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HrroNG DAN srrDUNG rnu6c cHo NGrIoI BENH

k AGTROvASTTN@ 10

Thuiic bin theo don
Dqc ki hur6'ng din sir dgng trudc khi dtng
D6 *a tim tay tr6 em

Th6ng b6o ngay cho bdc si holc ducr. c si nhfrng tric dgng khdng mong moSn g{p phni khi sr? dgng thuiic
Khdng dtng thuiic qui thcri h4n sfr dgng ghi tr6n nhfln

Thirnh phffn: C6ng thric cho 1 vi6n :

Rosuvastatin (Du6i dang Rosuvastatin calci). . . . .10 mg

Tii duoc vd ...1vi6n.
(Lactose, Croscarmellose natri, Povidon K30, Microcrystallin cellulose 101, Magnesi stearat,
Hydroxypropyl methylcellulose, Talc, Titan dioxid, Polyethylen glycol 6000, Polysorbat 80).
MA tA sin ph6m : Vi6n n6n ddi, bao phim mdu tring, mQt m{t tron, m6t m{t c6 vgch ngang, kich
thu6c 10,5 mm x 5,3 mm.

Quy crflch dring g6i: HQp 3 vi x vi 10 vi6n n6n bao phim.
Thudc dtng cho bQnh gi:
Thu6c ndy chria rosuvastatin duo. c dtng di6u trf :

- Tdng cholesterol m6u nguydn ph6t (lo4i Iia k6 cA tdng cholesterol miiu di truyCn gia rlinh kieu d!
hqp tri) ho4c r6i loan lipid m6u h6n hgp (loai IIb): Ld mQt liQu phrip h6 trq cho .ne AO dn ki6ng
khi bqnh nh6n kh6ng drip tmg itAy di v6i cnti a9 5n ki6ng vd c6c liQu ph6p kh6ng dung thu6c
kh6c (nhu tap th6 dpc, gi6m cAn).

- Tang clolesterol m6u gia dinh ki6u d6ng hqp ttr: Dtng <Ion tIQc hoac h6 trg cho c6c phucrng
phrip di6u tri gi6m lipid khdc (nhu ly trich LDL m6u) hodc khi c6c liQu ph6p ndy kh6ng ldm gi6m
LDl-Cholesterol, cholesterol todn phAn, vd ApoB.

- DU phdng bi6n c6 tim mach.

NGn dtng thuiic niry nhu th6 nio vi li6u lugng:
Cdch dilng:

Thu6c dugc dtng theo ducmg u6ng vd ngdy dtng 1 lAn, n6n u6ng thu6c vdo ctng mQt thoi di6m
i. . , ., Im6i ngiry, c6 th6 u6ng thu6c tru6c, trong hay sau bira 5n do sp h6p thu cira thu6c kh6ng bi 6nh

hu&ng boi.thric 6n. Tuy nhi6n, vi t6ng hqp cholesterol 6 gan x6y ra chri y6u ban ddm, dtng thu6c
vdo bu6i t6i sC ldm tdng hiQu lyc cira thu6c.

Ban c6n theo chO <IO 5n chuAn, it cholesterol, tru6c khi u6ng rosuvastatin vd phAi titip tpc duy tri
cn6 eO dn ndy trong su6t thdi gian di6u tri.

Liiu lwqng:
Li6u dung vd thoi gian dung thu6c tuy theo tinh tr4ng bQnh ctra b4n. Ludn lu6n dung thu6c dring
nhu b6c s! dd hu6ng d5n. Kh6ng n6n u6ng thu6c v6i s6 lugng nhi6u hcrn ho{c it hon ho4c lAu hcrn

so vdi li6u chi dinh. Dimg tu ngimg thu6c dQt ngQt md kh6ng tham khAo f ki6n b6c s! cira b4n.

Khi niro kh6ng nOn dtng thu5c niy:
Kh6ng sir dung thu6c ndy n6u b4n :

- Qu6 m5n v6i rosuvastatin ho{c U6t ty trl dugc n}ro cira thu6c.

- Mac bQnh gan ho4t dQng ho{c transaminase huy6t thanh tdng dai ding md khdng gi6i thich dugc.

- Suy thQn n{ng (d0 thanh th6i creatinin < 30 ml/phft).
- C6 bQnh li vd co.

