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Atorvastatin 20 mg

ROUSSEL VIETNAMA

Lipirus 20mg

Box of 3 blisters x 10 film-coated tablets

THUGC UONG

Chi dinh, chéng chi dinh, liéu dung, céch ding va
cac thang tin khac: xin doc 18 hudng dan st dung
DE XA TAM TAY TRE EM

POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG

Bdo quan ndi khd, dudi 30°C, tranh anh sang

ORAL ROUTE

Indications, contraindications, dosage,
administration and other information: see leaflet
KEEP OUT OF THE REACH OF CHILDREN

READ CAREFULLY THE LEAFLET BEFORE USE

Store in a dry place, below 30°C, away from light

1. Nhan vi: 127 x 55 (mm); MSBB: 70550-C
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Atorvastatin
ke Vién nén bao phim

THANH PHAN

Atorvastatin ., . . 20mg
(dudi dang Atcr\rastatln ca!m)
TR .via di 1 vién

(Calci carbonat, Iactose mlcrocrystallm cellulose hydrcxypropyl methylcellulose,
tween B0, magnesi stearat, natri croscarmellose, polyethylen glycol 6000, titan
dioxyd, bt tale).
DANG TRINH BAY (
Vién nén bao phim. H8p 3 vi x 10 vién. )
DUGC LYC HOC \
Lipirus 1a thudc chang tang lipid méau (nhém chét e ché HMG-CoA reductase,
nhom statin).
Lipirus la cht uc ché canh tranh vdi HMG-CoA reductase, lam ngan can chuyén
HMG-CoA thanh mevalonat, tién chat cla cholesteral, nhd vay tc ché sinh t8ng
hgp cholesterol trong t& bao gan va tang s6 Iu‘cng LDL receptors trén bé mat té bao
gan dé 1am tang sy hap thu va chuyén héa cla LDL. Atorvastatin cé hiéu qua trén
vigc lam giam cholesterol LDL d b&nh nhén ting cholesterol mau gia dinh déng hgp
W, mot quén thé khéng c6 dap ng binh thudng véi thusc ha lipid.
Trong mat nghién ciu dap dng didu trj theo lidu, atorvastatin lam giam cholesterol
toan phan (30-46%), chalesterol LDL (41-61%), apolipoprotein B (34-50%) va
triglycerides (14-33%) trong khi lam ting thém cholesterol HDL va apolipoprotein A1
voi mot 1l 1@ thay déi. Nhiing k&t qua nay khang thay d8i & nhiing bénh nhan tang
cholesterol mau gia dinh di hgp 0, nhitng thé téng cholesterol mau khéng cé tinh
gia dinh, tang lipid mau phéi hgp, bao gdm nhilng bénh nhan tidu duding khong phuy
thude insulin,
DUQC PONG HOC
Atorvastatin dugc hap thu nhanh chéng sau khi udng, néng doé dinh trong huy#t
tudng dat dugc trong vong 1-2 gid. Muc dd hap thu va néng do atorvastatin tang i
I& vdi lieu dung. Sau khi uéng dang vién nén atorvastatin c6 kha dung sinh hoc 95-
99% so vdi dang dung dich. Kha dyng sinh hgc tuyét déi clia atorvastatin khoang

12% va kha dung toan than cla hoat déng e ché HMG-CoA reductase khodng
30%. Tinh kha dung toan than thdp 1a do sy thanh lge & niém mac dudng tiéu héa
va/hodc chuyén héa ldn diu & gan.
Thé tich phan phdi trung binh clia atorvastatin khoang 381 Iit, T 18 gan két vdi
protein huyét tudng trén 98%.
Atorvastatin chuyén hoa bdi cytochrom P450 3A4 thanh dan xudt hydroxy hoa tai vj
tri ortho va para va céac san phdm oxyd hda tai vj tri beta. Trong in vitro, sy dc ché
HMG-CoA reductase bdi cc chédt chuyén héa qua con duéng hydroxy héa tai vi tri
ortho va para tudng dudng vdi atorvastatin, Khodng 70% hoat déng tc ché HMG-
CoA reductase |a do cée chét chuyén héa co hoat tinh.
Thai trif chl yéu qua mat sau qua trinh chuyén héa tai gan va/ho&c ngoai gan. Tuy
nhién, thudc khdng di qua chu trinh gan rudt, Thai gian ban thai trong huyét tuang
trung binh cOa atorvastatin & ngudi khoang 14 gid. Nia thai gian clia hoat ddng Uc
ché& HMG-CoA reductase la khoang 20-30 gié do cé sy dang gép clia cac chat
chuyén héa cé hoat tinh
CHI BINH
- Lipirus duge chi dinh hé trg cho ché do an kiéng @ bénh nhan tang cholesterol
toan phan, cholesterol LDL, apo-lipoprotein B va triglycerid; thudc 1am tang
cholesterol HOL & cac bénh nhan tang cholesterol mau nguyén phat, tang lipid
mau, tang triglycerid mau,
- Lipirus cling dugc chi dinh Iam gidm cholesterol toan phan va cholesterol LDL &
nhiing bénh nhan tang cholesteral mau cé tinh gia dinh déng hgp tl1.
- Phong ngua thi phat nguy co ti vong, nhéi mau cd tim, ngung tim va tai nhap vién
do can dau that ngye,
CHONG CHI BINH
- Qua man vdi bat e thanh phin nao cia thudc,
- Bénh viém gan tién trign ho#c tinh trang men gan tang dai ding trong mau khéng
gidi thich duge.
- Phu nd trong thdi ky mang thai hozic cho con bu.

