Thube ,
s LIPOTATIN 20mg
CONG THUC: Vi khdqo 0 tinh gla dinh).
Atorvastatin calci Kni QM d0 an kiéng va cac phuong phap khong dimg thubc khae khong mang
Tuong duong Alorvastatin {ai higu qud dibu tr), th) atorvastatin cing duge dung dé lam gldm cholesterol
T4 dUe VR Al mau co tinh gia dint ddng hop i,

(Lactoss, Tinh bot Jua mi, PVP K30, Aerosil, DST, Bt Tale, Magnasi
stearat, HPMC 606, HPMC 615, PEG 6000, Titan dioxyd)

DANG BAO CHE: Vidn nén bao phim.

DUGJC LUC HOC:

Atorvastatin 13 thudc ha lipid mau tdng hgp, tic ¢hd canh tranh va chon loc
men khir HMG - CoA, tc chd qud trinh chuy&n 3-hydroxy-3-mathylglutaryl-
coenzym A thanh mevalonat, mdt tién chat cla sterol, bao gdm cholesterol,
Atorvastatin lam gidm lipoprotein vd cholesterol huydt tuong bing cach tic
ch& men khit HMG - CoA, tic ché sy tdng hap cholesterol & gan va ting s6
lugng nhiing thy thé LDL & gan trén b mit & bao dé ting sy 1Ay di va
thodi bién LDL. Atorvastatin 1am gidm sdn xut LDL vd cdc hat LDL &
nhiing b§nh nhin tang cholestarol gia dinh ddng hop tlr, 1Am gia ting ddng
k& hoat tinh clia thy thé LDL va thay ddi cd Igi trén tinh chat clia cdc hat
LDL tudn hoan.

DUGC DONG HOC:

— Hap thu: Thudc duge halp thu nhanh sau khi udng, tang ty 1§ vai lidu higng
atorvastatin. Nong a9 thudc trong huydt tuding t0i da dat duye trong vong 1
-2 gid. Sinh kha dung sinh hoc tuydt doi clia atorvastatin khodng 14%, do
kha dung todn thin cla e ché men khir HMG - CoA khoding 30%. Thic an
1am gidm t0c d§ va mirc do cla sy hap thu khodng 25% Khi dugic ddnh gia
bdi Cmax, khodng 9% khi dugc danh gid bdi AUC, tuy nhidn sy gldm LDL -
C thi khong ddi khi thude duge wong cung lic vai thire an. Néng do
Atorvastatin huy8t tuong sau khi dung thude budl sdng cao han budi chidu
101 (khodng 30% ddi vol Cmax va AUC), nhumg higu qud khong déi.

_ Phéin bo: Tha tich phan bd trung binh khodng 381 Iit, Tron 98% thudc
duge gdn k8t voi protein huyt tuong. Su tham thude vao 18 bio hdng cdu
thap chi khodng 0,25,

_ Chuy&n hda: Atorvastatin chuy@n héa chll y&u thanh din xudt hydroxyl

hoa & vi tri ortho, para va cdc san phdm oxid hoa tai vi tri beta, Khodng
70% hoat dong uc ché trong huy8t tuong ctia men khif HMG - CoA 1 do cic
chat chuy&n hoa cd hoat tinh, Nghién ciu cho thily tim quan trong cla
atorvastatin chuy&n hda bdi cytochrom PA50 3A4 ¢ gan, phit hap véi ndng
d0 cla thudc trong huy8t tuong tang 18n & ngudi sau khi dung d8ng thi voi
erythromyein.
Thai tri; Atorvastatin va cac chat chuy@n hoa thai trir chi y&u qua mat, tuy
nhién thudc khong di qua chu trinh gan rudt. Thai gian ban hiy cia thude
trong huy81 tuong trung binh & ngudl khodng 14 gidy, nhung mot nira thi
glan ctia hogt dong Uc chd men khir HMG ~ CoA 1a 10 - 20 id. Luong
atorvastatin duge thi trir trong nude tiu khodng < 2%.

