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MAU TO HUGNG DAN SU DUNG THUOC
(MAT TRUGC)

. THUGC BAN THED DON WHB- ém
DE XA TAM TAY CUA TRE EM

DOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG

THUGC NAY CHI DUNG THEO DON CUA BAC ST

NEU CAN THEM THONG TIN XIN HOI Y KIEN CUA BAC sI

Wiin nany edng

EUTARIC

TRINH BAY: Hop 10 vi x 10 vién nang cimg

CONG THUC

Atorvastatin (dudi dang Ator in calel trihydrat)............... 10mg

Té duge (Cellulose vi tinh thé, Talc, Magnesi stearat,

Silicon dIoXYd KOO).........ciivereasssmssinsisimmrrisiserssvsssmiivismi vira di 1 vién

cAc DAC TINH TAC DUNG:

Cdc déc tinh duve it hoc:

Atorvastatin la mét chit (e ché 3-hydroxy-3-methylglutaryl coenzym A (HMG-CoA)
reductase (statin), c6 tc dung giém lipid trong mau. Atorvastatin dugrc sir dung dé giam
LDL cholesterol, triglycerid, va ting HOL-cholesterol trong didu tri ri loan lipid mau (bao
gbm ting LDL cholesterol (loai 1), ha HDL cholesterol (loai 1), tang triglycerid (loai I1l)).

Aforvastatin c6 thé c6 hiéu qua didu tri hd tro cho bénh nhan ting cholesterol méu 18 /'/ :
dinh déng herp tir. Atorvastatin cling duoe st dung dé didu tri chinh va du phong o/~
bién cé tim mach trén nhimg bénh nhan cé nhidu yéu tb rii ro, bao gém ca bénhy}ié y cL

dudng.
Cédc dge tinh duge dong hoc:
Atorvastatin duwgc hdp thu nhanh qua diremg tigu héa. Sinh khd dung clia Atorval
thép khodng 12% do sir thanh loc & niém mac duémg tiéu hba valhodc chuyén héa,
gan lan dau, Atorvastatin dwge chuyén héa qua gan béi cytochrom P450 isoe
CYP3A4thanh cac chét chuyén hoa hoat déng. &
Khodng 98% Atorvastatin lién két véi protein huyét tong, Thei gian ban thai ¢
Atorvastatin|a 14 gi&. Atorvastatinchi yif.l dugcthaitrir qua phan.
CHi BINH
- Atorvastatin duoc chi dinh phéi hop véi ché do an kigng dé lam giam cholesterol
toan phan, LDL-C, apolipoproetein B, triglycerid va déng thei lam ting HDL-C &
nhirng b&nh nhan ting cholesterol mau nguyén phat co hodc khong co tinh gia dinh
dj horp tir va két horp v rbi loan mé mau (nhém lla va b theo phan loai cia
Fradickson), tAng triglycerid mau (nhém IV theo phan loai cla Fredickson) va & cac
bénh nhan cé réi loan betalipoprotein mau (nhém I theo phan loai cla Fredickson)
ma khéng co dap (rng day dl véi ché d6 &n.
- Atorvastatin cOing duoc chi dinh dé lAm gidm cholesterol toan phén va LDL
cholesterol & céc bénh nhan 6 ting cholesterol mau cé tinh gia dinh déng horp tlr
k‘zi ché db &n va cac phurong phap khong ding thube khac khéng mang lai kztpqua'
day di.
CACH DUNG - LIEU DUNG:
Cé thé ubng lidu duy nhét vaoe bét cir luc nao trong ngay, vao biva &n hodc luc déi. Lidu
khéi dau 10 mg, mét lan mBi ngay. Bidu chinh liéu 4 tudn mét 1an, néu can va néu dung
nap duwee. Lidu duy tri 10 - 40 mg/ngay. Néu cén cb thé ting lidu, nhung khéng qua 80
mg/ngay.

i véi nhimg bénh nhan dung thuéc cé trrong tac véi Atorvastatin, gidm liéu khuyén
caonhw sau:
- B&nh nhéin dung Clclosporin: lidu thi da 10 mg mBi ngay motlan,
- Bénh nhan ding Clarithromycin: Lidu ban dau 10 mg mbi ngay mét lan, téi da la 20 mg
m&ingay motidn.
- Banh nhan dong ltraconazol: idu ban du 10 mg mdi ngay métlan, lidu ding hang ngay
va ti da 40 mg mdi ngay métfan, .
& tré am va thanh thiéu nién trong d6 tudi 10 - 17 tudi bj ting cholesterol hodc két hop
taing lipid mau: lidu ban dau 14 10 mg, mbi ngay mot n, didu ehinh nédu cén thiét trong
khoang ther gian itnhat 4 tuan voi liéu tida 20 mg mai ngay motlan.
CHONG CHIBINH:
- M&n cam véi bilt ki thanh phén no cla thubc.
- Chéng chl dinh cho bénh nhan méc bénh gan hoac xét nghiém chirc ndng gan bat
thuerng lién tuc,
- Phunircé thai, phu ntr cho con b,
TUONG TAC THUGC KHAC:
- Gay bénh co, tidu co van khi phdi hop v cac thube o6 chiva din xuét acid fibric, acid
nicotinic hodic cac thubc trc ché enzym cytochrom P450 iscenzym CYP3A4 nhu
ciclosporin, itraconazol, ketoconazol, erythromycin, clarithromycin, telithromycin, hodic
cécthude trc ché HIV-protease nhu nefazodon, danazol, amiodaron va verapamil.
- Chéy mdu va téng théri gian d6ng mau dd duwrore bao céo trén bénh nhan dung déng thel
Atorvastatinvéi thube chdng déng mau coumarin.
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MAU TO HUGNG DAN SU DUNG THUOC
(MAT SAU)

