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o hap, vbi thinh phdn hoat chil 13 storvastatin calcium, oo to dyng ifc ché
gatitary| - coenzym A (HMG - CoA) reductase, lam ngin can chuyfn HMG - CoA

i petErol Atorvastatin tim gidm lipoprotein va cholesterol huyét wong bing cdch i ché sy

1ing hep cholesterol & gan vi bing cich ting 54 lugng nhilng thy thé LOL (lipoprotein tf trong thép) 8 gan trén bé mit 1€ bo,

tir 4 ting sy I8y di vi thodi biin LOL.

Atorvastatin lim ting ndng d) cholesterol HOL (lipoproteln ty trong cag) tif 5 - 15% v da dé lm ha cdc 1y o8 LOL/ HOL vé

chalesterol todn phén/ HOL. Atorvastatin cling Rm gidm triglycerid huyét tuong & mic 60 10 - 30% bing coch [Am tang thanh

thii VLDL (lipoprotein ty trong rat thdp) tdn dunhi thy thé LDL.

Trang cic nghién ci 14m sing, bing ching cha thiy cdc statin lam giam rd rit bin of mach vanh, moi bifn cff im mach d3

6 v gidm t8np 54 il vong & nguii co bdnh mach vanh.

DUGC BONG HOC: Atarvastatin duge hiip th nhkanh ching sau khi udag, ndng 49 131 da clia thudc trong huyEt tang dat duge

trong vbng 1 - 2 gil. Milc 83 hip thu va ndng A9 atorvastatin ting tf § i Néu lugng uling. Sinh khd dung tyét ddi cla

atorvastatin khodng 12% va hoat tinh Gc ch men HMG - CoA trdn todn b co thé xip xi 30%. M3c &l thite 3n Bm gidm 1 db

v mibc 89 hdp th cira thude, nhung higu qua diy tri thi khing A6l Ndng 45 atorvastatin trong huyt luong sau khi dung thude

budl chifu i1 thip han khi ding bull sdng. Tuy nhidn hidu qué diing thudc nhu nhau bat k& thii didm ding thuc trang ngdy.

Alorastatin of t 1# gdn kit vai protein huyst fuong 298% il the tich phan bS trung bin 13 3811 Atorvastatin duge chuyén hoa

qua CYP3A4 thinh dlin chat hydroxy hda d i tri ortho, para va oxy hda 0 vj tri beta, gn 70% hoat tinh idc ché enzym HMG -

CoA 13 do céc chdl chuyEn héa oo hoat tinh, Aorvastatin dugc d3o thal chi yéu qua mt, thai gian birt thii khadng 14 i con

phdn nifa this gian cia hogt tinh 1 20 - 30 gio.

Duige ddng hoe trdn cdc nhom A8 fuging dic bigt:

Nipui cao tudli: Ning 04 atorvastatin trong huydt tung cao hon so vai nhdm d8i tugng tré tull, ty nhign khiing thiy sy khic

biét vé hiéu qu diéu tr gilla c4c ahdm nay.

Trd n: Tuang W nhet @ ngui lan

Gid tinh: Niing 84 atorvastatin v chdt chuyén hoa c haat tinh & nd thuing can han nam, tuy nhign khing cf sy khic bigt b §

nghla 14m sdng trong difu trj,

Suy thin; Bénh thdn khdng cd dnh haing trén néng 64 trong huydt tudng hay tie ding trén lipid cla atorvastatin

Suy gan: Néng d atorvastatin vi ch&t chuyén hoa o hogt tinh ting 1&n ddng k& trén nhdm 44l tugng cd bénh gan man tinh da

nghién rg.

