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GIAM 1pL CHOLESTEROL
HIED QUA

ba fena® hién c6 bén tai cic nha thudc trén toan quéc.

ROUSSEL VIETNAM A

(*)bénh nhan tang cholesterol mau c¢o tinh gia dinh déng hop tu
Thoéng tin tém tét san phdm xin xem trang sau

S6 gidy tiép nhan hé so dang ky tai li¢u théng tin thudc cla CQLD-BYT:
Ngay in tai ligu:

www.rousselvietnam.com.vn




Tai lidu théng tin cho cdn b y.t&

Safena®

Atorvastatin 10 mg

THONG TIN TOM TAT SAN PHAM

THANH PHAN
AIVERIRING . 6, e s e NG
TEaue: . . ik vereeenrens. VA A0 1 vién

DANG TRINH BAY

Hop 3 vi x 10 vién nén bao phim.

CHI BINH

- Hb trg cho ché db &n kiéng & bénh nhan tang cholesterol toan phén,
cholesterol LDL, apo-lipoprotein B va triglycerid; Thudc l1am tang choles-
terol HDL & cdc bénh nhan ting cholesterol mau nguyén phat, ting lipid
mau, tdng triglycerid mau.

- Lam gidm cholesterol toan phén va cholesterol LDL & nhiing bénh nhan
tang cholesterol mau cé tinh gia dinh déng hgp td.

- Phéng ngtia thid phat nguy co td vong, nhéi méu co tim, ngung tim va tai
nhap vién do con dau that ngyc.

CHONG CHI PINH

- Qua man véi bét cu thanh phén nao clia thudc.

- Bénh viém gan tién trién hodc tinh trang men gan ting dai ddng trong
mau khdng gidi thich dugc.

- Phuy niI trong thdi k¥ mang thai hodc cho con bu.

- 1;ranh sl dung vdi tipranavir +ritonavir, telaprevir.

LIEU LUGNG & CACH DUNG

- Thuéc udng.

- Trudc khi bt ddu diéu tri, phai cho bénh nhan &n kiéng theo ché db it
cholesterol va duy trl trong suét théi gian diéu trj.

- Ngudi Idn: khdi ddu 10 mg/ngay lic déi hodc trong bda #n. T&ng liéu:
10-40 mg/4 tudn dén khi dat néng d6 cholesterol LDL mong mudn. Liéu
t8i da 80 mg/ngay.

- Tré em 10-17 tudi: Atorvastatin RVN dugc chi dinh nhu mét thudc hd trg
cho ché d6 &n kiéng nh&m 1am gidm cholesterol toan phén, cholesterol
LDL va apo-lipoprotein B & tré trai va tré gai da c6 kinh nguyét cé tinh
trang ting cholesterol mau c6 tinh gia dinh di hgp ti:

+ Sau khi 4p dung céc bién phap an toan hdn dé kiém ché miic ting
cholesterol mau ma LDL-cholesterol van = 190 mg/dL.

+ LDL-cholesterol vdn = 160 mg/dL kém theo gia dinh ¢é tién can bénh
tim mach sém ho#c bénh nhi ¢é 2 yéu 6 nguy co tim mach khac.

+ Tré em 10 mg/ngay (t6i da 20 mg/ngay).

THAN TRONG

- Trudc khi diéu trj véi Atorvastatin, c6 géng ap dung céc bién phép an
toan hon dé kiém ché muc ting cholesterol mau nhu tap thé duc, 4n
kiéng, giam thé trong & ngudi béo phi va loai trif cac bénh gay ting
cholesterol mau nhu déi thdo dudng, bénh gan, tinh trang nghién bia
rugu...

- Cling nhu céc thudc ha lipid cing nhém, da c6 bdo cdo vé truéng hop
tang transaminase huyét thanh (trén 3 I&n gi6i han binh thudng). Khi
ngiing thudc, néng do transaminase ha tif tif trd vé muc ban ddu trudc khi
diéu tri, Cén xét nghiém enzym gan trudc khi diéu tri béng statin va trong
trudng hgp chi dinh 1am sang yéu cdu xét nghiém sau dé.

- Cén nhéc theo ddi creatin kinase (CK) trong truéing hgp:

+ Trudc khi diéu tri, xét nghiém CK nén dugc ti€én hanh trong nhiing
trudng hgp: Suy giam chiic ndng than, nhugc gidp, tién sl ban than hodc
tién s gia dinh méc bénh co di truyén, tién sd bj bénh co do s dung
statin hodc fibrat trudc do, tién s bénh gan va/hodc udng nhiéu rugu,
bénh nhan cao tudi (> 70 tudi) c6 nhilng y&u 15 nguy cd bj tiéu co van,

kha ndng xay ra tuong tac thudc va mot s& ddi tugng bénh nhan dac biét.