CHI DINH:

- Hb trg cho ché do an kiéng trong difu tr| cde bénh tang cholesterol toan
phdn, LDL - cholesterol, apolipoprotein B, triglycerid, r6i loan lipid mau
hdn hop (nhdm Ila va 1b theo phan loal clia Fredrickson), tang triglycerid
méu, r0i foan betalipoprotein mdu vi 1dm ting HOL ~ cholesteral o cde
b§nh nhan bf ting cholasterol mau nguy®n phat (cd tinh gla dinh dj hop 1

LIEU LUONG VA CACH DUNG:

Thude ndy ohi ddng theo don cila bie s,

Trude khi tién hanh didu trf va trong subt thei glan didy 1] bénh nhin edn

thie hign ehd dg an kisng hop 1y,

Tang cholestarol mau (ed tinh gia dinh df hgp 1t va khéing ¢6 tinh gla dinh) va

rd1 loan lipid mau hdn hgp (nhom Ia va 11b theo phan loal Fredrickson);

+ Lidu khoi ddu; Udng V% - 1 vian/ Iin / ngay.

+ Lidu didu tri: UBRg % - 4 vien/ Idn/ ngay. Li6u dung cfn phii hibu chinh cy
thd dya tran dio didm cia mdl bonh nhan.

Nhdng bgnh nhan cdn gidm LDL cholesterol nhifu (trén 45%): Wong 2 vien/

[dn/ ngdy.

Ting cholestorol mau c6 tinh gla dinh déng hop 1U: Ung 4 - 4 vién/ nghy.

DAng thai phdt hop val nhiing bign phip ha lipid khac,

Didu trl phol hgp: C6 thE phol hop voi resin nhhm 1am thng hidy qua didu tr|.

Khong nén k&t hop didu tr| gioa thude (e chd men khit HMG ~ CoA vai nhém

fibrate,

- Luuy: Khi ding phal hgp voi amiodarone, khdng nén ding qua 1 vien/ ngay.

- Khuy&n cdo: Non bat ddu didu tr| voi lI8u thip nhdt ma thube ¢ the dyng, sau
d6 ndu ofn thidt, oo the didu chinh Ni8u theo nhu cAu va ddp (g cla timg
ngudl bing cdoh tang lidu tirng dgt cdeh nhau khong dudi 4 Wdn va phil theo
doi cdo phan tng co hgl oba thube, die bigt 16 che phitn (ng co hal 46) vol he
00,

Su dung than trong va néu cdn thigt ndn ding liu atorvastatin thp nhat khi
ding chung vai lopinavir + ritonavir,

~Khi dung chung véi odc thufe darunavir + ritonavir; fosamprenavir,
fosamprenavir + ritonavir; saquinavir + ritonavir: Khong qua 20 mg
atorvastatin/ ngay,

- Khi ditng chung vl nelfinavir : khong qua 40 mg atorvastatin/ ngay,

CHONG CHI DINH:

Bonh nhan min cam vl atorvastatin hay vai bt ky thanh phn ndo cha
thudc,

- BOnh gan dang tiein trién hay 6 sif ting dai ding khong gidi thich duge cia
transaminases huydt thanh vugt qua 3 14n glai han trén mde binh thuting,

Phy nr co thai v dang cho con b hoite nghi ngds ¢6 tha,
Tranl] slf dung atorvastatin khi dang dimg Tipranavir + Ritonavir; Telaprevie
THOI KY MANG THAI VA CHO CON BO:
Thel ky mang thai: Khong ding atorvastatin cho phy nis dang mang thal, nghi
;1?: c0 thal, hay néu o6 kha ning mang thal thi nén dung thudc trénh thal hin
G,
Thil ky eho eon Iuk: Hign ohua o6 141 116y nio v thudc 6o bl it qua st me
hay khong, nhung do co khi ning gdy phin Ung bt gl cho tré bi me, vi vy
phu n dang ding thutc khong nén cho con b,

TAC DONG CUA THUOC KHI LAI XE VA VAN HANH MAY MOC:
Thantrong khi diing cho ngut 141 xe va vgn hanh mdy moc

NHONG LUU Y DAC BIET VA CANH BAO KHI U DUNG THUGC:




~ Cén can nhic Khi dung thudc nhom statin dGi voi bénh nhan co nhing yéu t6
nguy cd din dén tan thuong co. Thudc thudc nhém statin ¢6 nguy cd gy ra
cdc phan ng cd hai ddi véi hé co nhu teo cd, viém co, ddc bist doi voi cac
bé&nh nhin c6 y&u td nguy ca nhu bénh nhén trén 65 tudi, bénh nhan bj bénh
thi€u nang tuy&n gidp khdng dugc kifm sodt, bénh nhan bj bénh than. Cin
theo ddi chdt ché cac phan ing co hai trong qua trinh ding thudc.

~ Sif dyng than trong va néu cdn thiét nén dung ligu atorvastatin thap nhat khi
dung chung vdi phoi hgp lopinavir + ritonavir.

+ Anh hudng I6n gan:

_ Atorvastatin c6 thé gdy ra ting creatinine phosphokinase va transaminase.
Phai gidm liéu hodc ngung dung atorvastatin khi ALT hodc AST tang trén 3
14n trén mic binh thudng mot cach dai ddng.

_ Thén trong khi dung & nhilng bénh nhén udng rugu, ¢6 tién sir bgnh gan.
Khong dugc dung atorvastatin ddi véi b&nh gan dang tién trién hay ting
transaminase dai dang khong gidi thich dugc.

_ Lam xét nghiém enzym gan trudc khi bdt du diéu tri bing statin va trong
trudng hop chi dinh 1dm sang yéu cdu xét nghiém sau do.

+Can nhac theo dai creatin kinase (CK) trong trudng hop:

_ Trugc khi diéu tri, xét nghiém CK nén dugc ti€n hanh trong cac truding hgp:
Suy giam chiic nang than, nhugc giap, tién sif ban than hogc tién sif gia dinh
mac bénh cd di truyén, tién sit mdc bénh cd do sif dung statin hodc fibrat
trudc do, tién st bénh gan va/ hodc udng nhiéu rugu, bénh nhan cao tudi (>70
tu8i) c6 nhiing y8u td nguy ca bj tiéu co van, kha ndng xy ra tuong téc thudc
va mot s8 dbi tugng bénh nhan dic bigt. Trong nhiing trudng hop nay nén
can nhic Igi ich/ nguy cd va theo d6i bénh nhan trén Idm sang khi diBu trj
bing statin. N&u k&t qud xét nghiém CK > 5 I4n giti han trén mic binh
thudng khong nén bdt d4u diéu tr bang statin.

_ Trong qué trinh diBu tri véi atorvastatin s& gy ra tinh trang dau cd, hay yéu
¢d, di kém vdi tang creatine phosphokinase (CPK) > 10 1dn gidi han trén clia
mifc binh thudng, vi vay phai béo ngay cho bac si khi thay xudt hign nhiing
hién tugng nay. Nén ngiing diéu trj bing atorvastatin néu CPK téng ro rét
hogc nghi ngd cd bénh co.

_ Bénh nhan c6 bénh canh nang va cdp tinh, c6 nguy cd dén dén viém cd hodc
céc y8u tg dé phat trién thanh suy than thir phat (nhu nhiém tring cdp ndng,
ha huy8t 4p, dai phdu, chan thuong, roi loan chuyén hoa nng, rdi loan nudc
dién gidi, r6i loan noi tiét, d6ng kinh khong kiém soét). Nén tam thdi giam
lidu hodic ngung diéutri.

+ Sir dgng vdi tré em:

_ Khi duing thudc diéu tri trén 8 bgnh nhan nho tudi c6 tang cholesterol mau c6
tinh gia dinh ddng hgp tir dugc gidi han liéu d&n 80 mg/ ngay, cho thdy khong
¢ kBt qua vé mat [am sang hay sinh hoa.

TUGNG TAC V61 CAC THUOC KHAC, CAC DANG TUONG TAC KHAC:

_ Cyclosporin, din xuét fibric acid, erythromyin, khdng ndm nhém azol hay
piacin: TAng kha nang gdy bénh co khi ding d6ng thdi vai atorvastatin hay
c4c thudc thubc nhom statin.