cHl DINH: Lipvar dugc s dyng treng céc tnfing hop: Ting cholesterol tadn phin, LDL cholesternl, apofipoprotein B va

trigtycerid & cdc bdnh nhan co ting cholesterol mau nguydn phat {ting cholesteral mau cd tinh gia dinh dj hop t vi khiing cb

tinh gia dinhj, tang lipid mau hin hop (nhém 1a vi 1tb then phdn loai ciia Fredrickson), ting trighycerid miu (nhom IV theo

phan loal ciia Fredrickson) ma kndng ddp ing ddy di voi ché o9 an,

Lipvar ciing dugc chi dinh d€ tam gidm cholesteral todn phin v LOL cholesterol 8 cdc bénh nhdn ¢ ting cholestersl mdu ¢d

tinh gia dinh déng hap b,

Dy phang tign phat bign cff tim mach: Lam chim sy 1in trién cla xovita mach vanh, 1am giém nguy co nhéi miu cd tim, gidm

nguy o phii m cic thi thidt 14 1ao mach vinh, gidm nguy co 801 quy, gidm nouy od b vang do bénh tim mach.

CHANG CHI DINK: Gud min vdi bt k7 thinh phdn nao ciia thide. Bnh gan dang hogt 6ng hodc transaminass huyét thanh

t4ng dal ddng trén 3 kn gidk han binh thuling m4 khing gidi thich dugc. Bénh ahan dang difu tri vii tipranavir v ritonavir,

hodc vl telaprevir, Piw nl o8 thai hodc phy nil dang trong 0 tidi sinh dé khing st dyng cdc bién phdp trénh thal phis hap, phy

il cha con bi,

THAN TRONG:

Trutic khi bt ddus didu tri vii atorvastatin, nén kit hop kifm sodt cholesterol mdu Bing cdc bign phap nhu chE 88 3n, gidm cdn,

t4p thé dyc, va didu tr) cic banh ob the 13 nguyen nhin ciia tng lipid. Ti¥n hinh djnh lung lkpid dinh ky, va didu chinh My

lugng thea ddp ing clia nguk bgnh vdi thusic. Sif dyng néng 4 LOL - ¢ o€ bit ddu diéu trj vit dinh gia dép dng didu tri

Lim xét nghsim enzym gan truic khi bt ddu diéu tri bling statin va trong truling hap ehi dinh [3m sing yéu cdu xét nghiém sau

4.

Anh huling trén gan: C4n kifm tra chile niing gan trude khi b4t ddu dillutr va dinh kj sau 6. Bénh nhin cé bt ki di bigu hay
tridu chiing lin quan 8&n t6n thugng gan cling cdn lm xét nghigm. Cac bdnh ahdn o transaminass ting cdn duyc theo dBi
¢ho d&n khi sy b3t thuling ndy dugc gidi quyEL Néu ALT hay AST tang cap hon 3 ién gidi han trén clia mic binh thubing mit
cach dai ddng, cdn gidm lidu hay ngiing sif dung atorvastatin. Alorvastatin nén duric sif dyng thin oAg B cdc bénh nhin ving
nhifu rupy vi/ hodc o tidn sif clia bénh gan.

Dt quy xudl huy#t: B3 v bénh nhin co tén s bi 05t quy xult huylt, sy can bling gila Ioi ich v nguy ca khi sil dung 80 mg
atprvastatin thi chia rd rang, do 46 nguy co 80t quy xudt huyEt cn duye gidm st chil chd trude khi bt ddudidutn,

Anh huting trén h§ ca xuong: Giting nhu cic thuc i chl HMG - CoA reductase khac, alorvastatin cd tac 8ong 1&n h co xuang
gy ra cic finh trang dau o, vidm co, boan duBing co ¢ thé din d8n iéu co van (d4c trung bling sy ting creatinin kinase (CK) >
10t gidi hgn trén cda mic binh thuing), €y myogiobin va tinh trang myoglabin trong miy gay suy thin,

Can nhde theo ¢ creatin kinase (CK) trong trubing hp:

+ Trusic khi diu tr), xét nghigm CK nén dugc tién hanh trong nhing truing hop: Suy gidm chilc ndng thin, nhuic gidp, tidn sit
bin thdn hodic fifn s gia dinh mAc bEnh ca di truyén, tién sit bi bénh oo do sif dyny statin hoje fibrat trude 44, tién sl bEnh gan
vihodc ubng nhifu rupu, bénh nhin cao i (> 70 i) ed nhilng yéu 48 nguy ca bi tibu coviln, khd ning xy ra luong tic thudc
vi mit s a1 twing bnh nhdn dic bigt Trong nhing tnding hop ndy nén cin nhic ke ich/ nguy cd va theo ddi bnh nhdn trén
14m 53ng khi difly iri bing statin. Ny kit qud wét nghigm CK > 5 1dn gadl han tribn clsa milc binh thufing, khing nén bit déu difu
trj biing statin

+ Trong qud trinh diu trj bing statin, bdnh nhin cin thdng bdo khi ca cdc bidu hidn vé co nhw dau co, cing cd, yéu cd.. Khi o
cie bifu hign ndy, bnh nhdn cdn tim xét nghigm CK d€ of cic bién phip can thidip phd hyp

Cic thudic diing chung: Nouy co tigu cd vin tang kn khi sif dyng atorvastatin chung vl cdc thudc Oc ché CYP3A4, vin chuyén
protein hodc i ché protease cia vins HIV (nh porin, clarith i indinavir, darunavir_). Nguy eo plp
phil c4c banh vé cocling ang n khi sit dyng dling 13! atorvastatin vai gemfibrozil hodc fitric va mit 54 din chil. Do dé nén
sit dyng cic bign phip khde thay the cdc nhém thudc nay. Trong truing hop st dung chung, phii can nhic gilta Igi ich va nguy
ca df st dyng hop W (vi du gidm lifu atorvastatin khi diing chung véi nham thuSc e ché CYP3AJ).

Mguy cd bnh phii ki:

D4 cb mit s8 bao cdo vé tinh trang vigm phéi kE khi sit dung statin d31 ngdy. Cdc ddu higu d3c trung péim khé thi, ho v suy
gidm st khie (mit mol, sdt, sut cin). C4n ngung dibu trj val statin néu binh nhin cb cde diu higu cia vitm phdi k.

Nguy co ¢4 thio deng: G4 mjt 53 bAng chitng vé tic dong tam ting dubing huyél clia statin trén mdt 53 binh nhdn gdy nguy
oo midc bénh dél thio dubng v sau Tuy nhi#n nguy oo ny nhb so vl tc dyng ngén ngiia xd vila mach miu do dd khing cdn
ngung diéu tri v statin, Nhing biah nhan bi ting syt dp, tang triglycerid co BMI > 30, 8udng huyst it 5,6 - 6,9 mmol/ L m
cdn dugc theo ddi chat ché.

Té drge: Do oo t duge lactose trong thinh phén, khong nén si dung Lipvar & bénh nhan c6 vin of vé dung nap lactoss, thitiy
hyt man 3¢ i i boan hip thu gb i

PHY N CG THAI VA CHO CON BU:

Phy nif cd khd nding mang thai: Cn sl dung cdc bign phap triinh thai thich hap trong qud trinh difutr

Phy o cd thai: Morvastatin chiing chi dinh trong sulit thal ky. BB an todn trén phy il cd thal ch duge wic dinh, chia of
nghién citu lm s3ng cb kidm saat 61 vii atorvastain trén phy nd co thal. Hifm khi e cdc bdo cdo vé d| 131 bdm sinh gdp phil
sais khi Uép wiic vl chdt it chis HMG - GoA reductase, Cic nghién oty trin dgng vat cho thiy ddc tinh biia thuse 41 vl he sinh
s3n. Noudi me dibu tr| bng atorvastatin 55 4m gidm ndng 60 mevalonat (tién chat cila qud trink 1dng hop cholesteral) trén bio
thai.

%0 vila A5ag mach 14 mit qui trinh man Yinh va vide ngung dung thudic hg fipid trong thii gian marig thai cd tic dbng rit it ¢n
nguy cd Hu ddi ol ching tng cholesterol mau.

