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QUY CACH Mlﬁ GO an vix 10 vién.

DU LYC HOC: Lipvar 13 thus ha lipid mau t8ng hop, véi thanh phdn hoat chat 1a atorvastatin calcium, ¢t tac dung dc ché canh

tranh men khir 3 - hydroxy - 3 - methylglmaryl coenzym A (HMG CoA) reductase, lam ngan cin chuyén HMG - CoA thanh
lonat, tidn chat clia 1am gidm i va chal | huyét tuding bng cach dc ché sy ting hgp

cholesterol & gan va bling céch tang s& lupng nhing thy thl! LDL (lipoprotein ty trong thap) & gan trén bé mat t& bao, tif d6 tang sy

18y di va thodi bién LDL.

Atorvastatin [am ting ndng d4 HOL - cholesterol (lipoprotein tj trong cao) 115 - 15% va do d6 Iam ha cic ty s LDL/ HOL vA

cholesterol todn phn/ HDL. Atorvastatin cling 1dm gidm triglycerid huyét tuong & muc dg 10 - 30% bAng cach 1am 1ang thanh théi

VLDL (Tipoprotein ¥ trong rét thap) t6n du nh thy thé LOL.

Trong cdc nghién ciu [4m sang, bing ching cho thdy cdc statin 1am gidm r6 rat bign c6 mach vanh, mgi bign o8 tim mach 43 ¢o

va gidm téng s i vong & ngubi c6 bénh mach vanh.

DUGC DONB HOC: Atorvastatin dugc hap thu nhanh chdng sau khi udng, néng d0 161 da clia thulic trang huyét tudng dat duc trang

vdng 1 - 2 gib. Mic d hép thu va néng dj atorvastatin tzng 4 1§ véi liu lugng uSng. Sinh kha dyng tuyét a5i clia atorvastatin

khodng 12% va haat tinh dc ché men HME - CoA trén todn b cd thé xdp xi 30%. Mic di thilc &n lam gidm t8c 49 vd mdc df hip

thu ciia thudc, nhung higu qué didu trj thi kheng ddi. Néng 6 atorvastatin trong huyet tuong sau khi ding thubc budi chiéu 18 thap

han khi ding budl sang. Tuy nhién hi¢u qud diing thuse nhu nhau bt ké thai diém ding thudc trong ngay.

Atorvastatin c6 ti 1§ gn ket vl protein huyét tuong = 98% vdi th tich phan b trung binh 12 381L. Atorvastatin dugc chuyén hda

qua CYP3A4 thanh din chét hyraxy hda & vi trf ortho, para va oxy hoa & vi trf beta, gdn 70% hoat tinh Uc ché enzym HMG - CoA I3

do céc chét chuyéin hda b hoat tinh. Atorvastatin dugc dao thai chil y§u qua mAt, this gian bdn thai khoding 14 it con this gian bén

thiii clia hogt tinh (e ch€ men HMG - CoA ti1 20 - 30 gid.

Dutge dng hoe trén cde nhdm d6l tugng ddc bigt:

Ngudi cao tui: Néng 0 atorvastatin trong huy#t ludng cao hdn o véi nhom di tugng trd tudi, tuy nhién khdng thdy sy khdc bigt vé

higu qui diéutr| gida c4c nhom nay.

Tré nhd: Tuong ty nhu & ngubi lon

Gidi tinh: Néng ¢ atorvastatin va chét chuyén hoa co hoat tinh & nd thubing cao han nam, tuy nhidn khdng cd sy khac biét c6

nghfa [am sang trong diéutri.

Suy thin: Binh thin khang co dnh huting trén ndng 4 trong huyét wong hay tic dong trén lipid clia atorvastatin.

Suy gan: Nong d9 atorvastain va chdt chuyén hda cd hoat tinh ting 1én ddng k& trén nhém d6i tugng cé binh gan man tinh do

nghién rupy.

