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Tai liéu théng tin thuéc

Lipil’llS® 20 mg

Atorvastatin 20 mg
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CHOLESTEROL TOAN PHAN HUU
CHOLESTEROL LDL HIEU

Erkand




Lipil‘llS® 20 mg

Atorvastatin 20 mg

THONG TIN, TOM TAT SAN PHAM

THANH PHAN

Atorvastatin 20 mg (dudi dang Atorvastatin calci)

T4 dugc viia dl 1 vién

DANG TRINH BAY

Vién nén bao phim. Hép 3 vix 10 vién.

DUGQC LYC HQC

- Lipirus 1a thudc chéng tang lipid mau (nhém chat Gc ché HMG-CoA
reductase, nhém statin).

- Lipirus la chét dc ché canh tranh véi HMG-CoA reductase, lam ng&n can
chuyén HMG-CoA thanh mevalonat, tién chat clia cholesterol, nh& vay Uc
ché sinh t6ng hop cholesterol trong té bao gan va ting sé lugng LDL
receptors trén bé mat t& bao gan dé 1am ting sy hap thu va chuyén hoa cla
LDL. Atorvastatin cé hiéu qua trén viéc lam gidm cholesterol LDL & bénh
nhan téang cholesterol mdu gia dinh déng hgp ti, mat quan thé khéng cé dap
ling binh thudng véi thudc ha lipid.

- Trong mét nghién cdu dép Uing diéu tri theo liéu, atorvastatin lam giam choles-
terol toan phdn (30-46%), cholesterol LDL (41-61%), apolipoprotein B
(34-50%) va triglycerides (14-33%) trong khi lam tang thém cholesterol HDL
va apolipoprotein A1 vdi mét 17 1& thay ddi. Nhing két qua nay khéng thay déi
& nhiing b&nh nhan t&ng cholesterol mau gia dinh di hgp ti, nhiing thé tang
cholesterol mau khéng c¢ tinh gia dinh, tang lipid médu phdi hgp, bao gém
nhiing bénh nhan tiéu dudng khéng phu thudc insulin.

DUGC DONG HQC

- Atorvastatin dugc hdp thu nhanh chéng sau khi uéng, néng dé dinh trong
huyét tuong dat dugc trong véng 1-2 gid. Mdc dé hap thu va néng dé atorvas-
tatin téng 1l 1& vdi liéu ding. Sau khi udng dang vién nén atorvastatin cé kha
dyng sinh hoc 95-99% so véi dang dung dich. Kha dung sinh hoc tuyét déi
cla atorvastatin khodng 12% va kh& dung toan than clia hoat déng uc ché
HMG-CoA reductase khoang 30%. Tinh kha dung toan than thdp la do sy
thanh loc & niém mac dudng tiéu hda va/hodc chuyén héa lan dau & gan.

- Thé tich phan phéi trung binh clia atorvastatin khodng 381 lit. TT1& gan két v6i
protein huyét tuong trén 98%.

- Atorvastatin chuyén héa bdi cytochrom P, 3A4 thanh dan xudt hydrox
tai vi tri ortho va para va céc s&n phdm oxyd hda tai vi tri beta. Trong i

- Thai trif chi yéu qua mét sau qué trinh chuyén héa tai gan va/hoac n
Tuy nhién, thude khéng di qua chu trinh gan rudt. Thdi gian ban t
huyét tuong trung binh cla atorvastatin & ngudi khoang 14 gid. Nira thg
clia hoat dong tc ché HMG-CoA reductase 1 khodng 20-30 gid do
déng gop cla cac chédt chuyén héa cé hoat tinh

CHI BINH

- Lipirus dudc chi dinh hé trg cho ché dé &n kiéng & bénh nhan téng cholesterol
toan phan, cholesterol LDL, apo-lipoprotein B va triglycerid; thudc lam tang
cholesterol HDL & cdc bénh nhan tang cholesterol mau nguyén phat, tang
lipid mdu, tang triglycerid mau.

- Lipirus cling dugc chi dinh lam giam cholesterol toan phdn va cholesterol LDL
& nhiing b&nh nhan t&ng cholesterol mau c¢6 tinh gia dinh déng hgp td.

