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Thanh phin th duge
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-20mg
Colloidal

bénh

. 844 b 80t quy haty <o con thibu méu cuc b thadng 0 6 haing trurtic 46 v bt
hy ding ator 80 mg cho thily ty i a6t quy xubt huydt & nham ding storvastatin 80 mg cao
ham 8o vir nhom ding gid dugre (85 bénh nhin 0ung alorvastatn so vor 33 bnh ahlin ding g
dugre). Bonh nhin bj At quy xubt huydl trong danh sach duimg nhu o6 nguy oo Ung S quy xult
huydt tai phat (7 bdnh nhan ding atorvastatin 5o vir 2 BN ihn ding gil dugc). Tuy nhea. shomg
bénh nhan didu trj 80 mg, bt ki logi 63 quy No (265 5o voi 311) v bnh mach
viinh (123 8061 204) dbu 1t gdip hom. (xem phin Cac A ah JUTT ke noc - DOt quy 1 phét) )
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HMG-CoA.

ehd mon khiy cd atorvastatin Tuy nhin. nguy o eng dudmg huydt duge ha thip 0o

» na, ceflulose 112, Crospovidon,
wihcon diaxid, Magnos| stearat, Hydroxypropyl methylcellulose 606, Talc. Titan dioxid, Py
olycol 8000, Polysorbiat D

6,5mmx 12,5 mm.

Dang bao ehd: Vidn nén dal bao phim, A
Chidinty
Atorvastatin dugr chl dinh phi mot hubc b8 g oho chd a0 &n kisng trong didu tr co banh nhiln b
1#ng cholasterol fodn phin, LDL-cholestarol, apolipoprotein B v triglyoenid vA dé 1am tang HOL-
cholesterol & cac bdnh nhin cd 1Ang choleslerol mau nguydn phat (tang cholesterol ma.y célinh gia
dinhdj hop W v kndng 66 tinh gia dinh ), Ang lipid S Tl v pl
lo@ cOm Fredrickson), lang triglyeerid mau (nham IV, theo phan loal cla Fredrickson) v & céc bnh
nhan n:hr:x Ioan betalipoprotain mau (Ahom Il theo phn loal Fradrickson) ma khdng co dap ung dby
A vl chd 86 an
Alorvastatin cnng dugre ehl dinhy b 1am glém cholesterol toan phin va LDL cholesterol & cac bénh
han cé th 801 68 1 dinh ddng

gx phong bidn chimg tim mgch:

Chn clin nhic khi dUng hubc hube nhom statin i voi bah ihan 08 ahimg yé 18 nguy cordlin G
160 thuang co. Thuda thudc nhom statin o6 nguy o gity ra cc phain (mg 66 i 8 vi M 0o i 180
00, VIdm c0, d4c Digt vén cac bénh nhan cb yiu 1 nguy cor nhu bénh nhin trén 65 tuli, binh nhin bi
bénh thibu nling tuydn g14p kndng duoc kidm soat. binh nhan b béah thén. Cln theo a8 chit ché

Trurére khi dibu i, xét nghibm creatin kinase (CK) nén drgr tién hanh trong insimg hop ki néing xdy

@ luong 1 ihud vi Mot s6 ai romg banh ihin dbc b Trong Ahomg tnsomg hop ndy nén cén

nhac o ichinguy corvit theo 64 banh nhan trn 1Am sang bAng statin, Trong qué trink Gy i1 bAng

uiun.unhnmwwmmwmmwdwwmm.mmmw - Kni cd céc
frrraniiv} Ohibm CK 08 o6 c4c DN -rs sroskin

