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R.: Thube ké don
Doc ki huong diin sit dung trucc khi ding.
Néu cin thém thong tin, xin héi y kién bdc si hodc dwgc si.

ATORIS 20mg

Thanh phin: M&i vién chira atorvastatin calci twong duong 20mg atorvastatin

Té dwgc: lactose monohydrat, microcrystallin cellulose, hydroxypropyleellulose, croscarmelose
natri, crospovidon, natri laurilsulfat, natri hydroxid, magnesi stearat, opadry Il HP tring 85F28751.
Dang bao ché: Vién nén bao phim

Quy cdch dong goéi: 10 vién x 3 vi/hdp

Chi dinh;

ATORIS 20mg dugce chi dinh trong cic trong cdc truong hop sau:

H3 tro cho ché d6 an kiéng 1am giam ham ligng cholesterol toan phidn, LDL, apolipoprotein
B, triglycerid & 1am ting HDL & bénh nhén tiing cholesterol mau nguyén phét & rdi loan lipid
méu hdn hop (tuyp lla & 11b); 1dm giam triglycerid mau tuyp IV).

Piéu trj rdi loan beta-lipoprotein mau nguyén phat (tuyp I1I).

Bidu tri hd trg v6i cac bién phap lam giam lipid khdc dé lam giam cholesterol toan phan & | y
LDL & bénh nhan ting cholesterol méu ¢6 tinh gia dinh déng hop tir. (S
Liéu diing va cich sir dung: -
Khuyén céo bt du didu trj v6i lidu thip nhit ma thudc ¢é tac dung, sau do néu cén thiét co
thé didu chinh lidu theo nhu cdu va déap (ing cha tirng ngudi bang cach tang lidu timg dot cach
nhau khong dudi 4 tudn va phai theo dai cac phan tng c6 hai cha thude dic bidt 1a cac phan
trng ¢4 hai dbi véi hé co.

Cu thé, ding 01 lan/ngay véi liéu lugng nhu sau:

Ngwoi lon:

Bénh nhdn nén cé ché d6 an kiéng giam cholesterol truée va trong khi diéu tri bing
atorvastatin. Liéu khéi dau 1a 10 hoiic 20mg/lan/ngay. Bénh nhan cin giam nhidu ndng do
LDL-cholessterol (giam trén 45%) c6 thé dung liéu khoi dau 12 40mg/lan/ngay. Khoang liéu
ubng trong ngay khodng 10-80mg/lan/ngay, atorvastatin c6 thé dung bat cir lic ndo trong
ngdy, ciing véi bita an hodc sau bira in. Sau khi diing atorvastatin 2-4 tuén nén kiém tra lai
ndng do lipid mau dé diéu chinh liéu ding cho phti hop.

Tré em (10-17 tudi):

Ligu khéi ddu 13 10mg/lan/ngay. Lidu t6i da 1a 20mg/lan/ngay (lidu dung trén 20mg/lan/ngay
chua duoc nghién citu trén cac bénh nhan nay).

Liéu dimg & bénh nhdn suy than:

Khong cin didu chinh liéu & bénh nhén suy than do nong d4 trong huyét tuong ciing nhu tac
dung ha cholesterol cua atorvastatin khéng bi anh hudng & nhitng bénh nhan nay.

Khi dimng cimg véi cdc thude tec ché protease cua HIV va HCV:
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Cic chat irc ché protease c6 twong tac Khuyén cdo ké don
e Tipranavir + ritonavir Tranh sir dung atorvastatin
e telaprevir
e Lopinavir + ritonavir Str dung thén trong va néu can thiét
nén dung liéu atorvastatin thap nhat
e Darunavir + ritonavir Khéng qué 20mg atorvastatin/ngay

Fosamprenavir
Fosamprenavir +ritonavir
Saquinavir + ritonavir

Nelfinavir Khéng qua 40mg atorvastatin/ngay

Thudc nay chi dwoc diing theo don ciia bdc sj.

Chong chi dinh:

Bénh nhan qua man vé&i bit ky thanh phan ndo cta thudc.

Bénh nhan c6 bénh 1y vé gan thé tién trién hay c6 sy ting dai ding khong tim dugc nguyén
nhén cua transaminase huyét thanh vurot qua lan gidi han trén cta mic binh thudng.