- Tang nguy co tén thwong co khi sir dung statin déng thei véi céc thudc sau:
Gemfibrozil, cdc thude ha cholesterol mau nhom fibrat khac, Niacin liéu cao (>
1g/ngay), Colchicin, 2

- Viéc str dung déng théi cac thubce ha lipid mau nhom statin véi cac thube didu tri HIV va
viém gan siéu vi C (HCV) cé thé lam ting nguy co gay tén thuwong co, nghiém trong nhét
[ tidu covan, than hur dan dén suy than va cé thé gay tirvong.

Bang 1: Khuyén céo vé twong tac thudc gitra Atorvastatin véi cac chét uc ché protease
cia HIV va HCV.

STT | Céc chét (rc ché protease co twong tac |

Khuyén cao ké don i

Tranh sir dung atorvastatin |

Sir dung than trong va néu can thiét |
| n&n ding liéu atorvastatin thip nhat |

- Tipranavir + Ritonavir
- Telaprevir

~ Lopinavir + Ritonavir

|- Darunavir + Ritonavir

\- Fosamprenavir

- Fosamprenavir + Ritonavir
- Saguinavir + Ritonavir

- Neffinavir )

I Khéng gua 20 mg atorvastatin/ngay i

Khéng qua 40 mg atorvastatin'ngay

THAN TRONG VA CANH BAO KHIDUNG THUSC:
- Nén than trong khi str dung cho nguéi cé tién sirbénh gan va udng rugu nhidu.

- Khuyén cao lam xét nghiém enzym gan trirére khi bt dAu didu trj béng statin va trong
triramg hep chi dinh lam sang yéucau xét nghiém do.

-Can nhéc theo déi creatin kinase (CK) trong trurémg hop:

_+ Trudre khi Gidu tri: xét nghiém CK nén duoc tién hanh trong nhiing trwéng hop: Suy
giém chirc n&ng than, nhirgc giap, tién six ban than hodc tidn sir gia dinh méc bénh co di
truyén, tién sir bj bénh co do sir dung statin hodic fibrat trudre @6, tién sir bénh gan
valhodic ubng nhiéu rrou, bénh nhan cao tudi (> 70 tudi) co nhirng yéu té nguy co bi tidu
co van, khd niing xay ra twong tac thudc va mét sé dbi tirgng bénh nhan dac bigt. Trong
nhing tredng hep nay nén can nhéc lgi ich/nguy co va theo dbi bénh nhan trén lam
sang khi diéu tri bang statin. Néu két qud xét nghiém CK > 5 [n giéi han trén cia mirc
binhthweng, khonqﬁnan batdau diéu trj biing statin.

.+ Trong qué trinh diéu tri bang statin, b&nh nhan can théng bao khi o6 céc bidu hisn vé cor
nhw dau co, cimgco, yéuco ... Khicé céc bidu hién nay, bénh nhan can lam xét nghigm
CK dé ct céc bién phap canthiap phi hep.

;hNén ngung thube néu néng dé transaminase mau tAng I&n 3 1n gi¢i han gia tr binh

eng.
- 5(r dung than trong cho nguéi co nguy corméc bénh vé corva tidu co van.
- Than trong khi diing thube cho ngurdi mac bénh thidu nding tuyén giap khang kidm soat.
TAC DUNG KHONG MONG MUGN:
Atarvastatin néi chung duroc dung nap tét. Nhang tdc dung phy thueng nhe va thoang
qua. Tac dung phy hay gap nhat a tao bon, dy hoi, khé tidu, dau bung.
Ngoai ra con gap: suy giam nhan thire (nhu mat tri nhe, 10 18n ), ting duwdng huyét,
tangHbA1C.
THONG BAO CHO BAC SI NHUNG TAC DUNG KHONG MONG MUGN GAP PHAI
KHI SUDUNG THUGSC.
SU DUNG CHO PHY NU c6 THAI VA CHO CON BU:
- Phu nir ¢6 thai: khong diing vl gay di tat bdm sinh va gidm téng hop cholesterol co thé
anh hurémng téi su phat trién clia thai nhi.
-Phunircho con bu: khéng dung.
TAC DGNG CUA THUGC KHI LAI XE HOAC VAN HANH MAY MOC: Chura dugc
nhan,
QUA LIEU VA XU TRi:
- Khéng ct bién phép didu trj diic higu khi biqu4 lidu atorvastatin,
- Trong trwrérng hop qua liéu, can didutr triu chimg va sir dung cac bié
thiét khac. Do thug: gdnmanh vﬂzminln trong huyét trong, viéc tham
thé giup thitrir mét iverng dang ke Atorvastatin,
BAO QUAN: Nai khé, nhist dé duéi 30°C, Iranh anh sang.
HAN DUNG: 36 thang ké tif ngay san xust

Khéng dang qua thal han ghi trén bao bi .
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