https://nhathuocngocanh.com/

“WHO | Dpe ky hudmg din s dung trude khi ding.
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Chi dieng thudc ndy theo 57 ké dom cda

EZVASTEN

Vién ndn bao phim Atorvastatin & Exetimibe
THANH PHAN:
Wi vign nién bao phim chia:

Calci atorvastating
Rucmg duong Atorastatin. 20 mg
Ezatimibe 16 mg

Th durgc: Loctose monehydral, crospoviclon XL 10, celikose W tink thé eroscarmed
fose piri, mognesium secnal, HPME 608, tole, PEG 8000,

Bidc tinh duge e hoe:

Chobesteral huydt tudng od hai ngudn géic: Ngeln gbc ngoal sink (hip thu tir
el v nguedn gdc ndi sinh foo theE ty g hapl. ETVASTEN Lb thudc phél hop
hai chit ezetimibe vh atorvastating i tic dyng lam gidm cholesterok st
tuang bdng b hal cich e chié su hip tha v sy thng bop.

Exetimibe:

Eretimibe Bm glim cholestersd trong maw bdng cach e ché y hip thu
cholestensd & rude ron.

Coled clervaitatin:

Atorvatatin 1 mét chit ba lipld ting hep L chilt e ché eneym kb 3-hydraiy-3-
migthylglutaryl-coenzym A (HMG-CoAl Eneym miy mie i s bifn 88 HMG-Cos
thimh mevalonat. 1h mét giai doan sbm vl gidl han tde db cda sinh 1dng hap
chatesteral, & cic bénh nhin bi cao cholesterol miu do di tripén déng hop i
by il hip bl ciic diang cao chofesterol mdu king do di truydn v i loan lipid
miiu hdin hagp, atorvastatin lam gidm lugng cholesténsd tobn phin, Bpoprotein
cholesterol trong hugng phdn i thip ILDL-C) v apolipoprotein: B {apa B,
Atorvastatin cing ldm gidm Fpopretein cholesteral o trong udndg phdn bl rit
thip (VLOL-C) wh trighwcerid (TG) va lbm ting lipogrotein cholesterel ed trong
lugng phin i cao (HOL-CL

Bie tinh duge Sjng hoc

Hip thur

Erstimitoe

Sau khl wing, eqetemibe dupe hip thu nhanh va két bgp thinh dang
ezetimibe-glucuranid. Ming 8 16l da trang huyit tuong dat duge khadng
1= 2 gitr saerkhi wing S50 vl ezetimibe-glueuronid, vi 12 it smai bl
gy B v etindons. Thidie Jn lehiineg o6 dinhy huilieg din sink khad ding ola exetimibe.
AtorvaErari

Atarvastatin dume hip thu rhanh bling duting ung, ndng & 15 8a trong huyt
turging dat dudc trong whng 1 - 2 gkl Lugng atcnastatin duoe hip tha «d ndng
& trong iyt tuong ting Bn theo ty b Béu ding. Vidn nén atorvastatinod sink
khd diing 915 - 55% so0 voi dang dung dich. Sinh khd dyneg tuyst 4 clia atonvasta-
tin F khadrg 14% v téc dong e chié enzymn khir WMG-Cal reductass ki khodng
3%, Sirsh khd ding thip b do sy thanh thil & niém mac duimng théi: ha tros:
khil wiio oo thelf viido chuyéin hda bn ddu & gan: Mic i thisc 5n lm gism t8c 46
i [ thsde durge hip thu twong dng khodng 259 vh 95 theo dinh gis qua
C__ ' AUC, nhuneg syt gidm chalestercd ireng luong phén i thip tuang tu nhau
khi storvastatin duge wlng lic no hobc Kc 86 Néng db huwlt iuong ola
atorvastatin thip hon (khodng 30% g8l vl C__ v AUC) khi udng thute via budi
chidu so wdi ulng thude vio budi séng. Tuy nhitn, s giim cholestencl trong
mﬁhwﬂpmwmmummermmmw
Phdn ba:

Eretimaibe

Exetimibe vi ezetimibe-glucusonsd gim Kt vl protein huydt tudng &ty 1@ 950705
va B8 = 52%

Aboreastatin

Thé tich phiin b trung binh ola atcrvasiatin iy khobng 3870 L Trén O
atorvostatin ghn két v protein hupst twong, TF 16 héag chu' huylt wong
khodng 0,25 chi thidy thusc it thim vio hdng chu,

Chuyén hda;