GHln|NH: Lipvar duge st dyng trong cdc truding hop: ting cholesterol toan phén, LOL - cholesterol (LDL - ¢), apolipoprotein B va

trighycerid d cdc bénh nhin cd ting cholesterol mw nguyén phit (Lang cholesterol mu cd tinh gia dinh ¢] hgp tir va khéng cé tinh

gia dinh), tang lipid mdu hdn hap (nhom 112 vA 11b theo phan logi ciia Fredrickson), tang triglycerid mau {nhém IV theo phén logi

ciia Fredrickson) ma khdng dép tng ddy A voi che df an.

Lipvar cOng duge chi dinh dé 1am giam cholesterol ton ph&n va LDL cholesterol 3 cc bénh nhdn cd ting cholesterol mau ¢ tinh

gla dinh déng hop tlr.

Du phdng tién phdt bién ¢ tim mach: 1m chdm sy tién trién clia xd via mach vanh, lam gidm nguy co nh8i mé&u eo tim, gidm nguy

0 phai 1am cde thl thugt téi tao mach vanh, gidm nguy cd dot quy, gidm nguy co tvong do bEnh tim mach.

CHONG CHI BJNH: Qud man véi b4t iy thanh phdn nao clia thude.

Bénh gan dang hoat ddng hodc transaminase huy8t thanh ting dai ding ma khong gidi thich dugc.

Tang transaminase > 3 14n gidi han tran binh thubng.

Bénh nhén dang diéu tr| vdi tipranavir va ritonavir, hodc vdi telaprevir,

Phy n0 c6 thai hogic phy nl dang trong a9 tusi sinh @8 khang sif dung c4c bign phap tranh thai phi hgp, phy nd cho con bi.

THAN TRONG: Trudc khi bt d4u diéu trj vi atorvastatin, nén két hop kifm sodt cholesterol mau bAng céc bién phap nhu ché 66

n, gidm can, tap thé duc, va diéu tri cdc bénh ¢d thé 12 nguyén nhén clia ting lipid. Tién hanh dinh ugng lipid dinh ky, va didu

chinh liéu lugng theo ddp tng ciia ngudi banh vai thude. Sir dyng néng db LDL-C dé bit ddu didu tr va danh gid dap ing didutri.

Lam xét nghi$m enzym gan truc khi b3t ddu didu tri bing statin va trong trubing hop chi dinh 14m sing yéu cdu xt nghidm sau dé.

Anh haing trén gan: C4n kidm tra chilc ndng gan trudc khi bt du diéu tri va dinh ky sau d6. Banh nhdn cd bat kY du hiéu hay

triéu ching lién quan dé&n t8n thuong gan cOng cdn 1am xét nghiém. Gdc bénh nhan cd transaminase ting c4n duge theo d5i cho

d&n khi sy bt thudng nay dudc gidi quy8t. Néu ALT hay AST tang cac han 3 Idn gidi han trén clia miic binh thuong mdt cdch dai

ding, cdn gidm Iidu hay ngiing si dung atorvastatin. Atorvastatin nén auge sif dyng thén trong 8 céc bnh nhan wiing nhidu rugy v&/

hojc c6 tién sircla bgnh gan.

D01 quy xudl huydl: DS vdi bénh nhan cd tidn sif bj dit quy xullt huy8t, sy can bing gida lof fch va nguy co khi sif dyng B0 mg

atorvastatin thi chya r rang, do 86 nuy co 6t quy xudt huygt cdn duc gidm sat chit chE trubc khi bt 8 didu tr.

Anh hubing trén hg ca xuang: Giting nhu cdc thudc dc ch& HMG - GoA reductase khc, atorvastatin 66 tic dgng I&n hé co xuong

gdy ra cdc tinh trang dau cg, viém cd, logn dudng co od thé din dén tigu co van (dc trung bing sy ting creatinin kinase (CK) > 10

14n gidi han trén cia mic binh thuding), tiu myoghobin vé inh trang myoglobin trang mdu gy suy than.

