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THANH PUAN: vt6i vien nang c[mg chua:
Thdnh phdn duoc chdt:

Thdnh phdn td duqc: Lactose monohydrat, microcrystallin cellulose 102, dicalci phosphat dihydrat, crospovidon, magnesi
stearat.

DANG SAO CHE:
Vi6n nang cimg. Vi6n nang cimg s6 3, then mdu tring, nip mdu xanh ducrng, bdn trong chua b6t thudc mdu tring di5n tring
ngd.

CHi DINH DItU TRI:
- T6ng cholesterol m6u nguydn ph6t (lopi IIa k6 c6 tdng cholesterol m6u gia dinh ki6u di hqp tt) ho4c r6i loan lipid m6u h5n

hqp (loai IIb): ln m6t lieu ph6p hd trg cho cn6 dE an ki6ng khi b6nh nh6n kh6ng d6p tmg ilay du v6i ch6 d6 6n ki6ng vd c6c
li€u ph6p kh6ng ding thudc kh6c (nhu tQp thii dpc, gi6m Can).

- Rdi lo4n bCtalipoprotein m6u nguydn ph6t (t6ng lipoprotein m6u Qip III): Rosuvastatin dugc chi tlinh nhu ld m6t li€u ph6p
b6 trg cho cn6 AE an ki6ng trong tli6u tri b6nh nhAn 

"6 
.6i loa, b€ta lipoprotein m6u nguy€n ph6t (t6ng lipoprotein mau tlip

rrr).
- Rosuvastatin duoc chi dinh nhu li6u ph6p tli€u tri b6 trq cho ch6 dQ 6n ki6ng o nhimg b6nh nhdn ngudi l6n c6 tdng

triglycerid.
- BQnh nhi tu 7 d6n 1.7 tu6i vd nguoi l6n bi ting cholesterol m6u gia dinh ki6u d6ng hqp tu: ding h5 tro cho ctrti dO an kieng

vd c6c bi6n ph6p tli6u tri,girim lipid kh6c (nhrg4n t6ch LDL mau; noac khi c6c ligu ph6p nay k[6ng thich hqp.
- BQnh nhitu 8 d6n 17 tu6ib!tdng cholesterol m6u gia dinh ki6u d! hqp tu (HeFH): H5 trs ch6 ilQ 5n ki6ng nhim ldm girim

luong cholesterol todrn phin, LDL-cholesterol vd ApoB tr6n tre em vir thanh thi6u ni6n 8 d€n lZ tuOi Ui tdng cholesierol
m6u gia dinh ki6u di hqp tt n6u nhimg y6u ti5 sau vin con tdn t4i sau khi di6u tri bing ctr,5 Oq [n ki6ng: Lbl--C > tgO
mg/dl hay > 160 mgidl vd c6 tidn su gia dinh mic b€nh tim mach sdm ho[c c62hay ntri6u tron yi5u tii nguy co vd b6nh
tim mach.

- Rosuvastatin tlugc chi tlinh nhu liQu ph6p di€u tri b6 trg cho cht! dQ 5n ki6ng nhim ldm chdm ti6n tri6n cua bdnh xo vira
tlQng mach d bQnh nhin ngudi lon nhu ld mdt phin cua chi6n luoc tli6u tri nhim giim cholesterol todn phdn vd LDL-C d6
d4t c6c muc mUc ti6u.

- Phdng ngua bQnh tim mach nguy6n ph6t: O nhiing c6 th6 khdng c6 bing chimg ldm sdng vA bQnh m4ch vdnh nhmg c6
nguycobQnhtimm4chnhula>50tu6ionamgi6i,260tu6ionirgioi,hsCRPZ2mdLvdc6thdmitnhAttyi5utilnguy
co bQnh tim mach nhu ld tSng huy6t 6p, HDL-C th6p, hft thu6c hodc c6 tiAn sri gia ainn vA benh mach vdnh s6m,
rosuvastatin dugc chi dinh:
+ Gi6m nguy co dOt quy
+ Girim nguy cs nh6i m6u co tim
+ Gi6m nguy co thri thu$t t6i tudi miiu mach vinh.

- Gi6i hqn tli,5u tri: Rosuvastatin chua dugc nghiCn cuu tr€n bQnh nhdn r6i loan lipid m6u tlip I vi tip V theo phdn loai cua
Fredrickson.

LrEU LUgNG VA CACH OUNC:
Cdch ding
- TruockhibatdAudi€utri,bEnhnh6nphriitheoch6ddinki€ngchuingidmcholesterolvd.ti€ptqcduytrichti.dEnirytrong

su5t thoi gian di6u tri. Sir dung c6c Huong Din D6ng fnu4n triqn nay vd di0u tr! r6i lo4n lipid dii <tidu chinh lieu
rosuvastatin cho timg b€nh nhdn theo muc ti€u ditu tri vd tllp (mg cua b6nh nhdn.

- Rosuvastatin c6 th€ ding b6t cri hic ndo trong ngiry, trong hodc xa bira 6n.
Liiu dins
- Diiu t_r! tdng cholesterol mdu:Li€u khdi tliu khuy6n c6o ld 5 mg hoic 10 mg, u6ng ngdy I lin cho ci bQnh nhdn chua

tung ding thudc nh6m statin vir bQnh nhdn chuy€n tu dirng thu6c ric ch6 HMG-CoA reductase kh6c sang dirng rosuvastatin.
Vi6c chgn lua li6u khsi diu n€n h.ru f d6n mric cholesterol cta timg b€nh nh6n, nguy co tim m4ch sau nay ctng nhu kha
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nang 16y racdctbc_dr,rng kh6ng mong mu6n- HiQu chinh li6u dt5n li6u k6 tii5p c6 th6 thyc hiQn sau 4tuAn niiucin,thi6t. Vi
tdn su6t t6c dqng kh6ng mong mu6n ting khi dirng li6u 40 mg so voi ciic li6u thdp hon, viQc chudn li€u ldn cu6i d6n 40 mg
chi n6n clugc xem x6t cho c6c bQnh nhdn tdng cholesterol miiu nflng c6 nguy co cao uA bQnh tim mach (dac biQt ld c6c bQnh

nhAn tdng cholesterol m6u gia dinh), mi kh6ng tlqt dugc mqc ti6u di€u tr! & li6u 20 mg vir c6c bQnh nh6n ndy cAn phdri dugc
theo d6i thudng xuydn. Cin c6 su theo ddi ch[t chE cira b6c s! chuy6n khoa khi Uat Aau dirng lidu 40 mg.