Phu nir ¢6 thai, phu nir dang cho con bu. 7
Tré em dudi 10 tudi. //[(
Théan trong: /

Trude khi diéu tri v&i Atoris can loai trir cc nguyén nhén gdy ting cholesterol mau (vi du dai
thdo dudng kém kiém soat, thiéu ning gidp, hdi chimg than hu, réi loan protein méu, bénh gan
tic mat, do dung mét s6 thudc khéc, nghién rugu) va can dinh lugng cholesterol toan phén,
cholesterol LDL, cholesterol HDL va trigycerid. Phai tién han dinh luong lipid dinh ky, vdi
khoang cach khong dudi 4 tuan, va diéu chinh lidu lugng theo dap tng cia ngudi bénh véi
thude. Muc tiéu diéu tri 1a giam cholesterol LDL vi vay phai sir dung ndng do cholesterol LDL
dé bt du diéu tri va danh gia dap tng diéu tri. Chi khi khéng xét nghiém duoc cholesterol LDL,
mdi sir dung cholesterol toan ph::fm dé theo dai diéu tri.

Cén can nhéc khi dung thudc thudc nhom statin ddi véi bénh nhan cé nhimg yéu td nguy co dan
dén ton thuong co. Can theo ddi chit ché cac phan tmg c6 hai trong qua trinh ding thude.

Can nhéc theo dbi creatin kinase (CK) trong trudng hop:

Trude khi didu tri, xét nghiém CK nén dugc tién hanh trong nhitng truong hop: Suy
giam chtrc ndng than, nhuogc giap, tién sir ban than hodc tién sir gia dinh méc bénh co
di truyén, tién sir bj bénh co do sir dung statin hodc fibrat trude do, tién sir bénh gan
va/hodc udng nhiéu rugu, bénh nhan cao tudi (>70 tudi) cé nhirng yéu té nguy co bi
tiéu co vén, kha nang xay ra twong tac thudc va mot sé dbi tugng bénh nhan dic biét.
Trong nhitng trudng hop nay nén can nhic loi ich/nguy co va theo dai bénh nhén trén
lam sang khi didu trj bang statin. Néu két qua xét nghiém CK>5 l4n giéi han trén cia
mirc binh thuong, khéng nén bat dau diéu tri bang statin.

Trong qué trinh diéu tri bing statin, bénh nhén can thong bo khi ¢6 cac biéu hién vé
co nhu dau co, cimg co, yéu co...Khi ¢é cic biéu hién nay, bénh nhén can lam xét
nghiém CK dé c¢6 céc bién phap can thiép phi hop.
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Cin 1am cac xét nghiém enzym gan trudc khi bat dau didu tri bing statin va trong trudng hop chi
dinh 14m sang yéu cAu xét nghiém sau dé.

Tac dung phu:

Tuong tu nhu cdc statin khac, tdc dung khong mong mudn cua atorvastatin 1a rbi loan tidu hoa,
phat ban da, nhirc dau, chong mat, md mit, mét ngu. Atorvastatin con ¢o thé gdy tang nong 46
aminotransferase.

Suy giam nhan thirc (nhu mét tef nhd, 10 14n...)

Tang dudng huyét.

Téng HbA lc.

Bénh viém gan va viém tuy ciing d& duoc bao céo.

C6 thé xay ra cac phan (ng qua man bao gdm phan img phan vé va phit mach.

Bénh co, dac trung bdi dau co, yéu co.

C6 bao cdo cho thiy atorvastatin gy hoai tir bidu bi gay doc

Hiém khi x4y ra giam tiéu cau.

Mot sb cac nghién ciru trén dong vat da chi ra ring mét sb cac statin c6 thé gy duc thity tinh thé.
Rung té¢ cling dwge ghi nhan & mét sé trudmg hop sir dung atorvastatin.

Mot s6 nghién ciru cho thiy nguy co cila bénh ly than kinh tang lén & nhitng bénh nhéan ding
statin (s& lwong cac trudmg hop nay 1a nhd).

Réi loan chirc nang cuong duong ciing duge ghi nhan trong mt s6 trudng hop st dung cac, ,/
statin. St é

4
¥’

Thong bdo cho bdc si nhitng tdc dung khong mong mubn gdp phdl khi sir dung thubc. o

Twong tic vGi thude khie:

Viée ding cing voi céc thude irc ché enzym CYP3A4 co thé lam tang noéng dd cua
atorvastatin trong huyét trong din dén ting nguy co bénh co va tiéu co.

Khi ding phdi hop véi amidaron, khong nén dung qué 20mg/ngdy vi lam ting nguy co gdy
chimg tidu co van. Bdi v&i nhitng bénh nhan phai ding liéu trén 20mg/ngay mdi ¢6 hiu qua
diéu tri, béc s§ ¢6 thé lua chon thube statin khic nhir pravastatin.

Nguy co ton thirong co khi sir dung dong thoi véi cic thube: gemfibrozil, cac thube ha
cholesterol mau nhom fibrat khac, cyclosporin, din xuét acid fibric, niacin lidu cao
(> 1g/ngay) colchicin, erythromycin, thubc khéng nAm nhém azole.