Ezetimibe

Ezetirmibe duge chuyén hia chi yu & it non wiogan thang qua 5o kit hep
ghsuronid, Ca ezetimibe vb ezetimibe-glucunonid duige thil inl chim khdd
skt wiong do chu ki gan ruedt. Thid glan bén hiy ol erstimibe i
ezetimibe-glucuronid Ik khokng 22 gidl

Atorvastatin

Atorvastatin duge chuyén hda reng ral thinh cdc din xust ortho-, parshydromy-
wa nhidu sda phim cey hoa, o vitre, 1/ e chi enazym khir HMG-Col b cac chit
chuyén hia cotho- vi parabrdrocy- tuong duong v atorastatin. Khodng 705
hogt ddng e ché enzym: khilr HMG-Col trong b tudn hoan 1 do cic chil
chuyén hoa o hoat tinh. Cic nghién o v vitre 88 nghi 1 quan {romg cia
chuyéin hoa atorvastatin bling cytochrame PA50 3A4.4 gan, do thng nfing dd
huyiit tuang ola atorvastatin & nguil sau khi ding cling i vl erythromyein iy
chiit dc ché enzym ndy, Cde nghldn cin in wivo oing chi m rirg Sorvaitatin i

midit et die dhik vl el cytednenm P RER Yk i Alna ik Ranastario
khtnag Thm ting ding kE ndng 35 huydt tuong ola terfenading mét hop chit
duigis chunyin héa rd rhing Blag PAS0 1AL W thE, storvastatin s& khéng K thay
a6 ddng ké duge 89ng hoc cia che chiit nén cytochrom P450 3A4 khae (xem
phin Tueng thek O déng vit, chit chuwin héa erbehydrioy il gua 3
glucuronid hda.

Thdii tri:

Exetimibe

Sau khi uding “C-ezetimibe (30 mgl, khodng 93% exetimibe hi#n débn trong huyst
tuerng. Khodng 785w 1 19% Sugc tm thadly trong phdn vl node tifu trong ving 10
ey, Sau 48 ghis khang con tim thiy thusc hign didn trong byt tuang.
Aforvastalin

Atcreastatin v cic chiit chuydn hia dupe bii v el yiu gua mat sau khi di
chunyin hda tal gan hay ' ngodi gan. Tuy nhidn, thalc duting nhu khéng trai
qua chu ki gan redt. Thid gian bdn thdl trung binh treng huydl tuong s
atorvastatin & nguibl L khoding 14 gidy nhimg théi glan bén hiy cia hoat ddng
e che énzym Khir HMG-Col 1y 20 - 30 gy do suf déng gdp clia cle chit chuyén
hhcéhﬂﬂmﬁauthluﬁmm ?!-lléumng:uamqurnmwn
ey troneg e til,

CHI BNH:

- Bfnh ting choldesterol mada: Lim gidm lugng chobesteral o8 trong hugng phin
i thi thng chodestenal of trong luiang phin 0 cao,

- Bénh ddng mach vinh: &7 bénh nhin o binh ing mach vinh kit hop wi
thng chobesteral mau, EFVASTEN dugc chil dinh [3m glim nguy oo 1l veng da
déing mach wiinh, glim nhdi mabu co tim khing gliy tdrvang, gilim nguy oo phal
1 tgo mach miu oo tin, Uim chdm gqud ifnh oo vila ddng mach vinh, glim tao
i thutendg bin mdi.

LIEW DG - CACH DUNG:

Bénh nhan nén thea mat ¢hé b 8n it cholesterc! khi bdt diu sir ding thiée va

tidp tyc theo ché 86 Sn ufing niy trong swSt that gian didu tri. Liku dimg nén

duige diéis chinh the tiing bénk nihdn dya trin misc 98 lipld byt o,

Mitry b s iy erf vl B thifp nhit md thidc cd tic dung, sau g4 nifu oin

thidt, oo the didu chinh lidu theo nhu e v dip ing ola timg ngudd Bing cich

ting Iy timg gt cich nhau khdng dudt 4 tulin vh phii theo d8i phin dng cd

hai ciea thude, 3dc bigt 1h phidn Ong o byl 480 vai héca.