CAn nhic theo ddi creatin kinase (CK) trong truang hop:

+ Trude khi didu tri, xét nghiém CK nén dudc tién hanh trong nhing trudng hop: Suy gidm chijc ning than, nhuijc gidp, tidn sif ban

than hogc tién sif gia dinh mde bgnh ca di truyén, tin sil bj bénh co do sl dyng statin hodc fibrat trude d6, tién s bgnh gan va/

holic udng nhidu g, bénh nhan cao twdi (> 70 Wwdi) od nhilng yéu & nguy cd bl tidu cd van, khi ning xdy ra tuong tdc thulic va mot

8 861 tugng bénh nhan d3c bigt. Trong nhiing trudng hap nay nén can nhdc igi ich/nguy cd vA theo 80l bgnh nhan trén 12m sang

khi diéu tr] bing statin. NEu ket qud xét nghiém CK > 5 14n gidi han trén cla mic binh thubng, khong nén bit ddu diéu tr| bing

statin.

+Trong qué trinh diéu tri biing statin, bdnh nhan cn thaing baa khi £6 e bidu hién vé co nhu dau co, eing co, y&u ca.. Khi ¢6 cée

biéu hién nay, bénh nhan cén lam xét nghiém CK dé cd c4c bién phép can thidp phit hop.

Cac thudc ding chung: Nguy cd tiéu co van tang I8n khi si dung atorvastatin chung vi cdc thust o ché CYP3A4, vin chuyén

protain hodic e ch protease clia virus HIV (nhu eyelosporin, clarithromyein, ketoconazol, indinavir, darunavir_.). Nguy ¢3 g3p phéi

cdc bénh vé cd cling ting 18n khi sir dung ddng thdi atorvastatin vdi gemfibrazil hodc fibric vd mot s6 ddn chat. Do dé nén sif dung

céc bign phap khdc thay the cdc nhom thudc ndy. Trong truing sU dyng chung, phéi can nhdc gida Igi ich va nguy cd 0€ sit dung

hop Iy (vf du gidm lidu atorvastatin khi ding chung véi nhdm thudc dc ch¥ CYP3A4).

Nguy co bénh phdi ké:

B3 c6 mt 55 bdo c4o vé tinh trang viem phdi kE khi sif dyng statin dai ngay. Gac ddu higu d3c trung gdm khé thd, ho va suy gidm

sdic khoe (mét moi, s6t, sut cén). C&n ngung didu trj véi statin néu bdnh nhan c6 c4c ddu hidu ciia viém phéi ki

Nguy cu ddi thde dwiing:

6 mdt 53 bling ching vé tac dgng 1am ting duding huyet clia statin trén mdt s§ bénh nhan gay nguy cd mic bénh dl théo dudng

v sau. Tuy nhidn nguy ca nay nhd so vdi tic dyng ngdn ngira xa vila mach mau do dé khdng cdn ngung didu trj véi statin. Nhing

bénh nhan bj ting huy8t dp, ting triglycerid b BMI > 30, duding huyBt tir5,6 - 6,9 mmol/ L mdi c4n dudc theo ddi chit chi.

Té dutge: Do ¢ t dugkc lactose trong thanh phdn, khBng nén sit dung Lipvar & bénh nhan c6 v&n d8 vé dung nap lactose, thidu hyt

men lactasa hojic bj réi lagn h&p thu glucose - galactosa.

PHU N CG THAI VA CHO CON BU:

Phy nif cé khd nang mang thai: Cdn s dyng cic bign phap trénh thai thich hgp trong qua trinh diéu trj.

Phy nil c6 thai: Atorvastatin ehéing chi dinh trong sudt thai ky. D6 an tadn trén phy ni cb thai chua duge xdc dinh, chua c nghién

cilu 13m sang cd kiém sodt d8i v atorvastain trén phu nd co thai. HIEm khi ¢ cac bdo céo vé dj tat bdm sinh gip phai sau khi tidp

xiic vii chél ic ché HMG - GoA reductase. Gac nghién ctu trén dong vit cho thdy ddc tinh clia thuSc ddl véi hg sinh sin. Ngudi me

diéu tri bing alorvastatin s& lam gidm néng A9 mevalonat (tién chat ciia qué trinh tdng hap cholesterol) trén bao thai.

Xa v dong mach [ mot qud trinh man tinh va viéc ngung ding thude ha lipid trong thail glan mang thai cd tic dfng rét it dén

nguy cd lu dai clia ching ting cholesterol mu.

