RX THUOC BAN THEO BPON

DOROTOR®4O mg

THANH PHAN: MGi vién nén bao phim chira:
- Atorvastatin calci trihydrat twong ing Atorvastatin .............c........ 40 mg

- Ta dugc: Lactose, Calci hydrogen phosphat dihydrat, Povidon, Croscarmellose sodium, Magnesi stearat,
Hydroxypropylmethyl cellulose 15cP, Hydroxypropylmethyl cellulose 6¢P, Polyethylen glycol 6000,
Talc, Titan dioxid.

DANG BAO CHE: Vién nén bao phim.
QUY CACH BONG GOI: Hop 2 vi x 10 vién, 3 vi x 10 vién.
CHI PINH:

- Réi loan lipid huyét: Atorvastatin dugc chi dinh bé tro cho liéu phap in ubng dé giam nong do
cholesterol toan phan va cholesterol LDL, apolipoprotein B (apo B) va triglycerid va dé lam ting HDL-c
trong huyét tuong & nguoi bénh ting cholesterol huyét tién phat va rdi loan lipid huyét hdn hop, ting
cholesterol huyét c6 tinh chat gia dinh dong hop tir va tang triglycerid huyét.

- Dy phong tién phat (cap 1) tai bién tim mach: O ngudi ting cholesterol huyét chua c6 biéu hién 1am
sang rd rét vé bénh mach vanh, chi dinh két hop vai liéu phap dn udng nham giam nguy co tai bién mach
vanh cap ning dau tién (nhdi mau co tim, dau that nguc khéng on dinh, phai lam thu thuat tai tao mach
vanh, tir vong do mach vanh hoac dot quy).

- Dy phong thir phét (cap 1) tai bién tim mach: O nguoi bénh ting cholesterol huyét da c6 biéu hién 1am
sang vé bénh mach vanh, bao gém nhéi mau co tim va dau that nguc trude do, chi dinh bé trg cing liéu
phap an uéng nham 1am giam nguy co tir vong toan bo, 1am giam tai dién nhdi mau co tim, dot quy hozc
con thiéu mau cuc bo thoang qua, phai nam vién do suy tim sung huyét va giam nguy co phai tién hanh
thu thuét tai tao mach vanh.

- Dy phong tai bién tim mach & nguoi bénh déi thio duong: Atorvastatin duoc sir dung dé bé tro liéu
phap an udng nham 1am giam ndng do cholesterol toan phan va LDL-cholesterol cao trong huyét thanh va
giam nguy co tai bién mach vanh lan dau hoic tai dién (du phong tién phat hozc thir phat) & nguoi bénh
dai thao duong c6 hodc khong co bang ching 1am sang méac bénh mach vanh va tang cholesterol huyét.

- Lam giam tién trién xo vita mach vanh: Atorvastatin duoc ding dé bé tro cho ché d6 an ¢ nguoi ting
cholesterol huyét c6 biéu hién 1am sang bénh mach vanh gdm c¢6 nhdi mau co tim trude do, dé lam cham
qua trinh tién trién xo vira mach vanh.

LIEU LUGNG VA CACH DUNG: Dung udng.

C6 thé udng 1 lidu duy nhat vao bét cir Iic ndo trong ngay, vao bira an hodc lac doi.



- Liéu dung cho ngudi 16n: Khoi dau 10 mg, mot 1an mdi ngay. Diéu chinh lidu 4 tuin mét Ian, néu can va
néu dung nap dugc. Liéu duy tri 10 mg — 40 mg/ngay. Néu can c6 thé tang liéu, nhung khong qua 80
mg/ngay.

Luu y bénh nhan khi ding atorvastatin phéi hop véi cac thube sau:

- Khi dung phéi hop véi Amiodarone, khéng nén ding qua 20 mg/ngay.

- Khi duing phéi hop ciclosporin, liéu tdi da 10 mg, 1 lan/ngay.

