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Rx Prescription medicine GMp,WHO
IO BLISTERS X IO FILM COATED TABLETS

LIPI.SAFE
Atorvastatin 20mg
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KEEP OUT OF REACH OF CHILDREN

READ INSTRUCTION CAREFULLY BEFORE USING.

Chi ilinh, ch6ng chi tlinh, li6u dirng vd c6ch dtng,
th6ng tin kh6c
Xem tb hu6ng d6n sri dpng
B6o quin:Noi kh6 m6t, nhi€t <t0 dudi 30oC, tr6nh
6nh s6ng

Ti6u chuAn: TCCS

Rx Thu6c biin theo don
IO Vi X IO VIEN NEN BAO PHIM
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LIPI.SAFE
Atorvastatin 20mg

oE xe rAu rey rRE EM
oec rY HUoNG oAN sU DUNG TRuoc KHr DUNG

C6ng thr?c: cho I vi6n
Atorvastatin Calcium trihydrat
Tuong ring Atorvastatin 20mg
T6 dugc vtra chi I vi6n

Nhd san xuii[ sDK:
g8_\glyc!.Du-Oq44r!m SLSX(LoI. No):
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Rx Prescription medicine GMp,WHO
5 BLISTERS X 10 FILM COATED TABLETS

LIPI.SAFE
Atorvastatin 20mg
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KEEP OUT OF REACH OF CHILDREN

READ INSTRUC]ION CAREFULLY BEFORE USING.

Nhd san xu6t:
CONG TYCPDI.,OC HATINH
167 Hd Huy Tflp, Tp. Hd nnh
DT: 039 3855906f Fax:039 3856821
Email: htp@hadiphar.vn * wwwhadiphar.vn
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Chi dinh, ch6ng chi tlinh, li6u dirng vi c6ch dtng,
th6ng tin kh6c
Xem td huong d6n sri dpng
86o quin: Noi khd m6t, nhiQt <10 du6i 30oC, tr6nh
6nh s6ng

Ti6u chuAn: TCCS

Rx Thu6c b6n theo tlon
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LIPI.SAFE
Atorvastatin 20mg

OP XATAM TAYTRE EM
oec xY HUoNG onN suDUNG TRUoc KHr DUNG

C6ng thuc: cho I vi6n
Atorvastatin Calcium trihydrat
Tuong ring Atorvastatin 20mg
T6 dugc vria <l[r I vi6n
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KEEP OUf OF REACH Of CHILDREN

READ INSTRUo;ION CAREFULLY BEFORE USING.

Chi ttlnh, ch6ng chi d!nh, li6u dtng vi c6ch dirng, "-
th6ng tin khric
Xem td hu6ng din sti dpng
86o quin: Noikhd m6t, nhiQt ttQ dudi 30oC, tr6nh
6nh s6ng

Ti6u chuAn: TCCS

Rx Thu6c biin theo don
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Atorvastatin 20mg

ON XA TAM TAY TRE EM
oec rY su6Nc pAN suDr.rNG rnu6c KHr DUNG

C6ng thr?c: cho I vi6n
Atorvastatin Calcium trihydrat
Tuong ring Atorvastatin 20mg
T6 du-o. c vira tfii I vi6n

Nhdsan xu6t: SDK:
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KEEP OUT OF REACH OF CHILDREN

READ INSTRUC]ION CAREF ULLY BEFORE USING.

Chi dinh, chting chi tlinh, liAu dtng vi c6ch dirng,
th6ng tin kh6c
Xem td hu6ng din sri dpng
86o quin: Noi khd m6t, nhiQt tlQ dudi 30"C, tr6nh
5nh s6ng

Ti6u chuAn: TCCS

Rx Thu6c b6n theo tlon
IO ViX 8 VIEN NEN BAO PHIM

GMP,}VHO

LIPI.SAFE
Atorvastatin 20mg

LTPI.SAFE
Atorvastatin 20mg

,fe,** """"{,*

,f""ry;#"&

'$r';f*A
w;r,%%

?M
ffi"\rr;-*

I

I

E

Og XA TAM TAY TRE EM
oec rV Hr.IoNG nAN su DLrNG TRr.Ioc KHr DLrNG

C6ng thfc: cho I vi6n
Atorvastatin C alcium trihydrat
Tucrng r?ng Atorvastatin 20mg
T6 dugc vira thi I vi6n

Nhd sdn xudt: SDK:
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LIPI.SAFE
Atorvastatin 20mg

KEEP OUT OF REACH OF CHILDREN

READ INST RU(]ION CAREF U LLY BEF ORE USING.

Rx Thu6c biin theo don
5 ViX 8 VIEN NEN BAO PHIM
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Chi <linh, chtSng chi dinh, li6u dtrng vd c6ch dirng, "-
th6ng tin kh6c 

=Xem tdhudng din stdpng 
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LTPI-SAFE
Atorvastatin 20mg

OE XN TAM TAY TRE EM
oec rY Hu6Nc oAN su'DUNG rnudc KHr DLrNG

C6ng thr?c: cho I vi6n
Atorvastatin Calcium trihydrat
Tuong fng Atorvastatin 20mg
T6 dugc vta dri 1 vi6n

Nhd sdn xuSt: SDK:
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) KEEP OUT OF REACH OF CHILDREN

READ INSTRUC]ION CAREFULLY BEFORE USING.
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Chi ttinh, chting chi dinh, li6u dtng vd c6ch dirng,
thdng tin khric
Xem td hu6ng din sri dung
Bio quin: Noi kh6 m6t, nhi€t <I0 du6i 30oC, tr6nh
6nh s6ng

Ti6u chuAn: TCCS

GMP,}YHO
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LIPI.SAFE
Atorvastatin 20mg

OE XA TAM TAY TRE EM
oec rY HUoNG nAN su'DLTNG rnudc KHr DUNG

C6ng thuc: cho I vi6n
Atorvastatin Calc ium trihydrat
Tuong ring Atorvastatin 20mg
Td duo. c vta thi I vi6n

Nhd san xuft: SDK:
corc rv c3 ou_0c yqrfNH SLSX(Lot. No):
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" UBND TINH na TTrun
c6ttc rY cp Durgc nR rirun

. 167 Ha Huy Tap, Tp. Ha TTnh
Tet: 0393. 855906*Fax: 0393. 85 6821

MAU NHAN Lg, Hgp xtN oArrtc xY

theo don

@ 200 Vi6n nen bao phim chi dinh, ah6ng chi dinh, Liiu dins-cich

IJVS'ldll

- Thu6c bdn
Thlnh phln:
C6ng thirc: cho I vi6n
Atorvastatin Calciurn trihydrat
Tuong img Atorvastatin ....20mg
TA duqc vira du I vi6n

86o quin: Noi kh6 mdt, nhi€td0
dudi 30'C, trenh anh s6ng.
Ti6u chuAn 5p dung: TCCS
soK:

Ngdy SX:

s6 ro sx:
HO:

LIPI.SAFE
Xin doc to hudng den st} dung.

Od xa tim tay ul em, it@ k, hutng
ddn s0 clyng tru$c khi dnng.e

Atorvastatin 2Omg

Sen xuitbi:
c6NG w cP ougc HA TINH
167 HA Huy TAp, Tp. Ha T?nh
Tel: 0393.855906'Fax: 0393.856E2'!

HAO]PHAN

@

Thu6cb6ntheodon @
H1p 1 lO 200 vi6n nen bao phim

LIPI.SAFE

Thinh phin:
C6ng thrlc: cho I vi6n
Atorvastatin Calci um trihydrat
Tuong (mg Atorvastatin......20mg
T6 dugc vira tlt I vi6n

Bio quin: Noi kh6 m6t, nhiOt

d0 duoi 30'C, tr5nh 5nh s6ng.

Ti6u chu5n 5p dung:TCCS

Chi dinh, ch6ng chi dlnh, Lidu dtng+ich

dtng, cic th6ng tin khic:

Xin dgc td huong d5n s0 dung.

Dixa tAm tay tri em.

