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STORAGE : Ko6p in a dry placa,
do nol 8lore above 30PC.
Protect rrom llght.
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Bosuuastatinslaut to
Rosuvastatin (dang Calci) 10 mg

Ry Thudc bAn theo ddn

HQp 3 vl x 10 vi6n ndn bao phimR
cnl oNx, cx6rc cHl or{H, LrEu LUqNG,
cAcH DUI{G, THAN TRQNG, TAc DUNG PHU
vA c^c rHONG flN KHAC :

Xfr td hudng de| s7 dung kdm th@.

s/,n xult tai : cfr cp owc pxfu srvl
(s.lE.'r- J.S.C)
LO 2.01-02-03a XCI'I tmnq KCX Tan Thdn,
P. Ten Thuan 06n0, 0.7. Tp.HO Chi Minh
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nhiot d0 kh6ng qu6 3eC.
Trdnh enh sAng.

SOK / RGg. No-:
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.............1 vl6n

rxAnx pxtrt I Mdi vi6n dtta:
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Rosuuastatin slaut to
Rosuvastatin (as Calcium) 10 mg
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THANH PHAN

Rosuvastatin calci............. ....10,4 mg
ttong drong rosuvastatin. ..... 10 mg
T6 dugc vta <1t.. I vi6n
(Calci hydrophosphat khan, natri starch glycolat,
cellulose vi tinh thii 102, crospovidon, lactose
monohydrat, magnesi steara| Opadry AMB pink).

DANG nAO CUf : Vi€n ndn bao phim.

DIIqC LUC HQC

Co chd tdc dQng:

Rosuvastatin ld mQt ch6t ric chi5 chon lgc vd cpnh tranh
enzp HMG-CoA reductase, ld enzym xric tdc qu6 trinh
chuy6n A6i :-hyaroxy-3-methylglutaryl coenzym A
thdnh mevalonat, mQt tidn ch6t cta cholesterol. Vi tri
t6c dQng chfnh cria rosuvastatin ld gan, co quan dich
ldm giim cholesterol.
Rosuvastatin ldm tdng sti luong thp thr5 Lipoprotein tj'
trgng th6p (LDL: Low Density Lipoprotein) tr6n b6 m{t
t6 bao d gan, do vfly ldm tdng h6p thu vd df h6a LDL vd
ric chi5 sg t,5ng hqp Lipoprotein tj'trgng rAt th6p (VLDL:
Very Low Density Lipoprotein) d gan, vi v4y ldm giim
ciic thinh phAn VLDL vd LDL.
Tdc dQng dugc llrc:
Rosuvastatin ldm giim n6ng d0 Low Density
Lipoprotein - cholesterol (LDL-C), cholesterol to?rn

phAn vd triglycerid vd ldm tdng High Density
Lipoprotein - cholesterol (HDL-C). Thu6c ciing lim
gidm ApoB, non HDL-C, VLDL-C, VLDL-TG vd ldm

tdng ApoA-I (xem Bdng.l). Rosuvastatin ciing ldm giim
c6c ty le LDL-C/HDL-C, C todn phdnAIDL-C, non
HDL-C/HDL-C vd ApoB/ApoA-I.
Bdng I - D6p img theo li6u d bQnh nhdn t6ng

cholesterol m5u nguy6n ph6t (lo4i IIa vi IIb) (mric thay
tlOi trung binh (%) so vdi trudc khi tli6u tri).

LiOu
S6

benh
nhdn

LDL-
C

C todn
phAn

HDL-
C

TG
Non
HDL.

C

Apo
B

Apo
A-I

Gia
dugc

13 -7 -5 5 -3 -7 -3 0

5 t7 -45 -33 l3 -35 -44 -38 4

l0 t7 -52 -36 l4 -10 -48 -42 4

20 t7 -55 -40 8 -23 -51 -46 5

40 18 -63 -46 10 -28 -60 -54 0

HiQu qud tri liQu dat dugc trong vdng I tuAn sau khi bit
dAu dGu tri vd gOYo d6p tmg t6i da dat dugc trong 2
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ro HUnNG oAN stl o(tNG rHUOc
ROSUVASTATIN SaVi 10

R, ^,t nudc bdn theo don

Dd xa fim toy crta ti em
Epc ki hrtng ddn sfr dyng trrhc khi dilng

Thdng bdo ngay cho bric st ho{c drqc si nhtng tric dqrng khilng mong muiin gfip phdi khi sfr dqtng thuiic

tuAn. D6p ung tOi tru thudng d4t dugc vdo khodng 4
tudn vd tlugc duy tri sau d6.
HiQu qud ldm sdng:
Rosuvastatin tluo. c chimg minh c6 hiQu qui d nh6m
bQnh nhdn ngudi lon tdng cholesterol m6u, c6 hay
khdng c6 t[ng triglycerid m6u, U6t t1l chring t6c, gidi
tinh hay tudi t6c vd d nht'ng nh6m bQnh nhdn ddc bi6t
nhu d6i th6o dudng hodc b€nh nhdn ttrng cholesterol
m6u gia tllnh.
Ttr c6c dt'liQu nghi€n ct?u pha III, rosuvastatin chring td
c6 hiQu qui trong didu tri d hAu hi5t c6c bQnh nhdn tdng
cholesterol m6u lopi IIa vd IIb (LDL-C trung binh trudc
khi <li€u tri khodng 4,8 mmoVl)) theo c6c muc ti6u di€u
tri cta HQi Xo V[a M4ch M6u Ch6u Au (ElS:
European Atherosclerosis Society, 1998); l<hodng 80%
b€nh nhdn dugc didu tri bing rosuvastatin 10 mg tl6 dat
dugc c6c mqc ti€u di6u tri cria EAS vC ndng dO LDL-C
(<3 mmol/l).
Trong m6t nghi6n cuu l6n, 435 benh nhdn tdng
cholesterol m6u di truy6n gia dinh ki6u di hqp tri da
dugc cho dimg rosuvastatin tt 20-80 theo thi6t k6
di6u chinh tdng li6u. Nguoi ta nh{n