- Phong ngira thu phat nguy cd tli vong, nhdi m&u cd tim, ngung tim va tdi nhap
vién do con dau that nguc.

CHONG CHI BINH

- Qué mén vdi bat el thanh phan nao cla thude.

- Bénh viém gan tién trién hoac tinh trang men gan tang dai dang trong mau
khéng giai thich dugc.

- Phu ni trong thdi ky mang thai hoac cho con bu.

- Tranh sl dyung vdi tipranavir+ritonavir, telaprevir.

LIEU LUGNG VA CACH DUNG

- Thuéc uéng.

- Trudc khi bat ddu diéu tri, phai cho bénh nhan &n kiéng theo ché do it choles-
terol va duy tri ché dé &n nay trong sudt thdi gian diéu tri.

- Ngudi Idn: C6 thé khdi ddu vdi liéu duy nhat trong ngay 10 mg vao Iic déi
hodc trong biia &n. Diéu chinh ting dot 4 tudn véi liéu tang dédn trong khoang
10-40 mg cho tdi khi dat néng dé cholesterol LDL mong muén. Liéu t6i da 80
mg/ngay.

- Tré em 10-17 tudi: Lipirus dugc chi dinh nhu mét thudc hd trg cho ché dé an
kiéng nham lam gidm cholesterol toan phan, cholesterol LDL va apo-lipopro-
tein B & tré trai va tré géi da c6 kinh nguyét cé tinh trang tdng cholesterol mau
c6 tinh gia dinh d| hop t:

- N&u sau khi da cé gang ap dung cac bién phdp an toan hon dé kém ché muc
téing cholesterol mdu ma muc LDL-cholesterol vdn = 190 mg/dl.

- N&éu muic LDL-cholesterol van = 160 mg/dl kém theo gia dinh cé tién can bénh
tim mach sém ho&c bénh nhi cé 2 yéu t6 nguy co tim mach khac.

- Tré em phai st dung thudc thi v&i liéu 10 mg/ngay (16i da 20 mg/ngay).

THAN TRQNG

- Trudic khi diéu tri vdi Lipirus, ¢d g&ng ap dung céc bién phép an toan hon dé
kém ché muc tang cholesterol mau nhu tap thé duc, &n kiéng, giam thé trong
& ngudi béo phi, va loai trif cac bénh gay tang cholesterol mau nhu ddi thdo
dudng, bénh gan, tinh trang nghién bia rugu...

. -3nhon’i ﬁbr,a'l'

- =Thude’co me
ALuu“y khmq chon thudc tranh thai dudng uong ¢6 chia norethindrone va

Tai liéu thong tin thuéc

Gl iN CHOLESTEROL TOAN PHAN HUU
CHOLESTEROL LDL HIEU

- Cling nhu cdc thudc ha lipid cling nhém, da cd béo cdo vé trudng hgp tang
transaminase huyét thanh (trén 3 lan gidi han binh thudng). Khi ngiing thude,
ndng dé transaminase ha ti tU tré vé muc ban dau trudc khi diéu tri. Can xét
nghiém enzym gan trudc khi diéu tri béng statin va trong truéng hgp chi dinh
lam sang yéu cau xét nghiém sau do.

- Can nhic theo di creatin kinase (CK) trong trudng hgp:

+ Trudc khi diéu tri, xét nghiém CK nén dugc tién hanh trong nhiing trudng
hgp: Suy giam chuc nang than, nhugc gidp, tién s ban than hodac tién si
gia dinh méc bénh cd di truyén, tién sl bj bénh cd do sif dung statin hodc
fibrat trudc dé, ti€n s bénh gan va/hoéc uéng nhiéu rugu, bénh nhan cao
tudi (> 70 tudi) cé nhiing yéu t& nguy co bi tiéu cd van, kha ning xay ra
tuong tdc thudc va moét sé ddi tugng bénh nhdn dac biét. Trong nhiing
trudng hgp nady nén can nhéc Igi ich/nguy cd va theo ddi b&nh nhan trén
lam sang khi diéu tri bang statin. Néu két qua xét nghiém CK > 5 lan gidi
han trén cla muc binh thuéng, khéng nén bat dau diéu trj bang statin.

