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sodium, 80, magnesi

DUJC LIC HoC: Unwumﬁ:hammumhw v thinh phén hoat chdl 14 atorvastatin calclum, o6 tc dyng Oc ché canh

tranh men khir 3 - mm 3- nmrrmm)n coenzym A [HMG Coh) reductase, 1dm ngan cin chuyfn HMG - CoA thinh
donat, tién chilt cia chol 1am gidm lip in v chol huyét tuong bdng cich e ché sy ting hp

cholsstarol & gan vi bAng cch ting st ung nhOng thy the LDL (poprotein 1 trong thap) & gan trén b4 mat 8 bao, tirdd ting sy

iy i v thodi bifn LOL.

Atorvastatin lam ting ndng 89 HOL - cholesterol (lipoprotein 1y trong cac) tir 5 - 15% va do 86 m ha cic ty s§ LDL/ HDL vi

cholesterol todn phdn/ HOL. Alorvastatin cling lm gidm trighycerid tuyd! tuong & mic 49 10 - 30% bling cach lim 13ng thanh thii

VLDL (paprotein tj trong rét thip) tn dunhi thy thé LDL.

Trong cac nghién ciu lim sing, bing ching cho thdy cdc statin lim gidm 16 r§t bikn ¢f mach vinh, moi bign of tim mach ¢3 cb

it gidm t8ng 54 tif vong & ngudi o6 bénh mach vinh,

DUIC DONG HOC: Atorvastatin dupe hip thy nhanh chang sau khi wing, néing d0 18 da ciia thulic trang huy#t tung dat dupe trong

ving 1 - 2 gill. Mik df hip thu vi néing d) atorvastatin 12ng t M val Bfu luong wing. Sinh khil dyng tuyét 44l clia atorvastatin

Khodng 12% va hoat tink dc che men HMG - CoA trén toin b4 cd the xdp xf 30%, Mic db thic 3n fm gidm 18 69 vi mdk 63 hip

Thy glla thudc, nhung hige qud 8iu trj 1 khong ddi, Néng 60 atorvastatin trong huytt tung sau khi diing thu budi chif 16 ihgp

b ki disng budi sdng. Tuy nhidn higy qud ding thudic nhw nhau bat ki this difm ding thudc trong npdy.

‘Atorvastatin cé 1 14 gén két vel protein huy8t tuong 2 98% v thé tich phian b trung binh 12 381L. Atorvastatin due chuyén hba

qua CYP3A4 thinh dn chét hyray haa &) inf orth, para vé oxy hoa B vi tif beta, gén 70% hogt tink dc chif enzym HMG - Cod 13

do cdc chat charyén hda of hoat tinh. Atorvastatin dugic d4o thi chis yéu qua mat, thil gian bdn thai khalng 14 it con thit gian bin

th clia hogt tinh dc ch¥ men HMG - CoA tif 20 - 30 gid.

Duigie dfing hoc trén cdc nhdm 461 luigng ddc bidt:

N cao tudi: Ndag 6 atorvastatin trong huyt tuong cao han 5o vai nndm ddi tugng tré 1, tuy nhibn khing thilly sy khic bigt vé

hiéu qud diu trf gt cdc nhdm ndy.

Tréd nhd: Tuang by nhu & ngutl n

Gigl tinh: Néing 8 atorvastatin vi chat chuyén hda co hogt tinh & ni? thuting caa han nam, iy nhidin khéng co sy khic biét ¢d 7

nghia (4m sang trang diy trf

Suy thdn: Bynh thin khang cé dnh hubng trén ndng 4§ trang huyét tudng hay tdc dgng trdn lipdd cia atorvastatin,

Suy gan: Ndng 03 atorvastain va chat chuyéin hda of hoat tinh ting i ding k€ trén nhém déi tgng ¢4 bénh gan mén tinh do

nghign .