- Dr; phbng bidn cd tim mgch: Trong c6c nghidn cr?u gi6m nguy co biiin cr5 tim mach, li6u ding ld 20 mg m5i ngiy.
- Tri em:

+ Tqng choles.terol mdu gia dinh kidu dj hW t*: Y'hodng li6u khuyi5n c6o li 5-10 mg/ngiy dudng uring tr€n b6nh nhAn 8

d6n < l0 tu6i, lieu 5-20 mglngiry tr€n b€nh nhdn ti.r l0 it6n 17 tudi.
+ Tdng cholesterol mdu gia dinh kidu ding hqp rr7; li6u khuy6n c6o ld 20 mg/ngdy tludng u6ng tr€n bQnh nhitir 7 diin 17

tudi.
- Ngwdi cao tubi: N6n bit dAu v6i liAu 5 mg 1 lin I ngdy o ngudi hon 70 tu6i. Khdng cAn di€u chinh li6u do tudi t6c.
- BQnh nhAn suy thQn:

+ Khdng cdn tli6u chinh li6u 6 c6c bQnh nhdn suy th6n tir nhe il6n trung binh. Li0u khdi <l6u khuydn c6o cho bQnh nhdn suy
thfn trung binh (dQ thanh thii creatinin < 60 ml/phrit) ln 5 mg. LiAu 40 mg dugc chi5ng chi dinh d benh nhdn suy thQn
trung binh.

+ Chdng chi dinh ding rosuvastatin cho bQnh nh6n suy thQn n{ng.
- B|lth n,hdn suy gan: M,[rc ttQ ti€p xric vdi rosuvastatin tinh theo n6ng itQ vA thoi gian kh6ng t6ng o nhimg bQnh nhdn c6

di6m s6 Child-Pugh.< 7. Tuy nhi6n muc <lQ ti6p xirc voi thu6c t6ng l6n tll dugc ghi nhQn o nhimg bQnh nhdn c6 di6m sO

Child-Pugh 8 vd 9. O nhirng b6nh nh0n niry n6n xem x6t cl6n vi€c d6nh gi6 chric ndng th4n. Chua c6 kinh nghiQm t€n c6c
bQnh nhdn c6 di6m sd Child-Pugh trCn 9. Ch6ng chi tlinh dirng rosuvastatin cho c6c bQnh nh6n mic bQnh gan ph6t tri€n.

- BQnh nhAn ChAu,4; BQnh nh6n Chdu A, cdn nhic khdi diu vdi rosuvastatin 5 mg/lAn/ngdy do gia tdng n6ng dQ

ro.suvastatin huy6t tuong. Luu j d€n viQc ting mric dQ ti6p xric vdi thu6c 6 bQnh nhdn Chdu A khi kh6ng kiCm so6t di vdi
li6u tr6n 20 mg/ngdy.

- Sft dung tong itiiu ti ph6i hqp thudc:
+ Ph6i,hqp voi gem/ibrozil: Khdi <ldu rosuvastatin 5 mg/l6n/ngdy. Li6u dirng rosuvastatin khdng n6n wgt qu6 l0

mg/16n/ngdy.
+ PhOi hqp vdi atazqnavir vd ritonavir, lopinavir vd ritonayir, ho(c simeprevir: Khdi ddu rosuvastatin 5 mg/l6n/ngdy. Li€u

ding rosuvastatin kh6ng ndn vuqt qu6 l0 mgllAn/ngny.
Lqta chqn san phiim khdc trong trrdng hqp bQnh nhdn cdn dilng rosuvastatin liiu 5 mg hoqc I 0 mg.

CH6NG CHi DINH:
- BQnh nhdn qu6 min v6i rosuvastatin ho4c b6t kj't6 duo. c niro cria,thu5c.
- BQnh nhdn mic bQnh gan ti6n tri6n k6 ci tang transaminase huyiit thanh k6o ddi vd khdng rO nguy€n nhdn, vir khi n6ng <lQ

transaminase huy6t thanh ting hon 3 lin gi6i h4n tr6n cia muc binh thuong (ULN).
- BQnh nhdn suy th4n n4ng (d0 thanh thii creatinin < 30 mL/phrit).
- Bqnh nhdn c6 b6nh lf vO co.
- BQnh nhAn tlang ding cyclosporin.
- Phq n[ c6 thai vi cho con b[, phu nir c6 the c6 thai md kh6ng dr)rng c6c biQn ph6p tr6nh thai thich hgp.
- Ch6ng chi dinh dirng liAu 40 mg o bQnh nh6n c6 yiiu t6 nguy co bQnh lf cslti6u cs vdn. C6c yiiu td nguy co niry bao gdm:

+ Suy thdn ilQ vira (dQ thanh thii creatinin < 60ml/phit)
+ Suy gi6p
+ Ti6n su gia dinh hoac bdn thdn c6 bQnh lf co c6 tinh di truy€n.
+ Ti6n s[r t6n thuong co tru6c tldy gdy ra bdi thu6c ric ch€ HMG-CoA reductase kh6c holc fibrat.
+ Nghicn rugu
+ C6c tinh tr4ng lirm ting n6ng tlQ thu6c trong m6u.
+ B6nh nhdn ld ngudi Chiu A.
+ Dung kdt hgp fibrat.

cANn BAo vA THAN TRqNG KHr sIID(JNG:
- inh hunng tr€n thQn: Protein niQu, tlugc ph6t hiQn bing que thri vd c6 ngu6n g5c chinh tir ilng thin, dd dugc ghi nh4n o

nhirng bQnl nhdn tli6u tr! bing rosuvastatin lidu cao, dac biQt & li€u 40 mg, phin l6n tinh tr4ng niry tho6ng qua hoflc thinh
thoirng xdy ra. Protein ni€u kh6ng phii ld ddu hiQu b6o trudc c[ra tinh trqng bQnh th4n cdp hoqc ti6n tri6n. CAn tl6nh gi6

chuc ning thfn trong thoi gian theo d6i c6c bQnh nhdn d6 dugc di€u tri voi li6u 40 mg.
- Anh hudng tAn co xtong: Cic tbc dQng tr€n co xuong nhu gdy ra dau co vd bQnh co vir mQt s6 hi€m trubng hgp ti€u co

v6n d6duqc ghi nh4n o ntrCrng Uqnn nhdn dugc didu tri bing rosuvastatin o tdtcitcitc li€u vd d4c.biqt o liCu > 20 mg. CAn

cAn nhic khi dirng thu6c thuQc nh6m statin d6i voi bQnh nhdn c6 nhirng y6u tO nguy co ddn ddn t6n thuong cs. Thu6c

thuQc nh6m statin c6 nguy co gdy racirc phdn ung c6 hqi ddi voi hQ co nhu teo cq, vi6m co, dflc biCt dOi voi c6c bQnh nhdn

c6 y6u t6 nguy co nhu bQnh nh6n tr6n 65 tu6i, bQnh nhdn bi benh thi6u ning tuy6n gi6p kh6ng dugc ki6m so6t, bQnh nhdn

bi bQnh thQn. Cin theo d6i ch4t che c6c phin img c6 hpi trong qu6 trinh dirng thui5c. BQnh nhAn cAn b6o c6o ngay cho b6c si
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<li6u tri c6c d6u hi€u hoic triQu chimg dau co, met m6i, s5t, nudc ti6u sdm miu, budn nu6n ho{c n6n trong qu6 trinh sri
dgng thu6c.