Thude ndy chira lactose:
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v nhiing banh nhan khang ¢ bidu hidn benh tim mach rd rang irén 18m sang, va nhimg bénh dyng thubc ¢ :, R bt
nhan 66 hode khdng o6 rdl toan lipid méu, n! o cio ybu 18 nguy co clia bgnh mach vanh nhu hil Phy nired thal:
thube, cao iyt ap, Al hao dumg, HDL-C th p.!\r:’cnnmb#nhnh&ﬂli n sr gla dinh €6 bénh Ching chi y Cécphy & khd anc s dung o
A i o oh 5 ;
noch m o qondb: blan phdp ngra ai by 0. C 1 5 89wl mang
guy o ik vong ¥
- Gldm nguy co doLquy. Phy nirchocon bu:
- GlAm nguy oo ctia qud trinh (81 hdng mach va com dau thilt ngue chil dinh atorvastatin trong thér gian cho con bl. Con chura bidt gy thudc ndy od duge bai tidt
Dﬂv:I.WnnMﬂhnhlnwhﬂuh\énmnhmmv‘nhlﬂfﬂﬂﬂ“ﬂmﬂl‘"ﬂ- dug qua révl hay khdng. Do o6 khil nding v CAC thc dyng bilt kg cho cac dira tré dang trong thér ky
i ad; biste p dang st dung o)
« GIAM nguy co nhdi mau cor tim Anh hurémg cia thudc 18n khd ning 14 xe, vin hanh may moc:
- Gléim nguy co dbt quy. ol g in v dnh hurémg o 18n kha rana L v vn hinh méy moc
-%mr\quwtlrlnhwmﬁmmm . Twnnllc.nnnnlgclnllhuﬂf:
I B ' jdda b va cic logl tuomg tac khic:
:.:":ﬁm‘”‘g::;’:‘;'“ﬂw Nouy cor bnh cor trang khi didu rf v céc thud trong nhém statin s2 ting kén khi ding dng théi vor
chi dinh nhur mot thudo hd 1o 8 hAm 1am gid {odn porin, g dlin chdt acid fibxic, thudc hg lipid méu niacin hay dclli\u&:-rcaaé

philn, LDL-C, vt 8po B & 18 e | va Ir om gl 4B ¢ kinh nguydt ir 10 - 17 tub o6 nh trgng tang
omlmlluml mity &6 tinh gin dinh df hop 1 va sau khi didu i bang ché 40 an kiang thich hop banh
i ok

0. M LDL-C vAn 190 mgidi hodo
b M LOL-Ovinz 160 mo/d! v
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-Coltnhai 2 ybu 16 nguy car Um mach khae.

Cach ddng, Ilbu ding:
g quat:

True khi 1160 hanh dibu tr véi , cdn b gang kib g bhng ché 8
An hop ly, p thd dyc va gidm can & cac bdnh nhan béo phi, va dibu trj cac bdnh Iy corbdn, Cac bénh
nhan nén d 1rlchX‘“ ol hul aq bu trf b
Libu dung :Immm khoing tir 10 dbn 80 mg m| ngay. G4 thd six dung cac lide vao bl

4 (vl d
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dung thude: Anh hurémg trén corxuong).
Cac thudc irc ché PA450 3A4: dugc chuyén hda bai cytochrom P450 344
Chidinh ddng thér i d P450 3A4 c thé diin 1 ting ndng 88

véi cac

atorvastatin trong huydt twong, Mure 86 twong tc va khi néing anh hurdmg phy thudic vao su thay a&

#inh hudmg 18n cytochrom P450 3A4.

Ciic thudce tre ché viin chuydn: Atorvastatin va cac chilt chuybn hoa cla storvastatin 14 co chilt cia

chilt vain chuydn OATP1B1. Cac thubc trc ché OATP1B1 (vI dy cyclosporin) o6 th 1am tang sinh kha

dyng cba atorvastatin. Chi dinh adng theri 10 mg va 52 g/ngdy sé lam
7 L q > -y

1an( Ap 7,714 A
oA khac) '

Ky thar glan nao trong ngdy, o6 kém theo hay khang kém theo thirc an. Lidu dong khé 88y va duy trl
nén duge oy thd non:rmtm? bgnh nhin ty thea mire LOL - C ban ddu, myc tidu didu tri, va dap img
@a bonh nhan. Sau khi khor ddu alh:éln ‘vhlholc trong qua trinh chulin libu cia atorvastatin, clin
[ '] g vong r 2 dén 4 tudin phi "

Téing cholesterol mau nguyén phat va tang lipid mau phdl hep (h8n hop): Pm 16 cac bénh
nhdin ddu duce kibm sodl véi libu 10 mg alarvastatin 118n méi ngay. Dépimg dibu tr xust hién ro rang
frong vong 2 tudn, vit dip iy t] da thirding gt dugre trong vong 4 tudn. ap img ndy duoc duy I
trong qu trinh si¥ dyng lau dai