Lidw dliang cheo nigusisl km: thidng thiudemg I 1 - 4 vidn x 1 bind nigly. Khil ddu nidn
& ik 1 vidn x 1 Uin/ Sau 3 tra i

mﬂﬁ::‘ﬁnﬂﬂtiﬂﬂlf “h-rr.s...ai?:i'-.?' 1 o i 0tk s

Bdnh nidn b suy gan:

khéing cin thillt didu chinh lidy diing & bénh nhin sy gan nhe:

Bénh nhdn suy thin:

Ehéing cén thift debu chinh lidu ding & bénh rhin suy thiin nhe hay viga phil,

Tury b, A51 v bsbrih nhdin suy thiin niing. chi oo thé dimng thude niy néu bénsh

nhiin ¢ thif dung nap atorvastatin & liéu 5 mg hode cao hon. N thin trong khi

g thudc oo rivimg binh nhdn nay vk nén theo dél bénh nhdn clin thin

Bénh nhdn coo tudi:

Khbrig cin thidt didu chinh Bu ding & bénh nhin cao el

Bi¢gnh nhdn ding ditng cyclasparin:

B vl bénh nhin dang ding cyclospering chil o th diing thuse niy née binh

nhdin £8 thé dung nap atonastatin & i 10 5 mg (T M, nhung khéng nén

dimg qui Yo vidn x | ln/ ngiy,

Bérh ahdn dang dirng amiodaron hodc verapamli:

&1 bénh nhin dang dimg amiodaron kode verapamil, khing nén dimg qud 1

witn x 1 ru mgay.

Bénh nhdn dang dimg cde thubc du tr| HIV, vidm gan shéu vi C:

Cibe chilt e chi protease

6 tuomg thc Khuykn cho ki don
- Tipranawin + Ritonaw Trabuby 30 dyng EZVASTEN
Telaproie

Lapinair + Ritanavie Eﬂ'm m“lw

vandu-:bmhmn!ﬁdimgudu:hlprhn
Khidng qua 1 vibn/ ngdy

Darunanir + Ritonadr
Fosasmprendswvic
Fosampeenawir + Ritonmir
Saquinavie = Rtanavi

Melfenawir

Ehidmg qui 2 vdnd nghy

EHEAMNG CHI BINH:

Bénh nhin min chm vt bt ki thinh phin ndo cla thudc. Bénh gan glal doan
hagt diing hoje ting transaminase kio dii kidng i nguyin nhdn. Binh nhin
Uy gan vira vl ndng. Phu nd ob thad v cho con bi

LU ¥ BAC BIET VA THAN TROMG KHI SIF DUNG:
R ey efedie ding gan: Cic chst e chif anzym khid HWG-CoA, oimig gifing i
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L8 thisde ha liphs khae, o gay nhivng BT thisone sinh e vé chie ning gan.
Binh gan hoat ding hobe ting traniamenade kég dii Khang m rguybn nhin |3
cic chang chi dinh s dung atorvastatin Khuyen céo lamxét nghiém enzym gan
frusc khi bk ddu didu tri bdng atorvastatin vi trong trutmg hep ohi dinh Lim
s yiur cis bt nghsbm sau &4

Citemg: Cin edn nhde kihl ding thuse thede nham statin 98 vl Bink nhin o
ribiing yEu b8 nguy e didn SEn tdn thuarn oo Thisde thisde nhdm statin o nguy
ool ey 1 cibe phadn Uing o6 had d&1 wil hd oo nha teo oo, vidm oo, dfc blile S8 vl
e babni nhdin od ylu b8 nguy oo nhid bink nkdn trdn 65 tudl, biénh rhdn b bdnh
thibu ning tuytn gldp khdng duce kifm sobt, binh nhin bj bénh thin Cin thea
ol chijt ché cic phin dng of hal trong qui tinh ding thudc.

Cih bdo clo vk midt sd trudng hop b globin oo nééu kich phat, yiu oo

Ciin nhde theo disl erestin kinase (0K) tnong trudrng hope

& Trutsc khil e gri, wit nghiskm CK nin duoe tién hinh trong nhdng truéng hop:
Suy giden chalic ndng thin, nhuge gidp, thn 50 bdn thin hodc tidn s gia Sinh mic
bbby oo fi Rrunein, Lidn s<5 bj bt co dio s dung statin hoge Abrat iruse &, tidn
i bimh gan vi'hade utag nhidu g, bénh nhdn cao tudi (> 70 W) of nhing
yifu 18 nguy ¢o bj tiéu o vn, khi ndng xly ra fuang tic thude vl mdt <8 a8
tugng binh nikdn dic bigt. Trong nhing truding hep ndy nén cin nhbc I fchy
Uy ©F il theo dii bnh nhiin trén lm sing khi diéu tr] blng statin: Hiéu kit
qud et nghidm CK = 5 Lin giol han trén cla mue binh thudng, khédng ndn bt
cliu didu tri bdng statin,

+ Trong qish wink S v bing statin, binh nhan cln thang bao ki cd.che bidu
Thir wik oo i i o, cineg o, wlu ool . Khi o8 céc bifu hidn niy, bénh nhdn cén
tam xét nghiém CK df cb cac bidn phip can thidp phi o,

Theo did bénh nhin trong gud trinh ding thiade, Niu thiy cd che trdu ching
il mbt mdl, wiu oo nkn nguing S0 disng thudc.