- PhU nt c6 thai hodc dang cho con bf, phu nt c6 th0 c6 thai md kh6ng dtng c6c biQn ph6p trtinh
thai thich

v]

o
ov

Y
o
a

.T

4A
nr i:l

e

https://nhathuocngocanh.com/



Ch6ng chi dlnh li6u 2 40 mg o c6c d6i tugng sau : B6nh nhfln ch6u A, bgnh nhdn suy thpn mtic
dQ vira phai (d0 thanh thii creatinin < 60 ml/ph[t), bQnh nh6n dang dung cyclosporin ho{c c6c

thu6c h4 cholesterol m6u nh6m fibrat vd benh nhdn c6 c6c y6u t6 c6 khi ndng g6y bQnh co.

Tic dBng khdng mong muSn (ADR):
Gi6ng nhu t6t cd cdc lo4i thu6c, thu6c niry c6 th6 g6y ratdc dgng php, nhung nhie.u ngudi kh6ng c6

ho4c lt phin img php. N6i chung statin dung n4p t6t, ti' lQ phai ngung thu6c th6p hcrn so v6i c6c

thu6c ha lipid khric. Tdn sO apR o mgi statin tuong ty nhu nhau.

- Luu y chctic dgng kh6ng mong mu6n sa, :

+ Suy giam nhan thric (nhu m6t tri nh6, lf h" ...).

+ TEng duong huyi5t.

+ T[ng HbAlc.
- Thudng gfip, ADR > l/100

+ Ti6u ho6: ia ch6y, t6o b6n, dAy hoi, dau bung, vd buiin n6n, g{p d kho6ng 5% bQnh nhdn.

+ ThAn kinh trung ucrng: Dau dAu g - g%), ch6ng mat (3 - 5oh), nhin md (l - 2%), m6t ngir,
suy nhugc.

+ Thin kinh - co vd xuong: Eau co, dau kh6p.

+ Gan: C6c k6t qui thir nghiQm chric ndng gan tdng hcrn 3 lAn gi6i h4n tr6n cira binh thudng,
d 2Yo nguiti benh, nhmg phAn lcrn ld kh6ng c6 triQu chimg va h6i phgc khi ngtrng thu6c.

- h gqp, 1/1.000 < ADR < 1/100
+ ThAn kinh - co vd xucrng: BQnh co (k6t ho,p y6u co vir tdng hdm lugng creatin phosphokinase

huyrit tuong (CPK).

+ Da: Ban da.

+ H6 h6p: Vi6m mfii, viOm xoang, vi6m hgng, ho.

- HiAm gfip, l/10.000 < ADR < 1/1.000

+ Thdn kinh - co vi xuong: Vi€m co, ti6u co vdn, d6n d6n suy thfn cdrp thf ph6t do
myoglobin ni6u.

+ ROi lo4n d4 ddy-ruQt : Vi6m tuy.

- niit hiAm gQp, ADR < t/\0.000
+ ROi lo4n th4n vd titlt niQu : D6i ra miiu

N6u b4n gap b6t k) t6c dgng php ndo k6 cd nhirng trlc dgng phu chua liQt k6 nhu tr6n, nh6t le c6 dAu
hiQu cria phin img di ung nhu : ph6t ban; kh6 thd; smg mdt, m6i, ludi ho{c hgng ndn ngring dtng
thu6c vd b6o ngay cho b6c s! dC c6 c6ch xri tri kfp thoi.
NGn trrinh dring nhirng thuSc ho{c thqc phAm gi khi dang sir dgng thu6c niy:
Tru6c khi dung thu5c ndy, cho b6c s! cria ban bitit tdt cd chc lo4i thu6c kh6c md b4n dang str dung,
bao gdm ci thu6c kO dcm vd kh6ng kO don, thu6c tir dugc liQu ho4c thgc phAm chric ndng. Ddc bi6t
cilc nh6m thu6c sau :

Thu6c ur5ng chdng d6ng m6u nhu warfarin.
Thu6c giAm cholesterol nhu gemfibrozil hodc fibrat kh6c.

Niacin lidu cao ( > I g/ngdy).

Colchicin.
Cyclosporin (dugc sir dqng d6 ric ctr6 ne th6ng mi6n dich)

C6c thu6c ric chiS protease cria HIV vd vi6m gan si6u vi C (HCV) nhu atazanavir, atazanavir'r
ritonavir, lopinavir * ritonavir.