- Khi duing phéi hop clarithromycin, khai dau 10 mg, 1 lan/ngay va tbi da 1a 20 mg, 1 1an/ngay.
- Khi duing phéi hop itraconazol, khoi dau 10 mg, 1 lan/ngay va téi da

40 mg, 1 lan/ngay.

- Than trong khi duing phdi hop vai (ritonavir + lopinavir) véi liéu trén

20 mg, 1 lan/ngay.

- Khéng ding qua 20 mg atorvastatin/ngay khi sir dung dong thoi voi (darunavir + ritonavir);
fosamprenavir; (fosamprenavir + ritonavir); (saquinavir + ritonavir).

- Khéng dung qué 40 mg atorvastatin/ngay khi st dung vai nelfinavir.

* Khuyén cao bat dau diéu tri vai liéu thap nhat ma thude co tac dung, sau d6 néu can thiét, co thé diéu
chinh liéu theo nhu ciu va dap (ing cua ting ngudi bang cach ting lidu ting dot cach nhau khong dudi 4
tuan va phai theo dai cac phan tng c6 hai cua thude, dac biét 1a cac phan tng cd hai dbi voi hé co.

CHONG CHI DINH:

- Qu& man cam véi cac chit e ché HMG-CoA reductase hoic voi bat ky thanh phan nao cua thudc
- Bénh gan hoic transaminase huyét thanh tang kéo dai ma khong giai thich duoc.

- Thoi ky mang thai hoac cho con ba.

THAN TRONG KHI SU DUNG:

- Trudc va trong khi diéu tri vai atorvastatin, nén két hop kiém soét cholesterol huyét bang céc bién phap
nhu ché d6 an, giam can, tap thé duc va diéu tri cac bénh c6 thé 1a nguyén nhan cua tang lipid. Phai tién
hanh dinh luong lipid dinh ky va diéu chinh liéu luong theo dap tng cia ngudi bénh véi thudc. Muc tiéu
diéu tri 1a giam cholesterol LDL vi vy can sir dung nong do cholesterol LDL dé bat dau diéu tri va danh
gia dép tmg diéu tri. Chi khi khéng xét nghiém dugc cholestrol LDL, méi sir dung cholesterol toan phan
dé theo dbi diéu tri.

- Trong céc thir nghiém 1am sang, mét s6 it nguoi bénh udng atorvastatin thiy tang ro rét transaminase
huyét thanh (> 3 lan giéi han binh thuong). Khi nging thudc ¢ nhitng ngudi bénh nay, nong do
transaminase thudng ha tir tir tré vé mirc trude khi diéu tri.Mot vai ngudi trong sb nguoi bénh nay trudc
khi diéu tri véi atorvastatin di c6 nhitng két qua xét nghiém chirc ning gan bat thuong va /hoic udng



nhiéu rugu. Khuyén céo lam xét nghiém enzym gan trudc khi bat dau diéu tri bang statin va trong trudng
hop chi dinh 1am sang yéu cau xét nghiém sau dé. Can sir dung thuéc than trong ¢ ngudi bénh udng nhiéu
ruou va /hoic ¢6 tién sir bénh gan.

- Phai tam nguing hoac nging han st dung atorvastatin & bat ¢ ngudi bénh nao ¢6 biéu hién bi bénh co
cap va nang hoic cé yéu té nguy co dé bi suy than cip do tiéu co van nhu nhidm khuan cip nang, ha
huyét &p, phau thuat va chan thuong 16n, bat thudng vé chuyén hoa, noi tiét, dién giai hoic co giat khong
kiém soat dugc.

