R,: Thuiic bin theo dom

Poc ki hudng din sir dung trudc khi diing.
Néu can thém thong tin, xin hoi § kién bdc sT hode diege si.

ATORIS 10 mg

Thinh phin: M3i vién chira atorvastatin calci twong duong 10 mg atorvastatin

Td dugc: lactose monohydrat, cellulose vi tinh thé, hydroxypropylcellulose, croscarmelose natri,
crospovidon, natri laurilsulfat, natri hydroxid, magnesi stearat, opadry Il HP tring 85F28751.
Dang bio ché: Vién nén bao phim

Quy cich dong péi: 10 vién x 3 vihip

Chi dinh:

ATORIS 10mg duge chi dinh trong cac trong cic trudmg hgp sau:

HO g cho ché d) &n kiéng lim gidm him lugng cholesterol todn phin, LDL,
apolipoprotein B, triglycerid & lam ting HDL ¢ bénh nhin ting cholesterol méu nguyén
phat & rbi logn lipid mau hn hep (type lla & 11b); lam gidm triglycerid méu type V).

Diéu tri roi loan beta-lipoprotein mau nguyén phat (type 111).

Diéu trj hd trg véi cac bién phip lam gidm lipid khic dé lam gidm cholesterol todn phin &
LDL & bénh nhin tang cholesterol méu c6 tinh gia dinh dong hop .

Liéu diing va cich ggu-ﬁ /) =
Khuyén cdo bit diu diéu tr vgpu:su M&H&?ﬁa%&?{ﬂﬂ%{g sau 86 néu cin thiét c6
thé diéu chinh liéu theo nhu ciu va dip Ung cua timg ngulsi bing cich 12ng liéu Wmg dg
céch nhau khong dudi 4 wuin va phai theo ddi cdc phin img c6 hgi ciia thube diic bidt la cic
phan irng 6 hai dbi véi hé co.

Cu thé, ding 01 lin/ngdy voi liéu lugmg nhur sau:

Ngaecri lim:

Bénh nhin nén cé ché dj 4n kidng gidm cholesterol truée vA trong khi didu tri bing
atorvastatin. Liéu khéi d3u 13 10 hojic 20 mg/lan/ngay. Bénh nhin cin gidm nhiéu nong do
LDL-cholesterol (gidm trén 45%) c6 thé ding liéu khéi ddu 13 40 mg/lin/ngiy. Khodng liéu
ubng trong ngay khoang 10-80 mg/lin/ngiy, atorvastatin cé thé diing bét cir lic ndo trong
ngiy, cing vdi bira an hofic sau blra 3n. Sau khi ding storvastatin 2-4 wdn nén kiém tra lgi
nong do lipid méau dé diéu chinh lidu ding cho phis hop.

Tré em (10-17 tudi):

Lidu khéi diu 13 10 mg/ldn/ngdy. Litu 15i da 1 20 mg/lin/ngdy (liéu ding trén 20
mg/lan/ngay chira durge nghién ciru trén céc bénh nhin nay).

Liéu ding o binh nhdn suy thin:

Khéng can diéu chinh licu & bénh nhan suy thin do néng & trong huyét tuong cling nhy tic
dung ha cholesterol cia atorvastatin khdng bi dnh huong & nhimg bénh nhan nay.

Khi diing ciing véi cde thude sec ¢hé protease cia HIV va HCV:



Cic chit irc che protease 6 tuong tac Khuyén cao ké don
« Tipranavir + ritonavir Trénh sir dung atorvastatin
e telaprevir
* Lopinavir + ritonavir Sir dung thdn trong va néu can thiét
nén diing liéu atorvastatin thap nhat
o Darunavir + ritonavir Khéng qua 20mg atorvastatin/ngay
« Fosamprenavir
¢ Fosamprenavir +ritonavir
« Saquinavir + ritonavir
» Nelfinavir Khong qué 40mg atorvastatin/ngay
Thude nay chi duge ding theo don ciia béc sp. i
Chang chi dinh: =

Bénh nhén qua mdn vdi bat ky thanh phan ndo ciia thude.

Bénh nhin ¢ bénh Iy v& gan thé tién trién hay co sur ting dai ding khéng tim duoc nguyén
nhén ciia transaminase huyét thanh.

Phw nif cd thai, phy nir dang cho con bd.