- Do ning dQ creatin kinase (CK): Kh6ng n6n tlo ndng ilQ creatin kinase (CK) sau khi vdn dQng ging stc ho{c khi c6 ss
hiQn diQn cria mgt nCuyCl nhdn niro <16 c6 th6 lim t[ng CK vi tti6u ndy c6 the lam sai lQch ki5t qui. Niiu n6ng ttQ CK tlng
cao tl6ng ki! trudc khi tli6u tri (> 5xULN) thi n6n thgc hiQn mQt xdt nghiQm di5 x6c ttinh lqi trong vong 5-7 ngiy. Ntiu x6t
nghiQm llp lai x6c <tinh n6ng dO CK tru6c khi di6u tri v6n lon hcm 5xULN thi ktrdng n6n bit aAu ai6u t4 Uing ioiuvastatin.

- Trudc khi diiu tri; Gii5ng nhu c6c ch6t tc cn6 gVtC-CoA reductase, rosuvastatin .O ngry co g6y ra c6c phan ung c6 hqi
OtSi vOi hQ co nhu teo co, vi6m co, cAn th4n trgng khi ding rosuvastatin d bQnh nhAn 

"01a" 
y6,it6 nguy co co ttre iin Aen

tdn thuong co, bQnh lj vA coltiOu co vin, xdt nghiQm CK n€n rtugc ti6n hinh trong nhirng tru&ng hSp,
.u suy gi6m chric nlng thin
+ nhugc gi6p
+ ti6n sir bin th6n ho{c ti6n sir gia tlinh mic bQnh co di truyAn
+ ti€n sri bi benh co do st dgng statin ho{c fibrat tru6c d6
+ ti€n sri bQnh gan vi./ho[c u5ng nhidu rugu.
+ bQnh nh6n cao tu6i (> 70 tu6i) c6 nhtng yi5u ti5 nguy co bi ti6u co vin
+ c6c tinh tr4ng c6 thiS gdy ra ting ndng ttQ thu6c trong huyi5t tuong
+ dtng tl6ngthoi v6i c6c fibrat
+ khe ning xiy ra tuong t6c thu6c vi mQt sO a6i tuqng bQnh nhdn tl{c bi$t. Trong nhirng tru}ng hqp ndy n€n cdn nh6c lqi

ich/nguy co vi theo ddi b$nh nhdn tr6n l0m sang khi <li6u tri bing statin. N6u ki5t qui xdt nghiQm CK > 5 lAn gioi han
tr6n cta mric binh thuong, kh6ng n6n bit dAu diAu tri bdng statin.

- Trong khi tliiu tri: Cdn theo d6i ch{t ch6 c6c phin img c6 hpi trong qu6 trinh dirng thu6c. N6n y6u ciu bQnh nhdn b6o c6o
ngay cho b6c si c6c hiQn tugng dau co, ctmg co, y6u co ho{c vgp b6 kh6ng gi6i thich dugc, d6c biQt n6u c6 kdm mQt m6i,
s6L nuoc ti6u sim mdu, bu6n n6n ho{c n6n trong qu6 trinh su dpng thutic. fhi c6 c6c bi6u hiQn ndy, bQnh nh6n cin lim x6t
nghiQm CK di5 c6 c6c biQn ph6p can thiQp phn hgp. N6n ngmg dirng rosuvastatin ni5u ndng dO CK ting cao tt6ng k,5 (>
SxULN) ho{c c6c triQu chimg v€ co trim trgng vir gdy kh6 chiu hing ngdy (ngay c6 khi n6ng dO CK S 5xULN). Ni5u c6c
triQu chimg niy kh6ng cdn nta vd n6ng dO CK trd lpi mfc binh thudng n€n xem x6t di5n viQc ding lqi rosuvastatin ho4c
ding mQt ch6t uc cht5 HvtG-CoA reductase kh6c & liAu th6p nh6t va theo d6i chit ch€. CO r6t tririm c6c b6o ceo ve bgnh co
ho4i tir qua trung gian mi6n dlch (IMNM) trong hoflc sau qu6 trinh tti6u tri v6i nh6m statins, k6 ci rosuvastatin. Dac di6m
l6m sdng cira IMNM ld y6u c6c co <liu gAn (proximal muscle) vir ting creatin kinase huyiit thanh, nhiing triQu chimg ndy
vin tiiSp di6n m{c dir ctl.ngung dtng statin.

- ViQc theo d6i tlinh ki n6ng dQ CK & c6c bQnh nhdn kh6ng c6 triQu ch(mg kh6ng tlim bio ph6t hiQn bQnh co.
- Ting nguy co t6n thuong co khi sri dpng statin d6ng thdi vdi c6c thu6c sau:

+ Gemfibrozil
+ C6c thui5c h4 cholesterol m6u nh6m fibrat kh6c
+ Niacin li6u cao (> lglngdy)
+ Colchicin

- Trong c6c thfr nghiQm l6m sdng, kh6ng ghi nhin th6y sy gia tlng inh huong tr6n co xuong 6 mQt s6 it benh nhdn ding
rosuvastatin tl6ng thoi vdi c6c thu6c kh6c. Tuy nhi6n, ti lQ mlc bQnh vi€m co vd bQnh co gia ting dii tlugc th0y d bQnh nhdn
dtng c6c ch6t ric chi5 fUG-CoA reductase hh6c tl6ng thoi vdi c6c d5n xu6t cria acid fibric k6 cn gemfibrozii, cyclosporin,
acid nicotinic, thu6c kn6ng n6m nh6m azol, c6c ch6t tc ch6 protease vi khang sinh nh6m macrolid. Gemfibrozil lim t[ng
nguy co bQnh co khi ding d6ng thdi voi vii ch6t ric chi5 fUG-CoA reductase. Do vfy, sg ph6i hgp gifra rosuvastatin vir
gemfibrozil kh6ng dugc khuyiin c6o. Vi€c sti dgng k6t hqp rosuvastatin vdi fibrat ho[c niacin <t6 dat <lu-sc sy thay aOi non
nira n6ng tlQ lipid n6n dugc cdn nhic k! giira lqi ich vi nguy co c6 th6 xiy ra do nhtng k6t hqp niy.

- Kh6ng n6n dting rosuvastatin cho bQnh nh6n c6 tinh trang nghiOm trgng c6p tinh, nghi ngd do bQnh co ho{c c6 th'i din diSn

suy than thri ph6t do ti6u cs vdn (nhu nhi6m khu6n huyiit, tgt huy6t 6p, dai phiu, ch6n thuong, r6i loqn tliQn gidi, n6i tirit vi
chuyEn h6a n4ng; ho{c co gi6t kh6ng ki6m so6t tlugc).