09cki huingdin sbdyngtrulc khi ding

than

Thu6cb6ntheodon @@
H)p 1 lO 200 vi6n ndn bao phim

LIPI.SAFE

Compocitionl:

Aton'asatin Calcium trihydrat

Tuong ung Atorvastatin.....20mg

Excipienls ... q.s

lndicalionr, Contmincationt, [hoage. Administtrtion:

Refer to endosed package insert

StoBge: Store in dry place, b€low 3db, ProEct from light

Keep out of reach of children, read endosed

leaflet carefully before use.
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Atorvastatin 20mg

a
IIAOIPHAR

Sln xu5tt4i:
COng ty Cp Duqc Ha fmh
167 Ha Huy Tap, Tp. Ha Tinh

Atorvastatin 20mg

e
HAO I P}IIIR

SAn xudt tgi:
COng ty Cp Duqc He TInh
167 Ha Huy Tap, Tp. Ha Tinh

SOK:.............. . ..
Ngav
s6 ro
HD:

SX:
SX:

Ha ,g 02 ndm 2017
I DoCArvt
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UBND TINH ne riruH
c6r.rc ry cp DuEc na rTrun
167 Ha Huy Tap, Tp. Ha TTnh

Tel: 0393.855906"Fax: 0393.85 GA21

MAU NHAN Lg, Hgp xlN oAr.rc xy

theo don
EtiF lf.l 100 Vi6n nen bao phim chi dinh, ch6ng chi dinh, Lias d0nsri6h

i . Thu6c bin
Thanh phan:
C6ng thuc: cho I vi6n
Atorvastatin CaIcium trihydrat
Tuong ung Atorvastatin ....20mg
Ta duqc vta dt I vi6n

Bio quin: Noi kh6 mAt, nhiet d0
dudi 30'C, tr6nh inh s6ng.
Ti€u chuAn 6p dung: TCCS

SOK:

Ng6y SX:

s6 16 sx:
HD:

dtng, cac th6ng tin khac:
Xin doc td hudng den st} dung.

LIPI.SAFE

IJVS-Idl'l ,^#,^r

Atorvastatin 20mg

sen xudl t i:
c6NG TYCP ougc HA rINH
167 He HuyTap, Tp. Hd rmh
Tel: 0393.855906fax: 0393.856E21

Di xa tAm tay tr€ em, it9E ki h.rtng
ddn di dung lrutc khi ding.

@@

Thu6cb6ntheodon 66
HQp 1 lq 100 vi6n ndn bao phim

LIPI.SAFE

Thinh phAn:
C6ng thfc: cho 1 vi6n
Atorvastatin Calcium trihydrat
Tuong (mg Atorvastatin......20mg
Til dugc vira dir I vi6n

Bio quin: Noi kh6 mdt, nhiQt

d0 duoi 30"C, tr5nh 6nh s6ng

Ti6u chuAn 5p dung:TCCS

Chi dinh, ch6ng chi dinh, Liiu dtng-cich

ding, cic th6ng lin khic:

Xrn dgc to huong d5n s0 dung

Ddxaldrmayudun,

Wc ki hudlng din sb dyngtulc khi ding

m 2017

Thu6cb6ntheodon @@
H)p 1 lO 100 vi6n nen bao phim

LIPI.SAFE

Compo!itionr:

Atorvasatin Calcium trihydrat

Tuong ung Atonastatin.....20mg

Excipients ... q.s

lndica{,ons, Contnincations, Dosage. Adminirfator:

Refer to rndosed padage insert

Storag!: Shre in dry dace, belou 3db, Potecl from light

Spocifi cdioN: ln-House stendards

Keep out of reach of children, read endosed

leaflet carefully before use.

SOK:
NgAy SX:
s6 ro sx:
HO:

Atorvastatin 20mg

e
HAITIPHAR

Sin xudt t4i:
C6ng ty Cp Duqc Ha Tinh
1 67 Ha Huy Tap, Tp. Ha finh

Hd Tinh, 20

Atorvastatin 20mg

*o#^.
san xu{ttei:
COng ty Cp Duqc Hi Tinh
167 Ha Huy Tap, Tp. Ha Tinh
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Td hudng ddn su dung :

Vidn nin boo phim LIPI-SAFE
1. COng thftc bdo chd cho I viAn:
Atorvastatin Calcium trihydrat tuong img Atovastatin ( Hai muoi miligam ) 20mg
T5 dugc (Microcrystalline cellulose, Cellactose 80, Lactose, Talc, Magnesi siearat, HPMC
606CPS, [{PMC 615CPS, PEG 6000, Titan dioxyd, Mdu Erythrosin, ethanol 96%) vta dri I
vidn. (Ghi chil: Ethanolg6Yo ld t6 dugc bay hoi trong qu6 trinh s6n xu6t)
2. Cdc itfic tinh dwgc lqtc hgc:
Atorvastatin li ch6t ric ch6 canh tranh vd chgn lgc v6i hydroxymethylglutaryl coenzym (HMG -
CoA) reductase, ldm ngdn cin chuy6n hoii HMG - CoA thenh mevalonat tien ch6t cria
cholesterol. Atorvastatin ric ch6 sinh t6ng ho,p cholesterol, l_dm gi6m cholesterol trong t6 bdo
gan, kich thich t6ng hgp thp th0 LDL (lipoproGin fj,trgng th6p), ua qru d6 lim t[ng vpn chuytin
LDL tu m6u. Ktit qu6 culii cing cria qu6 trinh sinh ho6 nay ia gi6m n6ng dQ cholesterol trong
huy6t tucrng. O li6u binh thudrng, HMC - CoA reductase kfiOng-bi ric chdhoen todn, do d6 vAI
c6 dri acid mevalonic cho nhi6u qu6 trinh chuy6n ho6. Atorvastatin lim tlng n6ng dQ cholesterol
HDL (lipoprotein fj' trgng cao) tu 5 <ltin l5o/o virdo tl6 ldm hp circ ty sti tOI.fffDI. vi cholesterol
toin phdn/HDL. Atorvastatin lim gi6m triglycerid huy6t tucmg 0 mric <lQ th6p hon (10 -30%)
bing c6ch lim thanh thei VLDL (lipoprotein tj,trgng th6p) t6n du nhd thu ifre I.bf-.
3. ltic itgc t{nh dtqc ilQng hg.c:
Hdp thu: Atorvastatin dugc h6p thu nhanh sau khi uting; n6ng ttQ huyiit tucrng ttii da (Cmax) xiy
ra trong vdng 1-2 gid. Mric d0 h6p thu tdng r! lQ thufn v6i li6u atorvastatir. Suu khi u6ng, sinh
kh6 dpng atorvastatin vi6n n6n bao phim so v6i d4ng dung dlch u6ng lil 95% d€n 99%. Sinh kh6
dqng tuyQt d6i cria atorvastatin khoing 12% vit khd dpng toin thdn cho ho4t tinh tic ch6 men

I
t(:
t\

LDL-C ld nhu nhau b6t kO ld dtng thudc vio thdi gian
Phdn b6: Thd tich phdn b6 trung binh cria atorvastatin

ndo trong ngey.
xdp xi 381 Lit. t<tit voi

huytit tuong cta atorvastatin > 98%. Ti le gifra n6ng dQ thu6c trong
Tj' lQ gan
h6ng ciu/ n6ng ttQ

trong huytit tuong ld x6p xi 0,25; di6u ndy cho th6y sg th6m nhdp k6m cria thu5c vio trong h6ng
I

cau.

Chuydn h6a: Atowastatin dugc chuy6n h6a chti ytiu thenh chc ddn xu6t hydroxy h6a t4i vi tri
ortho vd para vit citc sin ph6m cria sg oxy h6a o vi tri beta. TrCn in vitro, t6c dpng r?c ch6 men
kht HMG-CoA cria c6c ch6t chuy6n h6a hydroxy h6a o vi tri ortho vi para li tuong duong vdi
t6c dqng ndy cria atorvastatin..X6p xi70o/o cta c6c ho4t tinh ric ch6 trong tuAn hodn di5i vdi men
kht HMG-CoA li do c6c chdt chuyOn h6a c6 hoat tinh. C5c nghi6n ct?u tr6n invitro goi y tAm

quan trqng cira qu6 trinh chuytin h6a atorvastatin bcvi CYP 3A4 pht hqp v6i n6ng dQ atorvastatin
tarrg .uo tiong t"Vtit tucrng o ngudi sau khi dung ddng thoi v6i erythromycin, mQt ch6t ric ch6

Aa Uitit Atii vOi isozym ndy. C6c nghiOn criru tr6n invitro cfing chi ra ring atorvastatin ld mQt ch6t