Tré em dudi 10 tudi. https://vnras.com/drug/
Than trong:

Truée khi diéu trj vai Atoris cén loai trir cic nguyén nhén gay tang cholesterol mau (vi du dai
thdo duémg kém kiém sodt, thiéu ning gidp, hdi chimg thin hu, rdi loan protein mau, bénh gan
thc mdt, do diing mdt sb thude khac, nghién rugu) va can dinh luong cholesterol toan phan,
cholesterol LDL, cholesterol HDL va trigycerid. Phai tién hanh dinh lugng lipid dinh ky, véi
khoing céch khéng dirdi 4 tudn, va diéu chinh liéu lwong theo déap (mg ciia ngudi bénh véi
thude. Muc tiéu diéu trj 1a giam cholesterol LDL vi vay phai sir dung nong d6 cholesterol LDL
dé bat diu diéu trj va dinh gid ddp (mg dieu tri. Chi khi khéng xét nghiém dugc cholesterol
LDL, méi sir dung cholesterol toan phan dé theo dai diéu tri.

Cn cin nhiic khi ding thubc thude nhém statin d6i v6i bénh nhin c6 nhimg yéu 16 nguy co
dan dén ton thuong co. Cin theo ddi chdt ché cic phan img c6 hai trong qua trinh diing thudc.
Can nhic theo ddi creatin kinase (CK) trong truémg hop:

- Trude khi diéu tri, xét nghiém CK nén duoc tién hanh wong nhimg trutmg hgp: Suy
giam chirc nang thin, nhuge gidp, tién sir ban than hofc tién sir gia dinh mic bénh
co di truyen, tién st bj bénh co do sir dung statin hodc fibrat trude d6, Lién sir bénh
gan vihodc ubng nhiéu rrgu, bénh nhin cao woi (>70 tubi) c6 nhimg véu t6 nguy
co bj tiéu co vin, khi ndng xay ra twong tac thudc va mt sé d6i twgng bénh nhin
dic biét. Trong nhimg tnrimg hop niy nén cén nhic lgi ich/nguy co va theo dai



bénh nhan trén lim sang khi diéu tri biing statin. Néu két qua xét nghi¢m CK>5 lan
gidi han trén cita mire binh thudmg, khong nén bt dau diu tri bing statin.

- Trong qué trinh diéu tri bing statin, bénh nhin cin théng bio khi 6 cc biéu hign
vé co nhur dau co, citng co, yéu co...Khi cé ede biéu hign nay, bénh nhin cin fm
xét nghiém CK dé ¢o cac bign phap can thiép phi hop.

Cén lam cdc xét nghiém enzym gan trude khi bat ddu didu trj bing statin va trong trudmg hop
chi dinh Jam sang yéu cau xét nghigm sau dé.

Tie dung phu:

Tuomg ty nhu cée statin khdc, tae dung khng mong mudn cla atorvastatin 13 rdi loan tisu héa,
phét ban da, nhire ddu, chéng miit, mér mét, médr nga. Atorvastatin con ¢6 thé gay ting nbng dé
aminotransferase.

Suy giam nhan thire (nhu mdt tri nhd, 1G 1n...)

Tang duémg huyét,

Tang HbA lc.

Bénh viém gan va viém tuy ciing di duge bdo clo.

C6 thé xdy ra cic phan {mg qua man bao gbm phan img phan vé va phit mach.
Rénh co, diic tring béi dau co, yéu co,

Cd bdo cao chq thay atorvastatin gay hoai tir biéu bi nhiém dgc,

enisn JY6EDEY / VIITAS, cOM/dru

M@t s6 cdc nghién el trén dong viit di chi ra ring mdt so cic statin co e gdy dyc thiy tinh
thé,

Rung toc ciing duge ghi nhin & mpt s6 trudmg hop sit duny atorvastatin.

Mt s6 nghién ciru cho thily nguy cor cia bénh Iy than kinh ting !én & nhitng bénh nhén ding
statin (s6 luong cée triromg hop nay 1 nho).

Réi loan chirc ndng cuong duong ciing duge ghi nhin trong mét s trudng hop sir dung cde
statin,

Thing bio che bdc 5T rhimg tdc dung khong mong mudn gap phai khi sic dung thude.
Turong tic viri thude khic:

Viéc ding ciing véi céc thube e ché enzym CYP3A4 ¢6 thé lam ting nong dd cia
atorvastatin trong huyét twong din dén ting nguy co bénh co va tiéu co.

