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MAU NHAN

1. Nhén tryce tiép trén don vi déng géi nho nhit
a). Nhin vi 10 vién nén.
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2. Nhan trung gian:
a. Nhin hop 1 vi x 10 vién nén.
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THANH PHAN: M3| vidn nén chia cHl BINH, CACH DUNG & LIEU DUNG,
Lovastatin 20mg CHONG CHi DINH, TUONG TAC THUSC,
- Té duge via 90 TAC DUNG PHU VA NHUNG B1fu CAN
l-lO‘::IiN: Kin, tit § - 30°C, trnh dnh sdng LUU ¥: Xin doc trong 10 hudng ddn s dung
truc

LOVASTAT'N 1 blister x 10 tablets

Lovastatin 20 mg
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3. Toa hwimng diin sir dung thudc:

Thodk bin theo dom y» tral
LOVASTATIN 20 mg C’ ;E\smla!y L

TrungTamThuoc.com

THANH PHAN: Mdi vién nén chira

- Lovastatin 20mg
- T4 dugc: Butylat hydroxyanisol, Lactose, Starch 1500, Hydroxypropylmethyl cellulose, Sodium starch glycolat, Magnesi stearat, Colloidal
silicon dioxid.

DANG BAO CHE: Vién nén.

QUI CACH PONG GOI:

Hop 1 vi x 10 vién. dm_
CHI DINH: /L
Lovastatin duge chi dinh bd trg cho ché d an ubng trong céc truimg hop: >
- Phong ngira bién cd tim mach: _
+Duphdngriéupfxir:0bénhnhﬁnoéLDL-dnlestml (binh thudmg hofic cao trung binh) va HDL-cholesterol dudi mirc trung binh nhim
gidm nguy co bién c& mach vanh cép tinh (nhu nhdi méu co tim, dau thit ngyc khong dn dinh), gidm nguy co phiu thuft ti tao mach vanh
tim.
+ Lam chdm tién trién xo vita mach vanh: O bénh nhin ¢6 biéu hign 1dm sng ciia bénh ddng mach vanh tim.
- Rdi logn lipid méu: .
+ Tdng cholesterol mdu tién phdt va réi logn lipid mdu hén hgp & ngudi 16m (tang cholesterol mau gia dinh vi céc nguyén nhin khic) va &
tré em trén 10 twdi (tang cholesterol méu gia dinh va c6 tién sir gia dinh méc bénh tim mach ma khong kiém soat duoc bing ché dj an uéng)
+ Réi logn lipid méu gia dinh nhe¢ hoge tang cholesterol mau kéthqp vii cdc bgnh (tiéu dudmg, tim mach, ghép thin, hoi chimg thén hir do
llnglipid méu, phiu thujt hdi trang).
LIEU LUYNG VA CACH DUNG: Ding
- Nén ubng vao budi tdi voi bira an dé hip thu tdi da. i
- Liéu thong thuémg ngudi lon: Khoi diu 20 mg/lin, mdi ngdy, vio bita an t5i. Diéu chinh lidu 4 tin mdt lin, néu cin va néu dung nap duge.
Liéu duy tri 20 — 80 mg, mdi ngity udng 1 ldn hogc 2 I4n, vao bira an.
- Liéu t6i da khong qud 80 mg/ngay. "
‘Khuyénc&qbudiudiéumrbiﬁéumipnhhmﬂlhu&oétﬂcdmuudﬁn&ldn&ﬁ&.oﬂﬂaélﬁ&lchlnhlihmeonhucﬁuvbdﬁp&ngcﬁa
ll‘mgugl;lbibangddawngl' timg dat cdch nhau khong dudi 4 tudin va phi theo ddi cdc phan img c6 hei cia thudc, djic bigt 12 cic phan img
6 hai dbi vai hé ca.
CHONG CHI DINH:
- Qué min cdm véi cdc chit irc ché HMG-CoA reductase hodc véi bit ky thanh phin ndo ctia ché phdm.
- Bénh gan hojic transaminase huyét thanh tang dai diing ma khong gidi thich duge.
- Thoi ky mang thai hodic cho con bi.
THAN TRONG KHI SUDUNG:
- Trude khi bt diu diéu trj voi statin, cin phai logi trir cic nguyén nhin gy ting cholesterol méu (nhu d4i thao dudmg kém kiém sodt, thidu
nding gidp, hoi chimg thin hu, rbi logn protein mau, b¢nh gan tic mt, do ding mot sb thudc khéc, nghién rrgu) vi cin dinh lugng cholesterol
todn phin, cholesterol LDL, cholesterol HDL va triglycerid. Phii tién hanh djnh lugng lipid dinh k¥ véi khodng cich khong dudi 4 tudn va
diéu chinh lidu lugng theo ddp img cua ngudi bénh vai thube. Myc tiéu diéu tr 1a giam cholesterol LDL, vi viy phai sir dung ndng d9
cholesterol LDL & biit ddu diéu trj va dénh gid ddp img didu tri. Chi khi khong xét nghi¢m duge cholesterol LDL, moi sir dung cholesterol
todn phin dé theo ddi diéu trj.
- Trong céc thir nghi¢ém 1am sang, mjt sb it ngudi bénh trrong thinh ubng statin thdy tang rd rét transaminase huyét thanh (> 3 lén gioi han
binh thuimg). Khi ngimg thuc & nhimg ngudi bénh nay, ndng dj transaminase thirdmg ha tir tir trd vé mire trude khi didu trj. Mt vai ngudi
trong s6 ngudi bénh ndy trwée khi didu trj véi statin da c6 nhimg két qua xét nghi¢m chirc ning gan bt thuémg va /hodc ubng nhiéu regu. Vi
vdly ciin tién hanh cdc xét nghi¢m chirc ning gan trudc khi bét diu didu trj va theo djnh ky sau d6 & moi ngudi bénh. Can sir dung thude thin
trong & ngudi bénh udng nhidu rugu v /hofe c6 tién sir bénh gan.
- Li¢u php statin phai tam ngimg hodc thdi hin & bét cir ngudi bénh no c6 biéu hign bj bénh co cdp va ning hode c6 yéu t& nguy co dé b su
thin cdp do tiéu co vén, thi dy nhu nhiém khudn cdp ning, ha huyét dp, phiu thujt va chin thuong lba.bilmubng vé chuyén héa, ni ti
dién gidi hogc co gidt khong kiém sodt dugc. Bt )
- Chi ding statin cho phy ni & d0 wdi sinh d¢ khi ho chic chin khong mang thai va chi trong trutmg hop diéu tri tang cholesterol méu rit
mi khong dép img véi cée thube khéc.
‘Cincﬂnrl.hickhidﬁngthu&cthtlocnhbmsmind&ivdibﬁﬁnhﬁncéﬂ:&ngyéulﬂmtywdlndéntﬂnlhuongw.'lhuéclhuécnh
statin c6 nguy co gdy ra céc phan img c6 hai ddi véi hé co nhu teo co, viém co, dic bigt dbi véi céc bénh nhin ¢6 yéu té nguy co nhu
nhin trén 65 wdi, binh nhan bj bénh thidu nang tuyén gidp khong duge kiém soit, bénh nhin bj bénh thin. Cén theo ddi chit chd céc phan
{mg ¢6 hai trong qua trinh ding thudc.
PHU N7 CO THAI VA CHO CON BU:
= Vi cdc statin 1am gidm tdng hop cholesterol va c6 thé ca nhidu chit khc c6 hogt tinh sinh hoe diin xudt tir cholesterol, nén thubc c6 thé giy
hgi cho thai nhi néu ding cho ngudi mang thai. Vi viy chdng chi dinh ding statin trong thi ky mang thai.
- Nhiu statin phén bd vao sita. Do tiém niing ¢6 tdc dyng khdng mong muén nghiém trong cho tré nho dang bi sira me, nén chéng chi dinh
diing statin & ngudi cho con bi.
ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC:
Thube khong anh huémg khi I4i xe va vin hinh mdy méc.
TUONG TAC VOI1 CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC:
- Hay giip viém co va tiéu co viin hon & ngudi bénh didu trj phdi hop statin véi Cyclosporin, Erythromycin, Gemfibrozil, Itraconazol,
Ketoconazol (do irc ché cytochrom CYP 3 A4) hojic v6i Niacin ¢ liéu hg lipid (>1g/ngay). :
- Statin c6 thé lam ting tdc dung cia warfarin. Phai xdc dinh thdi gian prothrombin trwée khi bit diu ding statin vé theo ddi thudmg xuyén
trong giai dogn diu didu trj dé dam béo khdng 6 thay ddi nhidu vé thai gian prothrombin.
;fmécnhwgin acid mt ¢6 thé lam gidm rd rét kha ning sinh hoc cua statin khi udng cing. Vi vily thii gian ding 2 thubc ndy phai cich xa
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- Mjic di khéng tién hanh céc nghién cin vé tuong téc thube trong 1dm sing, nhung khong thiy ¢6 biéu hi¢n twong téc c6 hai ¢6 ¥ nghia lim
sing khi ding statin ciing voi céc chit ire ché men chuyén angiotensin, cdc thudc chen beta, chen kénh calci, thude lgi tidu va thude chéng
viém khéng steroid.
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TAC DUNG KHONG MONG MUON:

- N6i chung statin dung nap tdt, ty 1¢ %héi ngimg thude thip hon so véi thude ha lipid khic.