(
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tc ch6 ytiu iltii v6i CY?3A4. Dung d6ng thoi atorvastatin v6i terfenadin hQng lim anh huong
c6;f nghia l6m sdng n6ng dQ trong huytit tuong cta terfenadin, m6t hqp ch6t E"q. Juyen f,Ou
cht yiiu bdi CYP3A4; do d6 atorvastatin so ktrOng ldm thay d6i d6ng'k$ f6r-.a. *lf,Ji r,i"
CYP3A4. O tlQng v4t, ch6t chuy6n h6a hydro*y o ,i tri ortho cdn trii qua quri trinh glucuronid
h6a.
Thdi trb: Atorvastatin vd cic chdt chuy6n h6a cria n6 dugc ddo thii cht y6u qua m6t sau khi
dugc chuy6n h6a o gan vd/ho{c o ngodi gan; tuy nhi6n thu6c dudng nhu kir6ng-c6 chu trinh trii
tu6n hoan ru6t san. Thoi gian b6n thii trung binh trong huytit tuong cta atorvastatin d nguoi lda

xdp xi 14 gid, nhtmg thoi gian b6n thii cria ho4t tinh ric cn6 atii vdi men kht HMG-CoAli 20-
30 gio do sy g6p phAn cria c6c ch6t chuyi5n h6a c6 hopt tinh. Dudi 2o/o ctaliCu dung atorvastatin
dugc tim th6y trong nudc ti6u sau khi u6ng.
C6c nh6m d6i tugng it4c biQt
Nguoi cao tudi: N6ng d6.atorvastatin.trong huy6t tuong 6 circ d6i tuqng cao tu6i (> 65 tudi)
kh6e manh ld cao hon ($p xi 40% aOi vOi C,u* vi lO*o a6i v6i AUC)-so vdi ng,rai tre tu6i.

\shi6n cr?u ACCESS nhim tt4c biQt dilrfr. gi6c6c bQnh nhdn cao tu6i vC viQc dpt ttuqc muc tiOu
cAn di6u tr! theo Chuong trinh qu6c gia giao dpc vO Cholesterol (NCEP). i.{ghi€n criu niy bao
g6m 1087 bOnh nhan <65 tu6i, 815 b.Qnh nh6n trOn 65 tu6i vd 185 bQnh nhdn tr€n75 tu6i. Kh6ng
quan s6t th6y c6 sU kh6c biQt nio vC A9 an todn, hiQu qui hay ty tQ rtat dugc muc tiOu di6u tri
lipid gita nh6m bQnh nhdn cao tu6i vi nh6m dtii tuqng t6ng qurit.
T16 em: C6c nghiOn cuu vO dugc dQng hoc chua dugc ti6n hdnh 6 bQnh nhdn nhi khoa.
Gi6i tfnh: NOng dQ atorvastatin trong huytit tucrng o phu nt kh6c (cao hon x6p xi 20% d6i v6i
C,u* vd thAp hon lO% ddi vdi AUC) so vdi nam gidi. Tuy nhi6n, kh6ng c6 su kh6c biQt c6 1i
nghia trong l6m sdng nio vd t6c dQng tr6n lipid giira nam vi nfr.
Suy thQn: Benh nhdn kh6ng c6 inh hucrng tr6n n6ng dQ trong huy6t tuong hay tilc dQng tr6n
lipid cria atorvastatin. Do d6, kh6ng cAn thitit ph6i ili6u chinh liOu o c6c bQnh nhdn suy th4n.
Thim phdn lgc mriu: M4c dt c6c nghi€n criu cdn chua duoc ti6n hinh 6 cic bQnh nhdn c6 bQnh

th4n giai do4n cu5i, nhmg kh6ng dU dodn li thAm ph6n lgc m6u c6 th6 ldm tlng d6ng tC a9
thanh thii cta atorvastatin do thu6c c6 rj lQ g6n protein huy6t tuong.
Suy gan - N6ng dQ trong huytit tuong cta atorvastatin bi tdng d6ng k0 (x6p xi 16 lin Atii vOi
C,,u, vi 1 1 lin AOi vOi AUC) b cic bQnh nhdn c6 bQnh gan m5n tfnh do u6.rg rugu (Childs-Pugh
Loai B)
Tucrng t6c thu6c: Anh huong cria c6c thu6c dugc chi <t!nh <16ng thdi tr6n dugc dQng hoc cria
atorvastatin ctng nhu inh hu&ng cira atorvastatin tr6n dugc dQng hgc ctia c6c thu6c dugc chi
itlnh tl6ng thoi tlugc t6m tEt o b6ng du6i ddy.
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Anh huon cria cic thu5c chi thli tr6n cria atorvastatinrlt

Thu6c dugc chi tlinh tldng thli vi ch6
tI6 fidu

Atorvastatin

Li0u (mg) Thay
AUC

d6i Thay d6i
C.r*

Cycloporin 5,2 mglk{ngdy, li€u 6n dinh lOmg/ngdyu x 28
ngey

| 7,7 lin | 9,7 ldn

Boceprevir 800 mg x 3 lAn/ngdyd,7 ngdy 40 mg li6u don I 230 hn I 2,66ldn
/ ritonavir 20 melneity x 4 f 5,9 l6n I 4,7 ldn

&t
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100 mg x 2 l6,n/ngiry, 14 ngdy ngey
Saquinavir 400 mg x 2 ldnlngdyiRitonavir
400.mg 2hn/ngiry, lf ngiy
(Li6u Saquinavir ph6i hqp vdi ritonavir
trong nghiCn criu ndy kh6ng phii ln li6u sri
dgng trOn ldm sdng. Mric ti{ip xric crja
atorvastatin khi dugc sti dung trOn lAm

,.^
sdng c6 thd sE cao hcrn so vdi nhirng gi
dugc quan s6t trong nghi0n criu ndy. Vi
vpy cAn th4n trgng khi sri dpng vd liOu

lugng th6p nh6t cin thi6t n6n duoc sri
dune)

40 mglngiry x 4
ngey

| 2,9ldn f 3,3 ldn

Clarithromycin 500 mg x 2 ldnl ngiy, 9

ngdv
80 mg/ngiy x 8

ngey
| 3,4ldn I 4,4 hn

Darunavir 300 mg x 2 ldn/ngiy/ritonavir
100 mg x2lin/ngiry,9 ngiry

10 mg/ngdy x 4
ngey

| 2,4 tdn f 1,3 l6n

Itraconazol200 mg/ngiy, 4 ngiy 40 mg liOu don t 2,3 tdn | 0,2 l6n
Fosamprenavir 700 mg x 2 l6n/ngdy
ritonavir 100 mg x2l6rn/ngdy, 14 ngiy

l0 mg/ngdy x 4

ngey
f 1,5 lan J 1,8 l6n

Fosamprenavir 1400 mg x 2ldn/ngity, 14

ngev
10 my'ngdy x 4

ngey
J 1,3 ldn J 3,0 l6n

Nelfinavir 1250 mgx2ldn/ngdy, 14 ngdy 10 mg/ngdy x 28
ngev

J 0,74ldn I t,2 hn

Nu6c buoi chum,240 mLlngiry
(86o c5o th6y AUC tlng (ting gip 1,5

lin) vd/hoic C,u* (ting tli O,7l lAn) khi
uting lugng l6n nudc budi chtm (> 750

mL -1,2 L/ngiy)

40 mg li6u don J 0,37 l6n f0,16 l6n

Diltiazem 240 mg/ngdy,28 ngdy 40 mg,li6u dcrn t 0,51 lan 0l6n
Erythromycin 500 mg x 4 l6n/ngdy, 7
ngav

10 mg, li6u dcrn f 0,33 l6n | 0,38 l6n

Amlodipin 10 mg, li6u don 80 me lirlu dcvn | 0,15 l6n | 0,12 l6n

Cimetidin 300 mg x 4l6rn/ngiry,24 tudn t0 mg/ngdy
trong 2 t:u6rn

[ 0,001 l6n I o,l1 lan

Colestipol 10 mg x2ldn/ngiy, 28 tu6n 40 mgl . ngey
trong 28 tudn

Kh6ng xhc
dinh

I 0,26 ldn
(Miu . dcrn

dugc m6t 8-
16h sau khi
,<.

uong)

Maalox TC 30 ml/ngdy, 17 ngiry 10 mg/ngiy
trong 15 ngdy

J 0,33 len J 0,34 l6n

Efavirenz 600 mglngiy, 14 ngdy 10 mg trong 3 [ 0,41 l6n J 0,01 l6n
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ngdy