B xa tAm tay tré am.

SIY DUNG CHO PHY RO O THAI VA CHO CON BI;
Chiing chi dink & phig nd cd thal v chio con bl

TAC DONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC:
Thasdc ot thil gliy daeu dbu, chéng mat, nhin mé, mit ngl .. vi thé ndn thin trpng
Ichi Kil e hodic win hinh mdy mde.

TUONG TAC THUGC, CAC DANG TUONG TAC KHAC:

Atorvastatin

M thin trong khi iing phl hes vl nlacin holic céc thislkc i ché midn dich
Tdmg nguy o bin thuong oo khi £ dyng statin Sdng Hhod vl ol bk sau;

- Cychasparin

- Germfibrozi] v che thude ha cholesbérol mdu nhdm fibnat khic,

= Erytheomycin, thudc khdng ném nhdm azol

= Miachn Iy cao (= 1 g/ ngiyl.

- Cirbehidcin.

Cele thude A trj IV, vidm gan sile v C: Vikc s dung déng théd cic thudc ha

Ipid ndu nhuden statin ot cde thasdc didu tr HNV vl vilien gan sibu vi C (HOV) o6

eheét L g regplay £ gdy ton thuiong ool nghdém trong nhit W thiu oo vlin, thin

bt cides o ey thiln wi o6 theé gy W vong,

Cdc thudc dr chil snzym CYP3A4: DUng cimg v cac theds o ché enzym

CYPIAA o i lem tAng ndng &6 cba aloraitatin rong huydl wong ddn dén

bl rigruy Cof bridh oo v Tidu ol

Amiodaran: Khi diang vol amicdaron, khing ndn ding qud 20 mg atosvastating

gy i L 6neg ngary o0 gy ra chdnig tibu oovviin. EMS wél bénh nhdn phdi ding

il e 20w vy Al o il gk b bl bube s of the luia chan Ehiude statin

ke (et pravassating.

Ddn xudt coumarin: Thude nham statin lam ting nhe tic dyng chéng déng oia

cournarin, (O bénh nhin dang dang thudc chéng @ong coumarin, nén xic Sinh

thai gasn prothirormibin trude vl trong khi didu tr bAng storvestatin

Cae thusde kg acid: S dung atorvastatin ding thid wil cic hén djch khing

Hldcﬁc'hﬁanugnnuvhnﬂﬁwﬂﬁwdbhﬂt1WEMNWulm

bi giden khodng 353%. Tuy nhién tic dung gibm cholesteral trong lupng phdn i

thip khing thay di,

Antipyrio: Vi storvastatin khiéng dnh hudng &fn duge déng hoc cla antipyrin,

min kEhing b nuang e Wi cac thisle khdc chupdn hia qua cng logl

eytaeiranm,

Colestipol: Khi ding coleitipal clng wdi atorvastatin, ndng &8 cda atonastatin

b glidm khodng 25%. Tuy nhiién, Wi dung trén lpld tang hin khi ding ddng thi

atanastatin vl colestiped so wail kiv ding medt logl thuse ridng k.

Hgaxin: Bhi dimng nihséu B digoxin vl 10 mg atorvastatin ddng thil ndng 98

digendn frang hupdt twiong & trang thil dn dinh khing b dnh hudng. Tuy nhidn,

ndng dé digoxin ting kholing 20% khi ding digoxin wi B0 mg atorvastatin

hing ngay. Meén theo déi thich hap &8 val bénh nhdn 0 dung digesn.
Clarithromycin: 54 dung ddng théd ateovastatin v enthromycin

1500 mg x 4 lin ngly) hode clarithromycin (500 mg x 2 Lind nghyl I chlt de che

cytochrom P450 2A4: Ting ndng d¢ huyét luong ola atonvastatin,

Axlthromycin: 540 dyng ddng thel atorvastatin (10 mg x 1 Wn' npldy) va

azithromycin (500 mg x | Bnd ngly) khing lam thay ddi ndng 84 huyd thanh
£l Btorvastatin,

Terfenadin: 50 dyung ding thii atorvastatin vh terfenadin khing tao dnh
heignag direg kf trin 1m sing &8 v dusc 3dng hoc ol terfenading

Thinds mgdia thel dutmg dag: Ding dbng thl w8 thude ngla thad dudng
uting o chim norethindran wi ethingd estradicd lim ting gld tr] didn tich dudi
duting cong ndng 38 - thad gian (AUCH cia norethindron v ethiny] estradiol
khodrg 30% v 20%. Nén ciin nhic wl sy ting niy khi chen Iy thadc ngia thal
dutang wing cha pha nir sl dung atorvastating

Warfaria: Mat nghidn e wé tuong the thude gilia atorvastatin vl warfasin d3
dupc tilin hiinh: khéng ob tuong tie ding ki trbn Bm sing.