GHI DINH: Lipvar duge sif dyng trong cdc trubng hop: ting cholesterol todn phin, LDL - cholesteral (LDL - ¢, apolipoprotein B va

trighycerid & cc bignh nhdn oo ting cholesteral mdu nguyén phit (1ang cholesterol mau cd tinh gia dinh d] hp tll vi khiing cd tinh

gla dinh), tang lipid mdu hn hop (hom Ifa va It theo phan logi cia Fredrickson), tang trighycerid mdu (nhém IV theo phan fogl

ciia Fredrickson) mé khing 64p (ng ddy ol val ch¥ 6§ 3n.

Lipvar cling dugc chi dinh A€ tam gidm cholesterol todn phén vi LDL cholesterol 8 cic bdnh nhin cb ting cholestaral mau od tinh

gta dinh déing hop 1.

v phéng tién phat bign of tim mach: 1am chim sy tién tri€n cii xa vz mach vinh, lim gidm nguy cd nhéi méu co tim, giém nguy

o0 phii m cic th thudt ti 130 mach vinh, gim nguy co 80t quy, gidm nguy ca it vong do bgnh tim mach.

CHENG CHI DINH: Qud man vai b4t kj thinh phdn nao clia thuse

Binh gan dang hoat ddng hodc transaminasa huyet thanh ting dal slng mi khang gidi thich dugc.

Tang transaminase > 3 in gidi han trén binh thudng.

Bénh nhiln dang diéu tr| vl tipranavir v ritonavir, hofic wi telaprevir.

Pw il cd thal hodc phy nll dang trong o tudi sinh d& khang s dung cdc bin phdp trinh thal phi hop, phy ni cho con bil

THAN TROMG: True khi bidt du dify trf vl atorvastatin, nén kit hap kifim sodt chalesteral mau bing cic bifn phdp nh ché 89

an, gidm cin, tp thé dyc, vi difu tri cc bdnh o6 thé 13 nguyén nhdn cla tang lipid. Tidn hanh dinh lugng Tipid dinh Ky, v didu

chinh liéu lugng theo ddp ing cdia ngubi bénh il thutic. S0 dyng ning b LL-C df bt ddu diku triva dénh gid dip tng difutri,

Lim x&t nghiém enzym gan truc khi b4t ddu didu trj bng statin va trong trubing hap chi dink Him sing ybu céu xét nghidm sau do.

Anh Iusimg trén gan: Cn ki tra chifc n3ng gan truc khi bt ¢du difu trj v dinh kY sau 66, BAnh nhin ci bit ky ddi hiku hay

tridu ching lién quan d&n tn thuong gan cing cdn [3m xét nghidm. Cic bnh nhan cf transaminase tng cén duoe theo déi cho

n khi 5 bt thubing ny dudc gidi quy8t. N&u ALT hay AST tang can han 3 in gidi han trén clia mic binh thsng mét céch dai

dhng, cdn gidm liéu hay ngimg st dung atorvastatin. Atorvastatin nén dugc sif dyng thin trgng b cde bnh nhdn wing nhidy o v/

o co lifn sif cla bénh gan.

001 quy xudl huyst: B8 voi bénh nhdn of tidn si b o) quy xult huyit, sy cn bing gila Igi feh v3 aguy co khi 5 dyng BO mg

atorvastatin thi cha 18 rdng, 6o 86 nguy co Aot quy xudt huyst cin dupe gidm st cht cha trube khi bt du di tr.

Anh g trén b co sumg: Gidng nhu cc thuic 0c ché HMG - CoA reductase khic, atorvastatin o8 tc dfag Kn hé cd ong

g4y ra cdc finh trang dau oo, viém cd, loan dudng co cd the diin d&n 1y cd vin (d3c trung bing sy tAng creatinin kinase (CK) » 10

tin gidt han trén ciila mde binh thuling), tifu myoglobin vi tinh trang myoglobin trong médu gy suy thn.