Rifampin 600 mg/ngiry,7 ngiry (dung ph6i
hcy,p)-

40 mg li0u ilcyn f 0,30 l6n I t,72ldn

Rifampin 600 mg/ngiy, 5 ngiy (liOu riOng
re)

40 mg li6u don J 0,80 lan J 0,40 l6n

Gemfibrozil 600 mg x 2ldn/ngiLy,7 ngiry 40 mg li6u don 1 0,35 len J 0,004 l6n

Fenofibrat 160 mg/ngdy, 7 ngdy 40 mg li6u don | 0,03 l6n | 0,02 l6n

Chil thichz (*) Do co tuong t6c k6p cria rifampin, kh c6o chi dinh thdi atorvastatin
ctng hic v6i rifampin, do khi dung atorvastatin chflm on sau khi u6ng rifampin sE lim gi6m
ilang kC n6ng ttQ atorvastatin trong huy6t tucmg.
Anh h cfia atorvastatin trOn d cria cic thu5c chi

=r0
or

)
)l
il
).\
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b
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ti
{
*
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\

thli

Chri thich:1&1 "LAn" thay tt6i: ry le thay d6i [(I-B)IB], I:.gi6 tri dugc dQng hqc trong giai

dopn tuong t6c, vd B : giti tri dugc dQng hqc trong giai do4n nOn.

irff:#l;dusc chi dinh h5 tro cho ch6 eq an kiong trong di6u tr! cho c5c bpnhnhdn bi trng
cholesterol toin phAn (C-todn phAn), cholesterol lipoprotein ty trong th6p (LDL-C)

apolipoprotein B (apo B) vd triglycerid (TG) vd girip ldm tdng cholesterol lipoprotein fj'trgng
cao (HDL-C) o c5c bQnh nhdn tdng cholesterol m6u nguydn ph5t. (tdng cholesterol m6u c6 tinh

gia dinn di hqp tu vd i.hOrg cO tintr gia dinh), tlng lipid m6u phtii hqp (hdn hqp) (nh6m IIa vir

iIb th.o phdn lo4i cta Fredrickson), tdng triglycerid m6u (nh6m IV, theo phAn lo4i cta

Fredricksin) vit b cdc bgnh nhdn c6 r6i lopn betalipoprotein m6u (nh6m III theo ph6n lo?i

Fredrickson) mdkh6ng c6 d6p tmg.ddy dri v6i ch6 d0 6n.

Atorvastatin ctng duqc chi dinh dC lim gi6m C-toirn phAn vi LDL-C 6 chc b6nh nh6n c6 t[ng

cholesterol m5u c6 tinh gia dinh d6ng hcr-p tu.

Du phdng bidn chthng tim mgch

ThuSc duo- c chi dinh tldns thoi vdr cn6 a0 tiduAtorvastatin
d6iThay

C-r*u
Thu6c/Li6u (mg) d6iThay

AUC&
J 0,11 l6n80 mg/ ngdy x 15 ngdy Antipyrin, 600 mg liOu dcrn f 0,03 l6n

t 0,15 l6n 1 0,20 l6n80 mg/ngdy x l4 ngdy Digoxin 0,25 mglngiry,20 ngiry

f 0,23 lan

t 0,30 lan

Thu6c tr6nh thai dudng u6ng m6i
ngiy,2thing
- Norethindron I mg
- Ethinyl estradiol35 pg

J 0,28 lan

J 0,19 lan

40 mg/ngdy x22 ngiry

! 0,27 J 0,1810mg/ngiyx4nghy Fosamprenavir 1400 mg x 2

li'n/ngdy, 14 ngiy
Kh6ng d6iKh6ng d6iFosamprenavir 700

llrnlngity lritonavir 1 00
lin/ngdy, 14 ngiry

mgx
mgx

2

2
10mg/ngiyx4ngdy
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ptii vOi nhtng b6nh nhdn kh6ng c6 biiSu hiqn bQnh tim mach (CVD) rO ring tr€n l6m sdng, vd
nhirng bQnh nhdn c6 ho{c kh6ng c6 r6i lo4n lipid m5u, nhung c6 c6c ytiu t6-nguy co .,ia 6.Cnt
tim mach vinh (CHD) nhu htt thu6c, cao huytit 6p, ddi th6o duong, AOL-C ttr6p, troac nhirng
bOnh nhdn ti6n st gia dinh mic bQnh mach vdnh giai doan s6m, atorvastatin dugc .t i Oinn Oe'
- Gi6m nguy co tu vong do bQnh mach vdnh vd nh6i m6u co tim (MI)
- Gi6m nguy c0 clQt quy
- . Giim nguy co cho qu5 trinhlSi th6ng mach vd con dau th6t nggc
O6i vOi 4tng bQnh nhdn c6 bitiu hiqn bqnh mach vdnh 16 ring ti6n ldm sing, atorvastatin dugc
chi tlinh d6:
- Gi6m nguy c0 nh6i m6u co tim
- Giim nguy c0 dQt quy
- Giim nguy co cho qu6 trinh tdi th6ng m4ch.
- Gi6m nguy co phii nhfp viQn do suy tim sung huy6t (CHF)

Gidm nguy co dau thit nggc
O trd em (10-17 tu6i)
Atorvastatin dugc chi ttinh h5 trq cho ch6 dQ [n ki6ng nhim ldm gi6m cholesterol toin phAn,
LDL-C, vi apo B o tr6 em trai vd tr6 em g6i di c6 kinh nguyQt tir 10-17 tu6i c6 tinh trang ting
cholesterol milu c6 tinh gia dinh di hqp tu vi sau khi di6u tri bing ch6 dQ dn ki0ng thich ho,p
bqnh nhdn vin cdn nhirng <lac ili6m du6i ddy:
- Mric LDL-C vdn > 190 mg/dl ho4c
- Mirc LDL-C vdn > 160 mg/dl vd
- C6 ti6n st gia.dinh c6 bQnh tim m4ch s6m ho{c
- C6 ft nhat 2 yiu t6 nguy co tim mpch khSc
5. Liiu dilng & ctich dilng:
T6ng qu6t
Trudc khi ti6n hdnh diOu tri v6i atorvastatin, cdn c6 gdng ki6m so6t tinh trpng t[ng cholesterol
m6u bing cn6 A9 [n hqp ly, tflp th6 duc vd gi6m c6n d c6c bQnh nhdn b6o phi, vi diAu tri c6c
benh ly co bin. C6c bQnh nhdn n6n duy tri cn6 AO 5n ti6u chuAn gi6m cholesterol trong qu6 trinh
di6u tri bing atorvastatin. Li6u dtng nim trong khoing tt 10 mg drin 80 mg mQt lAn m5i ngdy.
C6 the sri dgng c6c li€u atorvastatin vdo UAt ty thoi gian ndo trong ngey, c6 kdm theo hay kh6ng
kdm theo thric 6n. Li€u dirng khoi dAu vi duy tri nOn dugc cg thti h6a cho tirng bQnh nhdn tuy
theo mfc LDL-C ban dAu, mpc ti6u diAu tri, vd d6p img cta bqnh nhdn. Sau khi khoi dAu di0u tri
vd/ho{c trong qu6 trinh chuAn liOu cria atorvastatin, cAn phAn tich n6ng dQ lipid trong vdng tu 2
d€.'n 4 tuAn vd theo d6 di6u chinh li6u cho phu hqp.
TIng cholesterol miu nguyGn phit vir ting lipid miu ph5i hqp G5n hqp)
PhAn l6n c6c bQnh nhdn ddu dugc ki6m so6t vdi li6u l0 mg atorvastatin I l6n m6i ngdy. D6p ung
diOu tri xu6t hiQn rO ring trong vdng 2 tuAn, vir d5p irng ttii da thudng d4t dugc trong vdng 4

tuin. D6p fmg ndy dugc duy tri trong qu6 trinh sir dgng l6u dii.
TIng cholesterol miu c5 tinh gia tlinh ddng hqp tfr
HiQn chua c6 nhi6u d[ liQu tr6n d6i tuqng bQnh nh6n. Li6u dirng cria atorvastatin tr6n bQnh nh6n

tdng cholesterol m6u c6 tinh gia dinh d6ng hqp tt li 10 mg d6n 80 mglngiry. Tr€n nhirng bQnh

nhdn niy, nOn dtng atorvastatin ph6i hqp v6i c6c liQu ph6p ha lipid m6u kh5c (vi dU nhu truyAn