Téng cholesterol mau 6 tinh gla dinh d8ng hop tir: Hign chura cb nhidu di ligu trén ddi rgng
b&uh nhain nay (kom phiin Cac dac tinh duge lue hoc)

Libu diing cia atorvastatin trén banh nhan ting cholesterol mau e tinh gla dinh horp 1 (4 10 adn
ngglnaly Trén nhimg bnh nhn ndy, mn ding atorvastatin nhu 14 mt thubc phdi hep v cac libu

(vidynhur
Rélloan fipid mau nghlém trong ¢bignh nhan nhi: Thir ngl g Al ob
nhan nhi (tir 10 - 17 wéi) c6 ) logn lipid mau nghidm trong, nhir tiing cholestarol méu ¢4 tinh gia dinh.
Libu khért dBu khuybn cao & nhom a8 trng nay 14 10 mg atorvastatin mai ngay, Lidu dang o thé lln!
1 161 20 mg atorvastatin m3i ngdy iy thoo khd ning dép g va dung nap. Libu ding nén dugre oy ty
hoa cho timg b'Qn‘h nhan Iheo myc tibu dibu i K 4o (xem phAn Chi dinh eieun] va Cdc d4c linh

$ir dyng & cc b§nh nhdn suy gan: Nén thin trong khi sir d ing atorvastatin & cac bdnh nhan suy
gan (xem phiin Cainh béo v thn trong khi ding thube va phiin Céc dac tinh duoe ddng hoc: Cac
nham bl g dbml) Chiéng chi dinh sir dyng atorvastatin trén nhimg bénh nhan o bénh gan
bn tridn (xem phan Chéng chidinh).

ir dung & cac bdnh nhan suy thin: Binh than khong 1am anh hiréng dén ndng ab atorvastatin
wong huyét trong hay muc 40 914m LDL-C cia atorvastatin. Do 86 khéng cAn phai didu chinh idu &

Sir dyng & nguér cao tudl: aaZ'dn;TA';r: toin vé higu qua cla thubc & nhirng bénh nhan trén 70
tubi st dung mirc lidu khuybn Gio 1A Lrong i so v nhém @81 trong 18ng quat. (Xem phan Cac dac
tinh dugro ddng hoc: Chc nho:n @bi trong djc biét)

Diing dbng theri vl eryth ng. 4 1n mdingay)

ycin (500 ...znnn:zngayj,mm"unwycuﬂnwm P4503a4
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84 atorvastatin trong huyét tuong ting khi sir 8bng thei

atorvastatin vA cac chit uci:‘ér‘mn prolease, Nhong Chal dugc ghi nngn m\:\‘gng oc ok
P450 3A4 (xem phin Céic Dactinh D

Dltiazem hydroclorid: Nong 86 atorvastatin frong huyt fuong ting ki chl dinh Sbng thér atorvastatin

{40 mg)va diiazem (240 mg).

Cimetidin: 1 nghién cru vé tuong tc cila aiorvasiatin vir cimetidin 08 Guoc tién hanh v kndng

quan

Itraconazol: Didn fich durdi dudng cong cha atorvastatin tang khi chl djnh abng thef atorvastatin

(20 mg - 40 mg) va ltraconazol (200 mg).

Nude burn: Trong A 4 CYP 3A4 vé do vl cb thé lam tang
4 oWy ch

Anadd f hy
Cic chitgdy cam ing cy o P .
cytumun’gzﬁnsﬂl(v!duduvimna“ 10) ¢ thé 1am gidm nhe ndng 63 &
tuong. Do co ché tac ddng kép cla rifampin (vira giin vao cytochrom P450 3A4 v trc chib 1 bao gan
hip thu chitvan chuydn OATP1B1), khuyén cao chi dinh ding 38ng théi atorvastatin vér rifampin do
khi uéng atorvastatin chdm hom sau khi udng rifampin s& dlin téi gidm dang ké ndng 8 atorvastatin
huyét rang,
Céc thudce khang acid: Diing ddng thivi atorvastatin v mt han dich khang acid Sueng ubng chira
hydroxyd nhdm va magnesi 1am giam ndng do huyt twong cla atorvastatin x4p xi 35%, tuy nhisn
khdng 14m thay d&i mirc 46 gldm LDL-C
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P4503A: Dung &b