Ts
thdy

,.1
lleu
sO tipid vd ttat dugc c6c mqc ti6u

,. .l
oleu

d6n li6u hing ngiy 40 mg (12 tuAn
gitm 53o/o,33% bQnh nhdn tlat ilugc c6c muc ti6u cta
EAS v6 n6ng ilQ LDL-C (< 3 mmol/l).
Trong mQt nghidn cfu md, di6u chinh li6u t6ng d6,n,42

bQnh nhdn t[ng cholesterol m6u di truyCn ki€u d6ng hqp
nr dugc cl6nh gi6 vd Oap ung diOu tri vdi ti€u
rosuvastatin 20-40 mg. Tdt cd bQnh nhdn nghi€n cri'u

<l6u c6 tlQ gi6m trung binh LDL-C ld22%.
Trong c6c nghiCn cr?u l6m sdng vdi mQt sri luong bQnh

nhdn nh6t d[nh, rosuvastatin ch(mg td c6 hi6u qud phq

trg trong viQc ldm gidm triglycerid khi dugc sri dgng
pn6i frqp vdi fenofibrat vd ldm tlng n6ng dO HDL-C khi
st dgng phOi trqp vdi niacin.
Rosuvisiatin chua dugc chfmg minh ln c6 thd ngln ch{n
c6c biiin chring c6 li6n quan dtin sg b6t thubng vd tipiA
nhu bQnh mach vinh vi c6c nghiEn cfru v€ gi6m tj lQ tti
vong vd gidm t! le bQnh ly khi dtng rosuvastatin dang

dugc thlrc hiQn.

Dr.Iqc EoNG HQC

Hiip thu:
Ndng d0 dinh trong huy6t tuong cia rosuvastatin dqt

dugc khoing 5 gid sau khi uiSng. Sinh kha dung tuyQt

tl6i khodng 20%.
Ph,in b6:
Rosuvastatin phdn b6 rQng rii d gan li noi cht y6u tOng

hqp cholesterol vd thanh thai LDL-C. ThC tich ph6n bO

cia rosuvastatin khodng 134 lit. Khodng 90%

rosuvastatin cl6u c6 t6c ttQng c6 lgi tr6n cric
(4) colld t6t cd o
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rosuvastatin k6t hqp v6i protein huyi5t tuorg, chti yi5u ld
vdi albumin.
Chuydn h6a:
Rosuvastatin it bi chuy6n h6a (khoing 10%). CAc.).
nghi6n cuu invitro vC chuy6n h6a c6 st dgng c6c t0 bio
gan cta ngudi x6c tlinh ring rosuvastatin lA mQt chdt
n6n ytiu cho sg chuytin h6a qua cytochrom P450.
CYPZC9 ld isoenzym chinh tham gia vio qu6 trlnh
chuy6n h6a,2C79,3A4 vi 2D6 tham gia d mric ttQ th6p
hon. Ch6t chuy6n h6a chinh dugc x6c dinh le N-
desmethyl vi lacton. Ch6t chuyrin h6a N-desmethyl c6
hoat tinh y6u hon khoing 50% so vdi rosuvastatin trong
khi d4ng lacton kh6ng c6 ho4t tinh v6 m[t l6m sdng.
Rosuvastatin chii5m hon 90% hoqt tinh ric ctr6 HUC-
CoA reductase trong tuAn hoin.
Thdi trt:
I(hoing 90% li6u rosuvastatin tlugc thii tnr d d4ng
kh6ng d6i qua phAn (bao g6m ho4t ch6t dugc h6p thu vi
khdng dugc h6p thu) vd phAn cdn l4i <tugc bdi ti6t ra
nudc tiliu. KhoAng 5Yo dugc bai ti6t ra nudc ti6u du6i
dqng kh6ng d6i. Thdi gian bdn thii trong huy6t tuong
khoing 19 gio. Thdi gian b6n thdi khOng.tdng khi dtrng
li6u cao hon. DQ thanh thdi trong huyiit tuong trung
binh khoing 50 litigid (h0 s6 bi6n thi6n ld 2l,7yo).
Gi6ng nhu c6c ch6t tc cht5 enzym HMG-CoA reductase
kh6c, sq vfln chuy6n rosuvastatin qua gan cAn dtin ch6t
vdn chuytin qua mdng OATP-C. ChAt v4n chuy6n ndy
quan trgng trong viQc ddo thdi rosuvastatin qua gan.
Tinh nyAn finh:
Mric <lQ tii5p xric cta rosuvastatin tinh theo n6ng dO vA
thdi gian t[ng ti lQ vdi li6u dirng. Khdng c6. sy thay tt6i
ndo vii c6c th6ng s6 dugc d6ng hoc sau nhi6u li6u dtng
hdng ngiy.
Cdc nh6m b€nh nhdn ddc bi€t:
TuOi t6c vd gi6i tinh' ia" iOng cta tu6i t6c hoac gidi
tinh tren duoc d6ng hoc cta rosuvastatin khdng li6n
quan v6 m{t l6m sdng.
Chrine t6c:
C6c nghiCn cfu duoc dQng hgc cho th6y AIJC (Area
Under the C.urye) vd Cmax tdng khoAng glp 2 lin it
ngudi chdu A s6ng d chdu A so v-Oi ngudai tring s6ng
d phuong fay. Anh huong cta c6c yiiu tii di truyiln va
m6i trulng a6i vOi su thay a6i nay chua x6c dinh rluo. c.
MQt ph6n tfch dugc dQng hqc theo quAn thC dan cu cho
th6y khdng c6 sg kh6c biQt c6 y nghia l6m sdng vC dugc
dQng hoc d c6c nh6m ngudi da trlng vd ngudi da tlen.
Suy th6n:
Nghi6n cr?u.tr€n ngu&i suy th6n d nhi,iu mfc tl6 kh6c
nhau cho.th6y rang bgnh thdn tu nhg ttiSn vta kh6ng dnh
huong diSn n6ng dQ rosUvastatin hotrc ctrdt ctruyen'nOa
N-desmethyl trong huyiit tuong. BQnh nhdn suy thfln
n{ng (dQ thanh thii creatinin huy6t tunng < 30 ml/phrit)
c6 n6ng tlQ thudc trong huyiit tuong tan! cao gAp i lAn
vd n6ng tl6 chdt chuydn h6a N-desmethyl t6ng cao g6p
9 ldn so vdi ngudi tinh nguyQn khde m4nh. N6ng rlQ cria
rosuvastatin trong huyi5t tuong d hpng th6i 6n dinh d
nhiing b6nh nh6n dang thAm ph6n m6u cao hon khodng
50% so vdi nguoi tinh nguyQn kh6e mnnh.
Suy gan:

Trong nghi€n criu tr6n nguoi t6n thuong gan d nhi6u
mric d6 kh6c nhau, kh6ng c6 b6ng chrlng v€ teng mric

dQ tiiip xric cta rosuvastatin tinh theo n6ng tlQ vd thdi
gian d nhirng bQnh nh6n c6 dii3m sO Child-Pugh < 7.

Tuy nhi6n, 2 benh nhdn vdi di6m s6 Child-Pugh ld 8 vd
9 c6 mrlc d0 tii5p xtc cta rosuvastatin tinh theo ndng tlQ

vir thdi gian tlng l6n t6i thitiu gAp 2 hn
so vdi nguoi c6 diiSm sii Ctrita-fugh ttrdp hon. Kh6ng
c6 kinh nghiQm d nhirng bQnh nhdn v6i di6m sO Ctrita-
Pugh > 9.

CHi DINH
- Tdng cholesterol m6u nguyOn ph6t (loai IIa k6 cd tlng
cholesterol m6u gia tlinh kiiiu di hqp nr) hofc r6i loan
lipid mdu h6n hqp (loai IIb) d ngudi lon vi trd em tu 6

tu6i trd I6n: ld mQt liQu ph6p h5 trq cho ctrii a9 tu ki6ng
khi benh nh6n khdng tlip tmg dAy drl v6i chti dQ an
ki6ng vd c6c liQu ph6p kh6ng dirng thu6c kh6c (nhu tap
th6 duc, gidm cdn).
- Tlng cholesterol m6u gia ttinh ki6u d6ng hqrp tu: dtrng
h6 trq cho chii tt6 6n ki6ng vd citc bi€n ph6p Aieu tr.i
gidm lipid kh6c (nhu tdch chi6t LDL m6u) ho[c khi c6c
li6u ph6p niy kh6ng thich hqp.
- Dg phdng bitin cti tim m4ch.

Lriu LI/ONG vA cAcH Dr)NG

Thudc ndy chi dilng theo s1r kA don cfia bdc si
Ctich dilnp
Dtng cluhng u6ng.
Trudc khi Uit AAu di6u tri, bQnh nhdn phdi theo ctrti aO
[n ki6ng chuAn giim cholesterol ve ti6p tuc duy tri ch6
dQ ndytrong sutit thdi gian tli6u tri. Sri dgng c6c Hu6ng
D6n D6ng Thudn hi6n nay vC di6u tri ,6i tan lipid dE
di6u chinh li6u rosuvastatin cho nmg bQnh nh6n theo
mgc ti6u tliAu tri vd il6p img cia bQnh nhdn.
Rosuvastatin c6 th6 dirng b6t cri ltc nio trong ngdy,
trong hof,c ngodi bta in.
Liiu trone
Khuy6n c6o bit dAu ttiAu fti voi ti6u thAp nhdt md thu6c
c6 t6c dung, sau d6, n6u cAn thirit, c6 ttriS ai6u chinh liAu
theo nhu cAu vd tl6p ung cta timg ngudi bQnh bing crich
ttrng li6u trmg tlqt c6ch nhau kh6ng dudi 04 ruAn vd phii
theo d6i c6c phdn fmg c6 hai cria thuiic, d{c bi€t la crin
pha.n ung c6 hai cl6i voi hQ co.
Didu tr! tdnq cholesterol mdu
Li6u khdi tl6u khuyCn c6o ld 5 mg ho{c l0 mg, ui5ng
ngiy I l6n cho cn bQnh nh6n chua ttmg dtrng thu6c
nh6m statin vd bgnh nhdn chuyiin tu dtrng thu6C tc ch6
HMG-CoA reductase kh6c sang dtng rosuvastatin. Vi€c
chgn lga lidu khdi dAu n6n luu ! dZn mttc cholesterol
cta trmg bdnh nhdn, nguy co tim m4ch sau ndy cfing
nhu. khi ning xAy ra. c6c t6c-dung phg kh6ng mong
mu6n. C6 thd chinh litiu sau m5i + tudn ni5u cAr] vi tAi
su6t tec dgng kh6ng mong mu6n tdng khi dtng [6u a0
mg so vdi c6c li6u th6p hon, viQc chuAn [Au-lAn cutii
di5n 40 mg chi n6n dugc xem xdt cho c6c bQnh nh6n
ttrng cholesterol m6u n6ng c6 nguy co cao v6 benh tim
mqch (d{c biet la c6c bQnh nh6n t6ng cholesterol m6u
gia dinh) mi kh6ng ilgt rlugc muc ti6u didu tri d li6u 20
mg vd c6c bQnh nhdn niy cdn phdi tluqc theo d6i thudng
xuydn. CAn c6.su theo d6i cta b6c si chuy€n khoa khi
bit aAu dtng li6u 40 mg.
Dqr phbng bidn cii tim mgch:20 mg I ngdy. 
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Li€n quan gifru tiiu dilng crta rosuvastatin vd chhng
teo co vdn cAn hru j,:
tilt ctt c6c bQnh nhdn bit ttAu vdi li6u l0 mg/mQt
lAr/ngay va chi tang I6n 20 mg ntiu th6y cAn thiiit sau 04
tudn. CAn theo d6i ch{t chE Oiii vOi nhtng tnrong hgp
dtng li6u 40 mg.
Trd em:
Trd em nr 6 - l7 tu6i:
Tdng cholesterol mdu gia dinh kiiiu di hgp t*: lieu bit
diu thuhng dung ld 5 mg/ngdy.
- Trd em fi 6 - 9 m6i: tieu thuong dtng tu 5 - l0 mg, I
lAn I ngdy.
- Trd em ttr l0 - 17 tu6i: li6u thuong dirng tir 5 - 20 mg,
I IAn I ngdy.
Kinh nghi€m v€ vi6c dirng thutic d tr6 em b! tlng
cholesterol m6u gia ttinh kiiSu d6ng hqp tu chi gi6i han
tr6n mdt nh6m nh6 trd em (> 8 tu6i).
Ngudi cao tuili:
Kh6ng cin di6u chinh li6u.
Bfuh nhAn suy thfln:
Kh6ng cAn diAu chinh li6u d c6c bQnh nhdn suy thpn tir
nhg tl6n vira.
Chi5ng chi clinh dtng rosuvastatin cho bQnh nh6n suy
th{n n{ng (xem Chiing chi dinh vd Dugc dAng hoc).
BPnh yhAry suy gan:
Mfc CIQ ti6p xfic v6i rosuvastatin tinh theo ndng dQ vd
thdi gian kh6ng tdng d nhtng b€nh nhdn c6 di6m sr5