LDL) ho{c su dung khi kh6ng cdn c6c liQu ph5p kh6c.
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Riii to4n lipid miu nghiGm trgng tr6n bQnh nh6n nhi
Kinh nghiQm sri dpng tr6n nhg- tl6i tuo. ng bOnh nh6n nhi m6i chi gidi han tr6n s6 lugng nho
bQnh nhdn (tu 10-17 tu6i) cO rtii loan lipid m6u nghiCm trgng, nhu tang cholesterol mriu c6 tinh
gia dinh. Li6u khtvi dAu khuytin c6o o nhO- atii tuqng ndy la 10 mg atorvastatin mqt tAn m6i
ngey. Li6u dung c6 th6 tdng l6n t6i 20 mg atorvastatin m6i ngdy tuy-theo khi ndng d.lp t?ng vd
dung npp. Li6u dung n6n duoc cu th6 h6a cho ttmg bQnh nhdniheo mpc ti6u AiCu trittruyeriao.
Ei0u chinh liOu ncn dugc thpc hiQn c6ch qu6ng + tuin holc trcn 4 tuAn.
Sfr dgng tr6n bQnh nh6n suy gan
N6n thpn trong khi sr? dpng Lipi - safe b circ b-Onh nhdn suy gan. Chting chi rllnh sri dung Lipi -
safe tr0n nhtng bQnh nhdn c6 bQnh gan ti6n tri6n.
Sfr dgng tr6n bQnh nh6n suy th$n
BQnh th4n kh6ng ldm 6nh hu6ng dtin n6ng d6 atorvastatin trong huy6t tuong hay mric dQ gidm
LDL-C cta atorvastatin. Do_d6 kh6ng cAn phii diOu chinh li6u o c6c bQnh nh6n ndy.
Sir dgng tr6n nguli cao tu6i
Dpc tinh vd an todn vi hiQu qui cira thu6c o nhirng bQnh nhdn tr6n 70 tu6i su dUng mric lidu
khuytin crio ld tucrng ty so v6i nh6m dtii tuqng t6ng qu6t.
Dtng ptr5i hqp vni c6c thu5c kh6c
Trong nhirng trudng hqp cAn chi dinh phtii hqp atorvastatin v6i cyclosporin, lidu dtng cria
atorvastatin kh6ng nen vucrt qu6 l0 mg.
Trrinh su dpng atorvastatin d6ng thdi v6i telaprevir, ho4c k6t hqp v6i tipranavirlritonavir.
Dd quan s6t th6y c6c tuong t6c dugc dQng hgc gita atorvastatin v6i c6c ch6t r?c ch6 protease
virus gdy suy gitm mi6n dich 0 ngudi (HIV) (lopinavir ph6i hqp v6i ritonavir, saquinavir ph6i
hqp v6i ritonavir darunavir phOi trqp v6i ritonavir, fosamprenavir, fosamprenavir ph6i hqrp vdi
ritonavir, nelfinavir), ch6t ric chti protease vi6m gan C (boceprevir), clarithromycin vi
itraconazol ddn di5n lim tdng n6ng dQ atorvastatin trong tuAn hodn. C6n thfn trong khi chi dinh
c5c thu6c niy dtng d6ng thdi v6i atorvastatin vd khuy6n c6o nOn c6 d6nh gi6 l6m sing phu hqp
dO dim b6o 6p dpng li6u atorvastatin thdp nh6t c6n thi6t.
Khuy6n.c6o n6n bit diu di6u tri v6i li0u th6p nh6t co thc dung, sau d6, n6u cin thitlt, c6 th6 AiCu

chinh li0u theo nhu cdu vd d6p ring cria ttng bQnh nhdn bing c6ch t6ng fieu tung dgt c6ch nhau

kh6ng du6i 4 tuin vd phii theo d6i c6c t6c dpng kh6ng mong mu5n cria thui5c d4c biQt ld cdc thc
dgng kh6ng mong mu5n aOi vOi hO co.

Thudc c6 chria hopt ch6t atorvastatin khi dung phtii hqp v6i amiodaron, kh6ng n6n dtng quh 20

mg/ngdy
Kh6ng su dUng quA 20 mg atorvastatin/ngdy khi ph6i hqp v6i darunavir t ritonavir,
fosamprenavir, fosamprenavir + ritonavir, saquinavir * ritonavir. Kh6ng sri dpng qurl 40 mg

atorvastatin/ngiry khi ph6i hqp v6i nelfinavir.
6. Chdng chi itlnhz
Chi5ng chi dinh atorvastatin d c6c bQnh nhdn c6:
qua min cim v6i b6t ct thenh phAn nio ctra thu6c

fienn gan ti6n tritin hay tang dai ddng kh6ng gi6i thfch dugc transaminase huyi5t thanh vugt qu6

3 lAn gi6i h4n tr6n cria mtic binh thu&ng (ULN)
Ho[c o nhtng bQnh nh6n:
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C6 thai, dang cho con bf, hay c6 khi ning c6 thai md kh6ng su dyng cric biQn ph6p trrlnh thai
diy ihi. Chi su dung atorvastatin cho phu n[ d tlQ tu6i sinh sdn khi cac Upntr nnan a8 ch6c chin
kh6ng mang thai vd sau khi <ti dugc th6ng b6o vO c6c rui ro c6 thti c6 dtii v6i ph6i thai.
7, Nhirng luu !, itqc biQt vd cdnh btio khi ding thuiic:
Anh hu&ng tr6n gan
Ctng nhu c5c thu6c ha lipid kh6c ctng nh6m, sau khi di6u tr! bing atorvastatin dI c6 b6o c6o vd
trudng hqp tlng transaminase huytit thanh d mric d6 vua ph6i (vuqt qu6 3 l6n gi6i han tr6n cria
mric binh thulng IULNI). Cht?c nlng gan di dugc theo d6i trong c6c nghiOn cr?u l6m sing sri
dpng atorvastatin voi cdc li€u 10 mg,20 mg, 40 mg vd 80 mg tru6c khi cfing nhu sau khi dua
thudc ra thitruong.
Ting dai ddng transaminase huy€t thanh (vugt qu6 3 ldn gi6i han tr6n cria mric binh thucrng

IULNI 6 2hay 3 lAn do) xu6t hiQn 6 O ,7oh c6c bQnh nhin su dung atorvastatin trong c6c nghiOn
criu l6m sirng ndy. Ti le xu6t hiQn c6c x6t nghiQm b6t thucrng niy lAn luqt li 0,2Yo;0,2%o;0,6yo
vir2,3o/o tuong img v6i c6c li6u 10 mg, 20 mg,40 mg vd 80 mg. Nhin chung c6c trudng hqp
ting men gan ndy kh6ng liOn quan tdi ving da hay c6c d6u hiQu.hoic triQu chimg l6m sdng kh6c.
Khi gi6m li6u atorvastatin hay nght quSng hay ngrmg diOu tr! bing atorvastatin thi transaminase
tro l4i nhu mfc ban diu tru6c khi di0u tri. PhAn l6n cric bQnh nhdn titip tpc dugc di€u tri bing
atorvastatin v6i li6u gi6m xuting md kh6ng c6 di chimg ndo.

CAn lim x6t nghiQm enzym gan tru6c khi bat dAu di6u trl bing statin cfing nhu khi tinh tr4ng
l6m sang y6u cAu. C6c bqnh nh6n c6 transaminase tdng ciin dugc theo d6i cho d6n khi sU b6t
thucrng ndy dugc gi6i quytit. N6u ALT hay AST tdng cao hcrn 3 lin gi6i han tr6n cria mric binh
thucrng mQt c6ch dai ding, cAn gi6m li6u hay ngirng sri dqng atorvastatin. Atorvastatin c6 th6
gdy tlng transaminase.
NOn thfln trong khi su dpng atorvastatin 6 chc bQnh nhdn u6ng nhi6u rugu vd/ho{c c6 ti6n sri

bQnh gan. Chting chi dinh sri dpng atorvastatin cho c5c bpnh nhdn c6 bQnh gan ti6n tri6n hay
t[ng transaminase dai ding kh6ng gi6i thich dugc.
Anh hu&ng tr6n ctr xucrng
Dd c6 b6o c6o dau ccy d cilc bQnh nhdn su dpng atorvastatin. NCn x6t nghiQm creatin
phosphokinase (CPK) tru6c khi diOu tr! trong nhirng trulng hqp: suy gi6m chtc nlng thfn,
ntoq. gi6p, ti6n st bin thdn hopc ti6n su gia dinh mic bQnh co di truytin, ti6n st bi benh co do

