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Rx Thuéc bdn theo don GMP-WHO
MEPRAGOLD 20 mg

CONG THUC:

Atorvastatin (dwdi dang atorvastatin calcium) ......eeeerieirernnen, s 20 g

T4 dugc: Lactose, tinh b6t ngd, crosscarmellose, povidon, talc, magnesi stearat, aerosil, hydroxy propyl methyl
cellulose (HPMC),’PEG 6000, titan dioxid, mau oxid sit 3, mau ponceau 4R lake vira di 1 vién nén bao phim.
DANG BAO CHE: Vién nén bao phim.

QUY CACH PONG GOI: Hop 5 vi x 10 vién.

M3a ATC: C10AAQ5

Tdc dung dugc Iy: Chéng ting lipid méu (nhém chit e ché HMG-CoA reductase, nhém statin)

DUQC LYC HOC:

Atorvastatin 12 thudc ha lipid mdu thude nhém statin — 1a nhitng chat e ch€ canh tranh vdi hydroxy -
methylglutaryl coenzym (HMG - CoA) reductase. Atorvastatin 0 tdc dyng ngédn cin chuyén HMG - CoA thinh
mevalonat — tién chat cda cholesterol. Céc statin ¢ ch& sinh téng hgp cholesterol, lam gidm cholesterol trong
t€ bao gan, kich thich téng hgp thu thé LDL (lipoprotein ty trong thdp) qua d6 1am ting v4n chuyén LDL tir
méu, két qud 1am gidm néng d6 cholesterol trong huyét twong.

DUQC PONG HOC:

Atorvastatin dude hdp thu nhanh sau khi uéng.

Kha dung sinh hoc ciia thusc thdp vi dudc chuyén héa manh 14n ddu 3 gan. Nong d¢ dinh trong huyét thanh
dat trong vong 1 - 2 gid. Khodng 98% atorvastatin dugc gdn vdi protein huyét widng. Atorvastatin di qua duge
hang rio m4u - néo,

Atorvastatin dugc chuyén héa chit y&€u thanh din xuil hydroxy héa tai vj tri ortho v para va cdc sén p
oxy héa tgi vi trf beta. In vitro, sy tic ch€ men khit HMG - CoA reductase cla céc chdt chuyén héa g
duting hydroxyl héa & vi tri ortho va para tudng dwong vdi syt ifc ché ciia atorvastatin. Khodng 70% ho
e ché trong huyét tuong ciia men khit HMG - CoA reductase 1i do cdc chat chuyén hda cé hoat ti
nghi€n citu cho thiy tim quan trong ciia su chuyén héa atorvastatin bdi cytochrom P450 3A4 & gan, phi¥
vdi néng dj atorvastatin trong huyét widng tang lén @ ngudi sau khi ding déng thdi véi erythromycin, mok ‘
e ché 43 duge biét dén clia isozym nay. _
Thai gian bdn hily cla atorvastatin trong huyét twong khodng 14 gid,

Thudc dio thii chi yéu qua phan, dudi 2% liéu diing ciia atorvastatin duge (im th&y trong nudc tiéu.
CHi PINH:

- Tang cholesterol mdu: Atorvastatin duge chi dinh nhy thuc hé trg cho lidu phédp &n udng d€ gidm cholesterol
todn phdn va LDL-cholesterol & ngudi bénh ting cholesterol mdu tién ph4t (type Ia va IIb), triglycerid gidm _
it. a3
- Phong ngira bénh tim mach: 3
+ O bénh nhéan khéng c6 tri¢u chiing 14m sang ciia bénh mach vanh, nhung c6 nhiéu yéu t§ nguy cd nh: Tudi
tdc, hit thudc 14, ting huyét 4p, ndng d6 HDL- cholesterol thdp, tién st gia dinh c6 bénh mach vanh sém, chi
dinh nhim: Gidm nguy cd nhdi m4u cd tim, gidm nguy cd d6t quy, gidm nguy cd phii lam cic thd thuét t4i
théng mach méu va dau thit ngyc.

+0 bénh nhdn ddi thdo dudng type 2 va khéng c6 bénh tim mach vinh rd trén 1dm sang, nhung ¢6 nhiéu yéu
t6 nguy cd d6i v8i bénh tim mach vanh nhi: bénh véng mac, micro/macroalbumin niéu, hit thuée 14, ting
huyét 4p, chi dinh nhim: Gidm nguy cd nhdi méu cd tim, gidm nguy cd dét quy.