Erythromycin.
a .^ ,( ,

Thu6c vi€n u6ng ngira thai ho{c li€u ph6p thay th6 hormon.
Thu6c khang acid chria nh6m vd magi6 hydroxid, n€n u6ng thu6c kh6ng acid ctlch 2 gid sau khi

rosuvastatin thi rosuvastatin hu SE it hon.
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Danh s6ch ndy kh6ng dAy dri c6c lo4i thu6c khrlc c6 thii tuong t6c voi rosuvastatin. HEy cho b6c s!
cta b4n Ui6t vC tdt cd citc lo4i thu6c b4n dang st dpng. Dtmg dung mQt thu6c moi mh khdng n6i voi
b6c s! cta b4n.

Trong khi dtrng thu6c ndy, ban n6n tr6nh u6ng rugu vi ruou c6 th6 ldm tdng n6ng tIQ triglycerid, vd
ctng c6 th6 gdy t6n h4i gan khi ban dang dtng rosuvastatin.

Cin lirm gi khi mQt Dn qu6n kh6ng dtng thudc:
U6ng liAu bi qu6n ngay hic nh6 ra. N6u li6u d6 gAn v6i lan dtrng thudc ti6p theo, bo qua liAu bi

qu6n vd ti6p tqc u6ng thudc theo dfng thoi gian qui dinh. N6u chua rO n€n h6i b6c s! dang di6u tri
cho b4n. Kh6ng dtng 2 li6u ctrng lfc.
CAn bio quin thu5c niy nhu th6 niro:

OC O ntrigt d0 dudi 300C, trrinh Am vd 6nh silng.

Nhirng ddu hiQu vi triQu chrimg khi dtng thuiic quri liiiu:
Chua c6 trucrng hqp qu6li6u da duoc b6o c6o.

CAn phii lirm gi khi dtng thu6c qui li6u khuySn crlo:

Ggi cho b6c s! cira b4n ho4c d6n ngay co so y t6 gAn nh6t

Nhfrng tti6u cAn th$n trgng khi dtng thuiic niry:
Cric tinh tr4ng cAn th$n trgng:

Tru6c khi dung thu6c ndy, ban hdy cho b6c s! bi6t ntiu b4n c6 UAt t<y tinh trqng ndo dudi <l6y :

B4n dg dlnh c6 thai, dang c6 thai hodc cho con bri.

Ban c6 Uat ty vAn d6 vd gan ho4c th4n.

Bqn c6 v6n dO vA tuy6n girlp.

B4n c6 benh d6i th6o duong, d4c biQt la benh d6i th6o tludng typ 2.

Kh6ng dung nap duong lactose ho4c mQt s6 lo4i ducmg kh6c (vi thanh phAn t6 duo. c cta thu6c
ndy c6 lactose c6 th6 gdy bdt lgi cho b4n).

Cric khuy6n c{o dtng thu6c cho phB nir c6 thai vir cho con bri:
Kh6ng dtrng thu5c ndy n6u b4n dang c6 thai ho{c dang cho con bri.

N6u b4n c6 thai trong khi dtng rosuvastatin ngung dtng thuSc ngay lfp ttfrc vi n6i v6i b6c s! cria
b4n. Php nft n6n tr6nh mang thai trong khi dung rosuvastatin bing cdch sri dpng biQn ph6p trdnh
thai phu hqp.

T6c ilQng cria thu6c tl6n khi nlng l6i xe vi v$n hhnh mfy m6c:

Chua c6 th6ng tin vd 6nh hucrng cria thu6c tr6n khi n6ng Lii xe.vi st dpng miiy m6c, tuy nhi6n cAn

ltru y c6c t6c dpng phr.r nhu dau dAu, ch6ng m+t, nhin md c6 th6 x6y ra.

Khi niro cAn tham vdn bic sf, dugc si:
Dang str dpng lo4i thu6c khiic, bao g6m ci thu6c kd tton vd kh6ng kO dcrn, thu6c tir dugc liQu

ho{c thuc ph6m chric ndng.

B4n dg dinh c6 thai.

B4n c6 v6n d6 vd gan, thfn ho4c tuytin gi6p.