khéng atorvastalin cb tuomg tac véi cac thube khdc Gugre chuydn hée b cing isazym
cytochrom
Colestipol: Néng a8

huyét tuong cla atorvastatin bj ha thdp (xAp xi 25%) khi dimg 6bng theri
FolmlipLol véi alorvastatin. Tu! nhidn tac dbng trén Tipid khi diing phdi hop atorvastatin v colestipol

wbc nay

hod che B

Digoxin: Khisir 8éng Ua dig 10 mg. ndng 69 trong huyét
Dung phé| hop vér cic Trong nhirng hop chn chi b vastalin voi twang & trang théi hing djnh cla digoxin khang bl dnh husng. T nhidn, ndng & cla digoxin bi
2 lidu dung r o wvlqutliqu.l s 18n (xAp X1 20%) sau g ddng in véri i g :Mhuﬂednm
Tranh si dyng i e el : :

P . b gitra
tc thude duge ong hoc dbn dbn kbt qud I4 lam tang nbng ﬂ? atorvastatin trong tuln hoan da dugc
nhan thiy #1re chd HIV (lopinavir phdi hap vari b

-,UMM:.....h 3

(S00mg, 11n mbingay)

P phéihop
vai filonavir, darunavir phéi hap vér ritonavir, fosamprenavir, fosamprenavir phéi herp vor ritonavir,
nelfinavir), ché irc ché man protease virus viem gan G (b ).

c

)
i huydt tuong
Céc thude. “vgh thal dirérng ubng: Ding ddng thn var 1 thube tranh thai duémg ubng cb chira

athinyl estradiol 1dm 1ang gid Irj clia dign tich dudi Audmg cong (AUC) cda

ng
va ethinyl estradiol 1én xp xi 30% va 20%. CAn xem xét dén sy thng ny khi lya chon

9 ¥

dam bao p dyng libu atorvastatin thép nhat cin thidt, (; hin Ca g khi do T

- Anh humg trén ca xurang va phiin Tuong tac var cac thudc khac va céc logi tong tac khdc). Khuyén

cho bat ady didu tr| vor lidu thAp nhdt mé e cé e dung, sau a6 nu chn thiét, cothd dibu chinh l1du

theo nhu clu va dép tmg cta limg ngudi bh‘ng cach tang lidu trng dot cAch nhau khong dudi 4 tuldn
4 6 hai coa th ABC bIALIA cd an is

Thudc co chira hoat chAt atorvastatin khi dung phdi hep véri amiodaron, khdng nén &nng quéd
20 mgingéy.
Khéng sir dyng qua 20 mg atorvastatin/ngdy khi phédi hop vén darunavir + ritonavir,

whyh
mot g 9
Warfarin: Mot nghlheauvilllmgmmu atorvastatin va warfarin 8 duoc 5én hanh va khng
quan sdl théy sy y

Miéic di chua Ac ngh vd tromg &c gilr colchicin,
oA g hiop banh o3 a6 dirgrs b b ki e sl dung chung v& colchicin, vi vy

fosamprenavir + ritonavir, saquinavir + rifonavir. Khang str dung qué 40 mg atorvastatin/ngay khi phéi
hop vainelfinavir.
Motsb luu y dje bidt vl xix If thube trrire va sau khi sik dyng thude:
Khong co ydu chu abe bigt vb xr I thube sau khi sir dung.
Chéng chidjnh:

: 5
bt
Bénh gan tién trién hay tang dai ddng khtng gia thich dugrc cia transaminase huydt thanh vurgt qua
314 giést han trén U mirc binh thuang, hoge & nhirng bénh nhan: Cé thal, trong théri glan cho con
bG, hay cé kh nang 6 thal ma khdng st dung cac bign phap tranh thai ay 0. Chi sir dung
alorvastalin cho phw nir & udl mang thai khi cac bnh nhan 46 chic chn kho & sau khi
da dugc b b codb 4

o

Canh bao v thin trgng khi ding thubc:
Anh huréng trén gan:
Gling nhu chc thube ha lipid khac cung nhém, sau khi didu trj bing alorvastatin 38 cb bdo céo vi
(s huydt thanh (virot qua 3 1A trén i

Vi " "