Child-Pugh < 7. Tuy nhi€n, mtc tl6 tiiip xric v6i thu6c
tdng l6n tl6 dugc ghi nhfln d nhiing b€nh nh6n c6 di6m
s6 Child-Rugh 8 vd 9 (xem Duqc dQng hoc). A nhimg
bQnh nhdn niiy, n€n xem xdt tliin viQc tl6nh gi6 chrlc
nlng thfln (xem ThQn trgng). Chua c6 kinh nghiQm tr€n
c6c bQnh nhdn c6 di6m sO Child-Pugh tr€n 9. Chting chi
dinh dtng rosuvastatin cho c6c bQnh nh6n mic bpnh gan

ti6n tri6n (xem Chiing chi dinh).
Chfing tpc:
T[ng mric dQ ti6p xric vdi thu6c tinh theo n6ng dQ vd
thdi gian dE dugc ghi nh4n d benh nhdn ch6u A. OiCu

ndy n€n dugc xem xdt khi quyiit tlinh liAu dtng cho
bpnh nhdn g6c ch6u A.
Theo nghiOn ctiu duo. c dQng hgc tai M! tr€n nguoi ch6u

{ k]rl^nrng h.6p thu,rosuvastatin d ngu&i chdu A t[ng
g6,p2ldn so voi nguoi da tring, do tl6 n6n c6n nhic li6u
khdi tti€m 5 mg vdi ngubi chdu A. Ctr6ng chi ttinh sri
dqng li6u 40 mg d nhfi'ng bQnh nhdn ndy.

Khuyiln ctio vi ttrdng tdc thudc gifta rosuvaslalin vti
ctic chdt irc chi protease cila HIV vd HCV:
Gidi h4n lidu rozuvastatin t6i da l0 mg mQt lAn/ngdy khi
sri dgng ddng thdi v6i atazanavir, atazanavir + ritonavir,
lopinavir +. ritonavir.
Luu f: Orii vOi li€u dtrng 5 mg: n6n sri dpng c6c chti
phAm kh6c vdi him lugng pht hqp (vi6n n6n bao phim
SaVi Rosuvastatin 5).

Thilng bdo cho Btic st nhftng tdc dyng kh.6ng mong mu6n
grtp phdi khi sh dqrng thudc

CHONG cHi EINg
- BQnh nhAn qud. m6n vdi rosuvastatin ho{c bat cf t6

dugc ndo cria thu6c.
- Benh nhdn m6c bQnh gan tii5n tri6n ki5 cd tdng

transaminase huyi5t thanh k6o ddi vd kh6ng r0 nguy6n
nhdn, vd khi n6ng dQ transaminase huy6t thanh t6ng hon

3 lAn gi6i han tr€n cta mric blnh thulng (ULN ; Upper
limit of normal).
- BenI nh6n suy thdn nlng (dO thanh thdi creatinin < 30
ml/phrit).
- BQnh nh6n c6 bEnh lf v6 co.
- Benh nhdn dang dtng cyclosporin.
- PhU nii c6 thai vdr cho con bi, phg ntr c6 th6 c6 thai md
khdng dtrng c6c biQn ph6p tr6nh thai thich hqp.
- Li6u 40 mg/ngdy ch6ng chi dinh cho c6c trudng hgp:
suy thfln mric <lQ trung binh (Clc, < 60 mUphrit), suy
gi6p, ri5i logn co c6 t(nh ch6t gia ttinh, tiAn rri tO,
thuong co khi sri dgng c6c thu6c uc ch6 HMG-CoA
reductase hodc fibrat, nghiOn rucru, ngudi chdu A, ph6i
hqp fibrat.