su dpn[ statin ho{c sibrat tru6c d6, ti6n sri b! bQnh gan vd/ho{c.uting nhi6u ruqu, bQnh nh6n cao

tuOi 1>70 tuOi) cO nhirng yi5u t6 nguy co bi ti6u co v6n. Ntiu ktit qui CPK > 5 lAn gi6i hpn tr6n

mric tinh thudng kh6ng n6n bit <l6u diOu tri bing statin. Bqnh co dugc x5c dinh ld <lau co hay

ytiu co c6 kdm iheo t[ng creatin phosphokinase (CPK) > 10 lAn gi6i h4n trOn cta mric binh

ihorng (ULN), cAn dugc xem x6t d b61 kj,benh nh6n ndo c6 dau co lan t6a, nh4y cAm dau hay

ytiu .o vd/ho{c tlng d6ng tO Cpf. CAn khuyCn bQnh nh6n b6o c6c nguy n6u hp bi ttau nhpy

te., duu y6u co *t Ong giai thi.l, duoc, il6c biQt li c6. kdm theo mQt moi hay s6t. NOn ngimg

di$utrf v6i atorvastatin n-6u xu6t hien CPK tdng d6ng k0.ho4c n6u c6 chAn.ilohnhay nghi ngd c6

bqnh co. Nguy co xu6t hiqn benh co trong qu6 trinh diAu tri v6i c6c thu6c thuQc nh6m ndy se

tlng l6n khidung d6ng thdi v6i cyclosporin, OAn ctr6t acid fibric,grlthromycin, niacin c6c thu5c

rura1g n6m nh6m azol, colchicin, telaprevir, boceprevir ho[c phOi trqp gifra tipranavir/ritonavir
Nhia; thu6c trong sti c6c thu6c tr6n ric chti chuydn h6a tpi cytochrom P450 3A4 (CYP 3A4)

vd/ho{c qu6 trinh v4n chuyiSn thu6c. CYP 3A4 li isozym dAu ti6n cria gan <tugc bi6t c6 tham gia
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chuy6n h6a sinh hoc atorvastatin. Cicbilc si khi xem x6t viQc ili6u tri ph6i hqp gifia atorvastatin
vd c5c ddn ch6t acid fibric, gemfibrozil, erythromycin, c6c thu6c fc ch6 mi6n Oicfr, c6c thu6c
kh6ng n6m nh6m azolhay sir dgng thu6c ha lipid mSuniacin lidu cao (> I g/ngdy) colchicin cAn
cdn nh6c thdn trgng c6c lgi ich vd rui ro c6 th6 c6 vd cin theo d6i chpt ch6 c6c bQnh nhdn vd c6c
d6u hiQu vi triQu chimg cria dau co, nhay cim dau hay ytiu co, d{c biet ld trong nht,rg th6ng <tAu

cria dgt di6u tri vd trong U6t tcy giai doan di6u chinh liOu ting l6n ndo cta ci hai thu6c. Do vpy
cin phii cdn nhic liOu khoi diu vi liOu duy tri th5p hon khi chi dinh d6ng thoi atorvastatin vdi
c6c thu6c tt6 cflp o tr6n. Ngrmg tam thdi atorvastatin c6 thti thich hgp trong khi dung acid
fusidic. Trong c6c tinh hu6ng niy c6 th6 cin nhic vigc x6c dinh tlinh lc! creatin phosphokinase
(CPK) nhtmg kh6ng c6 dim b6o chic ch6n ring viQc theo d6i nhu v4y sE girip ngln ngtra dugc \
bQnh co trim trgng. Atorvastatin c6 th6 gdy tdng creatin phosphokinase. Ctng nhu c6c thu6c (
kh6c trong nh6m niy, d5 c6 b6o c6o (r6t.hi6m) c6c trudng hqp ti€u hty co vdn kdm theo suy 

N
th4n c6p thri ph6t sau myoglobin niQu. Ti6n sri suy thfln c6 thO ld mQt y6u tii nguy co gdy tdng ;
ti6u hty co vdn. C6n ki6m so6t ch{t ch6 6nh h**g d6i vdi co xuong tr6n nhirng bQnh nhin niy. i
Cin ngtmg tpm.thdi hoflc ngtrng hin viQc di6u tri bing atorvastatin o b6t k] bQnh_nhdn ndo c6 1j
c6ctinht,angc6ptinh,nghi6mtrgnggqiyringc6bQnhcoho[cc6yi5uttiruirod6dua9tinsuy>
thAn thri ph6t sau tiOu hty co vdn (vi dp: nhi6m khudn cdp tinh ning; gi6m huy0t 6p; phdu thu4t

lon; chAn thuong; c6c r6i lo4n v€ chuyi5n ho5, nQi ti6t vi diQn gi6i nlng; vi c6c con <lQng kinh
khdng duqc ki0m so6t).

DQt quy xu6t huy6t
Phdn tich post-hoc cta mQt nghi0n cr?u 16m sdng tr6n 4731 bQnh nhdn khdng c6 bQnh mpch

u?rh, de bi dQt quy hay cO conltritlu m5u cuc b0 tho6ng qua (TIA) trong 6 th6ng trudc d6 vi bit \

dAu dung atorvaitatin 80 mg cho th6y fi l9 dQt quy xu6t huy6t o nh6m dtng atorvastatin 80 mg .l

cao hcrn so v6i nh6m dtng gi6 duqc (55 bQnh nhdn dirng atorvastatin so vdi 33 bQnh nhdn dtng
gi6 dugc). BQnh nhdn bi dQt quy xudt huy6t trong danh sSch dutrng nhu c6 nguy co tlng dQt quy 

;

xu6t huytlt t6i ph6t (7 bqnh nhdn dirng atorvastatin so v6i 2 bQnh nhdn dirng gi6 dugc). Tuy I
nhi6n, ,ttng bQnh nhdn di6u tri bing atorvastatin 80 mg, b6t ki loai dQt quy nio (265 so vdi

311) vd bQnh mach vinh (123 so vdi 204) <lOu it gflp hcrn. '
Chftc ning nQi ti6t , ,1

Ed c6 b6oi6o vO tang mr?c dQ hemoglobin Alc (HbAlc) vd ctudng huyOt khi d6i vdi c5c thu6c

ric ch6 men khri 3-hylroxy-3-methylglutaryl-coenryme A (HMG-CoA), kC cd atorvastatin. Tuy

nhi6n, nguy co tlng dulng h.uyist dugc h4 thAp do gi6m nguy co mpch m6u v6i nh6m statin.

Ca" ra, ,fric khi it ng th'u6c thuQc nh6m statin tien Uenn nhdn c6 nhirng y6u t6 nguy co ddn

JJ, ,arifr"*g *. ifriAc thuQc .,t O.n statin c6 nguy co gdy ra cicjhc dung kh6ng mong mu6r,

Otii vOi hQ co nho t.o co, vi6m co, dflc biet v6i c5c bQnh nhdn c6 y6u t6 nguy co nhu bQnh nhin

tren OS tu6i, bgnh nnan inieu nrng tuy6n gi6p kh6ng dugc ki6m so5t, bQnh nhdn bi benh than.

at;;;, ioi .t at ch6 c6c t5c dpng khOng *ong .utin trong qu6 trinh ding thu6c.

fruO" khi tti6u iri, x6t nghigm creatin kinase (CK) n6n tlugc ti6n hinh trong trubng hqp c6 kh6

ndng x6y ra tucrng t6c thu6c vd tr6n mQt s6 dtii tuqng bQnh nhdn <16c biet. Trong nhirng trudng

tro-p nay, n6n cdn nhAc lqi ich/nguy co vir theo d6i bQnh nhdn tr0n l0m sing khi 
:".d.Ynq 

statin-

frong qua trintr di6u tri bing staiin, bQnh nhdn cin th6ng b6o 9ho !6c s,y khi c6 crlc biOu hien vO

co nhu dau co, "d;;, G;;. [iii 
"'o 

.a. biou hiQn na-y, uentr nhdn cAn lim x6t nghiQm cK de

c6 c6c biQn ph6p can thiQP Pht hqP.

fi./

https://trungtamthuoc.com/



BQnh ptr6i t<c:

C6c trudng hqrp dflc biQt cria bQnh ph6i ke da dugc b6o crio v6i mQt s6 statin, rlac biqt ld v6i liQu
ph6p dii hpn. C5c d6u hiQu c6 th6 bao g6m kh6 tho, ho khan vh suy gi6m sric khoe n6i chung
(mQt moi, gi6m cdn vi s6t). N6u nghi ngd bQnh nh6n dd ph6t triiSn bQnh ph6i kE, n6n ngung <ti6u
tri bdng statin.