Khi ding phoi hop véi amiodaron, khong nén ding qua 20 mg/ngdy vi lam ting nguy co
gy chimg tiéu co van. D&i vdi nhitng bénh nhin phai ding lidu trén 20 me/ngdy méi o
hi¢u qua diéu tri, bac s§ c6 thé lia chon thude statin khac nhi pravastatin.

Nguy co ton thuong co khi st dung déng thoi véi cac thude: gemfibrozil, cic thude ha
cholesterol mau nhom fibrat khdc, cyclosporin, ddn xuat acid fibric, niscin liéu cao
(>1 g/ngay) colchicin, erythromycin, thude khang ndm nhém azol.

Ding dong théi véi thude khéng acid ¢d chira magnesi, nhém hydroxyd sé lam giam nong
di atorvastatin trong huyét tuemg khoing 35%.




Digoxin: Dimg ddng thii atorvastatin véi digoxin lam ting ndng 46 digoxin huyét twong
lam ting ndng 4 digoxin lén gin 20%. Cin theo ddi m{t céch thich hop.

Diing dong thixi atorvastatin va cyclosporin s2 ldm ting sinh kha dyng cioa atorvastatin, Néu
diing dong thixi hai thude ndy thi lidu cia atorvastatin khéng duge vuret qua 10 me/ngdy.
Dién tich dudi duimg cong (AUC) ciia atorvastatin ting 1én 5 rét khi ding ddng thii voi
clarithromyein so v&i khi chi dung atorvastatin, Do do, & bénh nhin dang sit dung
clarithcomyein, lifu khéi ddu clha atorvastatin 13 10 mg/ngdy va khing wvuot qua 20
mg/ngdy.

Khi diing ddng théri véi itraconazol, lidu khdéi dau cOa atorvasiatin 13 10 mg/ngly va khong
virot qua 40 mg/ngdy.

Atorvastain ¢o thé [4m tdng 1dc dung cia warfarin, Phai xdc dinh thii gian prothrombin
trudc khi bt ddu diing statin va theo dii thudmg xuyén trong giai doan diu dicu tri dE dam
hio khong cé thay dbi nhiéu vé théi gian prothrombin,

Cic nhyra gin acid mat co thé m gidm 6 rét khi dyng sinh hoe ciia atorvastatin khi ubng
cing. Vi viy thoi gian ding 2 thubc nay phdi céch xa nhau.

Viée sir dyng dong thai atorvastatin voi edc thude diéu tri HIV (e ché HIV-Protease) va
vidm gan siéu vi C (HCV): Lam ting nguy co gdy 16n thuong o, nghiém trgng nhit 14 tiéy
ca vin, thin hu din dén suy thin vé ¢ the gy to vong.

Sir dung cho phu nir ¢ thai va cho con bi: /
Khong ding cho phy nir ¢d thai va cho con bi.

Anh hrimg dén khi nin i : /druo/
Thin trong khi sir dyng cho nglréi 14 xe va vin hanh may mde d% thude giy ching mdt, nhin

mad,
Bic tinh duoe lwe hoct
Atorvastatin 13 mét thube lim gidm cholesterol. Thude e ché sin sinh cholesterol & gan
bdng edch irc ché mét enzym 130 cholesteral 1d HMGCoA reductase. Thude lim giam mire
cholesterol chung ciing nhir cholesterol LDL trong médu (LDL cholestcrol 1 loai cholesterol
déng vai trd chil yéu trong bénh mach vimh)., Gidm mic LDL cholesterol lam chim tién
trién v thim chi ¢6 thé ddo nguge bénh mach vinh. Khng nhy cic thude khic trong nhom,
atorvastatin ciing ¢6 thé Hm gidm néng d§ triglycerid trong mau. Nong d triglycerid trong
médu cao cing lién quan véi bénh mach vanh,

Biic tinh duoe ding hoe:

- Hap thu: atorvastatin duge hap thu nhanh qua duémg tigu hod, hip thu cda thuie khéng bj
inh huémg béi thire 4n. Sinh khd dyung cda atorvastatin thip vi duge chuyén hoa manh gua
gan lin ddu (trén 60%). Nong d dinh trong huyét thanh cda thude dat duge sau 1-2 gib.

- Phin bd: atorvastatin lién két manh voi protein huyét twong trén 98%. Atorvastatin thin
hipid nén di qua duge hdng rdo mau ndo,

- Chuyén hod: Thube chuyén chi yéu & gan (>70%) thanh cic chét chuyén hod c6 hodc
khong c6 hoat tinh.