Can nhic theo d8i creatin kinase (CK) trong trudng hop:

+ Trude kehi didu trj. x8t nghigm CK nén dugc tish hanh trong nhing trting hap: Suy gidm chilc ndng thin, nhugc gidp, tidn sirbin

than hodc 1idn sif gia dinh mdc bénh ca df truyén, tidn sif bj binh ca do si dung statin hode fbrat tnade 44, Bén sU bénh gan v/

hadc ting nhidu gk, binh nhdn cao tubl (> 70 ) cé nhing yu 1 nguy ca bi tity o vn, khi nang xdy ra tuong tc thulk vi mdt

0 0l tupng bénh nhdn dic bigt, Trang nhing trung hop ndy nén cin nhic gl ichinguy o vA theo dii bénh nhin trén l@m sing

Khi dif trf bling statin. N&u ket qud xét nghidm CK > 5 1 gid hgn trén cda mdc binh thuling, khing ndn bt ddu didu tr] bing

statin.

+ Trong qud trinh 8l tri bing statin, bénh nhan cén thang bda khi cb céc bifl hign vé co nhuf dau co, eing cd, yiu cd.. Khi co cdc

Bi hign nity, blnh nhdn cén am xét nghitm CK 08 of cic bign phdp can thiép phis hap_

H:Mﬁllﬂﬂlu.Nwmuhmulnlinqllnmsﬂdmumrvumnmwﬂﬁ:mlﬁcﬂ:cﬂﬂm win chuyfin

protein holic Oc chi protease clia virus HIV {nhy cyclosp indinavir, darunavir ). Nguy cd gdp phal

cﬁcnﬁnhvimﬂngﬂnni!nIl.hiﬂmmmmmwgmﬁhmhﬂcﬂhﬂcﬂwsﬁﬁn:mDuﬁénlnsﬂm

cdc bign phap khic thay 1h cdc nhdm thudc niy. Trong tribing sii dyng chung, phdi clin nhdc gita Igi ich vi nguy co oF sif dung

hap Iy (i du piim lidu atorvastatin khi ding chung vél nhdm thudc dc ch CYP3AL).

Nyguy cd b§nh phol ki:

04 o mijt 58 bdo céo vé finh irgng vidm phili k& khi sif dung statin dii ngay. Céc ddu higu dic trung gbm khd thé, ho va suy gidm

slic khde (mdt mdl, sdt, sut cin). Cén ngung didu trf vl statin néiy binh nhin cd cdc déu hidy clia vidm phti ke

Nguy co 841 thdo dubing:

(6 mit s bing ching v tie ddng lam thng dubng huyst clia statin trén mit s& bénh nhdn ply npuy comitc binh dél thio dubng

vé sau. Tuy nhiln nguy cd niy nhd so whi tic dyng ngin ngila xd vila mach mdu do 86 khing cén ngung diku tri vl statin. Nhing

bénh nhin bj ting huydt dp, ting trighycerid co BMI » 30, duing huyst Kr5,6 - 6,8 mmal/ L mal cdn dugc theo 85 chat chi,

Té defyie: Do o6 14 dugk laciosa trong thinh phin, khng nén sit dung Lipvar & bénh nhidn ci vifn d8 vé dung nap lactoss, thitls hyt

men lactase holie b 18 logn hip thu glucose - galactoss.

PHY NO G4 THAI VA CHO CON BU:

Phy il cd khd ndng mang thai: C4n sit dyng cic bign phap trdnh thai thich hop trong qua irinh difu trj.

P il cd thal: Atorvastatin chéing chi dinh trang sufit thai ky. B an tabn tén phy nd ¢4 thai chua duge xic dinh, chia oo nghiin

cilu 14m sing ob kifm sodt A8 vl atorvastain trén phy n cb thai. Higm khi cd cic bio cdo v dj tit bdm sinh gip phii sau khi tifp

xic vl chift i chél HMG - CoA reductase, Cic nghién ciu trén ddng vilt cho thify djc tinh clia thuSc 68 vl hi sinh sdn. Ngutl me

giéu ir| bing sk 1am gidm ndng 80 {1 chal cika qud trinh 1ng hop cholesteral) trén o thai.

%0 vlia dgng mach 12 mdt qud trinh man tinh va vidc ngung ding thubc hy lipid trong that glan mang thai ¢d tc dgng rat it 86n

nguy oo By dii clia ching ting cholesteral miy.