THAN TRQNG KHI DTTNG THUOC

inh hnhng tr€n thSn:
Protein niQu, duoc phdt hiQn bing que thft vd c6
ngu6n g6c chinh ttr 6ng thdn, dE duoc ghi nh6n d
nhiing bQnh nhdn cli€u tri bing rosuvastatin li6u cao,
tlSc bi€t d li6u 40 mg, phAn ldn tinh trang ndy tho6ng
qua ho{c. thinh thodng xdy ra. Protein ni€u kh6ng
phdi ld d6u hiQu b6o trudc cia tinh trang bdnh nhdn
c6p ho{c tiiin tri6n. CAn tilinh gi6 chrii ning thdn
trong thdi gian theo d6i cric bQnh nhdn ct6 duoc di€u
tri vdi li6u 40 mg.

!!n nlrdng lrAn co xrfing: 
,

Cdn cAn nhdc khi dtng thu6c thuQc nh6m statin d6i
vdi b€nh nhdn c6 nhitng yi5u tO nguy co d6n dtin t6n
thuong co. Thu6c thuQc nh6m statin c6 nguy co g6y
ra c6c phin fng c6 hai d6i vdi hQ co nhu teo. co, ,iern
co, d{c biQt d6i v6i c6c bQnh nhdn c6 y6u t6 nguy co
nhu bQnh nhdn tren 65 tu6i, bQnh nhan bi thi6u nang
tuyiSn gi6p kh6ng duoc ki6m so6t, bQnh nh6n bi b€nh
thfln. Cdn theo d6i ch{t che c6c phdn rmg c6 hai trong
quii trinh dirng thu6c.
Cdc tbc dQng trdn co xuong nhu g6y ra dau co vd
bQnh co vd mQt s6 tri6m trudng hqp ti6u co vdn dd
tlugc ghi nhqn d nhiing bQnh nhdn dugc di6u tr! bing
rosuvastatin d t6t cd c6c li6u vd d6c biet d licu > 20
mg.
Tr6nh dtng tl6ng thoi vdi c6c thu6c sau: Gemfibrozil,
c6c thu6c ha cholesterol m6u, nh6m fibrat kh6c, niacin
li6u cao (> lglngdy), colchicin do tdng nguy co t6n
thuong co.
- Thfln trgng khi dtng c6c thu6c h4 lipid m6u nh6m
statin vdi c6c thu6c di6u tri HIV vd vi6m gan si6u vi C
(HCV) vi c6 th6 ldm tdng nguy co gdy t6n thuong co,
nghi6m trgng nhAt Id ti6u co vdn, thfln hu d5n. d6n suy
th{n vd c6 th6 g6y tu vong (xem Ttrong tdc thuiic)

* Do ndng dQ creatin kinase (CK):
Khdng n6n do n6ng tlQ creatin kinase sau khi vfn
ilQng gdng sric ho{c khi c6 sg hiQn diQn cria mQt

nguy6n nhdn ndo tl6.c6 th6 ldm t6ng CK vi di6u ndy
c6 thC lam sai lQch trit qua. N6u n6ng dO CK tlng cao

cl6ng k6 trudc khi tli6u trl (>5 lAn ULN) thi n€n thgc
hiQn mQt xdt nghiQm dd x6c <linh lai trong vdng 5-7
ngdy. NiSu xdt nghiQm l{p lai x6c dinh nOng tlQ CK
trudc khi tli6u tri vin l6n hon 5 lAn ULN thi kh6ng
n6n bit tliu di6u tr! b6ng rosuvastatin.
Cdn nhic theo d6i creatin kinase ffong trudng hgp:

e
GTl
rHA
PH
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* Truoc khi di6u tri: xdt nghiQm CK n6n dugc ti6n
hdnh trong nhtng trucrng hqp: suy gi6m chric n[ng thfn,
nhugc gi6p, ti6n sri bdn th6n hoic ti6n st gia dlnh m6c

bQnh co di truydn, ti6n sri bi benh co do sri dgng statin

hofc fibrat trudc d6, ti6n sri bQnh gan vi./tro{c uiing
nhi6u ruqu, bQnh nhdn cao tuiSi (> 70 tu6,i) c6 nhfrng
yi5u tti nguy co bi ti6u co vdn, khd ning xdy ra hrong t6c

thuiSc vd mQt s5 diii tuo-ng bQnh nhdn d{c biQt. Trong
nhirng trubng hqp ndy n€n cdn nhic lqi ichL/nguy co. vd
theo doi b€nh nhdn tr6n ldm sdng khi diAu tri bing
statin. N6u ktlt qua x6t nghiQm CK > 5 lAn gidi h4n tr6n

cta mfc binh thulng, kh6ng n6n bAt dau di6u tri bing
statin.
* Trong qu6 trinh didu tri bing statin, bQnh nhdn cAn

th6ng b6o khi c6 c6c bi6u hiQn v6 co nhu tlau co, cfmg
co, y6u co... Khi c6 c6c biriu hiQn nAy, benh nhan cAn hm
x6t nghiQm CK dti c6 c6c biQn ph6p can thiQp phtr hqp.

