https://trungtamthuoc.com/ 315 /

Nhan hép

DING DUSING USNG / VOIE ORALE cHl B, CHANG Cul DINH, LU DUNG, CACH DUNG
THANH PHAN mmmﬁwnm POSOLOGIE, MODE Y ADMINISTRATION
cowoemon i dSmbbiohyr e i epetempian. AR
Sous forme datorvasiatine calcique TiEU CHUAN / SPECIFICATION - TCCS,
) | R 0ol
=1 | BOY TE | D IZI-'IE :
o= % CUC QUAN LY BUOC g g o | £
= g PA PHE DUYET % 8§ ' : =
= “; Lin déu:.. 2./ 2040 | Og e
:; L SELAL LA s neofonen! naffosannnl sdrodfacaints .
2

W

pf XA TAM TAY TRE EM 8dn xullt nhugog cha
D oo ot s o DG ARG AR

2
EG LABD - Laboratoires é
TENIR HORS DE LA PORTEE DES ENFANTS xmq:m:mmm 8
LIRE ATTENTIVEMENT LA NOTICE AVANT UTILIBATION. w CONG ""“““Cé e - &
Médicamant amtorish o' / ST IX-XTIXE-XX 168-170 Nguyla fng, Ty Boe, Pht Yo, Vig Nem
/— mﬁcmmm
B3 | R
g8 8
s Atorvastatne E
B
§E
E .

20 mg

L

Hop 3 vl x 10 vién nén bao phim
Boite de 3 blisters x 10 comprimés pellpﬂéﬂ\

-




https://trungtamthuoc.com/

Nhan vi

m@ EG LABO - Laborsioires EnroGenarics m@ EG LABO - Labaruicires BxroGanarics ARTEG

wi CTY GO PHAN PYMEPHARCO w CTY CO PHAN PYMEPHARCO |
Atorvastatine EG [20mg] Atorvastatine EG 2mg  Atorvastal

Atorvastatin cald teong duemg 20mg in calei teong deong Atorvastatine.......

S ] Sous forme d ey Ator i 20mg Sous forme d'ator

[ tuflt nhogng quyén clia Bdn xolft ahogag qul

EG Laboratoires EnroGenerics mm EG LABRD - Labormioires B
i CTY CO PHAN PYMEPHARCO wi CTY C6 PHAN PY)

(astatine EG Atorvastatine EG 2mg| Atorvastatine EG @

18NG GIAM POC



https://trungtamthuoc.com/

" HUGNG DAN SU DUNG THUGC

Thudc ban theo ddn. NEu c&n thém thdng tin xin hdi y kién bac si.
Doc ky hudng din sit dyng trude khi ding. D€ xa tdm tay cia tré em

ATORVASTATINE EG 20 mg er}

THANH PHAN: MBi vién nén bao phim chia

Atorvastatin calci tuong dudng

Atorvastatin.................20 mg

T4 dugc: Cellactose, hypromellose 6 cp,100 cp, meglumine, natri starch glycolat, magnesi stearat, povidon 25, titan
dioxid E171, Propylene glycol.

DUGC LYC HQC

Atorvastatin 12 chdt dc ché canh tranh va chon loc men khit HMG-CoA, Gc ch& qud trinh chuyén 3-hydroxy-
3methylglutaryl-coenzyme A thinh mevalonat tién chét clia cholesterol. Sy chuyén HMG-CoA thanh mevalonat 13 budc
d4u tién trong sinh t8ng hgp cholesterol.

Atorvastatin lam gidm lipoprotein va cholesterol huy&t tuong bing cdch tc ch& men khit HMG-CoA, tfc ché sy téng hgp
ch;lesterol & gan va biing c4ch ting s8 lugng nhiing thy thé LDL & gan trén b& mit t& bio tir d6 ting sy I4y di va thodi
bién LDL.

Atorvastatin 1am gidm sdn xuat LDL va gidm s@ lugng c4c hat LDL. Atorvastatin lam tdng dédng ké hoat tinh clia thy thé
LDL cung véi sy thay déi c6 Igi trén tinh ch4t clia cdc hat LDL tudin hodn. Atorvastatin c6 hiéu qua trén vigc lam gidm
LDL & nhitng b&nh nhan ting cholesterol gia dinh déng hop tir, mot qudn thé it c6 d4p ting véi thubc ha lipid.

