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Dang thudc: Vién nén.
Nong do, ham lugng:

-Atorvastatin

Loai hinh dang ky: Dang ky lal.

AU NN VA T8 HUGNG DAN DUNG THUOC
Tén, dia chi cd & dang ky va san xuat:

CONG TY LIEN DOANH MEYER-BPC
6A 3 quac 16 60 p.Pht tan, thanh phd Bén Tre, tinh Bén Tre.

Tén thuoc: BECOLITOR 10

Loai thuc déng ky: Thudc hoa dugc.
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Becolitor 10 Becolifor 10
Alorvastalin - 10mg | Afervastatin 10mg

MEYER - BFC

Becolitor 10 : Becolitor 10
Alorvastatin . 10mg *  Alorvasiafin 10 mg

MEYER - BPC

Becolitor ?0 Becom‘or m
Aforvasiatin - 10mg ; Alorvastatin
MEYER - BPC

Becolifor 10 : Becolitor 10
Aforvastatin 10mg  :  Alorvastatin 10mg
MEYER - BFC

SDK.  : TcTces

Becolitor 10 : Becolitor 10
Aforvastatin 10mg Atorvasfafn 10mg

CONG TY LIEN DGANH MEYER-BPC
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TONG GIAM DAC
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Atorvastatin

Becolitor 10

MAU DANG KY HOP THUGC BECOLITOR 10
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Becolitor 10

Atorvastatin 10 mg

SPK: TIEU CHUAN: TCCS
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THANH PHAN:
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MAU DANG KY TOA THUOC BECOLITOR 10

& THudc BAN THEO DON Tidu chufn:TCCS

BECOLITOR 10

THANH PHAN:

Alorvastatin 10mg

Té dugc: Cellactose 80, natri starch glycolal, lakc, magnesi stearat
DANG BAOCHE: Vién nén dai.

DUGCLYCHOC:

Atorvastatin 1 thuic hg lipid mAu tang hgp, 1 chét U¢ ché men khir 3-hydroxy-3
methylglutaryl-coenzyme A (HMG-CoA reductase). Men ndy xiic tac phan dng chuyén
HMG-CoA thanh mevalonale trong qué rinh tng hp cholasteral.

DUGC DONG HOC:

-Hép thu: Alorvastatin dugc hdp thu nhanh chong sau khi udng, ndng dd thude
frong huyét tang tai da dat dudc trong vang 1-2 gid. Mic do hdp thu va ndng do
atorvastatin tng 11 vai lidu lugng atorvastatin,

-Phanbd: Trén 98% atorvaslalin dugc gin kéL vdi protein huyét ludng.

-Chuyén héa: Atorvastatin dugc chuyén hda chl yéu thanh dan xut hydroxy héa
13l vitriortho v para v cdc sin phim oxid hda tai vitribeta.

-Thai trir; Atorvastatin v cdc chuyén héa clia nd dugc thii irif chi y&u qua matsau
qué trinh chuyén héa lai gan hodc ngodi gan,

CHI DINH:

-Bugc chl dinh nhy thude hé trg cho ché dg n trong diéu trj céc bénh nhan bjting
cholesterol toan phdn, LDL-chalesterol, apolipopratein B va triglycerid va dé lim ting
HDL-cholesterol § cdc bénh nhdn co lang cholesterol médu nguyén phél (ting
cholesterol mdu ¢4 tinh gia dinh dj hgp 1 va khing co tinh gia dinh), tng lipid méu phdi
hap, 1éng triglycarid mau va d céc bénh nhan ca réi loan belalipoprolein mau ma khing
6 ddpng ddy dl vdiché dj an.

-Lam gidm cholesterol toan phdn va LDL- cholesterol & cdc bénh nhan 6 ting
cholesterol mdu c6 linh gia dinh déng hap tif khi ché dd &n va cdc phuang phap khing
dung thude khic khang ddp tng,

LIEU LUGNG VA CACH DUNG:

Cén co ché o &n kiéng hop 1 trudc khi tién hinh diéu trj va nén duy tr ché dé an
nay trong sudl qué rinh diéu 11 vdi alervastatin

- Tang cholesterol mau (cd finh gia dinh df hp Y vt khdng ¢6 tinh gia dinh) va rdi loan
lipid mdu héin hap:

+Liéu khdi ddu 12 10 mg hodc 20 mg mé! lén mdi ngdy. Néu cinlam gidm LOL-
cholesterol nhiu, ¢ thé bat du bang liéu 40 mg mtidnmbingay.
+Libu didu trj cla atorvastatin 12 10 - 80 mg mdtlin mdingay.