Dung déng théi véi thube khang acid cé chira magie, nhom hydroxyd s& lam giam néng do
atorvastatin trong huyét tuong khoang 35%.

Digoxin: Dung ddng thdi atorvastatin véi digoxin lam ting ndng d digoxin huyét trong lam
tang ndng d6 digoxin 1én gan 20%. Cén theo d&i mot cic thich hop.

Dung dong thoi atorvastatin va cyclosporine s& lam ting sinh kha dyng cua atorvastatin. Néu
ding déng thdi hai thude nay thi lidu ciia atorvastatin khéng dugc virot qua 10mg/ngay.

Dién tich dudi dudng cong (AUC) cha atorvastatin ting 1én rd rét khi ding déng thai voi
clarithromycin so véi khi chi dang atorvastatin. Do d6, ¢ bénh nhan dang su dung
clarithromyein, lidéu khéi ddu ciia atorvastatin 12 10mg/ngay va khéng virot qua 20mg/ngay.
Khi diing ddng thoi voi itraconazole, liéu khéi ddu cla atorvastatin 13 10mg/ngay va khong
vugt qua 40mg/ngay.
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Atorvastain ¢é thé 1am ting tac dung ciia warfarin. Phdi x4c dinh thoi gian prothrombin trudc
khi bit ddu dung statin va theo doi thuong xuyén trong giai doan ddu diéu trj dé dam bao
khong c6 thay dbi nhidu vé thdi gian prothrombin.
Céc nhya gén acid mat c6 thé lam giam r6 rét kha dung sinh hoc clia atorvastatin khi udng
ciing. Vi vy thoi gian diing 2 thudc nay phai cach xa nhau.
Viéc sir dung ddng thoi atorvastatin véi cac thudc diéu trj HIV (&rc ché HIV-Protease) va viém
gan siéu vi C (HCV): Lam ting nguy co gdy tén thuong co, nghiém trong nhét 13 tidu co vén,
than hu din dén suy than va cé thé gay tir vong.
St dung cho phu nir ¢d thai va cho con bi:
Khéng diing cho phu nir ¢6 thai va cho con bu.
Anh hwéng dén kha ning lai xe va vin hanh may méc:
Thén trong khi sir dung cho ngudi 1ai xe va van hanh may méc do thubc gay chong mat, nhin
mo.
Dic tinh dwoc lwe hoc:
Atorvastatin 12 mét thude 1am giam cholesterol. Thudc irc ché san sinh cholesterol & gan bang
cach rc ché mét enzym tao cholesterol 12 HMGCoA reductase. Thuéc lam giam mirc
cholesterol chung ciling nhu cholesterol LDL trong mau (LDL cholesterol la loai cholesterol
déng vai trd chi yéu trong bénh mach vanh). Giam mirc LDL cholesterol 1am chim tién trién
va thdm chi c6 thé dao nguoc bénh mach vanh. Khéng nhu cic thudc khéc trong nhém,
atorvastatin ciing ¢6 thé 1am giam ndng d¢ triglycerid trong mau. Nong db triglycerid trong / gé/
mau cao ciing lién quan v&i bénh mach vanh. //
Dic tinh dwoe dong hoc:
- Hép thu: atorvastatin duoc hip thu nhanh qua dudng tiéu hod, hdp thu cia thubc khong bi
anh hudng bai thirc an. Sinh kha dung cua atorvastatin thdp vi duoc chuyén hod manh qua
gan lan ddu (trén 60%). Nong do dinh trong huyét thanh cia thube 1a 1-2 gid.
- Phan bd: atorvastatin lién két manh véi protein huyét tuong trén 98%. Atorvastatin than lipid
nén di qua dugc hang rao mau néo.
- Chuyén hoa: Thudc chuyén chii yéu & gan (>70%) thanh céc chit chuyén hoa c6 hodc khong o
¢o hoat tinh. )
- Thai trir: Thudc duge dao thai chii yéu qua phan, dao thai qua than dudi 2%.
Qui liéu:
Khéng ¢6 thude giai doc dic hiéu khi qua lidu atorvastatin. Do dé khi qua liéu can diéu tri
tridu chirg va cham séc cho bénh nhan. Cin theo d&i céc test rdi loan chirc ning gan va ham
lugng creatinin-kinase huyét thanh. Do thudc lién két manh véi protein huyét tuong nén tham
tach mau khdng cd tac dung loai bé atorvastatin.
BAO QUAN: Bao quan trong bao bi kin, tranh 4m, nhiét d¢ dugi 30°C.
HAN DUNG: 24 thang ké tir ngay san xuét,
Pé xa tAm tay tré em
Nha sén xuét:
Krka, d. d., Novo mesto
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