Cinh c6o vd ti duqc lactose.
Nhirng bQnh nh6n c6 v6n AO Ai truydn hitim g?p kh6ng dung nap galactose, thi6u lactase hodc
k6m h6p thu gluco-galactose kh6ng nOn dtng thu6c ndy.
Anh hu&ng tr6n khi nlng sinh sin, phg nil c6 thai vh cho con bri:
Chdng chi <linh atorvastatin trong thdi lcj, mang thai. Php nfr c6 khi ning c6 thai n6n sri dung
c6c biQn ph6p ngria thai <liy dt. Chi sri dung atorvastatin cho c6c phU nt o dQ tu6i sinh sin ntlu
c6c bQnh nhdn niy chEc chfn kh6ng c6 thai vd sau khi dA <lugc th6ng b6o v0 c6c rui ro c6 thO

xtty,raa6i voi ph6i thai.
Chting chi dlnh atorvastatin trong thdi gian cho con bri. Cdn chua bi6t liQu thu6c niy c6 dugc
bni tiiit qua sta mg hay khdng. Do c6 khi ning xu6t hiQn c6c tdc dpng kh6ng mong mu6n cho
tre dang trong thdi k, bri mg, nOn c6c bi mg dang sri dung atorvastatin kh6ng n6n cho con bt.
Anh hu&ng cria thu5c l6n khi ning l6i xe vh v$n hirnh miy m6c: Chua <tugc bitit.
8. Trong tdc vdi ctic thudc khtic, ctic dgng twong ttic khtic:
Nguy co xudt hiqn bgnh co trong khi diOu tri v6i c6c thudc trong nh6m ndy (statin) sE tdng l6n
khi dung d6ng thoi vdi cyclosporin, gemfibrozil, d6n ch6t acid fibric, thu6c hp lipid m6u niacin
hay citcthu6c fc ch6 CYP 3A4 (vi dp erythromycin vi c6c thu5c chting n6m nh6m azol).

Cdc thudc uc chd CYP3A4: Atorvastatin dugc chuy6n h6a boi CYP 3A4. Chi dinh ddng thoi
atorvastatin v6i c5c thu5c tc ch6 CYP 3A4 co th6 ddn t6i tlng ndng dQ atorvastatin trong huytft

tucrng. Mtc dQ tucrng t6c vi khd ning inh huong php thuQc viro sg thay ddi 6nh hucrng l€n CYP
31.4.
Cdc thu6c uc chd vqn chuydn: Atorvastatin vd chc chdt chuy6n h6a cria atorvastatin lir co ch6t

cria ch6t vpn chuyi5n polyieptid 1Bl v4n chuy6n anion hiru co (OATPIBI). C5c thu6c tc ch6

OATP1B1 (vi dp cyciosporin) c6 th6 ldm tdng sinh khd dqng cria atorvastatin. Chi <linh <l6ng

thdi atorvastatin 10 mg vd cyclosp orin 5,2 mg/kglngey sE ldm tdngt6c dgng ci atorvastatin g6p

7,7 ftn.
Erythromycin/ Clarythromycin: Dirng d6ng thoi ato_rvastatin vdi erythromycin (500 mg, 4 ldn

x. - ,- .,u ,.n)m6i ngdy) ho{c clarithromycin .(500 mg, 2 l6'n m6i ngdy), c6c ch6t dd dugc bi6t ld uc ch6

CYP3A4, c6 li€n quan t6i rig. nOng d0 cria atorvastatin tdng cao trong huytit tucrng.

Chiit uc'ch€ protease: Nting <tQ atorvastatin trong truytit-tucrng tdng khi chi dinh d6ng thoi

atorvastatin v6i cbc chdtfic ctti'protease, nhirng.h6t dog. ghi nh4n c6 t6c dpng tic chti Cyp
3A4
Diltiazem hydroclorid: N6ng dQ atorvastatin trong huytit tucrng tlng khi chi dinh d6ng thoi

atorvastatin (40 mg) vi diltiazem QaU mg)
Cimetidin:1 nghie-n cuu vC tuong t6c cta atorvastatin v6i cimetidin dI dugc ti6n hdnh vd kh6ng

quan sit th6y co sg tuong t6c c6 y nghia lAm sing niro.

itrorororol: nien tich du6i dudng cong cria atorvastatin tdng khi chi dinh <I6ng thdi atorvastatin

(20 -40mg) v6i itraconazol (200 mg).
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Nudc brdi chitm: Trong nu6c buoi chtm c6 mQt ho4c nhi6u thdnh phAn fc ctrtl Cyp 3A4 vd do
vfy c6 th6 ldm t[ng n6ng d6 atorvastatin trong huytit tucrng, d{c UiOt khi u6ng m6t luqng l6n
nu6c budi chtm (> 1,2 L/ngiy).
Cdc chdt cdm *ng CYP3A4: Dtng d6ng thoi atorvastatin v6i circ chdtg6y cim ung CYP 3A4 (vi
dp: efavirenz, ifampin) c6 thO lim gi6m nhg n6ng dQ atorvastatin trong huyiit tucyng. Do co ch6
t6c dQng k6p cria rifapin (vta gin vdo CYP3A4 vd ric ch6 t6 bao gan h6p thu ch6t v4n chuytln
OATP1B1), khuy6n c6o chi dinh dung d6ng thoi atorvastatin v6i rifampin do khi chi u6ng
atorvastatin chfm hcrn sau khi u6ng rifampin sE d6n tdi giim rt6ng kO n6ng dQ atorvastatin trong
h_uy6ttugnq.
Cdc thu6c khdng acid: Ding d6ng thdi atorvastatin v6i mQt h6n dfch kh6ng acid dudng u6ng
chria hydroxid nh6m vi magi6 ldm giim n6ng dQ huytit tuong cta atorvastatin (x6p xi 35 yo),

tuy nhiOn kh6ng ldm thay d6i mric dQ gi6m LDL-C.
Antipyrin: Do atorvastatin kh6ng lam 6nh huong dtin dugc dQng hgc ctia antipyrin, n6n kh6ng
dg do6n atorvastatin c6 tuong thc v6i c6c thu6c kh6c ducvc chuy6n h6a boi cing isozym
cytochrom.
Colestipol: N6ng d6 huytit tuong cta atorvastatin th6p hcrn (x6p xi 25%) khi dung d6ng thoi v6i
colestipol. Tuy nhi€n t6c dQng trdn lipid khi dung phOi hqp atorvastatin vdi colestipol l4i m4nh
hcvn so v6i khi hai thu6c ndy duoc dtng ri6ng 16.

Digoxin: Khi su dqng d6ngthdi c6c li6u lap lai cta digoxin vh atorvastatin 10 mg, ndng dQ trong
huytit tucrng d tr4ng th6i heng dinh cria digoxin khdng bi 6nh hu&ng. Tuy nhi6n n6ng dQ cta
digoxin bi tlng lOn (x6p xi 20%) sau khi dung d6ng thoi digoxin vdi li0u 80 mg mdi ngdy. Do
d6 cAn gi6m s6t mQt c6ch hqp ly c6c bQnh nh6n dang dtng digoxin.
Azithromycin: Dirng d6ng thoi atorvastatin (10 mg m6i ngdy) vdi azithromycin (500 mg, I lAn

m6i ngdy) kh6ng lim 6nh hu<rng dtin n6ng d0 cta azithromycin trong huyiSt tuong.
Cdc thu6c ffdnh thai dudng udng: Dtng tt6ng thoi atorvastatin v6i thu6c tr6nh thai dudng u6ng
c6 chira norethindron vi ethinyl estradiol lim t[ng gi6 tri cria diQn tich dudi duong cong n6ng dQ

theo thdi gian (AUC) cria norethindron vd ethinyl estradiol l6n xAp xi 30o/o vir20o/o. CAn xem x6t
d6n sp tlng niy khi lpa chgn mQt thu6c trSnh thai ducrng u5ng cho nhimg phu nt dang duoc
diOu tri bing atorvastatin.
Iharfarin: I nghiOn criu vd tuong t5c giira atorvastatin vd wafarin dd dugc ti6n hdnh vd kh6ng
quan s6t th6y sq tuong t6c c6 y nghia l6m sing ndo.