-Tang cholesterol mdu cd finh cha! gia dinh ddng hap 1:

Liéu diéu tri 10 - 80 mg mdi ngay. C4n phéi hop nhing bién phép ha lipid khdc
(bién phdp loc LDL).

-Khi bénh nhdn dang diing cc thudc ¢ tudng 14c vai alorvastatin, lidu dé nghi gidm

xulng nhussau:

+Bénh nhan dung ciclosporin, liéu 16 da 10 mgmét 4n mdingay.

+Bénh nhén ding clarithromycin, figu khai ddu 10 mgméti4n mdi ngay, lidu 13i
da20mgmét lin mdingay.

+Bénh nhn dng itraconazol, iéu khdi ddu 10 mg mét 1n méi ngdy, Réu téi
da 40 mgmot lin mdingay.

+Bénh nhin ding ritonavir + lopinavir hodc ritonavir + saguinavir, liéu
atorvastatin trén 20 mgmot1dn méi ngay cn phaithan trong.
CHONG CHIDINH:

-Bénh nhén nhay cdm vdi bét ki thanh phdn ndo cia thuic.

-Ngudi cd bénh I gan thé dang tién trién hay cé sy Lang transaminase huy@t thanh
vugtqué 313n gidi han trén cla mic binh thuang.

-Phy ndl mang thai hay dang nubi con bu.

THANTRONG:
-Anh hung kén gan:
+Sy tang via phdi (> 3 I4n gidi han Irén cda muc binh thudng) cla
fransaminase huyé! thanh d& dugc ghi nhin sau khi diéu Irj vdi atorvastatin, Nén thyc
hign céc xét nghigm enzym gan trudc khi b1 déu didu irj va dinh ki sau 66. Nniing bgnh
nhén c6 bt ky Iridu chung cd ndng hay thyc thé nao ggi § én tén thudng gan nén dugc
kiém trachic néng gan.
+Néu ALT hodc AST ting Ién trén 3 14n gidi han Irén cia mifc 4 binh thuang
mt cach dai dingthi nén gidm liéu hodc ngung diing atorvastatin.
+Diing th§n trong @ bénh nhin udng rugu hodc ctién sl bénh Iy gan.
-Anh hudng ién cd xudng: Céin nhic theo ddi creatin kinase (CK)] trong truting hop:

+Trudc khi diéu tri, xél nghiém CK nén dugc tién hanh trong nhiing infdng hop:
Suygiém chiic néing than, nhugc gidp, tién s bdn thén hodictién st gia dinh méc bnh cd
di truyén, tién U bi bénh cd da s dyng statin ho¥ic fibral insdc d6, lién s bénh gan
vivho#ic udng nhiéu rugu, bénh nhén cao twdi (> 70 twi) cd nhing yéu t6 nguy cabj lidu
cd vén, kha ning xdy ra Wdng lac thudc va mét s§ dGi tugng bénh nhan déc blét. Trong
nhidng trddng hgp ndy nén can nhéc Igi ichinguy ca va theo dd{ bénh nhén trén 1am sang
khi diéu trj bding statin. Néu k&t qua xét nghidm CK > 5 14n gidi han trén clia mdc blnh
thudng, khdng nén bat déu didu tri bAng statin.

+Trong qud trinh diéu trj bling stalin, bénh nhén c4n thang bdo khi ¢d céc bigu
hign vé cd nhu dau cd, cing cd, yéu cd_ Khicd céc bléu hign nay, bénh nhén cdn lm xét
nghigm CK d€ co cécbign phap can thiép phi hgp.
TRUGNG HOP COTHAIVA CHO CON BU:

Khoing dung thudc cho phy n mang thai hay dang cho con bi.