DUgc BONG HOC

Atorvastatin dugc hdp thu nhanh chéng sau khi ung, néng dé thudc trong huyét tuong t6i da dat duge trong vong 1-
2gid. Mic d9 hap thu va ndng dd atorvastatin ting t7 18 v6i liéu diing. Sinh kha dyng tuyét di clia atorvastatin khoéng
14% va sinh khd dung todn than clia hoat ddng (ic ch& men khit HMG-CoA khodng 30%. Tinh khd dyng todn th&n thap
1A do sy thanh lpc 8 niém mac dudng tiéu héa va/hoc chuy&n héa 14n d4u & gan. Mic dii thic &n lam gidm toc do va
mifc d§ hap thu clia atorvastatin khodng 25% khi dugc ddnh gid bdi Cmax va khodng 9% khi dugc dénh gid bdi AUC,
nhung t4c dunglam gidm LDL-C thi khdng d8i khi atorvastatin dugc udng ciing hay khong cling v6i thitc &n. Néng do
atorvastatin huy&t tuong sau khi diing thudc budi chiéu t6i thdp hon khi dung thudc vao bui séng (khodng 30% d6i vdi
Cmax va AUC). Tuy nhién, hiéu qua gidm LDL-C thi nhu nhau b4t ké thdi diém diing thufic trong ngay.

Thé tich phdn b trung binh clia atorvastatin khodng 381 Iit. Trén 98% atorvastatin dugc g&n k&t v6i protein huyét
tuong. T1 18 hdng cdu huy8t tuong x&p xi 0,25 cho thdy sy thim thudc vao t& bao héng cdu thap.

Atorvastatin dugc chuyén h6a chll y&u thanh din xudt hydroxy héa tai vj tri ortho va para va c4c san phdm oxid héa tai
v tri beta. In vitro, sy Uc ch& men khif HMG-CoA clia cdc chat chuyén héa qua con duding hydroxyl héa & vi tri ortho va
para tuong duong v6i sy ifc ché& clia atorvastatin. Khodng 70% hoat ddng ic ché men khit HMG-CoA trong huyét tuong Ia
do c4c chit chuyén héa c6 hoat tinh. In vitro, cic nghién ciiu cho théy tim quan trong ciia sy chuyén héa atorvastatin -
béi cytochrome P450 3A4 & gan, phis hgp v6i ndng df atorvastatin trong huy8t tuong ting I&n & ngudi sau khi dung déng A
thdi vai erythromycin, mdt chat tic ch& da dugc biét dén clia isozyme nay.

Atorvastatin va cdc chét chuyén héa clia né dugc thai trlr chli yéu qua mét sau qua trinh chuyén héa tai gan va/hodc
ngodi gan. Tuy nhién, thudc khdng di qua chu trinh gan rudt. Thoi gian ban hlly trong huyét tudng trung binh clia &
atorvastatin § ngudi khodng 14 gi®, nhung thdi gian ban hily clia hoat dfng tc ché men khir HMG-CoA la 10-20 gid do o
¢6 sy dong g6p clia cdc chdt chuy&n héa c6 hoat tinh. Dudi 2% lugng atovastatin uSng vao dugc tim thdy trong nudc :
tidu. L
Atorvastatin va m{t s chat chuyén héa clia n6 cé hoat tinh dugc Iy & ngudi. Noi tdc djng ddu tién cla atorvastatin la

gan, day 1A noi chll y&u tng hgp cholesterol va thanh thai LDL. Sy gidm LDL-C tuong dng véi liéu lugng thudc nhiéu han

12 véi n8ng dd thudc toan than.

CHIDINH

- Atorvastatin dugc chi dinh b trg cho lidu ph&p &n ubng dé 1am gidm cholesterol toan phdn, LDL - cholesterol,

apolipoprotein B va triglycerid va dé lam ting HDL-cholesterol & cdc b&nh nhan c6 tang cholesterol méu nguyén phat

(typ Na va lib) triglycerid gidm it.