Antacid: Néng d0 atorvastatin trong huy8t tuong sé giam khoang 35% khi ding
ddng thisi véi huyén dich antacid dubng udng cb chifa magnesium va aluminum

_ Cholestyramin: N6ng d0 atorvastatin trong huy&t tuong giam khoang 25%,
tuy nhién higu qua diéu trj trén lipid méu cao hon, khi dung d6ng thi voi
cholestyramin.

_ Digoxin: Nong do digoxin huyét tuong dang trong tinh trang 8n dinh sé
tang 1én a4n 20%. C4n theo doi nhiing b&nh nhan dang dung digoxin.

_ Erythromycin: Tang ndng d0 atorvastatin trong huyét tuong (40%).

_ Thude vién ngiia thai u6ng: Diing dng thoi véi thudc vién ngira thai udng
o6 chira norethindron va ethiny! estradiol s& lam tang AUC clia norethindron
va ciia ethinyl estradiol gan 20%.

_ Viéc dung chung céc thudc (c ché enzym CYP3A4 co thé [am tang ndng do
clia thubc trong huy8t tung dén dén tang nguy cd bénh ca va tiéu cd. Khi
dung phdi hgp véi amiodarone, khong nén diing qua 20 mg/ ngay vl lam
ting nguy co gay ra chiing tiéu cd van. BGi véi nhiing bénh nhan phai diing
liu trén 20 mg/ ngay mdi co higu qua diu tri, béc sicé thé lya chon thudc
statin khac (nhu pravastatin).

_ T&ng nguy cd gy tn thuong cd khi sif dyng ddng thai statin véi céc thudc
sau: gemfibrozil, cac thudc ha cholesterol mau nhom fibrat khéc, niacin lidu
cao (> 1g/ ngay), Colchicin.

_ Viéc sir dyng d8ng thdi c4c thudc ha lipid m&u nhém statin véi cac thudc didu
trj HIV va viém gan siéu vi C (HCV) c6 thé lam tang nguy co gay t8n thuong
¢d, nghiém trong nhét 14 tiéu cavan, than hu, din dén suy than va c6 thé gay
tif vong.

_ Tranh sif dung atorvastatin vdi cac thudc tipranavir + ritonavir, telaprevir.

_ Sir dyng than trong va néu cén thiét nén dung lidu atorvastatin thdp nhat
khi diing chung véi phdi hgp lopinavir + ritonavir.

TAC DUNG KHONG MONG MUON COA THUGC:

_ Trong c4c thif nghiém (am sang chi c¢6 dudi khodng 2% bénh nhan phai
ngiing thudc do tac dung phy. Khodng 1% nhilng téc dung bat Igi thuding
gdp nhat: Téo bon, dAy hai, kho tidu, dau bung, nhiic ddu, budn ndn, dau cg,
mét moi, tidu chdy, mat ngl.

— Nhilng tac dung phu da dugc bao céo: Phu than kinh mach, chudt rit, viém
¢d, dj cdm, bénh Iy thdn kinh ngoai bién, viém gan, chén an, 6i mifa, tang
duding huyét va ha duting huyét.

Théng béo ngay cho bac sT nhitng tac dung
khdng mong mudn ggp phai khi sir dung thuéc.

QUA LIEU VA XU TRi:

Khi diing atorvastatin néu qué liéu thi ti€n hanh diéu trj tridu chitng va cdc
bién phap hd trg cdn thiét. Do thudc gdn két véi protein huy&t tuong manh,
nén khi thdm tach mau thi sy thanh thi atorvastatin cling khng déng ké.

DONG GOI: Vi 10 vien - Hop 3 vi.

BAO QUAN: Nhigt do khong qua 30 °C, tranh dnh séng va 4m.

HAN DUNG: 36 théng ké tir ngay sén xust.

TIEU CHUAN AP DYNG: TCCS.

DE xa tim tay cia tré em.
Doc ky hudng din sir dyng trrGe khi ding.
NEu cén thém théng tin, xin hdi y kién bac si.

hydroxid.
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