Do 86 khéing ndn sit dung atorvastatin & phy nll cd thal, chadn bl cb thai hay nghi npi dang mang thal. Vigc didu trj bing

atorvastatin cdn tam nigung trong sut thai ki cha déin khi xdc dinh chic chin tAng bénb nhn khiing mang thai.

Phy ni cha con bu: Chia xdc dinh storvastatin v cdc chit chuyéin hda cb dugc bai 181 qua sa me hay khang. O chudt, néng 88

trang huy®t ludng clia atorvastatin vi chdt chuyfn hoa co hoat tinh tiong dudng trong siia. Do nguy ca gdy ra cdc phin dng phy

nghitm trong, phy ni sit dung in khng nén cho cor b A in chiing chi dinh & 40 tuying ndy

Khd ndng sinh sdn: Cde nghidn eiu trén ddng vt cho thiy atorvastatin khing dnh hubing a&n khd ndng sinh sin clia 2 gial
LAIXE VA VAN HANH MAY MOC: Thin trong ki ldi xe vi vin hanh mdy méc i thufic cé thé gdy dau ddu, ching mat
TUONG TAC THUBC:

Anh huring cdc nhom thufic d6n atorvastatin:

Chlt e ché CYPIA4

Cdc chdt ndy [am ting manh nng on mnwn trong mau nén cin trinh sif dyng chung (v dy cyclosparin, clarithromycin,
i cdc chilt o ché proteass HIV bao gdm ritonavir, lopinavir,
atazanavir, indinavir, darunavir_)., Khi cdn phisi hop, c4n xam xet a8 i khii 08 v lidu 18 da ciia atorvastatin, ddng this theo d&i
14m sdng trén binh nhin.

Cdc chit dc chf CYP2AL vita phil (ery ycin, diltiazem, v fh cf th 1am ting ndng d) atorvastatin trong
Pyt tuong. Vikc ket hp er in wi statin 4 dugic ching minh 14 1m tiing nguy co cdc bnh vé ca. Do 86, khi pht hop, cdn
xem xét dén gldm Uy khdi ddu atorvastatin, dfing this theo dBi Wm sing trén bidnh nhdn khi b4t 4y hodc sau khi difu chinh lidy
cdc chit g ché ndy.

Chit cdm idng CYP3A4

KEt hap atorvastatin vol thuic gdy cam (ng CYP3A (sfavirenz, ritampin..) co thé din dén gidm ndng 8 atorvastatin trong byt
tuang, Do cd ché tudng tic kdp clia rifampln, vitc k&t hap atorvastatin wil rifampin dudc khuyn khich, sl dung atervastatin sau
ritampin o4 thé lm gikm déng k& & ndng 80 atorvastatin rong huyst tuong. Anh hudng cla ritampin 1rén ndng 80 alorvastatin
trong 1€ baa gan chua dupc bidl rd, tuy nhidn, nifu cn ding phal hop 2 loal thudc ndy, cfn dugc theo dii con thad higu qud trén
biénh nhan,

Chdi i chd protein vén chuyén

Cac chilt i ché protsin win chuyéin (cyclosparin] cd thil Eim tang sy tip nhin atorvastatin cla co the. Anh hubing clia cdc chit ndy
trén ndng 68 atorvastatin trong 14 bdo gan chaia dugc billt ri. N cdn thish phi kit hap, cdn gidm lify v theo d8i iAm sing trén
bénh nhdn.

Gamfibrozil, din xudi acid fibric, exitimib, colestipol, acid fusidic vd colchicin