B4n ho{c ngucri nhd ctra b4n c6 ti6n sir r6i lo4n co bip di truy6n.

B4n ui5ng nhidu ruqu.

B4n tr6n 70 tu6i.

N6u cAn th6m thdng tin xin hoi f kitln bdc s! ho{c dugc s}.

H4n dtng cfra thudc: 36 th6ng k6 ttr ngdy sAn xu6t.
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utloNc nAn srl nuNc rHuoc cHo cAN no v rr
Cic rlic tinh dugc lgc hgc, dugc dQng hgc:

Cic d{c tinh dugc hpc hgc: 
I.uu' 

[4
- Rosuvastatin ld mQt chAt ric chi5 chgn lgc vd c4nh tranh tr6n men HMG-CoA reductase, li men xric

tac qu6 trinh chuy6n A6i :-nyaroxy-3-methylglutaryl coenzyme A thanh mevalonat, mQt ti€n ch6t
cta cholesterol. Vi trttic dQng chinh cira rosuvastatin li gan, co quan dich ldm giim cholesterol.

- Rosuvastatin ldm tdng s6 lugng thg thiS LDL tr6n bC m6t ti5 bao d gan, do vfy ldm tdng h6p thu vd
di h6a LDL vd ric ch6 sg t6ng hqrp VLDL d gan, vi v4y ldm giam cdc thanh pfran VLOI vd LDL.

- Tdc dqng duqc li,
+ Rosuvastatin ldm gi6m ndng dQ LDl-cholesterol, cholesterol todn phAn vir triglycerid vd ldm

tdng HDl-cholesterol. Thu6c cfrng lirm giAm ApoB, non HDL-C, VLDL-C, VLDL-TG vd
ldm t6ng ApoA-I. Rosuvastatin cfing lim giAm circ ty lO LDL-C/HDL-C, C toirn phAn/Hlt-C,
non HDL-C/HDL-C vd ApoB/ApoA-I.

+ HiQu qui tri liQu d4t dugc trong vdng I tuAn sau khi bat dAu di6u tri vd9}oh bQnh nh6n dat
dugc d6p rmg t6i uu trong 2 tuAn. E6p rmg t6i uu thudng d4t du-o. c viro khoAng 4 tuAn vd dugc
duy tri sau d6.

- Hi€u qud ldm sdng

+ Rosuvastatin duoc chimg minh c6 hiQu qui o nh6m bQnh nh6n nguoi l6n tdng cholesterol m5u,
c6 hay kh6ng c6 tdng triglycerid miiu, b6t kj chirng t6c, gioi tinh hay tu6i t6c vd d nhirng nh6m
bQnh nhdn d{c biet nhu tit-lu duong hoac benh nhdn tdng cholesterol m6u gia ilinh.

+ Tt c6c dfr liQu nghiOn cuu pha III, rosuvastatin chimg to c6 hiQu qu6 trong di6u tri o hAu hiit
c5c bQnh nh6n tang cholesterol miiu loai IIa vA IIb (LDL-C trung binh tru6c khi di6u tri
khoing 4,8mmol/l) theo c6c muc ti€u diAu tri cira HQi xo vira mach mriu Ch6u Au (European
Atherosclerosis Society- EAS; 1998); kho6ng 80% benh nh6n ducvc diAu tri bing rosuvastatin
10 mg dd dqt dugc c6c mpc ti6u diAu tri cua EAS vO n6ng dO LDL-C (< 3 mmol/l).

+ Trong I nghiCn cr?u l6n, 435 bCnh nh6n tdng cholesterol m6u di truy€n giadinh kiCu di ho,p tti
dd dugc cho dtrng rosuvastatin tt 20-80 mg theo thi6t ke di0u chinh tdng li6u. Nguoi ta th6y ld
tdt cir c5c li6u rosuvastatin <l6u c6 t6c tlQng c6 loi tr6n cdc th6ng sO tipia vd d4t dugc cilc mpc
ti6u di6u tri. Sau khi chinh d6n li6u hing ngiy 40 mg (12 tuAn ili6u trf), LDL-C gitm 53o/o.