Do d6 khiing nén sif dyng atorvastatin & phy n ¢6 thal, chudn bf o thal hay nghl ngl dang mang thal, Vigc difu tr| bng
atorvastatin cin tym ngung trong sut thai kjf cho 4 khi i dinh chdc chin ring bénh nhiln khing mang thai,
Phy nd cho con bu: Chusa e dinh ligu atorvastatin vi ¢ chit chuyéin hoa co dugc bai 11 qua sila me [
ning d trong huyét tung ciia atorvastatin va chit chuyéin hta cd hogt tinh g duidng trong sJa. Do
{ing phy nghiém trong. phy n sif dyng atorvastatin khdng nén cho con bd. Atorvastain chiing chi dinl

in sir dung thuée: (B sung 1in 2)

Khd ndng sinh sdn:
Cac nghién ciu trén &ling vat cho thily atorvastatin khding dnh hubing 0n kha ndng sinh sin cla 2 gidl.

LAIXE VA VAN HANH MAY MOC: Thin trong khi 141 x v vAn hanh mdy mae vi thlic cb th gly dau ddu, chong mar,

TUGNG TAC THUBE:

Anh hutting cac nhém thutt dén storvastatin:

Chdt de ché CYPIA4

Cac chil ndy lsm ting manh ndng di atorvastatin trong mdu nén cin tranh s dung chung. (Vi dy cyclasporin, clarthromycin,
i , vori , vi cde chit O ché protease HIV bao gfm ritonavir, lopinavir,
atazanavir, indinavir, darunavir_). Khi cin phai hop, cdn xem xét dén 1y khol ddu va Néu 13 da clia atorvastatin, ddng thiii theo
dfi [dm s&ng trén bénh nhan.

Gde chil dc chd CYP3A4 vila phii (ar diltiazem, il vl fh i) o8 thé lm tng nfing 89 alorvastatin
trong huyet lwang. Vidic kél hop erythromycin vl statin 43 dugc ching minh [ 13m 12ng nguy co cic bénh vé co. Do d4, khi phii
hap, cdn vem xét dén gidm lifu kbl ddu atorvastatin, déng thi theo d6i 13m sang trén bénh nhin khi b4t ddu hodc sau khi difu
chinh liby cdc chit do ch¥ nay.

Chat cdm dng CYPIAL

KEL hop atorvastatin vl thufic gdy cdm dng CYPIA4 (efavirenz, ritampin..) cb thé din a8 gidm ndng dg atorvastatin trong
huygt tudng. Do co chd tudng tic kép cla rfampin, vigc k&t hgp atorvastatin wa rifampin duge khuyEn khich, s dung
atorvastatin sau ritampin c6 thé lm gidm déng ké & ndng 89 atorvastatin trong huy&t tuong, Anh huing cla ritampin trén ndng
i atorvastatin trong 18 bio gan chua dugc bift rd, wy nhign, néu cdn ding phoi hop 2 loal thific ndy, cdn duge thea 451 cin
thén vé higu qud ciia nd trén bénh nhin.

Chdt de chd profein win chuydn

Cdc chit dc ch protzin vin chuyén (cyclosporin o6 thif 1m 13ng sy tiEp nhin atorvastatin ciia co i, Anh hudng cia nd trdn
néng df atorvastatin trong 18 bdo gan chua dugc bilil ri. N&u cin tist phil ket hep, cdn gidm HEu vi thes ddi lm sdng trén
bénh nhdn.

Gemfibrozi, ddn xudt acld fbric, ezitimib. colestipol, acid fusidic v colchicin

Sir dyng céc Hbrat, azitimib don dde 8bi khi st hidn cic vin 08 wé co, bao gém tibu co van, Nguy oo ndy cb the ting 1an nby si
dyng k&t hop vali atorvastatin. Nu sif dyng ddng thisi cdn theo dbi bénh nhin trén lim sing. Khi s dung ddng thi atorvastatin
il colestipal, nfing &) atorvastatin trong huydt wong v cdc chit chuydn héa cd hogt tinh bj glim (khodng 25%). Tuy niidn,
hidt guad gidm lipic 16% hon khi ket hitp so v si dyng don 14 ting logi. Chita A nghién cilu vé tudng tAc gilta atorvastatin V2 acid
fustdic. Sit dung déng ths atorvastatin vi acid fusidic cling gy nén cdc vin dé vé cd . Cd ché cha tudng tic nay vin chua dudc
bist, C4n theo di chat che trén birh nhdn v nu cin, c6 thé tam ngung didu trf atorvastatin, Mje 6l chua ¢ nghidn ciu tuong
tic giila alorvastatin va colchicin, nhung 83 cf cic bdo cdo v trubng hop,bénh nhdn bi cdc bénh vé co ki difu Ir) phdi hap
atorvastatin wfi colchicin. Vi vy nén thdn trang khi kit toa chung 2 koai thyc nay.