Chemveticlin: Mgt nghidn odu v tuong tic thudc gila storvastatin va cimetidin d3
dupe tidn hbinh: khdng ob tuong tic ding ki tén lim shng.

Amiodipin: Duge déng hoc ola atorvastatin khing bl thay &8 khi ding ddng
thidsl atorvastatin BO meg va ambodipin 10 mg & rang thai &n dinh

Exetimiba

Cotestyramin lm gidm s hip thu cda exetimibe vh kbidng nitn disng clmg lic
trong ngiy. Cyclosporin ob th lam ting ndng 88 coa coetimibe tromg st
tuiong do 34 clmtheg diéd cin thiin rséu!ﬂnhnh!nﬁlng J;I'Lunghuihuk Al
hilu il ciia eetimiby of thll Kinrhon & nhiding binh nhin suy thdn nang.

TAC DYNG KHONG MONG MUON:

Atorvastatin

Thugng gdp, ADR > 1100

T i L iy, o b ety il dlas b wi bt i, i khodne 55 bisnt ninden
Thdin kinh trung uong: Bad 80 (4 - 9%), chdng mit [3 - 5%, nkin mda (1 - 236,
milit ngl, suy nhugc,

Thiin kink - oo v saiomge Dauea, Jau khap

Gan: Cic kit qud thil nghéém chiic ning gan ting hon 3 18n gidi han trén cia
bimb thariing, & 2% nguitd binh. nhumg phan kin L khing ob il chiing vl hil
phige khi pgiEng thudc.

it gdip, 141000 < ADR < 17100

Thiin kinh - oo vl xuang: Bénh oo kit hop yiu oo v ting ham ugng creatin
phosphokinase huydt twong [CPKIL

Da: Ban da.

Hé hdg: Vidrm mil, vidm xoardg, viem hong, ho,

HiFm i, ADR < 171000

Thiln kinh - oo vl uomge Vider oo, tibu oo viln, diin 8 suy thin cip thir phat da
ryaglobin nbu

Mgedi ra can oo h gde Mgt 26 tde dung kivdag mong mundn sow

« Sury giden ribuin thec (rvhir mst o nbvd, i ac.

- Tiing duing huyét.

=Ting HbATc

Ezetimibe

Ezntimibe thising dupc dung nap tor. Céc tic dyng khang mang mudn thidng
gip nhdt bac gbm nhtc diu, dau byng. théu chiy, cde ni loan tiu hoa khie,
phdin dng qua miin bao gim ban dé v phi mach, miit mal, daw nguc, vi dau
khiip clineg i dioioc béo oo, Tic dyng khiing mang madn hidm khi sy ra bao
g thng mign gan hodc vim gan, viém Iuy, gim téu cdu, s mae videm b
it B oo di sl ra & bénh ahdn ding exetimibe mdt riah hade khi thém
vie Frdt statin. Phil ngung s dung exemitibe khi nghi nga bl bénh co hodc
creatin phosphokinasa thng mit cich diing ki

Kt hop Exatimiba/ Atorvastatin

Tibe digng kg micng rsidin kil ki by hal thade fuong Ty nk khi ding don
e atorvastating Tuy nbién thn welt [ng transamingse hoi oo hon S0 whi khil chi
diing #orvastatin,

Thing bda che thdy thwde cic rde dung khdng mang muda gdo shdi khi sl dimg
ihudie.

QUALEBUVAXOTRE

Khing o6 phusng phip didy trf didc hitu cho qua liéu ETVASTEN. Khi uineg gud
[ thude, binh nkiln nén duge didu i tibu chiing, v cic phiusong phig hd g
clin thag

BOMNG GOk Mop 4 vl x 7 viln.

BAD QUAN: Mal khé ria, trinh dnk sing, nhiét 6 khéng qud 30°C
TIEU CHUAN CHET LUMG: Tty chiulin nha sbn xult.

HAN DUNG: 36 thing ki T ngay shn xudt

DAVIPHARM

Sdn xudt tol CONG TY ©O PHAN DUGE PHAM BAT VI PHO (DAVI PHARM)
Lé M7A, Buing D17, Khu CAng nohiés My Phude 1, Phuting Thai Hba,
Thix3 B&n Cht, Tinh Binh Dugng, Vikt Mam
Tol: 0374, 3567 587 Fau: (274,356 7. 688
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