- Anh huhng ffAn gan: Gi6ng nhu c6c ch6t tic ch6 HMG-CoA reductase kh6c, cin thin trgng khi dtrng rosuvastatin d benh
nh6n nghiQn rugu n{ng valho4c c6 tiAn sir bQnh gan. C6c thri nghiQm chtc ning gan <luo. c ktruy6n c6o thgc hiQn tru6c khi
tli6u tri vi 3 th6ng sau khi bit tl6u <li6u tr! bing rosuvastatin. N6n ngrmg ho[c ginm li€u rosuvastatin niiu n6ng tlQ

transaminase huy6t thanh gip 3 l6n gioi hpn tr6n cta mftc binh thyong.
- O nhirng b€nh nhdn tdng cholesterol thri ph6t do thi6u ning tuy6n gi6p hoic hQi chimg thin hu, thi nhtng bQnh niy phii

tlugc tli6u tri tru6c khi b6t tliu ding rosuvastatin.
- Ching tQc: Cic nghi6n cr?u dugc tl$ng hgc cho th6y c6 sy gia tdng mric <10 ti6p xric voi thuiic tinh theo ndng dQ vi thdi

gian d bQnh nhin Chiu A so voi ngudi da tr6ng.
- Tdc ilQng tr€n h€ nfli fih TIng HbA I c vd n6ng dQ glucose huy6t hic <l6i tl6 tluo. c ghi nh{n ldri ding c6c chdt fc ch6 HMG-

CoA reductase, bao gdm cir rosuvastatin. Dga tr6n dii liQu nghi6n ctu l6m sing cira rosuvastatin, trong mQt si5 truong hqp
sg giattrrg niy c6 th6 vugt ngu0ng il6 x6c tlinh benh d6i th6o tludng.

- Cdc chdt *c ch€ protease; ViQc sri dpng tl6ng thoi c6c thu6c hp lipid m6u nh6m statin voi c6c thu6c tc ch6 protease di6u
tri HIV vi vi6m gan si6u vi C (HCV) c6 th6 lim ting nguy co.g6,y t,5n thuong co, nghi6m trgng nh6t ld ti6u co vdn. Tinh
tr4ng t6n thuoTg thfln li hfu qui crha ti6u co vdn, cO th€ ddn diin suy thQn vi gdy tt vong. Kh6ng k'lruy6n c6o dirng chung
vdi mQt vii ch6t t?c ch€ protease tru khi c6 sg di6u chinh li€u rosuvastatin.
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. Sri dqtng ffAn bQnh nhi:
+ O tre em vh thanh thi6u ni6n tt 8 ili5n 17 tu(5i bi ting cholesterol m6u gia tlinh ki6u di hgp tri, tinh an toin vdr hiQu qui

cta rosuvastatin dugc thiiSt l6p tir mQt tht nghiQm A6i ctrung vd mQt thri nghiQm nh6n md kh6ng tttii chring ktri dirng nhu
liQu ph6p di6u tri h5 trq ch6 ttQ 6n ki6ng nhim lim gi6m luqng cholesterol todn phin, LDL-Cvd ApoB khi b€nh nhan
kh6ng cl6p ung dAy dt v6i chi5 <lQ 6n ki6.ne, LDL-.C >190 mg/dl hay khi LDL-C >160 mg/dl, vi c6 tiAn sir gia tlinh mic
bQnh tim m4ch sorn ho{c c6 2 hay nhidu.hon ytiu.tii nguy cq ve Ugntr tim m4ch. Chua thi6t l6p hiQu qui dii h4n cria
rosuvastatin t<tri Uit iliu diAu tri tir tu6i thi6u ni6n AC tam ginm ti lQ bQnh vi ti lQ tri vong hic truong thinh.

+ Tinh an todn vi hiQu qu6 cria rosuvastatin tr€n c6c bQnh nhdn tt l0 tt6n 17 tu6i bi t[ng cholesterol m6u gia tlinh kitiu di
hgp tir tlugc tl6nh gi6 trong thir nghiQm l6m sing c6 diSi chimg k6o dii 12 tuin, tiiip theo li giai dopn nhdn md 40 tuAn.
B€nh nhdn dugc cliAu tri bing rosuvastatin 5 mg, l0 mg vd 20 mg m5i ngiy c6 dt liQu vC c6ci6c dgng ngo4i j n6i chung
tuong tW nhu nh6m dirng gii duo. c. Kh6ng tim th6y inh hu&ng niro cria rosuvastatin tr6n sg ting trudng, th6 trgng, chi s6
khi5i co thiS ho{c sy hoin thiQn hQ sinh d c6c bQnh nhi (tir l0 diln I 7 tu6i).

* Rosuvastatin chua dugc nghiOn c{ru trong c6c thir nghigm l6m sing c6 di5i chtmg li6n quan d6n c6c b6nh nh6n chua d4y
thi hof,c c6c bQnh nh6n nh6 hon l0 tuOi bi tang cholesterol m6u gia.itinh kiiiu di hqp tt. Tuy nhi6n, tinh an todn vd hiQu
qut c[ra rosuvastatin trCn tre em vir thanh thi6u ni6n tir 8 d6n l7 tu6i bi tnng cholesterol m6u gia <tinh ki6u di hqp tu di
tlugc tl6nh gi6 trong mQt thir nghiQm lim sdng khdng tl6i chimg, nhdn m& k6o dii 2 ndm. Mlc di c6 sy gioi h4n cira thitit
kO nghiCn cr?u khdng d6i chimg, tinh an toirn vi hiQu quri cta rosuvastatin trong viQc giim LDL-C n6i chung tuong trir

nhu tinh an toirn vi hiQu qui tlugc quan s6t tr6n bQnh nhdn nguoi l6n.
+ MQt nghi€n ctu ch6o, ngSu nhi€n, c6 tl6i chtmg gii duqc kdo dii 6 tuin dugc thuc hiQn tr6n tr6 em vir thanh thi6u ni6n tir

7 - 15 tu.5i b! ting cholesterol m6u gia tlinh ki6u tl6ng hqp tir di6u tri vdi rosuvastatin 20 mg/ngiry, ti6p theo ld giai doqn
nhdn md 12 tudn. Nhin chung, dir liQu an tolrn trong nghi6n cfu ndy tuong tU vsi dii liQu an todn dd tlu-q. c d6nh gi6 trudc
tl6y tr6n bQnh nhdn.ngudi lon.

- Mfc dti kh6ng phii tilt cir cdc phin rlng nCgAi y quan s6t dugc 0 nh6m bQnh nhdn truongthinh dAu dugc ghi nhin trong c6c
thir nghiQm tdm sdng & tr6 em vir thanh thii5u ni6n nhrmg c6c luu j vi thfn trgng cin nhEc d tr6 em vh thanh thii5u ni6n n6n
tuong ty rhu 0 nguoi l6n. C6c bQnh nhdn thiiSu ni6n nfr n€n tlugc sri dpng biQn ph6p tranh thai thich hgp trong thdi gian
tli6u tri b6ng. rosuvastatin.