Anh huting cia storvastatin 880 cac thullc khic

Digawin

Khi két hop digaxin da fiéu va 10 myg atorvastatin, ning 44 &
o sif dyng digaxin.

Thudc trdnh tha duidng wdng

Dang diing thal vl atorvastatin gdy Hing ndng 8 trong huyét g elia norethindran va ethinyt cestradiol,

Warfarin

MGt nghign ciu 13m sing trén bénh nhin duge didy tri 1 04l bing warfarin, vic phdi hyp atorvastatin 80 mg hang ngiy vl
wartarin 5§ gy ra sy syt gidm nhe thail gian prothrombin trang 4 ngay ddu tién v S8 1rd 1 binh thuting trong vong 15 ngay
diu tri, M3c dib it hifm cdc bdo cdo vé gila tuang tac cd ¥ nghia Bm sing giifa thudc chiing dang v atorvastatin, cin xdc
dinh thai gian prothrombin tric v trong qud trinh didu trj wi atorvastatin 8 bénh nhdn 43 ding thubc chiing ddng coumarin
Morvastatin knding gy chdy mau hodc thay d8i théli gian prathromhin & nhilng b&nh nhin khing ding thulc chiing dng

TAC DYNG KHONG MONG MUGN:

Thuting gap: Nhifm khadn: Vigm mii bong. MiBn dich: Phan Ung dj (ng. Chuy#n hda v dinh duing: Tang dubing huyEt. HO
héip: Bau hong, chiy mau cam. Tidy héa: Tibu chiy, téo bon, ddy hei, dau bung, budn nin. Thin kinh trung tong: Bau dfu,
chéng mat, nhin ma, mét ngd, suy nhuac. Thin kinh co va suong: Dau co, daw khap, cothit ca, dau kg,

[t gap: Chuyén hosa v dinh duing: Ha duting huyEt, ting cin, bifing 3n. T4m thdn: Ac mng, mt ngis. Thin kinh: Chang mat,
d cAm, il loan cm gide, mau quén, Mdt: Nhin ma. Tai: (I tal. Tibu hia: Nén, dau bung, viém ty, ¢ hal. Gan: va
ma dus da; Mdy day, ngika, phit ban, rung tdc. Gt Bau off, méi ca
Higm gip: GiAm tidu cdu, r6i tnan thin kinh ngoal bign, rdi loan thi pide. te mdt, phit mach, hii ching Stevens... _ruhn :
b ca, ity co van, 1nodt vi, )
Rt hidm gap: St min cim, mat thinh gidc, suy gan, Wi tod nam gidi. =
N 5t dung khiing mong mudn khac: Suy gm ihdn thi (nhi mat b nhd, K Bn..), ting HbAte, tng transariina
Théng bdo cho hic si nhilng t4c dyng khing mang musn gdp phii khi sit dung thaiic.
QuA LEU VA CACH XU TRI: Knting oo didu trj ddc higu ndo khi dimg atorvastatin qua idu. NEU c6 qud [iBu tign hanh
trigu ching va cic bign phap bl trd cin thidl. Do thuic g4n manh protain huygt tiong, khdng od hy vong 58 lm tan
atorvastatin dang k& bing phudng phdp thim tich maw. N
LIEU DUNG VA CACH DIING: G4 thé wng bit ky thai difm nda trong ngdy, bing chung vol thic 4n hodc khopge
Trutle khi tién hnh didy trf véd atorvastatin, cin cf gdng kifm sodt cholesterol mdu 13ng bing chif g in :
gidm can @ cic bénh nhdn béo phi, v dikutri cde blnh Iy co ban. Cdc binh nhan nén duy tri ché dd An i
sullt qud trinh didutri