- B&nh nhan réi loan betalipoprotein m4uma khong dép ing ddy dii véi ché df dn.

- Atorvastatin cling dugc chi dinh d€ 1am gidm cholesterol todn phdn va LDL-cholesterol & cdc bénh nhén c6 ting

cholesterol mau cé tinh gia dinh dng hop tir khi ché do 4n va céc phudng phdp khong diing thuc khéc khdng mang lai

k&t qud ddy dal.
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LIEU DUNG VA CACH SU DUNG ,leq%/

Thudc ¢6 thé dung bat cit ldc nao trong ngay, khéng cdn cha y d&n bita 4n.

Tang cholesterol mau (c6 tinh gia dinh dj hgp Ui va khéng cé tinh gia dinh) va rdi loan lipid m&u hén hgp: liéu
khéi ddu dugc khuy&n cdo 12 10 - 20 mg, 1 14n/ngay. Nhiing b&nh nhin cin gidm LDL cholesterol nhidu (trén 45%)
c6 thé bitadéu bdng liéu40mg, 114n/ngy. Liéu duy tri 10 - 40 mg/ngay. N&u cdn c6 thé tang liéu, nhung khong qua
80 mg/ngay.

Sau khi bt d4u diéu tri va/hoc sau khi ting liéu atorvastatin c4n d4nh gi4 c4c chi s6 lipid m&u trong vong 2 t6i 4
tu&n va dé diéu chinh liéu cho thich hgp.

Tang cholesterol mau c6 tinh chat gia dinh déng hgp tiF: Liéu khdi ddu 10 mg, 1 1an/ngay. Piéu chinh liéu 4 tudn
mot 14n. Liéu duy tri 10 - 40 mg/ngay. N&u cin c6 thé ting liéu, nhung khdng quad 80 mg/ngay. C4n dugc phdi hgp
véi nhiing bién phdp ha lipid khac.

Diéu trj phdi hgp: Atorvastatin c6 thé dugc diéu trj phdi hgp v6i resin nhdm ting higu qua didutrj.

Phdi hgp véi cdc thubc va cdc ph8i hgp sau: Fosamprenavir, phdi hgp Darunavir va Ritonavir, phdi hgp
Fosamprenavir va Ritonavir, ph6i hgp Saquinavir va Ritonavir: khdng ding qud 20 mg atorvastatin/ngay.

Phdi hgp vdi Nelfinavir: khdng diing qud 40 mg atorvastatin/ngay.

Liéu diing & ngudi suy thgn: khong cdn diéu chinh lidu.

THAN TRONG

B&nh nhan c4n c6 ch& d9 4n kigng hgp 1y truGc khi diéu trj véi thudc, nén duy tri ché dd nay trong subt qud trinh
diéutrj vi thudc.

Trudc khi diéu tri v6i atorvastatin cdn chi ¥ loai trit cdc nguyén nhén gdy r8i loan lipid méu thit phdt va cdn dinh
lugng c4c chi s& lipid, nén tién hanh dinh lugng lipid dinh ky, véi khodng cdch khdng duéi 4 tudn.

Diing thin trong & nhiing bénh nhan rdi loan chiic ning gan, bénh nhén udng rugu nhiéu.

Trong cac thit nghiém 14m sang, mt 6 it ngudi bénh trubng thanh udng statin thdy ting rd rét transaminase huyét
thanh (> 3 14n gi6i han binh thubing). Khi ngiing thudc & nhiing ngudi nay, nbng @9 transaminase thuding ha tir tir tré
vé mic trudc khi diéu tri. Mot vai ngudi trong s& ngusi bénh nay trudc khi diéu tri véi statin da c6 nhiing k&t qua xét
nghiém chiic ning gan bat thudng va/hodc udng nhidu rugu. Vi vy cdn tién hanh cc xét nghiém chiic ndng gan
trudc khi bit d4u diéu trj va theo dinh ky sau d6 & moi ngudi bénh.