Trong c6c thri nghiQm l6m sirng, kh6ng.nhfn th6y gia
ttrng dnh huong tr6n co xuong d mQt s6 it bQnh nhdn
dtng rosuvastatin il6ng thbi vdi c6c thu6c kh6c. Tuy
nhi6n, tj lQ m[c bQnh vi6m co vd b€nh co gia tdng tl6
duoc nhin th6y d bQnh nh6n dirng c6c ch6t frc ch6
enzym HMG-CoA reductase kh6c d6ng thdi v6i c6c

d6n chAt cta acid fibric k6 ci gemfibrozil,
cyclosporin,,acid nicotinic, thu5c kh6ng n6m nh6m
azol, cdc chdt [rc ch€ enzym protease vd kh6ng sinh
nh6m macrolid. Gemfibrozil ldm t[ng nguy co bQnh
co khi dirng tl6ng thoi voi vdi chAt ric chtS enzym
HMG-CoA reductase. Do vfy, su ph6i hqp gita
rosuvastatin vir gemfibrozil kh6ng dugc khuylSn c6o.
ViQc sri. dgng kdt hgp rosuvastatin vdi .fibrat hofc
niacin d6 dat dugc sU thay d6i hcrn niia n6ng d0 lipid
n6n dugc cdn nhic k! giiia lgi ich vi nguy co c6 th6
xdy ra do nhiing k6t hqp ndy.
Kh6ng n6n dtrng rosuvastatin cho bQnh nhdn c6 tinh
trang nghi6m_trgng cAp tinh, nghi ngo do bQnh co
hofc c6 th6 ddn tl€n suy thgn thri ph6t do ti6u co vdn
(nhu nhiSm khuAn huy6t, tut huy6t {p, dei ph6u, chAn
thuong, r6i loan diQn gidi, nQi tii5t vd chuy6n h6a
n4ng; ho[c co gift kh6ng ki6m so6t dugc).
Anh hrdng trAn gan:
Gii5ng nhu c6c chdt ric ch6 enzym HMG-CoA
reductase khdc, cAn thdn trong khi dirng rosuvastatin
6' bQnh nhdn nghiOn rugu n{ng vd/ho{c c6 tiAn sri
bQnh gan.
Lim x6t nghiQm enzym gan trudc khi bat dAu di6u tri
bing statin vi trong trudng hqp chi <linh l6m sdng y6u
cdu xdt nghiQm sau d6. NCn ngung hodc giim li6u
rosuvastatin ni5u n6ng dO transaminase huy6t thanh
g6p 3 IAn gi6i han tr6n cria mric binh thulng.
d nhtng bQnh nhdn tlng cholesterol thr? phit do thi6u
nang tuyiSn gi6p hofc hQi chung thfln hu, thi nhirng
bQnh niy phdi duoc di6u tr! trudc khi bit dAu ding
rosuvastatin.
BQnh nhdn c6 cdc v6n d€ ve di truyAn hiiim g6p nhu
khdng dung n4p galactose, thii5u hqt Lapp lactase hofc
kdm hdp thu glucose-galactose kh6ng n6n dtrng sin
ph6m ndy.

TIJONG TAC THU6C
Chiit tirc chd protease khdng HIV vd I{CV

Dtng d6ng thdi vdi: Atazanavi; k6t hqp atazanavir +

ritonavir; lopinavir + ritonavir: Gidi han li€u
rosuvastatin t6i da l0 mg mot lAn/ngdy.
Cyclosporin: Dtrng dOng thdi rosuvastatin vdi
cyclosporin, cbc gi6 tri AUC cta rosuvastatin cao h-on

trung binh gep 7 hn so vdi trf sl5 ndy d nguoi tinh
nguyQn kh6e manh. Dtng d6ng thdi rosuvastatin vir
cyclosporin kh6ng dnh hu&ng d6n ndng dQ cyclosporin
trong huy6t tusng.
Ctic chdt adi *ndng Vitamin K Gi6ng nhu c6c chAt fc
chi5 enzym HMG-CoA reductase kh6c, khi bit dAu diAu

tri hoic tlng li0u rosuvastatin d benh nh6n di6u ffi d6ng
thdi vdi c6c ch6t Oiii Urang vitamin K (nhu warfarin) c6

th6 lem tlng tri si5 nVR (International Normalized
Ratio). Ngung ding ho{c ginm li6u rosuvastatin c6 th6
ldm giim INR. Trong nhling trubng hqp nhu vdy, n6n
theo d6itri sd INR.
Gemfibrozit, ctic thuiic hg cholesterol mdu nhdm

Jibrat khtic, niucin li€u cao (>1 g/ngity), colchicin: litm
t[ng nguy cs t6n thuong co khi sri dung ddng thoi vdi
statin.
Dtrng rl6ng thoi rosuvastatin vdi gemfibrozil lirm tdr ^
gdp 2 lin c6c chi s5 Cmax vd AUC cta rosuvastatin.
Dga tr6n dii liQu tu c6c nghi6n cuu tuong t6c thu6c
chuy6n biQt cho th6y kh6ng c6 tuong t6c dugc dQng
d6ng ki3 vdi fenofibrat, tuy nhi6n tuong t6c v6 dugc luc
c6 th6 xdy ra.

Tlrudc khdng,acid: Dtng rosuvastatin d6ng thoi voi
hdn dich thu6c kh6ng acid chria nh6m vd magnesi
hydroxid ldm giAm khoAng 50% n6ng dd rosuvastatin
trong huy6t tuong. Khi ut5ng thutic kh6ng acid cdch 2
gid sau khi dtng rosuvastatin thi n6ng d6 rosuvastatin
trong huyiSt tuong sE gidm it hon. M6i tuong quan vC

m{t ldm sirng cria tuong t6c ndy vin chua 16.

Erythromycin: Dirng d6ng thdi rosuvastatin vdi
erythromycin lim giim 20% AUC (0+) vd 30% Cmax
cta rosuvastatin. Tuong litc ney c6 the la do
erythromycin ldm tdng nhu ilQng ruQt.