- Thudmg gip: Tiéu chay, tdo bon, ddy hoi, dau bung va budn ndn, dau ddu, chéng mat, nhin md, |_11§t ngu, suy nhuge, dau co, dau
khép. Céc két qua thir wém chirc nng gan ting hon 3 lin gigi han trén cta binh thudmg, nhung phin 1én 13 khong ¢4 trigu chimg va
phyc hdi khi ngimg thubc.

- it gap: Bénh co (két hgp yéu co va tiang ham lugng creatin phosphokinase huyét twong), ban da, viém mii, viém xoang, viém hong,
ho.

- Hiém gip: Viém co, tiéu co vén, diin dén suy thin thir cdp thir phét do myoglobin nigu.

Thong béo cho Béc s nhiing tac dung khong mong mudn gap phai khi sir dung thubc.

QUA LIEU VA CACH XU TRI:

C6 thong bdo vé mdt vai ca qué lidu lovastatin. Khdng ngudi bénh ndo 6 tri¢u chimg dgc bigt va moi ngudi bénh déu phyc hdi khong
dé 1gi di chimg. Néu xdy ra qué lidu, cdn didu trj tri¢u chimg va hd trg khi cdin thiét. Do thube gin manh véi protein huyét tuong, thim
tdch miu khdng hy vong 1am ting dang ké thanh thai statin.

DUQC LUC HOC:

- Lovastatin la nhimmg chit rc ché canh tranh véi hydroxymethyglutaryl coenzym (HMG — CoA) reductase, lam ngdn cén chu; én HMG
— CoA thanh mevalonat, tién chit cia cholesterol, lovastatin irc ché sinh tdng hgp cholesterol, lam gidgm cholesterol trong lz bao gan,
kich thich tdng hop thy thé LDL (Lipoprotein ty trong thip) vi qua d6 lam ting vin chuyén LDL tir méu. Két qua cudi ciing ciia nhim
qué trinh hoa sinh niy 14 gidm ndng do cholesterol trong huyét tuong. O liéu binh thuémg, HMG ~ CoA reductase khdng bj trc ¢
hon todn, do d6 viin ¢6 dil acid mevalonic cho nhiéu qua trinh chuyén hoa. _ ;

- Lovastatin lam giam ndng d) LDL réit higu qud, lam ha cholesterol LDL tir 25% dén 45% tity theo liéu, lim ting ndng d¢ cholesterol
HDL (Lipoprotein ¢6 ty trong cao) tir 5% dén 15% va do d6 1am ha ty sé LDL/HDL va cholesterol todn phdn/HDL. Lovastatin ¢
lam gidm triglycerid huyét wong & mire d9 thip hon (10% dén 30%) bing cich lam tang thanh thai VLDL (Lipoprotein ty trong
thiip) tdn du nhor thy thé LDL. ,

- Pip {mg didu trj c6 thé thiy durgc trong vong 1 — 2 tudn sau khi bit diu dung thude va thuomg dat t5i da trong vong 4 - 6 tudn. Dap
img duy tri trong sudt qud trinh diéu trj ldu dai. Trong cdc nghién clru ldm sang, bing chimg lovastatin lam gidm rd rét bién c6 mach
vanh, moi bién cb tim — mach 43 c6 va tdng sb tir vong & ngudi c6 bénh mach vanh (¢6 tién sir dau thit ngye hode nhdi méu co tim
cp) va ngudi c6 cholesterol huyét tuong 5,5 mmoV/lit hoge cao hom.

- Lovastatin cling ¢ vai trd dy phong tién phat (cip 1) bénh mach vanh & ngudi bénh ting cholesterol 6 nguy co cao mic bién cb
mach vinh.

DUQC DONG HQC: . _

- Lovastatin hip thu nhanh, I tién dugc chit ¢6 chuyén hoa bude diu manh dé thanh chit chuyén hoa c6 hoat tinh. Udng thude lic doi,
ndng do chit chuyén hoa c6 hogt tinh trong huyét thanh chi bang hai phén ba ndng dd khi udng thube vao lic no. Sinh kha dyng thép vi
duge chuyén héa mgnh lin diu & gan (> 60%). ) "

- Néng d dinh ctia chit co hogt tinh trong huyét thanh dat trong vong 1 - 4 gid. Lién két khoang 95% voi protein huyt tuong.

- Lovastatin i qua dugc hing rao méu nlio. Chuyén hoa chi yéu & gan (> 70%), dio thai nhiu qua phén, dio thii 10% qua thin.

BAO QUAN: Kin, tir § - 30"C, trénh dnh sdng tryc tip.

HAN DUNG: 36 théng ké tir ngdy sin xuft. _

THUOC NAY CHI DUNG THEO DON CUA BAC SI. [']/\

POC KY HUONG DAN SU DUNG TRUGC KIHI DUNG /

NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SI. /

DE XA TAM TAY TRE EM.

Dia chi: 66 - Qudc 19 30 - Phuimg My Phii — TP Cao Lanh —~ Ddng Thap
Dién thogi: ( 067) — 3859370 - 3852278
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