- Cdnh bdo vi thdnh phdn c6 tong thuiSc: Thinh phin thu6c c6 chria lactose. BQnh nhdn bi bQnh di truyAn hii5m g5p v6 b6t
dung npp galactose, thiaiu hUt Lapp lactase, k6m h6p thu glucose-galactose kh6ng n6n sir dqng thu6c niy.

TRr.roNG HoP CO THAr VA CHO CON BU:
Rosuvastatin.ch6ng chi dinh tr6n phq nt c6 thai vir cho con bti.
Php nt c6 thd mang thai n6n sir dqng c6c bign ph6p ngira thai thich hgp.
Vi cholesterol vd c6c sin ph6m sinh tr5ng hgp cholesterol kh6c li cin thiiit cho sy ph6t tri6n biro thai, n6n nguy co tie,m tang
do ric ch6 HMG-CoA reductase s€ chi6m uu thi5 hon lgi ich cta viQc iti6u tri bing rosuvastatin trong su6t thoi gian mang thai.
C6c nghi€n cfu tren dQng vit cho th6y c6 nh0ng bing chung gi6i h4n ve d6c tinh trCn hQ sinh sin. N6u bQnh nhdn c6 thai
trong khi diAu tri bing rosuvastatin thi n6n ngrmg thu6c ngay l6p tric.
O chuQt, rosuvastatin bdi tii5t qua siia. Kh6ng c6 d[ liQu tuong img v€ sU bdi ti6t qua sta & ngudi.

Axu stronc c0A THUOc ltx xnA NING LAI xE, vAN HANH vrAv pr6c:
C6c nghiCn cuu dti x6c cllnh inh huong cria rosuvastatin tr6n khi nlng l6i xe vd v$n hinh m6y chua dugc thgc hi6n. Tuy
nhi6n, dya tr6n nhirng tt{c tinh dugc lgc.thi rosuvastatin kh6ng thii inh huong tr6n c6c khi ning niy. Khi l6i xe ho{c vin
hinh m6y n6n luu f r[ng ch6ng m{t c6 th6 xAy ra trong thoi gian ili6u tr!.

Tr./oNG TAc, rrIoNG Ky vot cAc ruu6c KHAc vA cAc DANG TLIoNG rAc xnAc:
inh hrhng cfia cdc thu6c bn rosuvustatin khi sir dung ildng thdi
- Thudc rtc cni protein vQn chuyin: Rosuvastatin ld ch6t nAn cira mQt sli protein vqn chuy6n nh6t dinh, bao gdm

OATPIBI protein v.in chuy6n vio t6 bio gan vi ICRP protein vfn chuy€n ra kh6i t6 bio. Sri dgng <l6ng thoi rosuvastatin
v6i c6c thu6c ric ch6 protein vdn chuy€n ndy c6 th6 lim tlng n6ng tlQ rosuvastatin trong huy€t tuong vir ting nguy co bQnh

lf co.
- Ciclosporin. Trong qu6 trinh tli6u tri d6ng thoi rosuvastatin voi ciclosporin, gi6 tri AUC cia rosuvastatin trung binh cao

hon 7 l6n so vdi 6 ngudi tinh nguyQn kh6e m4nh. rosuvastatin duo.c ch6ng chi tlinh & nhfrng bqnh nhdn rlang ding
ciclosporin. Dirng cl6ng thoi kh6ng 6nh hu&ng diln ndng dQ trong huyiit tuong c[ra ciclosporin.

- Thu69 bc chd protease...M4c dtr vin chua bi6t, co chiS chinh x6c vd tuong t6c thu5c, ding tl6ng thoi thutic uc ch6 protease

c6 th6 ldm ting m4nh ndng tIQ vi th<yi gian ti6p xtc cua rosuvastatin. Vi dy, trong mQt nghi€n cfu dugc ilQng hgc, dirng
il6ng thoi rosuvastatin l0 mg vdi mQt thu6c k6t hqp c[ra 2 ho4t ch6t ric chd protease (300 mg atazanauir/ I 00 mg ritonavir)
trdn ngudi tinh nguyQn.kh6e m4nh lim tlng khoing 3 l6n AUC ctia rosuvastatin vi khoing 7 l6n n6ng tlQ <finh C,"". C6

th6 xem x6t st dlrng tl6ng thdi rosuvastatinvd! mQt si5 ptrOi hgp thuiSc ric chi5 protease sau khi cAn thin tli€u chinh liAu

rosuvastatin dga tr6n mric gia ting dy kii5n v6 ndng tlg va thdi gian tiilp xtc cria rosuvastatin.
- Gemftbrozit vd cdc thudc hg lipid mdu khdc:

+ St dqng <l6ng thoi rosuvastatin vir gemfibrozil ldm ting 2 l6n C,* and AUC cta rosuvastatin.
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+ Dua tr6n dir li€u ti c6c nghi6n cr?u tuong t6c thu6c cu th6, kh6ng dg kiiin c6 tuong t6c li6n quan vd duo. c rlQng hgc v6i
fenofibrat, tuy nhi6n, c6 thC xay ra tuqng t6c v6 duqc lr,rc hgc. Gemfibrozil, fenofibrat, c6c fibrat kh6c vi niacin (acid

'.:nicotinic) o c6c li€u dirng ha lipid miu >lglngey lim ting nguy co bQnh lj co khi dirng rl6ng thdi voi thu6c fc chii
HMG-CoA reductase, vi iac tnuoc nay co t[a nrng gdy ra bQnh ry 

"o 
lrria,i'ns.ie.,c rE. Cia"gZrli ai"r, irng aa"e;;r

li6u 40 mg v6i fibrat. O c6c bQnh nhin ndy, ndn khdi tliu ttiAu tri v6i liAu 5 mg.
' Ezetimib: Sir dqng tt6ng thoi rosuvastatin l0 mg vi ezetimib 1 0 mg ldm ting g6p I ,2 giltri AUC cira rosuvastatin d benh

nhdn-t6ng cholesterol m6u. Kh6ng th6 lopi trir tuong t6c duoc lyc, vA m{t t6edUng ngo4i y, gita rosuvastatin vir ezetimib.
- Thudc lhdng acid:Dingd6ng thoi.rosuvastatin voi h5n dich kh6ng acid c6 chria nh6m vd magnesi.hydroxyd d5n <t6n

gi6m n6ng dQ rosuvastatin trong huyiit tuong khoing S\o/o.Tlc dQng niy tli clugc giim nhg khi cdc thutic kh6ng acid rlugc
dirng sau khi u6ng rosuvastatin khoing 2 gid. Sg li6n quan ldm snng cta tuong t6c niy chua ilugc nghidn cr?u.

- Erythromycir.' Sti dgng tl6ng thdi rosuvastatin vd erythromycin ddn d6n gia^ ZO;lo gi6 tri AUC vi giim 3}yo gie fi
C,"" ctia rosuvastatin. Nguy6n nh6n c[ra sU tuong t5c ndy c6 th6 do sF gia ttrng nhu dQng ruQt gdy ra bdi erythromycin.