Qtac gl 9 3 g
80 mg va amlodipin 10 mg lam tang ndng d4 atorvastatin 18%, khdng cb y
nghia v& 1am sang. . i AN, b
Acld Fusidic: Mc di cac nghién ciru vé tuorny t4c gidra atorvastatin va acid fusidic chura dugre tién
hanh nhung da 06 nhimg bao cao dbi vér cac vi n“v&oongnﬂmmmnmug@wvhkmm
két hop atorvastatin velpﬂ 'u!ﬁdl: sau khi thudc luu hanh trén thi trrdmg. Chin theo da! banh nhan
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ng. Tuy hi 3 the vt P ehura o K

VIt ding ciing von cac thuc tre ché onzym CYP3AL cothb dng

huydt twong din dén tang nguy co bénh cor va tidu co- Kni dang phéi hop vén amiodaron, khdng nén

dng qué 20 mg/ngay vi lam tang nguy co gAy ra chimg tu o van. B vi nhimg banh nhan phis

dung lidu trén 20 mg/ngay mdri cb hibu qua didu Iri, bac 5§ & thé lva chon thube statin knae (nhu

Praveelk

aa

tnrtng hop ting &

Pl y ( s g b dcha lipid be didu tri HIV va vidm gan sidy

binh thiromg [ULN]). Chire nang gan di dugc theo doi trong c4c nghién ciru 13m sang sir dung ¥ G (HCV) et thé lamtling nguy co gy Nt 14t oo vBn, thin hu din
ac ibu 10, 20, 40va BO mg g nhi khid ! i g. dén suy than va ot thh gay hirvong.

Tang dai dbng ransaminase huydt tvong (vugt qua 3 1An gidi han én cia mae binh thuong [ULN] & 2 Twong ky cua thude;

hay 310 do) xult hign & 0,7% cac bnh nhan sir dyny A0 nghid Do khéi a dtinh ty ky thud A 4 Ny A

] tror 9
Ty che xet nghibm bt g nay [An lugl 14 0,2%; ‘Zﬁ.n.e%u2.3§m\9uﬂgvmdcllh 10,20,
40vABOmg, Nhinch Hilds Arhiga

Técdyng k:wnu mong mudn:
nhin

hodic \rlbu ehirng (Am aing khac. Khi gim fibu atorvasatn hay wﬂ: quiang hay ngirng dibu trf bAng
i v gt nhur misc ban b e ki Gidu il Phlin 16 co bgnh han tiép
1! e e,

gu nghlén ciru 1am sang co kibm
atorvastatin 80 voi 7311 ngudl ding gid duec)
6,2% binh nhan dung atorvastatin 48 ngimg th

Chinlam xét nghibm erzym gan teurdre kbt b didu i bng @ Ahus kNl tinh
©6 ybu chu. Cic bnh nhin ¢4 ransaminase 1Ang chn dugc iheo dol cho dén khi sy bt thudng ndy
duge gidt quybt Nbu ALT hay AST 1dng can hon 3 1n giol han trén cua muc binh thueng mot cach

Tiic dung bdl kri hay gap nhilt (= 1%)c0 ab

ey Y

dal rxlnqA chn gibm ibu hay ngurng stz dyng alorvastatin. Atorvastaiin c6 thé gy tang
Tac b

Atorvastatin 1dn AUoC 85 dung thin tiong & cac bhnh nhan udng nhibu gy vAMoRe co tibn st can
binh gan, Chéing chi dinh sz dung storvastatin cho GG b rmi m bénh gan tién trién hay ting

0 gia Aupe { “néng )
Anh hirdmg trén co xuong: Da o6 bio cAo dau co & cac BN nHhan sir
o dung khong mang mu

dyng alorvasiaiin (xem phin

) Nbn fam croatin phosphokinase (CPK) truge khi didu U trong nhimg

At herp. Suy gm chure nig then, nhue giap, ubn sir A ba sir gla dinh méc binh

a9 wﬂn b0 817 bf bonh co do 80 0yng SN hoda fbrat b A6, 18N s b bdnh gan vivhodc ubng
hibu regu, bdnh nhan cao Wbl (> 701 )mnrl[mﬂyﬁnilbnmﬁvmhn!umvln Nébu kbt qud CPK »
W