- Tranh si dung védi tipranavir+ritonavir, telaprevir,
LIEU LUGQNG VA CACH DUNG
Thudic uéng.
Trudc khi bat dau diéu tr, phai cho b&nh nhan &n kiéng theo ché dé it cholesterol
va duy trl ché dé an nay trong sudt thdi gian didu tri,
Ngudi Iém: Co thé khdi ddu véi lidu duy nhét trong ngay 10 mg vao Itc déi hodc
trong bida an. Biéu chinh ting dgt 4 twan véi lidu tang dén trong khoang 10-40 mg
cho tdi khi dat néng d cholesterol LDL mong muén. Lidu t8i da 80 mg/ngay.
Tré em 10-17 tudi Lipirus dudc chi dinh nhu mét thudc hé trg cho ché& dd &n kiéng
nham lam giam cholesterol toan phén, cholesterol LOL v& apo-lipoprotein B & tré
trai va tré gai da c6 kinh nguyét co tinh trang tang cholesterol mau cé tinh gia dinh
di hagp t;
- Néu sau khi da cd gang 4p dung céc bién phap an toan hon dé kém ché& mic tang
cholesterol mau ma mue LDL-cholesterol van = 190 mg/dl,
- N&u muc LOL-cholesterol vin > 160 mag/dl kem theo gia dinh c6 tién can bé
mach sdm hodc bénh nhicé 2 yéu t& nguy cd tim mach khac,
- Tré em phai st dung thudc thi vai liéu 10 mg/ngay (18i da 20 mg/ngay).
THAN TRONG ¥ {10
Trudc khi diéu tri vdi Lipirus, ed géng ap dung céc bién phap an toan hof dé kdm
¢hé muc tang cholesterol méau nhu tap thé dyc, an kiéng, giam thé trong | nguoi
beo phi, va loai trd céc bénh gay tang cholesterol mau nhu dai thao ducng, bénh
gan, tinh trang nghién bia rugu.. R
Cong nhu cac thudce ha lipid cung nhom, da cd bdo cdo vé tridng hgp tang ‘k_‘__
transaminase huyét thanh (trén 3 Ian gidi han binh thudng). Khi ngiing thuéc, n6ng
d6 transaminase ha W & rd v& muc ban ddu trudc khi didu tri, Cdn xét nghiém
enzym gan trudc khi diu tri bang statin va trong trudng hep chl dinh 1am sang yéu
cau xét nghiém sau dé,