- Can nhic theo ddi creatin kinase (CK) trong trudng hop:

Trude khi diéu tri, xét nghiém CK nén dugc tién hanh trong nhitng truong hop: Suy giam chiic ning
than, nhuoc giap, tién st ban than hozc tién str gia dinh méac bénh co di truyén, tién sir bi bénh co do sir
dung statin hoc fibrat trudc do, tién sir bénh gan va/hoic uéng nhiéu rugu, bénh nhan cao tudi (> 70 tudi)
c6 nhitng yéu té nguy co bi tiéu co van, kha ning xdy ra twong tac thudc va mot sb déi tugng bénh nhan
dic biét. Trong nhimg truong hop ndy nén can nhic loi ich/nguy co va theo ddi bénh nhan trén 1am sang
khi diéu tri bang statin. Néu két qua xét nghiém CK > 5 lan gi6i han trén caa murc binh thuong, khdng nén
bit dau diéu tri bang statin.

Trong qua trinh diéu tri bang statin, bénh nhan can thdng bao khi cé cac biéu hién vé co nhu dau co,
ctng co, yéu co ... Khi c6 cac biéu hién nay, bénh nhan can lam xét nghiém CK dé c6 céc bién phéap can
thiép phu hop.

- Chi duing atorvastatin cho phu nir & d6 tui sinh dé khi ho chac chan khéng mang thai va chi trong
truong hop diéu tri tang cholesterol huyét rat cao ma khong dép tng vai cac thudce khac.

PHU NU CO THAI VA CHO CON BU

- Vi atorvastatin 1am giam téng hop cholesterol va c6 thé ca nhiéu chit khac c6 hoat tinh sinh hoc dan
Xuat tir cholesterol, nén thudc c6 thé gay hai cho thai nhi néu dung cho ngudi mang thai. Vi vay chéng chi
dinh dung atorvastatin trong thoi ky mang thai.

- Atorvastatin phan b vao sita. Do tiém ning cé tac dung khéng mong mudn nghiém trong cho tré nho
dang bu sira me, nén chdng chi dinh ding ¢ nguai cho con ba.

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC:

Can than trong khi 1ai xe va van hanh may méc do tac dung phu cua thudce gay dau dau, chéng mat, nhin
md, mat ngu, suy nhuoc. Néu ¢d cac tridu ching dau dau, chéng mit, nhin mo, mat nga, suy nhwoc thi
khdng nén lai xe va van hanh may maoc.

TUONG TAC VOI CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC:

- Atorvastatin cd thé lam tang tac dung ctia warfarin. Phai xac dinh thoi gian prothrombin truéc khi bat
dau ding atorvastatin va theo ddi thudng xuyén trong giai doan dau diéu tri dé dam bao khong c6 thay ddi
nhiéu vé thoi gian prothrombin.



- C4c nhwa gan acid mat c6 thé 1am giam rd rét kha ning sinh hoc cua atorvastatin khi udng cing. Vi vay
thoi gian dang 2 thudc nay phai céch xa nhau.

- Diltiazem: Lam tang nong do atorvastatin trong huyét twong, c6 nguy co tiéu soi co, suy than.
- Rifampicin lam giam nong d6 atorvastatin khi phbi hop véi nhau.

- Tang nguy co bénh co va tiéu co & ngudi bénh diéu tri phdi hop atorvastatin véi cyclosporin,
erythromycin, itraconazol, ketoconazol (do &c ché cytochrom CYP3 A4). Khi duing phdi hop voi
amiodarone, khong nén ding qua 20 mg/ngay vi lam ting nguy co gay ra chimg tiéu co van. Doi Voi
nhitng bénh nhan phai dung lidu trén 20 mg/ngay mai ¢ higu qua diéu tri, Bac si c6 thé lya chon thube
statin khac.

- Tang nguy co ton thuong co khi sir dung statin dong thoi véi cac thude gemfibrozil, cac thude ha
cholesterol mau nhom fibrat khéc, niacin liéu cao ( > 1 g/ngay), colchicin.

* Tréanh sir dung dong thoi va giéi han lidu dung atorvastatin khi st dung ddng thoi véi cac thude diéu tri
HIV va viém gan siéu vi C (HCV) vi ¢6 thé lam ting nguy co gdy ton thuong co, nghiém trong nhat 1a
tiéu co van, than hu din dén suy than va cé thé gay tir vong:

+ Tréanh str dung dong thoi atorvastatin véi telaprevir va dang phdi hop (tipranavir + ritonavir) .