- Thudc chuyin hda qua enzym Cytochrom Pi50:Ki5t qui tn c6c nghiOniiru;n vitiovitiiiivocho th6y rosuvastatin
khdng phii li mQt ch6t ric chii hay ch6t cim fmg enzym cytochrom P4S0. Ngodi ra, rosuvastatin ld mQt co ch6t y6u cho
c6c isoenzym nhy. Do tI6, dg kii5n kh6ng c6 tuong t6c thu6c do chuytin h6a trung gian qua cytochrom i+SO. Ctrg t t Ong
ghi nh$n c6 tuong t6c li6n quan tr6n l6m sdng gita rosuvastatin v6i fluconazol (ch6t fc ctrii CypZCg vi CYP3A4) ho4c
vdi ketoconazol (ch6t rirc chti cypzA6 ve CYF3A4).

Tuong tdc thudc cdn phdi cliiu chinh liiu rosuvastatin
- Khi cAn thi6t phei dirng cl6ng thcvi rosuvastatin vdi c6c thu6c kh6c md tle biilt ld c6c thu6c niy ldm ting n6ng rlQ vd thdi

gian ti6p xfc rosuvastatin, cin phii chinh lidu rosuvastatin. Khoi iliu vdi liAu 5 mg rosuvastatin mEt l-dn mdi ngdy, n6u
n6ng dQ vd thoi gian ti6p xfc (AUC) cluo. c dg ki6n tdng khoing 2 lin ho{c cao hsn. N€n di6u chinh mric liCu t6i da m5i
ngdy cia rosuvastatin <16 n6ng d0 vd thdi gian ti6p xric dq ki6n cta rosuvastatin khdng qu6 mfc cta li6u 40 mg m5i ngdy
khikh6ngc6tuongt6cthu6c,vidg:liAu.20mgrosuvastatinv6igemfibrozil(tdng eeit,Slin),vdli6u l0mgrosuvastatin

.vdi ph6i hqp ritonavir/atazanavir (t6ng gdp 3,1 ldn).
Anh hrhng cfia rosuvastatin bn cdc thudc phfi nW *nAc
- Thudc.itdi khting vitamin 1(. Cfing nhu cdc thu6c ric ch6 UUG-CoA reductase kh6c, khoi tliu iti6u tri hoac di6u chinh

t6ng li6u rosuvastatin d nhtng bQnh nhdn ilidu tri tt6ng thoi vdi.thui5c ai5i nrang vitamin K (vi dy nhu warfarin ho{c thu6c
ch6ng d6ng coumarin) c6 thii d6n tlrin su gia tlng NR (chi s6 bintr thudng h6a qu6c ti5). Ngung thui5c ho4c tti6u chinh\
giim li6u c6 th€ d6n cl6n gi6m INR. Trong tinh hu6ng nhu v$y, cin c6 biQn ph6p thich hqp theo d6i chi s6 xdt nghiprq'\
rNR. \.\\

- Ligu plip tlay thd hormonlhudc tuinh thui dgng udng @RI): St dyng it6ng thoi rosuvastatin vd thu6c tr6nh thai aarg \ : jl
u6ng d6n tli5n sg gia ting ethinyl estradiol vir norgestrel AUC tuong yn1ld 26% vd 34%o. Ndng tlQ thu5c trong nuyi5t tuong / 

*fi
gia tSng n6n duo. c xem x6t khi lga chgn liAu thu6c tr6nh thai dqng uiing. Khdng c6 dt liQu dugc dQng hgc d c6c OOi tuqn{r'}
dirng d6ng thoi rosuvastatin vi HRT vi do tl6 khdng th6 ttuqc loai tru t6c ttQng tusng tu. Tuy nhi€n, sF ktit hqp dd duqa.:i7j/

- Cric thudc khtic:
+ Digoxin: Dua tr6n dir liQu tu c6c nghidn cfu tuong t6c thu6c chuy€n biQt, dg ki6n kh6ng c6 tuong tic ldm sing li6n

quan voi digoxin.
+ Fusidic acid: Cdc nghiCn cuu tuong t6c vdi rosuvastatin vd acid fusidic chua dugc thyc hiQn. Cfrng nhu c6c statin kh6c,

c6c bi6n c6 li6n quan d6n b€nh cq, bao g6m ti€u co vdn, tl6 dugc b6o cao trong qu6 trinh luu hdnh thu6c khi dirng d6ng
thoi rosuvastatin voi acid fusidic. Do d6, kh6ng khuy6n c6o k6t hgp rosuvastatin vir acid fusidic. N6u c6 thti, khuyrin
khich tam ngmg diAu tri rosuvastatin. N6u kh6ng th€ tr6nh khoi, bQnh nhdn cAn dugc theo ddi chflt chE.

DAn sd fid em: C6c tuong t6c thu6c chi thgc hiQn tr6n ngudi truong thinh. Chua tluqc bii5t muc dQ tuong t6c thu5c o tre em.
Trong ky ci)a thudc: Do kh6ng c6 c6c nghidn ctru vA tinh tuong ky cua thu6c, kh6ng trQn lin thu6c nay vOi c6c thu6c kh6c.

TAC DUNG KHONG MoNG MUoN:

(

Cric tric d mu6n dua tr6n dii liOu tir cdc nshiGn criu lffm sing vi kinh nehiGm luu hinh t

Chc phin .tmg
qu6 mdn k6 cdr
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BQnh tla
diy thAn
kinh, giim
tri nh6

BQnh lf th6n kinh ngo4i bi6n, r6i
lo4n gi6c ngir (bao g6m m6t ngu,

Tdng men gan
transaminase

R6i lo4n hQ co
xusng, md li6n

BQnh cs (bao
g6m vi6m co),
ti6u co v6n

Cimg co, thinh thoing c6
chimg tlut gdn, bQnh lj ho4i tir co

i lo4n thfn vi

v6i li6u 40 mg. Lugng protein niQu ting nhe tir kh6ng c6.ho{c cO vi5t di5n duong tinh + dugc ghi.nh4n d li6u 20 mg. Trong
hdu h6t c6c trudng fOp, p.otein niQu giim ho4c tq bi€n m6t khi ti€p tuc di6u tri vi kh6ng phni ln ddu hiqu b6o tru6c cua b€nh

th{n c6p tinh hay ,iln *ie-n. 
" . - . .., ?:. -,

Ti€u ra m6u ilugc ghi nhQn d b€nh nh6n di6u tri vdi rosuvastatin vd cric dir liQu nghiEn cuu l6m sirng cho thAy tdn suAt xiy ru -- --:.:thiP' cittc
Tdc ilQng fiAn hQ co-xuong: rr. r.,l
T6c dQng tr6n h6 co-xuong nhu dau co, bQnh co (kO ci vi6m co) vd mQt s6 hi6m trudng hgp ti6u co v6n tld rlugc ghi nhf,n d -).' '^

nhirng b{nh nhdn dugc aie-, t.i Ui.g .*rurtutln i t6r"a 
"a" 

riA, ua ai" Uiet d li6u > zO"mg.' f 

'l 
0! !