33% benh nhAn ttat dugc c6c mgc ti6u cira EAS ,t, n6ng d9 LDL-C (< 3 mmol/l).
+ Trong mQt nghidn cftu md, di0u chinh li6u tdng dlrn, 42 benh nhdn t6ng cholesterol m6u di

truyOn ki6u d6ng hqrp tt dugc ilSnh gi6 vC drip ung di6u tri vdi li6u rosuvastatin20-40 mg. TAt
ci bQnh nhdn nghiOn cuu d6u c6 dQ giAm trung binh LDL-C ld22%.

+ Trong c6c nghiCn cr?u l6m sirng vcri m6t s6 lugng bQnh nh6n nh6t ainh, rosuvastatin chimg to
c6 hiQu qui php tro trong viQc ldm gi6m triglycerid khi dugc str dung phdi hqp v6i fenofibrat
vd ldm tdng n6ng d9 HDL-C khi sri dpng ph6i ho. p vdi niacin.

+ Rosuvastatin chua dugc chimg minh ld c6 th6 ngdn ch{n c6c bitin chimg c6 li6n quan d6n sg
bAt thuong ve Upia nhu bQnh m4ch vdnh vi cac nghidn cuu vA giAm tj' lQiir vong vd gi6m tf lQ

bQnh l)i khi ding rosuvastatin dang dugc thgc hiQn.

Cfc rl{c tinh dugc ilQng hgc:
- Htip thu:

N6ng dg dinh trong huy6t tuong cta rosuvastatin dat duo. c kho6ng 5 gid sau khi u6ng. D6 sinh
khn dsng tuy6t d6i-kh oing2}%l

- Phdn b6:

Rosuvastatin phdn b6 rQng rdi o gan ld noi chri yOu t6ng hqp cholesterol vd thanh thai LDL-C.
- 1 , ' I a- -- J --- ----Q __;r -__-_-*

Th6.tfch ph6n b6 cta rosuvastatin khoing 134L. Khoang 90olo rosuvastatin ket hqp v6i protein
huy6t tuong, chri y6u ld v6i albumin.

- Chuydn hda:

https://nhathuocngocanh.com/



Rosuvastatin it bi chuy6n hod (kho6n g lO%). C6c nghiOn ciru in vitro vd chuyiSn ho6 c6 sir dung. .4,
cdc td bho gan cira ngudi x6c dinh ring rosuvastatin ld mQt ch6t nen y6u cho su chuy6n ho6 qua
cytochrom P450. CYP2C? ld ch6t d6ng enzym chinh tham gia vdo qu6 trinh chuy6, ho6, ZCig,
3A4 vd 2D6 tham gia o mric d0 th6p hon. Ch6t chuy6n ho6 chfnh dugc xdc Ainn ia N-desmethyl
vlr lacton. Ch6t chuy6n ho6 N-desmethyl c6 hoat tinh y6u hcrn khoin g 50% so v6i rosuvastatin
trong khi d4ng lacton kh6ng c6 hoat tinh v6 mdt l6m sdng. Rosuvastatin chi6m hon 90% hoat
tinh ric ctr6 HIrAC-CoA reductase trong tuAn hodn.

- Dito thdi:
Klronng 90% liAu rosuvastatin ducvc thii trir cr d4ng kh6ng d6i qua phdn (bao g6m ho4t ch6t duqc
h6p thu vd kh6ng duqc h6p thu) vd phAn con lai du<vc bdi titit.u nuO" ti6u. KhoAng 5% duqc bdi
ti6tranu6c ti6u du6i d4ng kh6ng d6i. Thdi gian brln thii trong huy6t tuong kho6ng 19 gio. Thoi
gian biin thAi kh6ng tang kfrj dirng li6u .rJ h*. DQ thanh it ai i.org truy6t ,o#g ting binh
khoAng 50 litlgio (h0 s6 bi6n thi6n liL 21,7%). Gi6ng nhu cilc ch6t ric ch6 men UUC-CoA
reductase kh69, sp ddo thdi rosuvastatin ra khoi gan c6 li6n quan d6n ch6t vdn chuy6n qua mdng
OATP-C. Ch6t van chuy6n ndy quan trong trong vi6c ddo th6i rosuvastatin khoi gan.

