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BAN THONG TIN THUOC
T Dugc 1am sang — Thoéng tin thudc xin thong tin dén céc can bo y té thong tin

thuoc sau:

THUOC INSUACT 20 20mg
1. Hoat chit: Atorvastatin (dudi dang Atorvastatin calci trihydrat) 20mg
2. Chi dinh:

- Lam | cholesterol toan phan, LDL-cholesterol, apolipoprotein B va
triglycerid.

- Lam T HDL-cholesterol ¢ cac bénh nhén c6 1 cholesterol mau nguyén phat
(T cholesteron mau ¢ ¢6 tinh gia dinh dj hop tir va khéng c6 tinh gia dinh), 1 lipid

méu phdi hop, 1 Triglycerid mau. T
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- Bénh nhan roi loan betalipoprotein mau ma khéng dép tmg day du voi ché | 1im |
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- Atorvastatin cling duoc chi dinh dé lam giam cholesterol toan phan va LDL- \f«

cholesterol & cdc bé¢nh nhan c¢6 tang cholesterol mau c6 tinh gia dinh dong hop tu

khi ché d¢ an.

- Du phong bién chig tim mach

+ | nguy co tir vong do bénh mach vanh va nhdi mau co tim
+ | Nguy co dot quy

+ | nguy co qué trinh tai thong mach va con dau that nguc
+ | nguy co phai nhép vién do suy tim sung huyét

3. Chéng chi dinh

- Man cam véi thude tre ché men khir HMG-CoA

- Bénh nhan bénh gan tién trién hodc 1 transaminase huyét thanh lién tuc ma
khong rd nguyén nhan.

- Phu nir ¢6 thai va cho con bu.




Bénh nhan < 10 tuéi.

4. Cich dung - Liéu dung: Dung thudc vao bét ky thoi gian nao trong ngay,
cung bira dn hodc lic doi

> Piéu tri Tang Cholesterol mau nguyén phat va ting lipid mau phdi hop (hdn
hop): dung 10mg/ngay

» Tcng Cholesterol mdu ¢ tinh gia dinh dong hop ti: Liéu dung 1a 10mg-
80mg/ngay

» Phong bénh tim mach: Liéu 10mg/ngdy, c6 thé ting lidu dé dat nong do
LDL-C theo huéng dan hién hanh

> Bénh nhi >10 tudi : bac s§ chi dinh ding thudc cho BN nhi phai c¢6 kinh
nghiém trong diéu tri tang lipid mau & bénh nhi va theo doi lién tuc KQ diéu tri.
Lidu khoi ddu 10mg/ngay, c6 thé ting dan lidu 1én dén 80mg/ngay tiy muc dap
tng thudc.

5. Tac dung khong mong mudn

% Thuong gdp: Viém miii hong, phan tng di tGng, ting duong huyét, nhirc
dau, dau hong, thanh quan, chdy mau cam, dau co, dau khdp, dau & chi, co thit co,
sung khép, dau lung, tao bon, ddy hoi, khé tiéu, budn nén, tiéu chay.

Xét nghiém: gan bat thuong, Ting Creatin kinase mau,

% It gdp: Ha duong huyét, ting cén, chan an, mét ngd, gip 4c moéng, mat tri
nhd, giam cam giac, loan vi giac, nén, dau bung, ¢ hoi, viém tuy, viém gan, may
day, phat ban, ngtra, rung téc, dau cd, moi co, mét moi, suy nhugc, dau nguc, phu
ngoai bién, s6t, nhin mo, 0 tai

Xét nghiém: xuét hién bach cau trong nude tiéu

» Hiém ggp: Giam tiéu cdu, , bénh ly than kinh ngoai bién, RL thi giac, U'
mat, phu than kinh- mach, viém da boéng nuéc bao gdm hdng ban da dang, hoi
chting hoai tir da nhiém doc, bénh co, viém co, tiéu co van, bénh gan (nghiém trong
dat gan)

% Rdt hiém gdp: phan vé, mat thinh giac, suy gan. Nit hoa tuyén vl

6. Twong tac thude

+ Thude e ché Protein van chuyén/ Thubc e ché CYP3A4( ciclosporin,
Telithromycin,  Clarithromycin,  Erythromycin, Delavirdin, Ketoconazol,
Itracolazol, Fluconazol...) lam 1 nguy co bénh di dc quan sat thay khi ding dong




v6i v6i thube Erythromycin va Statin. Theo d&i 1am sang néu ding ddng thoi thude
v6i liéu >20mg

+ Thubc trc ché HIV (Ritonavir, Lopiravir, atazanavir, idinavir...)=> lam 1
nguy co bénh, Ding khong qua 10mg/ ngay néu dung ddng thoi.