Sl dyng cdc fibrat, ezitimib don 8¢ 661 khi xult hién céc van dd v co, bao gdm tibu cd vin. Nguy ca ndy o6 the tang b néu s
dyng két hop vol atorvastatin. Nifu sif dung déng this cén theo 031 binh nhdn trén l4m siing. KN sif dung dng thii atorvastatin v
colestipol, néng 8 atorvastatin trong huyft tuong vi cac chat chuyin ha ob hoat tinh bi gidm (khodng 25%). Tuy hién, hidu i
Qidim lipid 16t han khi ket hap so v it dung don 1 g log, Chu ¢ nghidn cih v tudng tic pila atorvastatin va acid kusidic, DIt
dyng déng thai atorvastatin vl acid fusidic cling gdy ndn cdc vin dé vl cd. Co ch¥ ciia tuong tic ndy vin chua duse bidt, Gén thea
dBi chit chE trén binh nhdn vi nu cln, cd th tam ngung @by Ir} atorvastatin. Mgc db chua od nghidn ciu tumng te gida
alorvastatin v colchicin, nhung 43 ¢4 cic bdo cdo vé trubing hop binh ahdn bf cdc biah v co khi didu tri phii hop atorvastatin v
colehicin. VI vy nén thin trong khi k toa chung 2 loal thulc ndy.

Anh huing cia atorvastatin dn cic thusc khic

Digouin

Khi két hap digoxin da li€u va 10 mg atorvastatin, néng db n dinh cla digaxin tng nhe. Cdn theo di chit chd trén bisnh nhin oo
sil dung digoin.

Thudic trdnh thai duding uding:

Disng dén thas véi atorvastatin pdy ting néng 48 trong huyt tuong clia narathindron vé athinyl oestradiol,

Warfarin

Trong mit nghéén cou lm sing trdn bénh nhin duge difu tri 3y dai bing wartarin, vigc phdi hop atorvastatin 80 myg hing ngiy i
wartarin 58 gdy ra sy st gidm nhe thil glan prothrombin trong 4 ngay ddu tidn v s& trd Li binh thudng tronp vang 15 ngdy diéu
trf. M3c g0 rt him cac bdo cdo vé gida tuong tic cd ¥ nghla 1im sing gila thulic chiing ddng va atorvastatin, c4n xdc dinh thai
gian prothrombin trube vi trong qust trinh didu trf v atorvastatin 8 binh nhan d3 ding thubc chding diing coumatin, Atanvaskatin
khing gdy chiy méu hodc thay d8i thii gian prothrombin & nhilng bénh nhin khitng diing thuc ching dong.

TAG DUNG KHONG MONG MUGH:

Thuing gdp: Nhillm khudn: Vigm mis hong. Mi#in dich: Phin dng dj dng. Chiyén héa v dinh duling: Téng duiing huyt. Hi hip:
Bau hong. chiy mau cam. Tigu héa: Titu chdy, tio bén, ddy hai, dau bung, budn ndn. Thin kinh trung uong: Dau ddu, chong m3t,
in md, mat ng, suy nhugc. Thin kinh co v xung: Bau cd, dau khdp, co thit cd, dau king

it gdp: Chuykn héa vi dinh duing: Ha dubing huyet, ting cén, bigng An, Tam thdn: Ac mng, mat ngd Thén kinh: Chong m3t, 6
cam, ri loan cAm gide, mau quin. M4t: Nhin md. Tal: (tal. Tidu héa: Non, dau bung, viém tyy, o hal. Gan: Viém gan. Na vi mb dusi
da: May day, ngia, phat ban, ryng tée. Cet Baw of, mi co

Higm pip: Gidm tidu cdu, réil logn thén kinh ngoai bign, réi lean thi gidc, t4c mdL, phis mach, hl ching
tidu o viln, thedt vi.

Al hidm g3p: S6c m3n cim, mat thinh gidc, suy gan, vii to & nam gidi.

ML 58 téc dung khéng mong mudn khic: Suy gism nhgn thie (abumdt iri nhd, ki n..
Thding bdo cho bdc sTnhing téc dung khing mong mudn gap phal khi sl dyng thudc.

