.DAC TINH DUQC BONG HOC:
Hép thu:

Afostine:
Anh hurémg cla mét bOs &n cb chilt béo cao dbi v duge Agng hoc clia ezetimibe va atorvastatin
khi diing Alostine turamg durang véri nhirng béo céo cho méi logi thude.

Sau khi udng ezetimibe dirgrc hidp thu nhanh va lién hop

phenolic glucoronide (i ide). Nang 4 huyst trong 16i da trung binh (Cmax) xult
hidn khodng 1 8én 2 gi&r déi véri vé 4 Gn 12 gi&r 3 vt ezetimibe. Khon
mmmmwmmﬂmmmmtwmmmmgmamag
Ding ciing thire an (blra n nhidu chét béo hodc khdng cht béo) khéng nh huréng ti sinh kha
Sau khi udng, atorvastatin dugc hip thu nhanh; ndng d6 t4i da trong huyét tua CLyai

mw&azmmaompmmwaummmmmmmuﬂ&f

. Sin
dung cia vién nén bao phim atorvastatin bao phim I tir 95% dén 89% sa vér dung djch idng.
kha dyng ld&imamuh&nﬂum!rgiz'd,ﬂﬂlﬂ\sinhlﬂ'ddummm%vﬁ

h thanh chit e6 tac dyng duge hoe

&ong (rc ché HMG-CoA reductase khodng 30% /

Phinbé .*!’12, 3./
g

Ezetimibe va ezelimibe-glucoronide lién két voi protein huyét beang nguti tvong img 987 % va

e uyét ngudi u'ng: m?’pé

Atarvastatin |

Thé tich phéin b trung binh ciia atorvastatin la khodng 381 IiL Sy két hop cla-alervastatin véi

protein huyét tromg 14 208%.

Chuyén héa:

: chuybn héa oo bain & rudt non va gan nhir ign hop vii glucoronide (phan ing gia
Ezetimibe dugc o non va gan H n i
ﬂoanll]vémﬂdbﬂjﬁﬁqumgtﬂlﬂymy!nhﬁawlﬂalﬂﬂu?:ﬁna giai doan 1) & tht
cé cac lodl nghién ciru. Ezetimibe va ezetimibe-glucoronide la thanh phan chuyén hoa chinh cila

thude xdc djnh dugc trong huyét tirang, chiém twang img khadng 10 dén 20% vt 80 dén 80% tdng

uﬁmmhuﬂtmkmmuﬂmﬁwmmmmmmm

chm véi déu hidu tdi st dung dang ké & rudt gan, déri thai trir cila ezetimibe va ezetimibe-

glucoraine khodng 22 gidr.

Atorvastatin

Atorvastatin duge chuyén héa b cylochrome P450 3A4 sang céc din cht ortho vé para -

hydroxyl va mét sb san phim beta - oxy héa. Ngoai céc tuyén duéng khéc, cic sdn phim ndy sau

d6 dugre chuyen hba bing glucuronid héa. Trong Sng nghiém, sur (e ché ciia reductase HMG-CoA
céc chilt chuyén héa ortho - va para hydroxyl ramg dureng véi chit gdy ra b atorvastatin,

m?mmtmmﬂnwmmmmmummwﬂmuﬂnmm
ttinh.

Thai trir:

Ezatimibe

@ ngudi, sau khiubng 14C-ezetimibe (20 mg), ezatimibe todn chiém khodng 93% tong hoat
chit dénh ddu phang xa trong huyélmm.nﬁ:'i&nadym .Q';L;ass v 11% hogt chilt 8énh du
phéng xa trong phén va nuéc téu thu dirgre trang 10 ngay. Sau 48 gid, khéng thly hoat chit danh
i —

Atorvastatin dugc logl bd chi yéu qua mét sau khi chuyén héa qua gan vi ngodi gan, Tuy
nhidn, thubc dudmg nhu tri qua mot chu ki chu trinh rudt gia déng ké. O ngurdi, thiv glan
bén thai trung binh trong h urong clia atorvastatin lé khodng 14 gitr. Thivi glan ban hiy coa
hogt 6ng (rc ché clia reductase HMG-CoA 1 khoding 20 dén 30 giér do sy dbng gop oiia cac cht
chuyén héa cb hoattinh.

16.QUY CACH DONG GOI:

Hop 03 i x 10 vién +1&r huéng din sir dyng thudc.

HOP 06 vi x 10 vién + 1 hurérng dBn sir dung thudc, )

17. DIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUGC:

Bidu kign bao quan: Noi khd, nhiét 83 dudi 30°C, trénh dnh séing, ,,__':_mh\\

Han : 24 thang ki tir ngdy san xudt. Z A 00 109753
Tiéu chuan chit lugng cla thude: TCCS., 73N
18.TEN, BJACHI CUA COSE SAN XUAT: :

TEN, BJACHI CUACO SGBANGKY

CONG TY TNHH DUQC PHAMHQ
sdmcsmnmewxim.nmmuai.ﬁmu,
DT:024.366686300/ 36886301 * FAX: 024.36686302
TEN, DJA CHI CUA CO SO SAN XUAT -
CONGTYCOPHAN DUGC PHAMTRUNGUONG2 )\,
L5 27, KCN Quang Minh - Mé Linh - Ha Noi - Viét Nam . " v
OT: 024.39716291 * FAX: 024.35251484 NTRUNG AP