Chi tlinh, fidu dtng, cich dtng, ch5ng chi ilinh: n I

chi tlinh: 
;t L'rrrr u,,tst r,r',5 u,r ttr,rr' 

l4
- Tdng cholesterol miiu nguy6n ph6t (lo4i IIa ki5 c6 tdng cholesterol m6u di truy6n gia dinh ki6u d!

hqp tir) ho4c r6i lo4n lipid m6u hdn hqp (loai IIb): Ld mQt liQu ph6p h6 trq cho &e AO dn ki6ng
khi bQnh nh6n kh6ng d6p tmg day dri v6i cn6 AO dn ki€ng vd c6c liQu ph6p kh6ng dung thu6c
kh6c (nhu tap the duc, giim c6n).

- Tdng cholesterol m6u gia dinh ki€u d6ng hqp t[r: Dung don <IQc hodc h6 trg cho ciic phuong
ph6p di6u tr! gi6m lipid kh6c (nhu ly trich LDL m6u) hodc khi c6c liQu ph6p ndy kh6ng ldm gi6m
LDl-Cholesterol, cholesterol todn phAn, vd ApoB.

- Dg phong bi6n c6 tim mach.

Li6u dtng:
Khuy6n c5o bit ddu di6u t{r 

"oi 
li6u th6p nh6t ma thu6c co tirc dpng, sau d6, ntlu.can thitit, c6 th6

di6u chinh li6u theo nhu cAu vd d6p img cira timg nguoi bQnh bdng c6ch tdng li6u trmg dgt crich
nhau kh6ng duoi 04 tuAn, cho toi khi d4t n6ng dQ cholesterol LDL mong mu6n, holc khi d4t li6u t6i
da vd phii theo ddi c6c phan img c6 hai ctra thu6c, ddc bi6t ld cric ph6n img c6 h4i AOi voi hO ccy.

- Ngwdi tdn:Li€ukhdi dAu khuy6n dirng ld 5 mg ho4c 10 mg x 1 lAn/ngdy,tdnglieu mdi 4 tuAn,
ni5., c6n thi6t, dl5n li6u 20 mg x 1 lAn/ngdy. ViQc lga chqn liCu khcyi dAu n6n luu j dtin mric
cholesterol cira timg bQnh nh6n, nguy co tim m4ch sau ndy cfing nhu kh6 ndng xtry ra circ tdc
dgng kh6ng mgng mu6n. Vi tAn sr16t t6c. dgng kh6ng mong mr6n tdng khi dtng li6u 40 mg so

vdi c6c li€u th6p hcrn, vi6c chuAn liAu cu6i ctng d6n hAu t6i da40 mg chi n6n du<vc xem x6t cho
c6c bQnh nhdn tdng cholesterol m6u n{ng c6 nguy co vd benh tim mach cao (d{c biet ld cric bQnh

nhdn tdng cholesterol miiu c6 tinh gia dinh) md kh6ng d4t dugc muc ti6u <li6u tri o liAu 20 mg vi
c6c bQnh nhdn niry cAn ph6i dugc theo d6i thucrng xuy6n. CAn c6 sy theo d6i cira c6c b6c si
chuy6n khoa khi bit dAu dung li6u 40 mg.

- Ngudi cao tuili: Li6u khoi dnu 5 mg duoc dtng cho benh nh6n > 70 tu6i. Kh6ng cAn di6u chinh
1i6u o c6c bQnh nh6n ndy.

- BQnh nhAn suy thQn: Kh6ng cdn di6u chinh li6u o bpnh nh6n suy th4n tir nhe d6n vtra. Benh
nh6n suy thfln mric dQ vua phai (dQ thun1, thAi creatinin < 60 ml/phrit) duoc khuy6n dtng liOu

khoi d6u 5 mg nhtmg ch6ng chi dlnh o li6u 40 mg. Ch6ng chi dinh dtng rosuvastatin cho bQnh

nh6n suy thfn n{ng.
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- Phai th4n trgng vd diOu chinh lidu rosuvastatin khi dung phOi hqp v6i circ chAt irc ch6 protease

cria HIV vh vi6m gan si6u vi C (HCV): Atazanavir, atazanavir * ritonavir, lopinavir * ritonavir:
fOi aa 10 mg rosuvastatin 1 l6n/ ngay.