C4n nhic theo doi creatin kinase (CK) trong trudng hop:

+ Trudc khi diéu tri, xét nghiém CK nén dugc ti€n hanh trong nhiing trudng hgp: Suy gidm chic ndng thn, nhugc
gidp, tién st ban than hodc tién st gia dinh mc bgnh co di truyén, tién sif bj b&énh co do sif dung statin hogc fibrat
trudc d6, tién sit bénh gan va/hoic ung nhidu rugu, bénh nhan cao tudi (> 70 tudi) cé nhiing y&u t nguy ¢ b tiéu
covin, khi ning x4y ra tuong tac thudc v mot s6 di tugng b&nh nhan dic biét. Trong nhiing truting hgp nay nén
can nhic Igi ich/nguy co va theo di bénh nhén trén 14m sang khi diéu tri bing statin. N&u két qua xét nghigm CK >
5 14n giGi han trén clia mifc binh thuiing, khdng nén bit ddu diéu trj bing statin.

+ Trong qud trinh diéu trj bing statin, bénh nhan cdn thdng bio khi cé cdc biéu hién v& co nhu dau cg, ciing cd, y&u
¢d .. Khi ¢ cac bidu hién nay, b&nh nhan c4n lam xét nghiém CK dé c6 cac bién phép can thiép phit hop.

CHONG CHi BINH

Qu4 man véi cac chat dic ch& HMG - CoA reductase hoc véi bat ky thanh phdn nao clia thudc.

B&nh nhan bénh gan tién trién hoc ting transaminase huyét thanh lién tyc ma khong rd nguyén nhdn.

Phuy nii ¢6 thai va cho con ba.

TUONG TAC THUBC

Ting nguy co tén thuong co khi sif dung déng thdi véi cdc thudc sau: Gemibrozil, cdc thubc ha cholesterol mau
nhém fibrat khéc, Niacin liu cao ( > 1 g/ngay), Colchicin, Erythromycin, Clarithromycin, Cyclosporin, va cdc thudc
kh&ng ndm nhém azol.

Sir dyng d8ng thdi vdi cdc thudc dc ché protease clia HIV va viém gan siéu vi C (HCV) c6 thé 1am tdng nguy co gay
t8n thuong cg, nghiém trong nhat I tiéu co van, than hu ddn dén suy thdn va c6 thé gly tif vong:

- Vi Telaprevir, hay véi phdi hgp Tipranavir va Ritonavir: trdnh diing ddng thdi atorvastatin.

- Vi6i phéi hgp Lopinavir va Ritonavir: Sif dyng than trong va néu c4n thiét nén dung liéu atorvastatin thap nhat.

- Vi cdc thudc va cac phéi hop sau: Fosamprenavir, phéi hgp Darunavir va Ritonavir, phdi hgp Fosamprenavir va
Ritonavir, ph&i hgp Saquinavir va Ritonavir: khdng dung qud 20 mg atorvastatin/ngay.

- V6i Nelfinavir; khong dung qud 40 mg atorvastatin/ngay.