QUA LIEY VA CACH i TRE: Kndng c6 diu tri d3c hibu ndo khi ding storvastatin qud lié. Néu c6 qus liéu tidn rﬁ aulfb
ching v cic bign phap bl trg cdn thist. Do thudic gdn manh protein huylt omg, khing cb hy vong s& lAm tlng than
atorvastatin ding kf bling phuong php thém tich mau. r
LIEU DONG VA CACH DONG: 6 thé uSing bist ky this diém nao trong ngay, Wng chung wh thdc 3n hode khtng, G4
Truic khi tidn hinh difl trf vl atorvastatin, cdn of ging kiém sodt cholesteral may tng bAng ché dd an hop 1
giém cdn 0 cic bénh nhan béo phi, v difu trj cdc bénh Iy oo ban. Cic bénh nhdn nén duy tri ché dg 4n gidm
trang sufit qu trinh didu trf
Lifu diing nén dugc cy the hta cho timg bénh nhdn ity thea mijc LOL - ¢ ban ddu, my: it didu try, v dap ing ciia béah nhan. Lidy
Khdi déu thang thubing 13 10 mg, cd thé difu chin lidy sau it ah&t md 4 tudn, Lidu 161 da sd dyng 14 80 mp/ ngdy.

Tang cholestarol m&u nguydn phat v tang lipid mau phdl hep (hdn hyp):

Phdn Idn cdc bénh nhan du dugc kifm sodt vil lifu 10 mg atorvastatin 1 Wn mi ngdy. Dap ing did tri st hign trong ving 2 tudn
v ddp (ng 15i da thuiing dat dupe trong ving 4 tdn. Bidp (ng ndy duge duy 11 trong qud trinh sl dung &u d&l

Tang cholesteral mau cd tink gia dinh d| bgp td: Lidu khdi du la 10 mg mis ngdy. Lidu ding cdn dupo oy thé hda va didu chinn
saumbi 4 tudn 1 40 mg 1 ngdy. Sau db ¢4 thé ting lidu 1&n B0 mg hojc sl dyng lidu 40 mg phii hop vl nhiga gén acid mat.

Tang cholesterol méu cd linh gia dinh déng hop ti:

Hidn chua et nhifu o fidu trén dil lugng binh nhdn nay. Liku ding 1110 dén B0 mg/ npay. Nén ding atorvastatin nh 13 mt thudc
phiil hap vi cic My phdp ha lipkd mdu khac hodc sif dung khi khdng cbn bién phép ndo khdc.

Phiing ngira céc binh lidn quan ddn tim mach:

Ligu sl dyng 14 10 mg/ ngdy. Liéu cao han cb thif cdn thigt ¢ dat myc tiéu LDL thea mit s6 hudng olin hién hinh.

Bgnh nhidn suy gldm chile ndng thin: Khang cén chinh Iy

B¢nh nhan suy gldm chife ndng gan: Cin sif dyng thdn rong, atorvastatin chdng chi dinh & b4nh nhin o6 bénh gan tién trifn.

S{ dyng @ nguibi cao tubl;

B4nh nhin trén 70 tui s dung lid khuyEn cia cho hidu qui va 89 an todn tuang dutng céc A8 tupng khac.

Rl loan lipid mau nghi#m trong & bénh nhdn ahi: Ghi sir dung dutk sy gidm =dt chat chi clia cde chuyin gla b kinh nghigm. Vi
trib 210 o, lidu e 0 khuyin céo 13 10 myg atorvastatin mdi ngay. Lifu ding cé th tang In 16i 20 myg atorvastatin mbi ngay tiy
thea khi ndng Gdp (ng vi dung nap. Chita cb nhid tin o vail vilke 500 dung lidu cao hon 20 mg. Khing nén si dung € didu tri
cha tré < 10 tui.

Hogc theo chi ddn cisa Thiy thudc.

Doc ki huidng din s dyag trudc khi ding.

Nt cin thidm ihdng tin, xin hol § kish bdc sT.

Thuic ndy chi ding thea don cida bic si.

Han diing: 48 thing ké tir npdy sin xust.

Didu kign bio quin: Nai khd, nhifl 4§ khing qua 30°C, trinh dnh sang.

Tidw chusln: TCCS.

bAlE, ting UMH"H%\

San xuét tai:

CONG TY TNHH MTV DUQC PHAM DHG
L& B2 - B3, Khu cong nghiép Tén Phi Thanh - giai doan 1,
xd Tan Phi Thanh, huyén Chau Thanh A, tinh Hau Giang
PT: (0293) 3953454 e Fax: (0293) 3953555
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