Thuiic viAn udng ngha thai/lipu phrtp thay thd hormon
(HRT: Hormone Replacement Therapy): Dtng cl6ng
thdi rosuvastatin voi thu6c vi6n u6ng ngtra thai ldm t[p1
26% AUC cta ethinyl estradiol vd 34Yo cta norgestr,
N6n.lm f di5n mfc tlng n6ng d6 c6c chdt nay trong
huydt tuong khi chgn thu6c u6ng ngira thai. Chua c6 dfr
liQu dugc dQng hoc tr€n nhirng bQnh nhAn dirng d6ng
thdi rosuvastatin vir HRT vd vt vfly kh6ng thi5 lo4i trir
khd ning c6 t6c ddng tuong tu. Tuy nhi6n, ki5t hqp ndy
d6 tlugc sri dgng rQng rdi d phg n[ trong c6c thri nghiCm
ldm sang vd 116 duo. c dung ngp t6t.
Digoxin: Dga. tr6n c6c dt liQu hr c6c nghiCn cru vA
tuong t6c thutic. chuy6n bi6t cho thdy kh6ng c6 ruong
tdc rl6ng kO v6 m{t ldm sang khi dirng iirung vOi
digoxin.
Enzym cytochrom P450: Kdt qud tri thri nghiQm in vitro
vd in yivo chring t6 ring rosuvastatin kh6ng phni li ch6t
ric ch6 hoflc cAm img enzym cytochrom p450. Hon nta,
rosuvastatin ld chAt nen yi5u cho c6c isoenzym ndy.
ICrdng ghi ntrfln c6 tuong t6c li6n quan vd ldm sdng gilia
rosuvastatin vdi fluconazol (ch6t ric ch6 Cyp2C9 vd
CYP3A4) ho6c ketoconazol (chAt ric ch6 Cyp2A6 vd
CYP3A4). Dtng d6ng thdi itraconazol (chAt tc chi5
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CYP3A4) va rosuvastatin ldm tdng 28Yo AUC cta
rosuvastatin. Sg tlng ndy kh6ng duoc xem ld c6 f nghla
vC lam sdng. Vi vfly, kh6ng c6 hrong t6c thu6c do sg
chuy€n h6a qua tnrng gian cytochrom P450.

STIDUNG CHO pHV NrrCO THAr VA CHO CON

- Rosuvastatin chting chi clinh k6n phg n[ c6 thai vir cho
con bt.

- Phg nt c6 th6 mang thai n6n sri dpng c6c bi€n ph6p
ngira thai thich hqp.

- Vl cholesterol vd c6c sAn phAm sinh tdng hqp
cholesterol kh6c Ii cAn thiiit cho sg ph6t tri6n bdo thai
n€n nguy co ti€m tdng do ric chtS enzym HMG-CoA
reductase sE chi6m uu th6 hcrn lqi ich cia viQc di6u tri
bing rosuvastatin trong su6t thoi gian mang thai.
C6c nghiOn cuu tr6n dQng v4t cho th6y c6 nhfrng bing
chung gidi han v6 itQc tinh trdn hQ sinh sdn. Ni5u bQnh

nhdn c6 thai trong khi tti€u tr! bing rosuvastatin thi n€n
ngmg thui5c ngay lQp trlc.
- O chuQt, rosuvastatin bni ti6t qua siia. Kh6ng c6 dir
liQu tuong ung vC sg bdi tii5t qua siia d ngudi.

TAC DQN.G CUA THUOC KHI LAI xE VA vAN
HANH MAY MOC

Cdc nghi6n ctu dd x6c tlinh dnh hudng cta
rosuvastatin tr€n khd ndng l6i xe vd vfln hdnh m6y
m6c chua dugc thgc hiQn. Tuy nhi6n, dga tr6n nhiing
ddc tfnh dugc lgc thi rosuvastatin kh6ng the anh
hudng tr6n c6c kh6 nlng ndy. Khi l6i xe hoic vfln
hdnh m6y nOn luu y ring ch6ng m6t c6 th€ xdy ra
trong thdi gian di6u tri.

TAC DqNG KHONG MoNG MU6N CUA THU6C
(ADR)

C6c bii5n c6 ttrOng mong mu5n dugc ghi nh{n khi ding
rosuvastatin thuong nhg vd tho6ng qua. Trong c6c th[l
nghiQm.ldm sdng c6 ki6m chftng, c6 it hon 4% .bQnh
nhdn tli€u tr! bang rosuvastatin ngung dtrng thu6c do
citc titc dung khOng mong mudn.

Thrdng g\p, l/100 < ADR <1/10
R6i loan n6iti6t: D5i th6o tlulng.
ROi loen h0 thAn kinh: Nhric dAu, ch6ng m{t.
R6i lopn h€ ti6u h6a: T6o b6n, budn n6n, dau bpng.
R6i lo4n hQ co xuong, m6 li6n ki5t vd xuong: Dau co
Todn thdn: Suy nhugc

it g6p, tttooo s ADR < t/1oo
Rlii loan da vd mO dudi da: Ngta, ph6t ban, m6 day.

Hiam g@, 1/10 000 < ADR < 1/t000
R6i loan m6u vd hQ bach huy6t: ciam tiiSu cAu

R6i loan h0 mi6n dich: Phdn img qu6 m5n k6 cd pht
mqch.
Rtii loan hQ ti6u h6a: Vi€m tpy.
Ri5i loen gan mQt: TEng enzym gan.

R5i loan hg 
"o 

*uong, m6 li6n k6t vd xuong: BQnh v6

co (nhu vi6m co), ti6u co v6n.

Riit hiiim gqp, ADR < t/10 000
ROi loan hQ thAn kinh; Vi6m da ddy thAn kinh. tvtAt ri
nhd.
R6i loan gan mqt: Vdng da, vi6m gan.

R6i loan hQ co xuong, m6 li6n k6t vd xuong: Dau kh6p.

n6i lo4n thfn vd tit5t niQu: Titiu ra m6u.
niii lo4n hQ sinh duc: Vri to d nam.