Antacid: diing déng thdsi véi atorvastatin v6i huyén dich antacid dudng udng c6 chida magnesium va aluminium
hydroxide, s& 1am gidm ndng 0 atorvastatin trong huy&t tuong khodng 35%, tuy nhién tac dyng clia thudc 1&n higu
qué gidm LDL-C khong bi thay ddi.
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Antipyrine: Atorvastatin khdng c6 dnh hubng I&n dugc ddng hoc clia antipyrine, do d6 sy tudng tic nhiing thudc dugc
chuyén héa qua cling cytochrome isozymes khong dugc nght dén.
Cholestyramine: N6ng dd atorvastatin trong huy8t tuong gidm (khodng 25%) khi dung cholestyramine cing véi
atorvastatin. Tuy nhién, hiéu qua diéu tr trén lipid m4u khi diing ddng thdi 2 thudc thi cao han khi chi ding 1 trong 2
thudc.
Digoxin: dung phdi hgp vai atorvastatin va digoxin lam ting néng d digoxin huyét tuong dang trong tinh trang 6n dinh
g4n 20%. C4n theo ddi mgt cdch thich hgp & nhiing bénh nhan dang diing digoxin.
Thudc vién ngira thai udng: Diing d8ng thoi véi thudc vién ngira thai udng c6 chida norethindrone va ethinyl estradiol lam
ting AUC clia norethindrone va clia ethinyl estradiol g4n 20%. Khi chon lgc 1 loai thudc vién ngifa thai cho phy nif cén
can nhic dén diéu nay.
Nhiing nghién ctu v8 sy tuong téc clia atorvastatin véi cimetidin da dugc thyc hién va khong thdy c6 sy tudng tdc c6 ¥
nghia nao vé mit Iim sang.
Statin c6 thé 1am ting tic dyng clia warfarin. Phdi x4c dinh thdi gian prothrombin trudc khi bdt ddu diing statin va theo
d6i thuting xuyén trong giai doan d4u diéu tri d& bao ddm khong c6 thay ddi nhiéu vé thdi gian prothrombin.
Céc thudc khdc: trong cdc nghién ciiu 1Am sang, khi diing déng thdi atorvastatin véi cdc thudc ha dp va liu phdp thay
thé estrogen thi khong thdy bing chiing tuong téc thudc bat Igi c6 ¥ nghfa trén 1dm sang.
sU DYNG THUOC CHO NGUDI LA1 XE VA VAN HANH MAY MOC
Khong dnh hubng 18n kha ndng l4i xe va vdn hanh mdy mdc.
TAC DUNG KHONG MONG MUON
Atorvastatin néi chung dugc dung nap t6t, tdc dung phy thuing nhe va thodng qua.
C6 thé xdy ra; Suy gidm nhén thic (nhu m&t trinhd, 16 13n...), ting dudng huyét, ting HbA1c.
Thuong gip: Tiéu hoa: tiéu chdy, tAo bén, ddy hai, khé tidu, dau bung, budn ndn. Thdn kinh trung uong: dau déu, chéng
mit, nhin md, m4t ngd, suy nhugc. Thén kinh - ¢ va xuong: dau cg, dau khdp. Gan: céc két qud thir nghig¢m chic ndng
gan ting hon 3 14n gi6i han trén clia binh thuing, nhung phén 16n 1 khong c6 trigu chiing va hdi phyc khi ngiing thudc.
[t g¥p: Thén kinh - co va xuong: bénh cd (két hgp y&u co va ting creatin phosphokinase huy&t tuong). Da: ban da; HO
h&p: viém mii, viém xoang, viém hong, ho.
Hi€m gip: viém cg, tiéu co van, din d&n suy than cdp thi phdt do myoglobin nigu.
Thang bao cho thdy thudc tac dung khdng mong mudn gip phai khi si dung thudc.
Hudng dén cach xif tri ADR
Céc thay ddi ndng A9 enzym gan trong huyét thanh thudng xay ra & nhiing théng déu diéu trj bing statin. Ngudi bénh
no c6 nbng do aminotransferase huy&t thanh cao phéi theo ddi xét nghigm chifc ning gan Ian thd hai dé x4c nhén két
qué va theo ddi diéu tri cho téi khi céc bAt thudng trd vé binh thuding. NEu ndng do aminotransferase (transaminase)
huyét thanh AST hoZc ALT (GOT hoc GPT) dai ding I&n qud 3 I4n gi6i han trén clia binh thudng, thi phéi ngling diéu trj
bdng statin. /%
Phai khuy&n ngudii bénh diing statin bdo cdo ngay bat ky bigu hién ndo nhu dau cd khdng rd Iy do, nhay cdm dau va yéu </
¢d, d4c biét néu kém theo khé chiu hoc s&t. Phdi ngitng ligu phdp statin néu nng d CPK tang rd rét, cao han 10 1&n 7
gidi han trén clia binh thudng va néu chdn dodn ho¥c nghi ngds 12 bénh cd.
QUA LIEU VA CACH XU TRi
Khong ¢6 thudc diéu tri d3c higu khi dung atorvastatin qué liéu. Khi s dyng qué liéu, diéu tri tridu chitng va cdc bién
phdp ndng a3 tdng trang. Do thudc gdn k&t manh véi protein huyét tuong, khéng hy vong tdng thanh thai atorvastatin
dang k& bing cach thdm tach mau. 2 B
HANDUNG 36thang ké tif ngay sinxudt /~ _
BAO QUAN  Noi kho, mt (dudi 30 C), traqﬁ/ dnh séng.
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