Do 66 khéng nén sl dyng atorvastatin & phu niT ¢6 thai, chudn bj cd thai hay nghi ngh dang mang thai. Vige diéu tri bing

atorvastatin cin tam ngung trong sudt thai ki cho d&n khi xic dinh chic chidn ring bénh nhan khdng mang thai.

Phy nil cho con bii: Chua Xac djnh atorvastatin vi cdc chat chuyén hia c6 dugc bai tiét qua sia me hay khong. O chudt, néng 86

trang huy8t Wwong clia atorvastatin va chit chuyéin hoa c6 hoat tinh tudng duong trong slia. Do nguy cd gdy ra cdc phin dng phy

nghigm trong, phy nl sif dyng atorvastatin khong nén cho con b Atorvastain chang ehl dinh & 86i tugng ndy
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&0 sir dung thube: (Bd sung lan 2)

Khd ndng sinh sdn; Cac nghign citu trén ddng vit cho thiy atorvastatin khdng dnh hubing dén khd ning sinh sdn clia 2 gidi.

LAI XE VA VAN HANH MAY MOC: Than trong kni I4i e va van hanh my méc vi thubic ¢6 thé gay dau ddu, chang mat.

TUGNG TAC THUBC:

Anh huing c4c nhém thutic dén atarvastatin:

Chdt de ché CYPIA4

GCéc chal ndy 13m ting marm néng ao atorvastatin trong mau nén cén tranh sir dung chung (vl du cyclosporin, clarithromycin,
vd cdc chat Uc ché protease HIV bao g8m ritonavir, lopinavir,
atazanavir, indinavir, darunavir...). Khi c4n phéi hdp, ¢4n xem xét d&n liéu khii d4u va lidu t5i da cila atorvastatin, déng thii theo dai
1am sang trén bénh nhin.

Cdc chdt Jc ché CYP3A vita phii ( dittiazem, il va cd thé [am ting ndng 04 atorvastatin trong
huy#t tuong. Vigc ket hp erythromyein voi statin 3 dugc chitng minh 1 1am ting nguy cd cdc binh vé cd. Do dé, khi phdi hop, cdn
xem xét dén gidm lifu khdl ddu atorvastatin, dfng thi theo d5i l4m sang trén bénh nhan khi bt 6du hoc sau khi diu chinh lidu
céc chat (e ché ndy.

Chatcdm dng CYP3A4

Két hop atorvastatin véi thudc gdy cam ing CYP3AM (efavirenz, rifampin..) c6 th din d&n gidm néing 6 atorvastatin trong huyét
tuong. Do cd ché tudng tic kép clia rifampin, viée ket hdp atorvastatin véf rifampin dudc khuydn khich, sif dung atarvastatin sau
rifampin cd thé lim gidm déng kf & ndng df atorvastatin trong huyét tong. Anh hudng ciia rifampin trén ndng 66 atorvastatin
trong 1€ bao gan chua duc bigt 15, tuy nhidn, néu c&n ding phdi hgp 2 loai thudc ndy, cdn duge theo dbi cAn thad higu qud trén
bénh nhan.

Chal de chd protein van chuyén

Cac chat de cné protein van chuyén (cyclosporin) ¢4 thé 1am tang su1iép nhin atorvastatin cia cd thé. Anh huing clia cdc chdt nay
trén ndng d0 atorvastatin trong té bao gan chua dugc biét r6. NEu e4n thiét phii ket hap, cdn gidm lidy va theo dai 13m sang trén
b&nh nhdn,

Gemfibrozil, dn xuat acid fibric, ezitimib, colestipol, acid fusidic vé colehicin