+ Trong qud trinh diéu trj b&ng statin, bénh nhan cdn théng bdo khi cé cdc
bi€u hién vé cd nhu dau co, cling cd, yéu co .. Khi cé cac biu hién nay,
bénh nhé&n cén [am xét nghiém CK dé cé céc bién phap can thiép phu hgp.

- Than 1rong & bénh nhan ud'ng nhiéu bia, rugu va/hoéc cé tién sl bénh gan.

- Viéc sti dung déng thdi thudc vdi céc thudc diéu tri HIV va viém gan siéu vi C
(HCV) ¢6 thé Iam tang nguy co gay tén thuclng cd, nghiém trong nhéat (4 tiéu
co van, than hu d&n dén suy than va cé thé gay ti vong.

- N&u ding déng thdi véi lopinavir+ritonavir cdn phai than trong va néu cén
thigt nén dung liéu atorvastatin thap nhét.

- Ding khéng quéd 20 mg atorvastatin/ngay néu dung déng thdi vdi daruna-
vir+ritonavir, fosamprenavir, fosamprenavir+ritonavir, saquinavir+ritonavir.

- DUng khéng qué 40 mg atorvastatin/ngay néu dung déng thai vdi nelfinavir.

- Bdo ngay cho bac sTnéu bj dau co khéng gidi thich dugc, hay dau, y&u co nhat
1a khi cé kém theo mét moéi hay sét.

PHU NU €6 THAI VA CHO CON BU: Khéng dugc dung thude.

LAl XE VA VAN HANH MAY MOC

o t8n thuong co khi thudc dudc dung déng thai véi cyclosporin,
gemfibrozil, itraconazol, ketoconazol, thude ha cholesterol mau
dc, cdc thudc Uc ché protease clia HIV va viém gan siéu vi C
(HCV} qolchl in hoac vdi niacin liéu cao (>1 g/ngay).

m tang tdc dung cla warfarin.

eihmyl eén'adlol d bénh nhan dang diéu tri bang atorvastatin.

Nghg db igoxin tang 20% khi diing chung véi atorvastatin liéu 80 mg méi ngay.

Neng atorvastatin tédng cao trong huyét tuang khi dung chung véi erythro-

I (500 mg, 4 lan mai ngay) hoac clarithromycin (500 mg, 2 [&n méi ngay).

TAC DUNG KHONG MONG MUGN

- Thudc dugc dung nap tét, nén ty 1é phai ngling thudc thap hon so vdi cac
thugc ha lipid khac. Cac phan Ung bat Igi & hé tiéu hda, hé hé hap va ngoai
da thudng nhe va qua mau.

- Hay gap: tiéu chay, tdo bon, ddy hoi, dau bung, buén nén; dau ddu, mat ngd,
suy nhugc; dau co.

- It gap: tang dudng huyét, taing HbA1c, chan an; di cdm, suy gidm nhan thic
(nhu mat tri nhd, I 1&n), bénh ly than kinh ngoai vi, nén, viém tuy, viém gan,
vang da tdc mat, ngua, ban da, rung téc; bénh ca, viém co, chuét rut; liét duong.

- Hiém gap: viém cd, tiéu co van dan dén suy than cap thi phat do myoglobin niéu.

QUA LIEU VA CACH XU TRi

Khéng co thude diéu tri déc hiéu cho qua liéu atorvastatin. Néu xay ra qua liéu,

cén diéu tri triéu ching va hé trg can thiét.

BAO QUAN: noi khé, nhiét dd dudi 30°C, trdnh &nh sdng

HAN DUNG: 36 thang ké ti ngay san xudt

THUOC BAN THEO DON

DE XA TAM TAY TRE EM

POC KY HUSNG DAN TRUGC KHI DUNG

San xudt theo TCCS

SPK: VD-23909-15

San xuat tai Cong ty ROUSSEL VIET NAM

S4 1, duding s6 3, KCN Viét Nam Singapore, Thuan An, Binh Duong Viét Nam
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