TRUUNG HOIP LAI XE VA VANHANH MAY MOC:

Nguoi l4i xe hay van hanh méy cén than trong khi il dyng thuéc vi thudc 6 thé gdy
nhye ddu, matmdi va suy gidm nhén thic
TAC DYNG KHONG MONG MUGN:

-Tiéu héa: 140 bon, day hai, khé tidu, dau byng, budnnén, lidu chay.

~Thén kinh: nhic déu, chéng mat, nhin md, mét moi, mt ngd, suy gidm nhan thic
{nhumattrinhd, i n_)

-Trén cd: dau cd, dau khdp, nhugc cd.

-Téng dudng huyeé!.

-TangHoAlc

-Gan: chic nang gan &ng hdn 3 14n gidi han trén ciia binh thuiing, & 2% ngudi bénh,
nhung phén 1dn 1a khdng trigu ching va héi phyckhi ngung thuéc.

It gp: bénh cd (két hyp yéu co va ting ham lgng creatin phosphokinase huyét
tudng (CPK); ban da; viém mili, viém xoang, viém hong, ho.

-Hiém gap: viém cg, tiéu ca van, din dén suy than cp thd phat do myoglobin
nidu.

Théng bido cha Bdc sT nhilng tic dyng khdng mong muéh gap phai khi s dyng thud.
CHUY:

-Trudc khi diing atorvastatin, nén kifm sodt ting cholesterol mdu bing ché a9 &n
thich hgp, tap hé duc, gidm cdn & bénh nhén béo phi va diéu Iri nhing bénh Ij can ban
khdc.

-Atorvastatin 6 thé gay ting creatin phasphokinase va ransaminase.

TUONG TAC THUGC:

-Diing déng thdi vi huyén dich antacid dudng udng cd chia magnesium \
aluminum hydroxyd, s& lam gidm ndng d9 atorvastatin rong huyé! vdng. A

-Diing ddng thdi vdi digoxin & 1am 14ng ndng 46 digoxin huyéttudng. B

-Ding déng thdi vdi erythromycin s lam Ling néng 49 atorvaslatin huyél hidng.

~Thén trgng khi ding ddng théi atorvaslatin v cic thubc nglia thai uding c6 chia |
norethindrone, emlnfl estradiol s& [3m ting tic dyng clia céc thude ndy.

-T&ing nguy cd 10n thudng cd khi st dyng ddng thai vdi cdc thudc sau: gsmﬁhrnzii
céc thudc ha cholesteral mdu nhom fibrat khdc, niacin liéu cac (> 1 g/ngay), oorc
cyclosporin, khdng ndmnhom azole.

-Co thé l4m tang nguy cd gay 19n thuang cd, nghiém trong nhA! 12 tiéu cd van, than
hu dén dén suy thin va co thé gay 1 vong khi st dyng déing thi vai céc thufic uc ché
protease diéu tri HIV va viém gan sidu vi C (HCV) nhu:

+Tipranavir + ritonavir; telaprevir: Tranh sl dyng alorvastatin.

+Lopinavir + rilonavir: SU dyng thin trong v& ndu cin thiét nén ding liéu
atorvastatin th4p nhit,

+Darunavir + ritanavir; losamprenavir; fasamprenavir + ritongyiREEaQUIN VTR
ritonavir: Khdng diing qua 20 mg atorvastatin/ ngay. .

+Nellinavir; Khang dung qua 40 mg atorvastatin/ ngay/”
QUALIEUVA CACHXUTRI: /

Khéng cd diéu trj d3c hiéu nao khi ding alorvastatin g
hainh diu tritriu ching va céc bign phap hd trg c4n thiél, j:
HAN DUNG: 36 thang ké til ngdy sin xusL.
BAO QUAN: Nai khd, nhiél g khdng qud 30°C, trénh &nh
QUI CACH BONG GOI: Hop 03 vi, mi i 10 vién nén dai.
DOC K HUONG DAN SUDYNG TRUGC KHI DUNG.
THUGC NAY CHI DUNG THEO BON CUA BAC Si.

NEU CAN THEM THONG TIN XIN HOI Y KIEN THAY THUGC.
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