+ Str dung than trong va néu can thiét nén dung liéu atorvastatin thap nhat khi st dung phdi hop véi
(lopinavir + ritonavir).

+ Khéng ding qua 20 mg atorvastatin/ngay khi sir dung dong thoi voi (darunavir + ritonavir);
fosamprenavir; (fosamprenavir + ritonavir); (saquinavir + ritonavir).

+ Khéng dung qua 40 mg atorvastatin/ngay khi sir dung vai nelfinavir.
- Khi duing phéi hop ciclosporin, liéu téi da 10 mg/lan/ngay.
- Khi dung phéi hop clarithromycin, khai dau 10 mg/lan/ngay va tbi da 1a 20 mg/1an/ngay.
- Khi dung phéi hop itraconazol, khai dau 10 mg/lan/ngay va téi da 40 mg/1an/ngay.
- Than trong khi diing phéi hop véi (ritonavir + lopinavir) véi lidu trén 20 mg/lan/ngay.
TAC DUNG KHONG MONG MUON

- Thudng gap: Tiéu chay, tao bon, dy hoi, dau bung va budn nén, dau dau, chéng mat, nhin mo, mat ngu,
suy nhugc, dau co, dau khop. Cac két qua thir nghiém chirc nang gan ting hon 3 1an gii han trén cia
binh thudng, nhung phan I6n 1a khéng cé triéu chung va phuc hdi khi ngirng thuée.

- It gap: Bénh co (két hop yéu co va ting ham luong creatin phosphokinase huyét twong), ban da, viém
miii, viém xoang, viém hong, ho.

- Hiém gdp: Viém co, tiéu co van, dan dén suy than tha cip thi phat do myoglobin niéu.

- Téc dung phu khac: Suy giam nhan thirc (nhu mat tri nhg, 10 1an....), ting dudng huyét, ting HbAlc.



Théng bao cho Bac si nhitng tac dung khdng mong mudn gap phai khi st dung thudc.
QUA LIEU VA CACH XU TRI:

Néu xay ra qua liéu, can diéu tri triéu chiing va hd trg khi can thiét. Do thudc gan manh vai protein huyét
tuong, tham tach mau khong hy vong 1am tang dang ké thanh thai atorvastatin.

DUQC LUC HOC:

- Atorvastatin thuoc nhém thude diéu hoa lipid huyét. Atorvastatin Ia chét trc ché canh tranh véi
hydroxymethylglutaryl coenzym (HMG — CoA) reductase, 1a enzym x(c tac chuyén d6i HMG — CoA
thanh acid mevalonic, tién chat cua cholesterol.

- Atorvastatin uc ché HMG — CoA reductase lam giam téng hop cholesterol trong gan va 1am giam nong
d6 cholesterol trong té bao. Diéu nay kich thich 1am ting cac thu thé LDL-cholesterol trén mang té bao
gan, do d6 lam tiang thanh thai LDL ra khoi tuan hoan. Atorvastatin 1am giam nong do cholesterol toan
bo, LDL-c va VLDL-c trong huyét trong. Thude ciing c6 khuynh hudng lam giam ndng do triglycerid va
lam tang HDL-c trong huyét tuong.

- Ngoai ra, atorvastatin con cé tac dung chong xo vita dong mach. Pa sé da chimng to lam cham qué trinh
tién trién va/hoic 1am thoai lui xo vita dong mach vanh va/hoic dong mach canh. Co ché tac dung hién
nay chua biét day du, nhung tac dung nay c6 thé doc lap ddi véi tac dung diéu hoa lipid huyét.

- Téc dung mach mau: Atorvastatin lam giam huyét 4p ¢ ngudi ting huyét ap va ting cholesterol huyét
tién phat. Tac dung giam huyét ap c6 thé lién quan dén phuc hoi réi loan chirc ning noi mé do
atorvastatin, hoat hoa oxid nitric synthase noi mé va lam giam ndng do aldosteron huyét tuong.