Chta rd tin suiit
Riii lo4n tdm thAn: TrAm cim.
Riii loqn hC thAn kinh: Rtii loan gi6c ngn (m6t ngt vd dc
mQng), vi6m da d6y thAn kinh ngo4i vi.
R5i logn hd h6p, ngyc vd trung thAt: Ho, kh6 thd.
R6i lo4n hQ ti6u h6a: Ti€u chdy.
Rtii loqn da vd m6 du6i da: HQi chung Stevens-Johnson.
R6i loan hC co xuong, md li€n ki5t vd xuong: Vi6m gdn,
nghi€m trong hon ld dut gdn, vi6m co ho4i tti do miSn
dich trung gian.
Todn th6n: Pht
-.Tdc tlQng tr6n thf n: Protein ni6u, iluoc ph6t hien
bing que thri vA c6 ngu6n gi5c chinh tL 6ng thdn, dE

duo. c ghi nh6n d nh.ffng bQnh nhdn di6u tri bang
rosuvastatin. Sg thay tl6i luqng protein ni€u tu kh6ng c6
ho{c chi c6 vi5t tti5n duong tinh ++ ho{c cao hon d6
dugc nhfln th6y d <l% bQnh nh6n khi di6u tri bing
rosuvastatin l0 mg vd 20 mg vd khodng 3% bdnh nhdn
khi di6u h! bAng rosuvastatin 40 mg. Lugng protein
niQu t[ng nhg tt kh6ng c6 ho[c cO v6t di5n duong tfnh +
dugc ghi nhfln d li6u 20 mg. Trong h6u h6t c6c trulng
hqp, protein niQu giim ho{c tg bi6n m6t khi tiilp tuc
didu tri. D[ liQu khio. s6t tt cAc tht nghi6m l6.m sdng vd
sau khi st'dr,rng thu6c cho d6n nay chua thr5 x6c dinh
dugc nguy€n nhdn li6n quan gita protein niQu vd b6nh
th[n c6p tinh hay ti6n trii]n.
-.;. , t. ,.Ti0u ra m6u xudt hi6n d b€nh nhdn di6u tri voi
rosuvastatin vd dt liQu ldm sing cho thAy hiQn

ndy xdy ra chflm.
- T6c ilQng tr€n hQ co:xu'o'ng; T6c tr6n hqdole

hi€m hopxuong nhu dau co, bQnh ccr vir mQt so truong
ti6u co vdn dd dugc ghi nh4n d nhirng bQnh nhdn

tli6u tri blng rosuvastati ndt6t cd c6c I i6u vd ddc bi6t )t

li6u >20 mg.
TEng n6ng

o

1l

b€nh nhdn
dO CK theo li6u ding. duo. c

ding rosuvastatin; ph6n ldn
quan s6t thAy
c6c truong

nhg, kh6ng c6 iriQu chring vd tho6ng qua. Nriu n6ng rlQ

CK tlng (>5 l6n ULN), viQc di6u tri ndn ngung tam
thdi.
- Tdc tlQng tr6n gan: Cfing gi6ng nhu c6c ch6t tc ch6
enzym HMG-CoA reductase khdc, ting transaminase
theo liAu dd tlugc ghi nhfln d mQt s6 it benh nhdn dtng
rosuvastatin; phAn l6n c6c trubng hq'p dCu nhg, kh6ng
c6 tri€u chrlng vd tho6ng qua.

rtioi''a i;;'ifi ffiG i,iJng ,nuon sau day oa \oc
b6o c6o khi sri dgng thu6c nh6m statin: \
- Suy gidm tlnh dec : l- C6c trulng hqp dfc biQt cta benh phoi mO ke, fih.u!F
khitliCu triddihan. .oJ- Ti le b6o c6o vO ti€u co vdn, suy thin n{ng vd gfr;fan
n{ng (chri y6u tlng transaminase) cao hon khi dfng d
li6u 40 mg.
TrE em
Creatin kinase tlng > 10 lAn ULN vd c6c triQu chring v6

co sau khi vfln tlQng ho{c t6ng ho4t dQng th€ lgc dugc
quan s6t th6y thubng xuy6n hon trong mQt thri nghiQm

l6m sdng kdo ddi 52 tuan tr6n trd em vd trd vi thdnh ni€n

khi so v6i ngudi l6n.
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HrOng ddn ctich x* lri
T4m ngmg dirng thu6c vd b6o cho biic si rli6u tri

euA Lrtu vA cAcH x0rni
Tdi liQu vA qu6 li6u cta rosuvastatin d nguoi cdn hqn

chii. Chua c6 c6ch di€u tri cl{c hiQu khi qud liAu. Niiu
, , ,.: I , ,

xiry ra qu6 li€u, cdn phdi rlp dpng di6u tri triQu chfmg vd
c6c biQn phep h5 trq. ThAm tdch m6u kAdng ldm tdng
ddng kii d0 thanh thii cira rosuvastatin.

DONG GOI: HQp 3 vi x l0 vi6n

sAo euAx:
Noi kh6, nhiet d0 kh6ng qu6 30 oC. Tr6nh 6nh s6ng

TI6U CHUAN AP DUNG: Ti6u chuAn co sd.

HAN DUNG: 36 th6ng k6 tu ngdy sdn xuAt.

/.dnftq#:ry
Sin xu6t t4i: 
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CONG TY Co PHAN DIJSC PHAM SAVI

LO Z.Ol-02-03a, Khu C6ng nghiQp trong Khu Chi5 xuAt
Tdn Thufn, Phudng Tdn Thufln D6ng, Qufln 7, Tp. H6
Chi Minh.
ET: +84 8 37700 142-144

Fax: +84 8 37700 145

Tp. H6 Chi Minh, z/ thang 4 nim2OlT
Girlm Diic
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Hiru Minh
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