TIng n6ng dg CK theo lidiu ding.clugc quan s6t thAy d bQnh nhdn dirng rosuvastatin; phAn lon c6c truong hgp nhg, kh6ng c6 i:l:ii|
triQu chimg vd tho6ng qua. N6u n6ng dQ CK t6ng (>SxULN), viQc <li6u tri ndn ngmg t4m thdi.
Tdc ilQnglrln gan:-Cing gii5ng nhu c6c ch6t uc chti HMG-CoA reductase ttrac,lang transaminase theo lidu d6 <lugc ghi }Y
nhfn o mQt s5 it bqnh nhdn dirng rosuvastatin; phAn lon c6c truong hqp dCu nhq, kh6ng c6 triQu chimg vd tho6ng qua. -':-;
^, ,.: l .

Cric bi6n c6 ngo4i 1i sau tlAy cfrng d6 dugc ghi nhQn o mQt vdi thu6c nh6m statin:
- ROi to4n tinh dqc
- Trucrng hgp ngopi 16 v6 vi6m phOi.mO k€, d4c biQt ld di6u tri dii han
- Ty le b6o c6o b6nh ti€u co vdn, bi6n cd nghiOm trong o thQn vd gan (chu ydu ld tdng men gan), xiry ra cao hon khi dung li6u

40 m-g.

Ddn s6 tr| em: Tdng Creatin kinase > l0 x gi6i hqn tr6n vi triQu chtmg o cs sau tap th6 dgc ho[c ting hoat dQng th6 ch6t de

<lugc ghi nh6n thuong xuy€n hon trong mQt thu nghiQm ldm sirng 52 tudn voi d6i tugng tr6 em vi trd vi thenh ni€n so vcvi

ngudi truOng thinh. O khia cqnh kh6c, d0 an toirn cia rosuvastatin & tre em vir tre vi thdnh ni6n lir tuong tg so vdi ngudi l6n.
Btio ctio ctii ph,fin ftng ngogi !,: 86o c6o c6c ph6n ulg ngoai j sau kh.i c6p phdp.lm hdnh thui5c.ld .6t quun trgng. Di6u ndy

cho ph6p theo ddi lqi ich vi nguy co cta thu6c. Y6u cdu cic cin bQ y tC b6o c6o bdt kj cric bi€n c6 ngo4i 1f .

Thdng bdo ngay cho bdc si hoQc dryc si nhimg phdn *ng cd hqi gQp phdi khi s* dttng thu6c.

Httng ddry cdgh xfttri ADR
C6c thay d6i n6ng dQ enzym gan trong huy6t thanh thudng xiy ra o nhirng th6ng tldu di6u trl blng statin. N.guoi bQnh ndo c6

ndng dQ transaminase huy6t thanh cao phii theo d6i xdt nghiQm chtc ning gan l6n thri hai d6 x6c nhQn k6t qui vd theo d6i

ROi lo4n tdm
than

I Tdn sudt phq thuQc vio vigc c6 hay kh6ng c6 c6c y€u t6 nguy co (tludng huy€t hic d6i > 5,6 mmol, BMI > 30 kg/m'z, ting
triglycerid, ti6n sti.tlng huy€t 6p)

C0ng nhu c6c thu6c ric ch6 FUC-CoA reductase kh6c, t! lQ phnn img ngoqi j c6 khuynh huong phg thuQc li6u dirng.
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di6u tri cho tcri khi c6c b6t thuong trd vA binh thuong. Ni5u n6ng ilQ transaminase huy6t thanh AST ho4c ALT (GOT ho[c
GPT) dai ding l6n qu6 3 lin gioi h4n tr6n cira binh thulng, thi phii ngung tli€u tri bing statin.
Phdi khuy€n ngudi bQnh dirng statin b6o c6o ngay b6t k! bitiu hiQn nionhu.dau co kh6ng 16 lf do, nhqy cim .lau vir y6u ccr,

dac biQt n6u kem theo kh6 chlu ho4c s6t. Ph6i ngrmg liQu ph5p statin ndu n6ng d0 CPK ting 16 rQt, cao hon l0 l6n gi6i hqn
tr6n cria binh thuong vd n6u ch6n doSn hoflc nghi ngo ld bQnh co.

THONG Bio NGAY cHo Bic si Hoic DrJqc si NtttJNe pHiN (rNe co HAr GAp puir KHr sU DUNG
THU6C

euA LrEU vA cAcH xr/rni:
C6 th6ng b6o vA m6t vdi ca qu6 lidu lovastatin, fluvastatin, simvastatin ho6c pravastatin. Kh6ng ngudi bQnh nao c6 triCu
chung <l[c biet va mgi ngudi b6nh <tdu hOi phuc kn6ng. iti5 lpi di chung.
Kh6ng c6 phuong ph6p tli6u trl tl{c hiQu khi ding thu6c qu6 li6u. Khi qu6 li6u, bgnh nhdn n6n dugc di6u tri tri6u chimg vd 6p
dung c6c biQn ph6p h6 trq khi cAn thii5t. N6n theo d6i chfc ning gan vd ndng dO CK. ViQc thAm ph6n m6u c6 th,5 kh6ng c6
lsi.

DAc riNH ougg L[;C Hec:
Nh6m dugc lli: Ch6ng tdng lipid huy6t (nh6m chdt uc ch€ HMC-CoA reductase, nh6m statin).
M6 ATC: C10A A07
Co ch5 tic ilQng: Rosuvastatin ld mQt ch6t uc chil chgn lgc vir c4nh tranh v6i HMC-CoA reductase, lir enzym xric t6c qu6

trinh chuy6n d6i 3-hydroxy-3-methylglutaryl coenzym A thdnh mevalonat, m6t tiOn ch6t cria cholesterol. Vl tri t6c dQng

chinh cria rosuvastatin lir,gan, co quan dich lim gi6m cholesterol.
Rosuvastatin lirm tdng s6 lugng thq th6 LDL tr6n b6.mit t6 bdo d gan, do vQy ldm tlng hdp thu vd di h6a LDL vh uc ch€ sr,r

t6ng hgp VLDL d gan, vi vQy lim gi6m c6c thdnh phdn VLDL vd LDL.
Tdc ilQng dugc lqc: Rosuvastatin lim gi6m sq tlng ndng tlQ LDl-cholesterol, cholesterol toirn phin vd triglycerid vd ldm

ting HDl-cholesterol. Thu6c cfing lim gi6m ApoB, non HDL-C, VLDL-C, VLDL-TG vi lim tlng ApoA-I (xem bing I vh

2). Rosuvastatin cfing ldm giim c6c tj'lQ LDL-C/HDL-C, C toirn pnanmOl-C, non HDL-C/HDL-C vd ApoB/ApoA-L
Hi6u qui trl liQu tl4t tlugc trong vdng I tuin sau khi bit dAu <li6u ti vir gOoh <l6p rmg t6i uu d4t dugc trong 2 tuAn. D6p ung t6i
uu thudng dat dugc vio khoing 4 tudn vir tluo. c duy tri sau d6.