+ thudc cam tng CYP3A4 ( Efaviren, rifampin...) => | ndng do Atovastatin
trong huyét twong do co ché tac dong kép cua Rifampin ( cam tmg CYP 3A4 va uc
ché protein van chuyén hép thu & gan) => can theo ddi danh gia chirc nang gan néu
ko thé tranh dung.

+ dan chat acid fibric/ezetimibe/ acid Fusidic/ statin => gy TDKMM trén co (
nhu tiéu co van). Trudng hop tiéu co van ( mét s6 tir vong da dwoc ghi nhdan khi +
acid Fusidic-=> khéng ding dong thoi)

+ Colestipol => Tang tac dung ha Lippid huyét

+ Colchicin => Tén thuong co.

+ Digoxin gdy ting nhe ndng do digoxin trong huyét thanh

+ Thube chéng dong phai theo doi thoi gian prothrombin & cdc bénh nhan
dung phoi hop véi thude chong dong

7. Canh bao va than trong khi sit dung

- Anh huong dén gan:

+ ¢ bao céo vé TH 1 Transaminase huyét thanh (6 0,7% céc BN). Khi giam
liéu/ dimg thudc transamiase vé trude khi sir dung thudc.

+ Can XN° enzyme gan khi bat dau su dung statin va khi tinh trang 1am sang
¢ yéu cau. Cac BN c6 Transaminase 1 can dugc theo doi ->su bat thuong nay
dugc gidi quyét. Néu Transaminase tang gap 3 gi6i han thi giam liéu/ dimg thudc.

+ Than trong khi str dung thuéc cho bénh nhan udng nhiéu ruou/ ¢6 bénh vé gan
- Anh hong trén co, Xuong
+ Can XN CK trong TH: suy giam chtrc nang than, nhugc gidp, ban than/gd

cd tién st bénh vé co do 6 sir dung statin/Fibrat trudc do, tién st bénh gan/udng
nhiéu rugu, bénh nhan cao tudi (>70T) c6 nguy co bj tiéu co van,

+ Trong qué trinh diéu tri Bn can thong bdo ngay cho Bs khi thdy céc biéu
hién vé co nhu: dau co, clng o, yéu co.... => XN° CK => didu chinh cho phu
hop. Ngung thude khi CK tang cao /nghi ngo benh co/tinh trang bénh x4u di.




4

- Ngi tiét: thube 1am tang HbA lc va dudng huyét khi d6i, Statin lam giam san
xuat steroid & tuyén thuong than=> than trong khi st dung dong thoi vai thude 1am
giam hoat dong tiét hormon steroid ndi sinh nhu Ketoconazol/spironolactone

- Du phong dot quy = giam manh cholesterol. BN c6 tién sir dot quy, xuét
huyét hoac nhdi mau 13 khuyét thi loi ich/nguy co cua viéc dung Atovastatin 80mg
chua dugc danh gia, nén can nhéc khi bét diu diéu tri.

- Bénh phdi mé ké: da dugc béo cdo & mét sb statin véi triéu trang nhu: khé
tho, ho khan va suy giam stc khée ( mét moi, sit can va sdt) => nghi ngd BN mic
bénh phoi mé k& => dimg thude ngay,

8. Qua lidu ca cach xit tri

Khong e6 diéu tri ddc hiéu nao khi dung Atovastatin qua liéu.

Néu qua liéu can tich cuc theo doi, diéu tri triéu triing va tién hanh cac bién
phép hd tro can thiét. Can test/ XN° danh gia chuc nang va theo déi nong do6 CK
huyét thanh khi qué liéu, khong hy vong s& lam thang thanh thai atorvastatin bang

cac thAm thau mau.

NGUOI THONG TIN BO PHAN DUQC o \GIAM POC
b Mvﬁf
Va A Sa Nguyén Thi Hong Nguyen Thi Liéu
Nhung