Li#u disng néin dugc cu thé hda cho titng bénh nhdn ty theo mie LDL - C ban ddu, myc tigu Gidu tr, va
Li#ukhi déu thing thung 14 10 mg, cd thé diéu chinh lidu sau it nhdt mi 4 tudn. Lidu 1t da s dung 1d
Tang cholestaral miu nguydn phit va ting lipid mau phal hap (hlin hap):

Phdn 100 cac bitnh nhdn déu dugc kifm sodt val liéy 10 mg atorvastatin 114n mi ngdy. Bap tng didu tri xudt hikn trong vang 2
tudn v ddp ing 14 da thuting dat dugic trong ving 4 hudn. Bip ung iy e duy trl trong qu trinh s dyng tu dai.

Tang cholesteral mau cd tinh gia dinh dj hop tl:

Lidu khdi d4u th 10 mg mi ngay. Liéu ding cn dupc cy thé hoa vé didu chinh sau mdi 4 tudn 1én 40 mg/ ngay. Sau 6 co thé
ting li4u 1&n 80 mg hodc sit dung H8u 40 mg philt hop woi nhia gén acid mit.

Tang cholesterol m&u cé tinh gia dinh gdag hep b Hign chua cd nhidu 4 1§y trén dai tugng bénh nhin ndy. Lifiu diing i 10
din 80 mg/ ngay. Trén nhilng bénh nhan nay, nén ding atorvastatin nbas & mist thulic phdi hop vai cdc gy phap ha lipid mau
khdc hodc sit dyng khi khdng cbn bign phdp ndo khde,

Philng ngifa cc bénh lién quan d¢n tim mach:

Lifiu s dyng 1 10 mg/ ngdy. Lidu cao hon o thé cdn thih 98 dat mye Uy LDL thea mit st huing din hign hinh.

Bénh nhan suy gidm chitc ndng thin: Khdng cln chinh fifu

Bénh nhin suy gidm chife ndng gan:

Cén sir éyng thin trong, atorvastatin chéing chi djnh & Bénh nhin cd bEnh gan tifn trifn,

Sif dyng & ngudi eao tudi;

Bénh nhdn trén 70 tudi sir dung lifu khiylin cdo cho higu qul v d0 an toln lumg duong cic i wng khdc.

ROI logn lipid mdu nghigm irgng & bEnh ahdn ahi: Chi s cyung dudi sy gidm sat chit chd clia cic chuyén gia co kinh nghijm,
VBl 11 2 10 tubl, 1S khai ddu khuyEn céo & nhém déi tugng ndy 13 10 mg atorvastatin mBi ngly. Lify ding c6 thé tng 1en 1t
20 my atorvastatin mai ngay tiry theo khd ndng dip ing va dung nap. Chia ¢ nhibu thing tin i vl vike sif dung Béu cao han
20 mg. Khéing nén sif dyng 0 difu iri cha trk < 10 i

Hedic theo chl ddn cia Thiy thudc.

Dpe kf hudng din sif dyng tride khi ditng,
cdn thém thing tin, xin hoi j kién bic s7
y ehi ditng theo don cia bde sI.

ifh dipoxin ting nhe. Gén theo o6i chat ché trén bénh nhin

Han diing: 48 thing k& til ngay san xudt
Didu kign bio quan: Noi khb, nhigt ) khdng gua 30°C, trdnh dnh sdng
Tigu chudin: TCCS.

Sé&n xuat tai: i

CONG TY TNHH MTV DUQC PHAM DHG
Lo B2 - B3, Khu cong nghiép Tan Phd Thanh - giai doan 1,
3 Tan Phi Thanh, huyén Chdu Thanh A, tinh Hiu Giang
DT: (0293) 3953454 e Fax: (0293) 3953555
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