+0 b&nh nhén c6 tri¢u ching 14m sing cla bénh mach vénh, chi dinh nhim: Gidm nguy cd nhéi méu cd tim,
gidm nguy cd dgt quy gy ti vong va khéng uf vong, gidm nguy cd phai lam cdc thl thuit ti théng mach mdu
va dau thit ngyc.

+ 0 bénh nh4n dong mach vanh d€ 1am chim ti€n trién cda xo vita déng mach vanh,

CHONG CHI PINH:

- Mén cim véi bdt ki thanh phén nao cia thudc.

- Nhiing ngudi bj bénh gan hoat d¢ng hodc ndng A4 transaminase huyét thanh ting dai ding ma khéng gidi
thich duge
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Udng ddng thdi atorvastatin vdi thusc ngiva thai duding uéng c6 chifa norethindrone va ethinylestradiol 1am
ting AUC ciia norethindrone va ethinylestradiol gin 20%.

TAC DUNG KHONG MONG MUON:

ThuGng gap: Tiéu chdy, tdo bén, ddy hoi, dau bung, budn non, gap ¢ khodng 5% bénh nhdn; dau ddu, chéng
mit, nhin mg, mat ngd, suy nhugc, dau cd, dau khdp; cdc két qua thif nghi¢m chifc nang gan ting hon 3 lin
gidi han tén ciia binh thudng, § 2% ngudi bénh, nhung phin I6n 12 khong c6 triéu ching va hdi phuc khi

ngitng thudc.

It gap: bénh co (két hgp yéu co va tdng ham lugng creatinin phosphokinase huyét tuong (CPK)), ban da, viém

mii, viém Xoang, viém hong, ho.

Hi€m gip: viém cd, tiéu cd van, din dén suy thdn c4p thif phdt do myoglobin niéu.
Ngoai ra, c6 ghi nhan vé mét s6 tdc dung khéng mong mudn khac nhu:
Suy gidm nhdn thitc (nhw m4t trf nhd, 1d 13n..)

Tang dudng huyé&t

Tﬁgg HbAlc

LIEU DUNG VA CACH DUNG:
Nguti 16n:

Bénh nhan cén theo ché' d6 an chudn, it cholesterol, trudc khi tién hinh diéu tri vdi atorvastatin va nén duy tri
ché d6 dn nay trong sudt qué trinh didu tri.

C6 th€ ubng vao bt cf lic nao trong ngdy, vao bfa &n hofc ldc d6i, Liéu khdi ddu 10 mg, mot 1dn mbi ngay.
Biéu chinh liéu 4 tudn mdt 1dn, néu cAn va néu dung nap dugc,

Li€u duy tri 10 - 40 mg/ngdy. Néu cdn c6 thé tang lidu 1én nhung khong qué 80 mg/ngay.

SUDUNG CHO PHU NU CO THAI VA CHO CON BU:

Chéng chi dinh cho phy nit ¢6 thai vi cho con bi hodic nhitng phy ni¥ c6 th€ bj mang thai do khéng dp dung ddy

di bién phdp trdnh thai.

SUDUNG CHO NGUOI LAI XE VA VAN HANH MAY MOC: 3
Do tdc dyng khéng mong mu6n 1a chéng mat, nhin mé nén thian trong vd&i ngudi 14i xe va vin hanh mdy méc\."

QUA LIEU VA XU TRI:

Khéng cé bién phép diéu trj dic hiéu cho qu4 liéu atorvastatin. Trong trudng hgp qué lidu bénh nhin cdn d
diéu trj triéu chifng va trg sie, Thdm tdch mau khong c6 tdc dung vi thude gdn két cao vdi protein huyét o
Thude nay chi ding theo don cia bdc si.

o

Boc kj hudng dén si dung trude khi ding.

Néu cdn thém théng tin xin héi § kién bdc si.

Thing bdo vdi bdc st nhitng tdc dung khdng mudn gap phdi khi sit dung thuéc
Han dung: 36 thang ké tr ngdy sén xuat.

Didu ki¢n bdo qudn: Noi kh6 mt, trdnh dnh sdng, & nhiét d6 dudi 30°C,

Tiéu chufdn; TCCS.
Sdn xudt tai:

CONG TY CO PHAN DUGC PONG NAI
221B - Pham Vin Thuén - P. Tan Tién - TP.Bién Hoa - Tinh Péng Nai - Viét Nam
DT: 061.3822592, Fax: 061. 3821608

E-mail: donai_pharm@yahool.com
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