Trong nhiing trudng hdp nay nén can nhéc Igi ich/nguy co va theo dbi
bénh nhén trén |dm sang khi diéu trj bing statin. Néu két qua xét nghiém
CK > 5 |&n gidi han trén clia muc binh thudng, khéng nén bt ddu diéu tri
béng statin.

+ Khi diéu tri bing statin, cdn théng bdo khi c¢é céc biéu hién vé cd nhu
dau co, clng cd, yéu cd -, cdn lam xét nghiém CK dé c6 céc bién phap
can thiép phi hgp.

- Than trong & bénh nhan udng nhiéu bia, rugu va/hodc c6 tién sl bénh
gan.

- S dung déng thdi véi cac thuéc didu tri HIV va viém gan siéu vi C
(HCV) ¢6 thé |am tang nguy cd gay tén thuong cg, nghiém trong nhét la
tiéu cd vén, than hu dan dén suy than va cé thé gay t vong:

+ Dung déng thdi véi lopinavir+ritonavir: than trong, nén dung liéu
atorvastatin thap nhat.
+ Khéng qua 20 mg atorvastatin/ngdy néu dang déng thdi véi
darunavir+ritonavir, fosamprenavir, fosamprenavir+ritonavir,
saquinavir+ritonavir.
+ Khéng quéa 40 mg atorvastatin/ngay néu dung déng thdi véi nelfinavir,
- Bdo ngay cho béc si néu bj dau co khdng gidi thich dugc, ting cdm gidc
dau, yéu co nhét |a khi c6 kém theo mét moi hay sét.
PHY NU CO THAI VA CHO CON BU
Chéng chidjnh.
TUONG TAC THUOC
- Tdng nguy cd t8n thudng cd khi diing déng thdi vdi: cyclosporin, eryth-
romycin, gemfibrozil, itraconazol, ketoconazol, thuéc ha cholesterol
mau nhém fibrat khae, céc thude e ché protease clia HIV va viém gan
siéu vi C (HCV), colchicin hodc véi niacin liéu cao (>1 g/ngay).
- Thuéc c6 thé lam téng tac dung cla warfarin.
- Thuéc tranh thai dudng udng cé chita norethindrone va ethinyl estradiol
- Néng dé digoxin ting 20% khi dung vdi atorvastatin liéu 80mg/ngay.
- Néng db atorvastatin ting cao trong huyét tugng khi dung véi cac thuéc
tic ché enzym CYP3A4 nhu: erythromycin (500mg, 4 ldn/ngay) hodc
clarithromycin (500mg, 2 1&n/ngay).
- Khi phéi hgp véi amiodaron, khéng nén ding qua 20 mg/ngay vi lam
tang nguy co tiéu co van. ;
TAC DUNG KHONG MONG MUON
Thudc dugc dung nap t6t, nén ty I& phai ngiing thudc thdp hon so vdi cac
thudc ha lipid khdc. Cac phan (ing bét Igi & hé tiéu héa, hé hd hdp va
ngoai da thudng nhe va qua mau,
- Hay gép: tiéu chay, tdo bén, ddy hai, dau bung, budn nén; dau ddu, méat
ngl, suy nhugc; dau co.
- It g&p: tdng dudng huyét, ting HbA1c, chén &n; di cdm, suy gidm nhan
thiic (nhu maét tri nhd, It 1an), bénh 1y thdn kinh

ngoai vi, nén, viém tuy, viém gan, vang da tic mat, ngda, ban da, rung
téc; bénh co, viém cd, chudt rut; liét dudng.
- Hiém gé&p: viém co, tiéu cd van dan d&n suy than cdp thd phat do
myoglobin nigu.
SU DYNG QUA LIEU
thng c6 thudc diéu tri d4c hidu. Can didu trj triéu ching va hd trg cdn
thiét.
BAO QUAN: ndi khd, dudi 30°C ,trdnh &nh séng.
HAN DUNG: 36 thang ké ti ngay san xuét.
San xuét theo TCCS.
SBK: VD-21984-14

San xudt tai Cong ty ROUSSEL VIET NAM
S6 1, duding s6 3, KCN Viét Nam Singapore, Thuan An,
Binh Duadng - Viét Nam