- Téc dung chdng viém: O ngudi ting cholesterol huyét, kém hodc khdng kém bénh dong mach vanh cho
thiy atorvastatin c6 thé c6 hoat tinh chéng viém. Liéu phép statin & nhitng bénh nhan nay 1am giam ndng
do huyét tuong CRP (C-reactive protein). Nong do CRP ciing giam & ngudi bénh ¢ cholesterol huyét
binh thuong c6 ndng d6 CRP cao trude khi diéu tri. Tac dung d6i véi ndng d6 CRP khong tuong quan véi
thay doi nong do LDL-c. C4c nghién ctru gan day cho thay 1am giam néng d6 CRP cd thé 1am giam nguy
co nhdi mau co tim tai phat hoic tir vong do nguy@n nhan mach vanh.

- Téc dung ddi voi xuwong: Atorvastatin ¢6 thé lam ting mat do xuong.
- Téc dung diéu hoa lipid huyét twong quan véi liéu lwong hon 14 véi ndng d6 thude trong huyét twong.
DUGC DONG HOC:

- Hap thu: Sau khi udng, atorvastatin hap thu nhanh va chuyén hda manh buéc dau & gan. Sinh kha dung
tuyét di cua atorvastatin 14%.Thoi gian dat ndng d6 dinh 1 — 2 gio.

Thirc an lam thay doi sinh kha dung toan than cua atorvastatin sau khi uéng. Thirc an lam giam toc do
va/hoic muc do hap thu, nhung do giam it nén khéng 1am thay d6i quan trong v& 1am sang tac dung diéu
hoa lipid huyét. Nong d6 thudc trong huyét tuong c6 thé lién quan dén nhip ngay dém, ubng atorvastatin
vao budi chiéu tdi 1am ndng do dinh thudc trong huyét twong va dién tich dudi dudng cong nong do - thoi



gian (AUC) giam 30 - 60%.Mac du sinh kha dung giam, tac dung diéu hoa lipid huyét cua atorvastatin
udng lic budi chiéu téi khong thay dbi va hoi cao hon so véi ubng vao budi sang.

Déi véi ngudi cao tudi, tir 65 tudi tra 18n, ndng do trong huyét twong ciia atorvastatin co thé cao hon so
VGi ngudi tré tudi nhung khong lam thay doi tac dung diéu hoa lipid huyét.

Déi véi ngudi suy than nhe (hé s6 thanh thai creatinin 61 - 90 ml/phiit): Dugc dong hoc cua atorvastatin
khong thay do6i nhiéu.

O ngudi suy gan, atorvastatin ¢ thé tich lity trong huyét tuong.

- Phan bé: Atorvastatin duoc phan bd cha yéu vao gan, 1 phan vao cac mé (lach, than, tuyén thuong
than). Atorvastatin lién két 88 - 99% véi protein huyét twong, chu yéu 1a albumin. Atorvastatin c6 thé qua
nhau thai va phan b vao sira me.

- Pao thai: Atorvastatin chuyén héa manh & gan do hé enzym microsom cytochrom P450(CYP), chi yéu
do isoenzym 3A4 (CYP 3A4). Thoi gian ban thai atorvastatin 14 gio. Mac du vay, khdng c6 méi tuong
quan gitra thong sé dugc dong hoc véi thoi gian tac dung diéu tri (it nhat 24 giod). Thoi gian ban thai trong
huyét twong dai, atorvastatin c6 thé tich lity trong huyét twong. Atorvastatin dugc dao thai qua nuéc tiéu
(2 - 20% liéu) va phan (60 - 90% liéu).

BAO QUAN: Noi kho, duéi 30 °C, tranh &nh sang truc tiép.
HAN DUNG: 48 thang ké tir ngay san xuit

THUOC NAY CHI DUNG THEO BPON CUA BAC SI
POC KY HUONG DAN SU DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC Si

PE XA TAM TAY TRE EM