Bnh co, duge xac dy
i ¢ hay ybu cor 0 kém theo tang oreatin phosphokinase (CPK) > 10 in giét han trén cia miro binh
thurémg (ULN), cn dugre xem x61 & bALRy bnh ihAn ndo co dau co lan 18, thy cAm dau hay ybu co
vhode Ling dang kb CPK_ Clin khuybn bénh nhan baa cao ngay nbu ho b dau, nhay cdm dau, ydu co
Khong g thich duge. 8e biblL 66 kém eo méLmdi hay st Nén ngimg dibu tf vor elorvastatin nbu
Kl CPK 1ng dang ki dodhay nghingt ‘NmmNowwmblmwm
s A i pfracd s ot
hodo

g Ky sinh: Vidm mdi - hong,

RN v ehuydn hoa: T "
Réiloan ho ho hdp, ngyre va trung thAt: Dau hong - hanh qudn, chdy mau

R1 loan hé tibu héa: Tibu chay, ko bu, bubnnan, ddy hor M

Rl logn hd co xwong va mé lian két: Dau khrp, dau oh, daw xuromg vé oo, co cimg oo dau oo, amg

Xétnghlbm: Chironang gan bél thudmg, ting creatin phosphokinase uydt

Cac thc dung khdng mong mudn tham dusi ddy dugo trong nghién sdng o5 kidm
801 gid dure cln alorvastalio bao gdm o hibog o g
Rdiloan tam thin: Ac

R&1lopn mt: Nhinmar.

| logn tal v taltrang: U ta

R Wu viing byng, ¢ hot.

Réilogn hi gan mat: Viemgan, the mat

RO loan da va md durtd da: M

Rél loan hi oo xuromg vA ma Iién két: Mo! oo, dau cd.
I\--Hognlnll:‘miﬂ:l(héd'.lﬁl 2

i floric, sryhromytin, niacin cAC thabc khing nm nhom azol, colchicin, lelaprevir,

L du thubc vong 56 e chd chuydn héa ta

PAS0 AA4 vivhodo Qui Irinh van chuyén thubo. CYP 3A4 14 isozym dAu tidn cda gan duoc bibl od tham

i chuylin hoa sinh Ioc storvastatin. CAc bac sy khi xem «8t vidc dlhu t phdi hop gir atorvestatin va
dich, céc
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ucdhnhmmdﬁbﬂcw:\mxnll'wh'vmrdﬂ.dﬂlh»&'cucdﬁnﬂn 1 che thubo khang ném Nhomg hin g Gbu i bling o ¢ the d ¥romg iy
nhom azol, hay s dung thubc ha (>1 g/ngdy), coich 0 utn i, K khong xeL6 o sy e
G101 Ich v 101 106 T o6 v £An 140 304 GhEChi cic bnh nhén vb cac b i va Uiy chirmg cis nmom,g:"m“ thutmg g nhit dure g
By o0, ity ol dau hay yéu oo, ddc it b rong nhimg thang aA A il fs bt ky glat Sau khi thud . nj g, cie 4 bd

Oibu chinh Wby Lng ibn o cija 1 hal thubc Df/w b phé b b hu v idu duy bdo cao. R u vh hi dt; Giden by o, i loan i mdin dich: P mg o umyg (pivn

e el ol i dbng Wiirl dtorvastatin vor céc thubc o6 chp & wén. tam thil slorvastatin oo i k A va bid ng: Dt .mmﬂ.,‘*‘

hich herp trong ki dung ascid fusidic (xern phidn Tuong e voi céo thude khic vé cdc logl ihe durdng: Tang cdn. R&I logn hi thiln Kinh: Gidm cdm gic, suy ohan e (e ey
Khac) Trong Lo tnh huding ndy. oo th cn ntde vige xbe dinh dinh ky creatin phosphokinase (CPK), chong mat, logn vi gidc. RAI logn dby Judt: VIdm tuy. R logn da va ma duod da: 1
MmmmenwrhAmlr-uwuummmmvoydwwmmww‘mm  hol kr N@*’M“m‘blﬂﬁﬂmmmmn 5 Ww"m"’“'“

A 6thd gby 1A h vom phin Tdc dung Xronig v ma lién kit Ly gii o vin, boh o hogl b 40 Mo dich, G keng: R loan toan thin v
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