DAC TiNH DUqC DQNG HQC:
Hdp thu:
N6ng dQ tlinh trong huy6t tuong cua rosuvastatin d4t tlugc khoang 5 gid sau khi u6ng. Sinh khi dpng tuyQt d6i khoing 20%.

PhAn b6:
Rosuvastatin phdn bO rQng rii o gan Id noi chu y6u.tdng hgp cholesterol.vir thanh thai,LDL-C. ttr6 tich phdn bd cria
rosuvastatin khoing 134 L. Khoirng 90%o rosuvastatin k6t hgp voi protein huy€t tuong, chu y6u lh voi albumin.
Chuyin hda:
Rosuvastatin it bi chuyCn h6a (khoAng 10%). Cic nghi€n ctu in vitro v6 chuydn h6a c6 su dpng c6c t€ biro gan cua nguoi x6c

dinh ring rosuvastatin li mQt ch6t nCn y6u cho sq chuyi5n h6a qua cytochrom P450. CYP2C9 ld ch6t ddng enzym chinh tham
gia vdo qu6 trinh chuyAn h6a,2C19,3A4 vd 2D6 tham gia o mric ttQ thAp hon. Ch6t chuyi5n h6a chinh dugc x6c dlnh ld N-
desmethyl vd lacton. Ch6t chuy6n h6a N-desmethyl c6 ho4t tinh yi5u hon kho6ng 50% so vdi rosuvastatin trong khi d4ng

lactone kh6ng c6 ho?t tinh v,5 m4t l6m sdng. Rosuvastatin chi6m hcrn g)ohhoqt tinh uc ch6 UtvtC-CoA reductase trong tuin
hodn.
Thdi tric:
Khoing 90% li6u rosuvastatin rlugc thii tru 0 d4ng kh6ng d6i qua phAn (bao g,5m.hoat ctr6t ttugc h6p thu vd kh6ng tlugc h6p

thu) vd phdn cdn lai dugc bai tiCt ra nudc ti6u. Khoing 5% dugc bAi tiet ra nu6c ti€u duoi d4ng kh6ng tl6i. Thoi gian b6n thii
trong huytit tuong khoing l9 gid..Thoi gian b6n thAi kh6ng tdng khi dirng lidu cao hon. DQ thanh thii trong huy6t tuong trung
binh kho6ng 50 lit/gid (he s6 bi6n thi6n li 21,7o/o). Gi6ng nhu c6c chdt ric ch6 HMG-CoA reductase kh6c, sg vdn chuy6n

rosuvastatin qua gan cdn di5n ch6t v4n chuy6n qua mdng OATP-C. Ch6t v4n chuy€n niry quan treng trong vi€c <ldo th6i
rosuvastatin qua gan.

Tinh tuyin tinh: Muc ttQ titlp xric cta rosuvastatin tinh theo n6ng tlQ ve thoi gian ting ti lQ vdi liAu dirng. Kh6ng c6 sg thay
,1. . : ,( '
d6i nio v6 c6c thdng s6 dugc dQng hgc sau nhi€u li6u ding hing ngiy.
Cdc.nhdm bQnh nhhn ilqc biQt:
Tu6i tdc vd gioi tlnh: tic dQng cta tu6i t6c ho[c gioi tinh trCn dugc dQng hgc cua rosuvastatin kh6ng li€n quan v6 mdt ldm

sirng tr€n nguoi truong thdnh. Dugc tlQng hgc cua rosuvastatin tr€n tre em vd thi6u ni€n bi tdng cholesterol m6u gia dinh kieu
di hqp tu thi tuong tg tr6n ngudi tinh nguyQn tru&ng thdnh.
Chilng tQc: Citc.nghi6n cfu dugc tlQng hQc cho thAy AUC vi C."* ting khoirng gdp 2ldn o nguoi ChAu A s6ng o chdu A so

vdi ngudi da trlng s6ng & phuong T6y. Anh hudng cua c6c y€u t6 di truyEn vd m6i trudng d6i vdi sg thay il6i ndy chua x6c

tllnh tlugc. MQt phdn tich du-o. c d.Qng hgc theo quin th6 dan cu cho th6y kh6ng c6 sg kh6c biet c6 f nghia l6m sirng vC du-o. c

dQng hgc d c6c nh6m ngudi da tr6ng vir ngudi da den.
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Suy thQn: Trorg nghidn ciru tr6n ngudi suy thdn 0 nhi6u muc <10 kh6c nhau cho th6y ring bQnh thQn tir nhq d6n v&a kh6ng
anh huong d6n n6ng c[6.rosuvastatin hoic ch6t chuyiin h6a N-desmethyl trong huy6t tuong. B6nh nhin suy thfn nang (dO

thanh thrii creatinin huy6t tuong < 30ml/phit) c6 n6ng d0 thu6c trong huy6i tuong t6ng cao g6p : tin va n6ng dQ chAt
chuyCn ho6 N-desmethyl tdng cao gAp 9 ldn so v6i ngudi tinh nguyQn khoe m4nh. NOng ctQ cta rosuvastatin trong huy6t
tuong o tr4ng th6i 6n dinh o nhirng bQnh nhin dang thAm ph6n m6u cao hon khodng 50% so v6i nguoi tinh nguyQn khoe
m4nh.

Suy gan: Trong nghi€n cfu tr6n nguoi tdn thuong gan 6 nhidu mric ilQ kh6c nhau, kh6ng c6 bing chung rA tang muc ti6p xfc
cira rosuvastatin tinh theo ndng ilQ vd thdi gian d nhirng b6nh nhdn c6 di6m sO Cnita-fugh S 7. Tuy nhi6n, 2 bCnh nhan voi
tli€m sd Child-Pug} li 8 vd 9 c6 mric t10 tiiSp xric cta rosuvastatin tinh theo n6ng tlQ vd thdi gian tSng l6n t6i thi6u g6p 2len
so v6i ngudi c6 tlir5m st5 Ctritd-tugh th6p hon. Kh6ng c6 kinh nghiQm d nhirng bQnh nhdn v6i tli6m sO CirltA-lugtr > l.

QUI CACH DoNG c6l: HEp 3 vix l0 vi€n.

sAo QUAN: NhiQt ttQ kh6ng qu6 300C.

HAN DUNG: 36 th6ng k6 tir ngdy sin xu6t.

TITU CHUAN; TCCS

NHA SAN XUAT: C6NC TY TNHH DUQC PHAM Bv PHARMA

Dia chi: SO t t auong L6 Th! Sgc, Ap 2A, X6 Tdn Th4nh Tdy, HuyQn Ct Chi, TP.HCM, ViQt Nam.
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