Sl dyng cdc fibrat, ezitimib don dde dai khi xudt hign céc van dé vé co, bao gdm tiu cd van. Nguy co ndy co thé tang 1én néy sif
dyng két hdp vai atorvastatin. Néu sif dung dong thii cdn theo dai bdnh nhén trén IAm sang. Khi sif dung ddng thai atorvastatin va
colestipol, néng d0 atorvastatin trong huyét tuong va céc chat chuyén hoa o6 hoat tinh bi gidm (khoang 25%). Tuy nhién, higu g
idm lipid t&t hon khi ket hep so véii sU dung don 18 tiing loai. Chua 66 nghién cini vé tudng tic gila atorvastatin va acid fusidic. Dif
dyng déng thii atorvastatin va acid fusidic cling gdy nén cdc vin 08 vé cd. Cd ché ciia tudng tic niy vin chua dusc biét. Cdn theo
dBi chit chE trén b@nh nhan vi néu cdn, cd thé tam ngung dibu tr| atorvastatin. M3c di chua ¢4 nghign ciu tung tic gila
atorvastatin va colchicin, nhung d3 ¢d cdc bdo cdo vé truiing hop bénh nhn bi cdc bénh vé cokhi didu tri phdl hop atorvastatin véi
colchicin. V1 vdy nén than trong khi ké toa chung 2 loai thubc nay.

Anh huiing cira atorvastatin déin céc thudic khic

Digoxin

Khi két hop digoxin da lidu v& 10 mg atorvastatin, nng a9 6n dinh clia digoxin tng nhe. C4n theo ddi chat chd trén bénh nhdn cd
sit dung digoxin.

Thude trénh thai dudng udng:

Ding ddng thisi voi atorvastatin gdy tng ndng dd trong huy#1 tuong clia narathindron va ethinyl cestradiol.

Warfarin

Trong mot nghién ciu I4m sing trén bénh nhdn duge diéu trj liu dai bing wartarin, viéc phdi hop atorvastatin 80 mg hiing ngay vai
warfarin s& gay ra sy syt gidm nhe th3i gian prothrombin trong 4 ngay ddu tién va s& trd lai binh thubng trong vbng 15 ngay diéu
tri. Méc dii rdt hidm cdc bdo cdo vé gida tuong tic ¢6 ¥ ngha 14m sing gila thubic chéng déng va atorvastatin, cin x4c dinh thdi
gian prothrombin trudc Vi trong qua trinh didu tri v atorvastatin & bdnh nhn dd ding thuéc chéng déng coumarin. Atorvastatin
khbng gdy chay méu hodc thay déi this gian prothrombin & nhilng b&nh nhan khang diing thudc chéng dong.

TAC DUNG KHONG MONG MUGN:

Thubng gap: Nhifm khudn: Viém mii hong. MiBin dich: Phan dng di ing. Chuyén hda va dinh duing: Tang dubng huyét. HO hip:
Bau hong, chiy mdu cam. Tigu héa: Tigu chiy, téo bén, ddy hai, dau bung, budn non. Thén kinh trung uong: Dau ddu, chong mat,
nhin md, mat ngu, suy nhuc. Thin kinh cd va waidng: Daucd, dau khép, co thit oo, dau ng.

it gp: Chuyén héa va dinh duBing: Ha dubng huyét, tang cén, bing &n. Tam thdn: Ac mong, mat ngl. Than kinh: Chong mat, di
cam, ri loan cdm pidc, mau quén. M&t: Nhin mé. Tai: Utal. Tidu héa: Non, dau byng, viém tyy, g hoi. Gan: Viam gan. Na va mé dusi
da: May day, ngia, phat ban, ryng téc. Cd: Dau ¢, mdi cd.

Higm gdip: Gidm tidu cdu, r6i loan thdn kinh ngoai bign, réi loan thj gidc, tc mét, phil mach, hoi ching
iéu cd van, thedt vi.

Rét hiém g&p: S8 mdn cim, mat thinh gidc, suy pan, viito & nam gidi.