Can nhic theo dbi creatin kinase (CK) trong trudng hap:
+ Trudc khi digu trj, x&t nghiém CK nén dugc tién hanh trong nhing trudng hop:
Suy giam chic nang than, nhuge giap, tién sif ban than hodc tién sU gia dinh mac
bénh co di truyén, tién s bj bénh co do s dung statin hoac fibrat trudc dé, tién st
bénh gan va/hoac udng nhiéu rugu, bénh nhan cao tudi (> 70 twdi) cé nhiing yéu t&
nguy cd bj tiéu cd van, kha nang xay ra tudng tac thuéc va mét s8 déi tugng banh
nhan dac biét. Trong nhiing trudng hgp nay nén can nhac Igi ich/nguy ¢d va theo
doi bénh nhan trén 1am sang khi diéu tri bang statin, N&u k&t qua xét nghigém CK >
5 1an gidi han trén cia mic binh thudng, khang nén bat ddu diéu tri bing statin.
+ Trong qua trinh diéu tri bang statin, bénh nhan can théng bao khi cd cac biu hién
vé cd nhu dau cd, clng cd, y&u cd .. Khi c6 cac bidu hién nay, bénh nhan cén lam
xét nghiém CK dé& c6 cdc bién phap can thiép phi hgp.
Than trong & bénh nhan uéng nhiéu bia, rugu va/hoic ¢6 tién st bénh gan.
Viée sif dung ddng thai thudc vdi cac thude diu tri HIV va viém gan siéu vi G
{HCV) c6 thé lam tang nguy co gay tdn thudng co, nghiém trgng nhat 1a tiéu co van,
than hu dén dén suy than va c6 thé gay tf vong.
N&u ding déng thoi véi lopinavir+ritonavir cén phai than trong va néu can thist nén
ding liéu atorvastatin thap nhét.
Dung khdng qua 20 mg atorvastatin/ngay néu dung déng thdi véi
darunavir+ritonavir, fosamprenavir, fosamprenavir+ritonavir, saquinavir+ritonavir.
Ding khdng qua 40 mg atorvastatin/ngay néu diing déng thai véi nelfinavir.
Béo ngay cho bac sTnéu bj dau cd khang giai thich duge, hay dau, yéu co nhat 1a
khi c6 kem theo mét méi hay séat.
PHU NU CO THAI VA CHO CON BU
Khéng dudc dung thudc trong thdi ky mang thai va khi cho con bu.
LUON HOI Y KIEN BAC STHOAC DUJC ST TRUGC KHI DUNG BAT CU LOAI
THUOC NAO
LAI XE VA VAN HANH MAY MOC
Thudic anh hudng khang dang ké dén kha nang lai xe va van hanh may mac.
TUONG TAC THUGC
Tang nguy cd tdn thudng cd khi thude dugc ding ddng thdi vdi cyclosporin,
erythromycin, gemfibrozil, itraconazol, ketoconazol, thuéc ha cholesterol mau nhém
fibrat khic, cdc thudc Uc ché protease ciia HIV va viém gan siéu vi C (HCV),
colchicin ho&c véi niacin liéu cao(>1 g/ngay).
Thudc ¢6 thé lam tang tac dung cla warfarin.
Luu y khi lya chon thudc tranh thai dudng udng cé chia norethindrone va ethinyl
estradiol § bénh nhan dang diéu trj bang atorvastatin.
Néng dé digoxin tang 20% khi ding chung véi atorvastatin liéu 80 mg mdi ngay.
Néng db atorvastatin tang cao trang huyét tuong khi ding chung véi erythromycin
(500 mg, 4 Ian mdi ngay) hofc clarithromycin (500 mg, 2 I4n mi ngay).
DE TRANH CAC TUONG TAC CO THE XAY RA, PHAI LUON LUON BAO CHO
BAC STHAY DUGC ST MQI THUSC KHAG BANG DUNG
TAC DUNG KHONG MONG MUGN
Thuée dudc dung nap t6t, nén ty 1& phai nging thude th
lipid khac, Cdc phan Ung bét Igi & hé tiéu héa, hé ho hap va
va qua mau, ~
Hay gap: tigu chay, tdo bén, ddy hai, dau bung, budn nén; dau ﬁau
nhuge; dau cd. *
it gap: tang dudng huyét, tang HbA1c, chan &n; di cam, suy giﬁ;n nhap thic (nhu
maét tri nhd, Ia 1&n), bé&nh Iy thdn kinh ngoai vi, nén, viém tuy; viem . vang da tac
mat, ngua, ban da, ryng téc; bénh co, viém cd, chudt rat; ﬁét,ﬂuung ¥
Hiém gap: viém cd, tiéu cd van din dén suy than cép thu phat dwrﬂoglobm niéu,
THONG BAO CHO BAC STHOAC DUJC STMOI TAC DUNG R‘l;éNG MONG
MUON GAP PHAI KHI SU DUNG THUBC NAY J'
QUA LIEU VA CACH XUf TRi
Khéang cé thudc diéu tri dic hidu cho qud liéu atorvastatin, N&u xay ra qua liéu, cin
diéu trj trigu ching va hé trg cén thigt,
BAO QUAN: ndi khé, nhiét dé dudi 30°C, tranh anh sdng
HAN DUNG: 36 thang ké tJ ngay san xuat
San xuét theo TCCS
DE XA TAM TAY TRE EM
DOC KY HUONG DAN TRUGC KHI SU DUNG
THUGC BAN THEO BON
San xuat tai Céng ty ROUSSEL VIET NAM
S6 1, dudng sé 3, KCN Viét Nam Singapore, Thudn An, Binh Duong - Viét Nam
76550-E
TP.HCM, ngay 0§ thang 06 nam 2015
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