Colchicin: M[c dt chua thgc hiQn c6c nghiOn criu vO tuong t6c thu6c giira atorvastatin vir
colchicin, c6c trudng hcr-p bQnh co dd dugc b6o c6o khi atorvastatin dugc sri dqng d6ng thoi v6i

)
colchicin, vi v4y cdn th4n trgng khi chi dinh atorvastatin chung vdi colchicin.
Amlodipin: Trong nghiCn cftu tuong tric gita c6c thu6c tr6n nhtng iti5i ttrqng khoe m4nh, ding
ttOng thdi atorvastatin 80 mg v6i amlodipin 10 mg ldm t6ng n6ng dQ atorvastatin 18%, di0u ndy

kh6ng c6 y nghia ve lam sing.
Acid fusidic: M[c dt c6c nghiCn criu vd tuong t5c gita atorvastatin vi acid fusidic chua dugc
ti6n hanh nhtmg dd c6 b5o crlo vd c6c v6n dO vd co nghi6m trgng, nhu ly giii co vdn khi dtng
ktit hqp atorvasiatin vd acid fusidic sau khi thu6c lru hinh tr6n thi trutrng. CAn theo d6i bQnh

nhdn chflt chE vd c6 th6 cAn nhic t4m ngimg di0u tribing atorvastatin.
C6c liqu ph6p ttiOu tri ktit hqp kh6c:
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A cic nghiOn cr?u l6m sdng, atorvastatin d[ dugc dtng d6ng thoi vdi c6c thu6c ch6ng tdng huy6t
tip vi di6u trithay thi5 estrogen mi kh6ng c6 bing chimg ndo vti c6c tucrng ticbdt lqi c6 y ngi,iu
l6m sdng. Tuy nhi6n c6c nghi0n cr?u vO tucrng tric v6i c6c thu5c cu th6 cdn chua dugc ti6nha;h.
ViQc dung cirng vdi cric thu6c ric ch6 ernzym CYP3A4 c6 thi3 ldm tlng n6ng dQ ctia atorvastatin
trong huytit tuong din dtin t[ng nguy co bQnh co vd ti6u co. Khi dung ptriii hqp v6i amiodaron,
kh6ng n6n dirng qu620 mg/ngiy vi ldm tlng nguy co gdy ra chring ti6u co vdn. D6i v6i nhirng
bqnh nhdn phii dtng li6u tr6n 20 mglngiry m6i c6 hiQu qud ilidu tr!, b6c si c6 th€ lya chgn thu6c
statin khSc (nhu Pravastatin)
ViQc su dgng d6ng thdi c5c thudc ha lipid mdu nh6m statin vdi c6c thudc di6u tri HIV vi vi€m
gan si6u vi C (HCV) c6 th€ lim ting nguy co gdy t6n thucrng co, nghiOm trgng ntrdt ta ti6u co
v6n, hQi chimg thfln hu ddn d6n suy th4n vi c6 thO g6y tu vong.
9. Ttic dltng kh6ng mong mudn cfia thu6c:
T6c dung kh6ng mong mu5n hay gap nh6t (> l%) c6li0n quan dtin di6u tr!v6i atorvastatin o c6c

bQnh nhdn tham gia c6c nghiOn cr?u 16m sdng c6 ki6m chimg gi6 dugc bao g6m:
Nhidm ffitng vd nhidm bj' sinh trilng; vi6m mfri-hqng.
Rtii loqn dinh dudng vd chuydn h6a: tingdudng huy6t.
Riit loqn he hO hdp, ng;c vd trung thdt: dathqng - thanh qudn, chiy m6u cam
Riit lpan h€ tiAu h6a: ti€u chiy, kh6 ti6u, budn n6n, dAy hoi
Riii loqn h€ co xuong vd m6 tiAn kiit: dau khdp, dau chi, dau xucrng vh co, co cimg co, dau co,
sung kh6p
Xdt nghiQm: chirc n[ng gan b6t.thuong, tlng creatin phosphokinase huyOt

Chc tbc dgng kh6ng mong mu5n th6m dudi ddy dugc b5o c6o trong nghiOn cr?u l6m sing c6 <l6i

chring gi6 dugc cira atorvastatin bao g6m:
Riii loqn tdm thin:6c mQng

R6i loqn mdt: nhin mA
Riii loqn tai vd tai trong: itai
R6t loqn h€ ti\u hda:kh6 chiu vtrng bung, g hoi
Rdi loqn hQ gan mdt: vi6m gan,thc m|t
Riii loqn davd m6 dudi da: miry day

R6i loqn hQ co xuong vd m6 liAn kdt: m6i co, dau cd

Riii loqn todn thdn vd tqi ch1: l<h6 &, s5t

Xdt nghiQm: Bpch ciu truong nu6c tii5u duong tinh
Kh6ng phii t6t ci c6c t6c dgng kh6ng mong mu6n dugc liet kO & tr6n d6u c6 mdi quan hQ nh6n

qui v6i di6u tri bdng atorvastatin.
O trd em
Nhirng bQnh nhdn.dugc di6u tri bing atorvastatin nhin chung c6 c6c t6c dpng khdng mong mudn

tuong1y nh6m tliOu tri bing gi6 dugc, khi kh6ng x6t d6n nguy6n nh0n thi t6c dgng kh6ng mong

-uti., thuong gflp nh6t Auqc eli nhfn tr ci2 nh6m ld nhi6m trtng.
Cfuctic dqng kh6ng mong mu6n b6 sung sag d6y dd <Iugc b6o c5o:

Rdi loqn miu vd he bqch-huy1t: gihmtiOu cAu;

Riii loqn h€ midn dich: phhnung ditmg (g6m ci cho6ng phin vQ);

T6n thuong, nhidm dAc vd biiin ch*ng: dtrt gdn;

Riii loqn chuydn h6a vd dinh dudng: t[ng cdn;
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R6i loqn hQ thdn kinh: gihm cim gi6c, suy gi6m nhfln thric (chtmg qu6n, lf l6n) ch6ng mlt, lo4n
vi giitc;
R6i logn h€ fiAu hoa: viemfi;y;
Riit loqn da vd m6 dudi da: hQi chimg Stevens - Johnson, ho4t tri bi6u bi da do nhi6m dQc, pht
mpch, ban d6 da dang, ban c6 bgng nu6c.
R6t loqn hQ co xuong vd m6 liAn kiit: ly gi6i co vdn, bQnh co ho4i tu do mi6n d!ch, vi6m co, dau
lolg.
R6i logn todn thdn vd tqi ch6: dau ngUC, phu ngo4i bi6n, mQt m6i.
Tdng HbAlc.

THONG eAo cHo eAc sY NHUNc rAc DUNG KHONG MoNG MUON GAp pHAr
KHI SU DUNG THUOC

10. Quti tiiu 
.

Kh6ng c6 di6u tr! d4c hiQu cho trudng hgp qu6 li6u atorvastatin. N€u xudt hiQn qu6 li€u, c5c

bQnh nhin cAn dugc di€u tri triQu chimg vd tii5n hinh crlc biQn ph6p h5 trq n6u cin. Do
atorvastatin gen kiSt mpnh v6i protein huy6t tu*g, n6n thAm ph6n lgc m6u kh6 c6 khi ndng lim
ting dring t6 AO thanh thii cria atorvastatin.
11. Qui crich tl6ng gdi: Ep vi PVC/AI hQp 2 vi x10 vi0n, hQp 5 vi x10 vi€n, hQp 10vi x10 vi6n
n6n bao phim. HQp 2 vi, 5 vi, 10 vi x 8 vi6n. L9 100 vi6n, lg 200 vi€n, hQp 1 19.

12. Bdo qudn: Noi kh6 m6t, nhiQt tlQ du6i 300C, tr6nh 6nh s5ng.
13. Hgn dilng,: 36 thhngte tu ngiy sin xu6t.

U. TiAu chuiln dp dqtng: TCCS.
OP THUOC XA TAM TAY CUA TRE EM

DQC KY HUONG DAN SUDI.]NG TRUOC KHI DUNG
NEU CAN TNEU THONG TIN, XIN HOI V KIEN CUA gAC SY.

THU6C NAY CHi DUNG THEO DON CUA THAY THUOC

O THATIIPHAR
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