Mgt s& tac dung khonp mong mudn khdc: Suy gidm nhdn thic (nhu mat tri nnd, i 1dn...
Thang bdo cho bc sTnhOng tac dung khdng mong mudn gdp phal khi st dung thudc.
QUA LiEu VA CAGH XU TRI: Khéng c6 diéu trj dgc higu ndo khi ding atorvastatin qué ligu. N&u oo qué liéu tign h% mgﬂyi
chiing va cdc bién php hd trg cdn thiét. Do thudc gdn manh protein huyét tuong, khding c6 hy vong s& lam ?lhan
atorvastatin ddng k& bing phuong phap thdm tich mau.
LIEu DUNG VA CACH DONG: 6 thé udng bt ky thii diém nao trong ngay, udng chung vdi thi 2n hodc khong. ,v" ¥)
Truc khi tidh hanh diéu tri véi alorvastatin, cdn c6 gdng kiém sodt cholesterol mau tang biing ché do &n hop |
Qi&m can & cac b@nh nhan béa phi, va diéu tri cac bénh Iy ca bin, Cic bénh nhan nén duy trl ché d an giamy
trong sufit qud trinh difutrj.
Liéu ding nén dugc cy thé hoa cho timg bénh nhan tisy theo mitc LDL - ¢ ban ddu, myc lidu didutri, va dap ing cla bénh nhin, Lidu
khdi ddu thang thudng 13 10 mg, c6 thé didu chinh lidu sau it nhat mbi 4 tudn. Liéu téi da sir dung 13 80 mg/ ngay.

Tang cholesierol mdu nguy&n phat va tang lipid méu phai hgp (hdn hyp):

Phén I6n cac bénh nhan déu duc kifm sodt voi liéu 10 mg atorvastatin 1 14n mdi ngay. Dap Gng didu tri xudt hidn trong ving 2 tudn
Vi ddp (g 15i da thuding dat duge trong vng 4 twén. Dap (g ndy duge duy trl trong qué trinh s dyng 14U dal.

Tang cholesterol mau cd tinh gia dinh d| hap ti: Liéu khdi dfu 12 10 mg mdi ngay. Lidu ding cdn duoe cy th héa va didu chinh
sau mbi 4 tudn 18n 40 mg 1 ngdy. Sau 6 cb the tang lidu lén 80 mg hodc sif dung liéu 40 mg phdi hap véi nhya gin acid mat.

Tang cholesterol mau c6 tinh gia dinh d8ng hyp ti:

Hign chua c6 nhiéu di ligu trén doi tupng bdnh nhan nay. Lidu ding i 10 d&n B0 mg/ ngay. Nén ding atorvastatin nhu 13 mt thudc
phai hop vai céc ligu phap ha lipid mdu khac hodic sU dung khi khéng ¢dn bién phdp ndo khac.

Phang ngira céc bgnh lién quan d&n tim mach:

Lifu sif dung A 10 mg/ ngay. Ligu cao hdn cé thé cdn thigt & dat myc tiéu LDL theo mot & hudng ddn hign hanh.

Bénh nhdn suy gidm chic ndng than: Khidng cdn chinh liéu

B¢nh nhan suy gidm chifc nang gan: Cn st dyng than trong, atorvastatin chdng chi dinh & bgnh nhan c6 bénh gan tigh trién,

Sit dyng & ngudi cao tubi:

B&nh nhdn trén 70 tudi sl dyng liu khuyn cdo cho higu qua va dj an ton tudng dudng céc ddi lugng khéc.

RAi loan lipid méu nghiém trong & b&nh nhan nhi; Chi s{f dung dudi s gidm sat chat ché cba cac chuyén gia ¢d kinh nghigm. Vi
tré 210 i, lidu khai ddu khuy#n cdo 13 10 mg atarvastatin mdi ngay. Lidu diing cd thé tng 18n t6i 20 mg atorvastatin mbi ngay tiy
theo kha ndng ddp dng va dung nap. Chua co nhidu thdng tin ddi vai vigc s dung liéu cao hon 20 mg. Khéng nén sif dung dé diéu tri
chotré < 10 i

Hodic theo chi ddn cisa Théy thuc.

Doc ky husang adn sif dyng trufe khi ding.

Néw 28n thém théng tin, xin hdi g kiéh béc si.

Thudc ndy chi ddng theo don cita bic sT.

Han ding: 48 thing ké tifngay sin xult.

Didu kign bdo quan: Noi kho, nhigt dd khong qua 30°C, trénh dnh sing.

)

bA1c, tang uansamn'he\

rol chudn

Tiéu chudn: TCCS.
g 0
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