Cich ding :

Nguoi bQnh cAn theo ch6 dg ry chuAn, it cholesterol, tru6c khi u6ng rosuvastatin vd phii ti6p tgc
duy tri ch6 d0 5n ndy trong su6t thdi gian ili6u trf
Rosuvastatin c6 thiS dung vdi liAu dcyn UAt cti hic ndo trong ngdy, c6 hodc kh6ng kdm thfc 5n. Vi
t6ng hqp cholesterol o gan xity ra chu y6u ban d6m, dtng thu6c vdo bu6i t6i sC ldm tdng hiQu

luc thu6c. 
I

chiing chi ilinh: 
- ^ -.a.: -^^..-.^^t^-.-'-^=^ ui. r,-.. +.{. r.-^^ -:^ ^-..^ +L..i^ V\

- Benh nhdn qu6 m6n v6i rosuvastatin ho{c U6t ty t6 dugc niro cira thu6c.

- Benh nhAn mic bQnh gan ho4t dQng hodc transaminase huy6t thanh tdng dai ding md kh6ng gi6i
thich du-o. c.

- Benh nhdn suy thpn n{ng (dQ thanh thii creatinin < 30 ml/phrit).

- Benh nhdn c6 benh lli rd co.

- PhU nfi c6 thai ho{c dang cho con bf, phq nt c6 th6 c6 thai md kh6ng dtng c6c biQn ph6p tr5nh
thai thich hqp.

- Ch5ng chi ilinh lidu > 40 mg o c6c d6i tugng sau : BQnh nhin chAu A, bQnh nh6n suy th4n mric
<IQ vtra phai (dQ thanh th6i creatinin < 60 ml/phrit), bQnh nh6n dang dtng cyclosporin ho{c c6c

thu6c h4 cholesterol m6u nh6m fibrat vd bQnh nhAn c6 c6c y6u t6 c6 kh6 ndng gdy bQnh co.

Cfc trudng hqp th$n trgng khi dtng thu6c:
Cic tinh tr4ng cin thfn trgng:

- Tru6c khi bat diu di6u tri v6i statin, cAn ph6i loai trir cilc nguy0n nh6n gdy tdng cholesterol milu
(thi dg d6i th5o duong k6m kiiSm soiit, thi6u ndng giilp, hQi chtmg thQn hu, r6i lo4n protein m6u,

bQnh gan tic mft, do dtng mQt s6 thudc kh6c, nghiQn ruqu) vd cAn dinh luqng cholesterol todn
phAn, cholesterol LDL, cholesterol HDL vi triglycerid. Phdi tii5n hdnh dinh lugng lipid <Ifnh kj,
vdi.khoing crich kh6ng du6i 4 tuAn, vd di6u chinh li6u luqng theo d6p {nB cira nguoi bQnh v6i
thudc. Mpc ti6u di6u tri ld gi6m cholesterol LDL vi vdy ph6i sri dgng n6ng dQ cholesterol LDL
Ae Uat dAu diAu tri vi d6nh gi6 tl6p tmg di6u tri. Chi khi kh6ng x6t nghiQm du-o. c cholestrol LDL,
m6i sri dpng cholesterol toan phAn di5 theo d6i di6u tri.

- Trong c6c thti nghiQm l6m sdng, mQt s6 ft ngudi bQnh trucrng thnnh u5ng statin th6y t6ng 16 rQt

transaminase huy6t thanh (> 3 lAn gi6i h4n binh thumg). Khi ng\mg thu6c o nhirng nguoi bQnh

ndy, n6ng dQ transaminase thuong h4 tri tri trd vd mric tru6c diAu tri. MQt vdi ngudi trong s6

ngudi bQnh ndy tru6c khi diAu tri v6i statin tl6 c6 nhirng k6t qui x6t nghiQm chtic ndng gan b6t
thucrng vdy' hodc udng nhi6u rugu. Khuy6n c6o ldm x6t nghiQm enzymgan tru6c khi bat dAu diAu
tri b6ng statin vh trong truong hqp chi dinh l6m sdng y6u cAu x6t nghiQm sau d6.

- CAn nh6c theo d6i creatin kinase (CK) trong truong hqp:
+ Trudc khi di6u tr!, x6t nghiQm CK n6n <tugc ti6n hdnh trong nht'ng trudng hqp: Suy gi6m chric

ndng th6n, nhugc gi6p, ti6n sir ban thdn ho{c ti€n sir gia dinh mic bQnh co di truyOn, tiiin sir bi
bQnh co do sir dung statin hodc fibrat trudc d6, tiAn sir bQnh gan val ho{c udng nhitiu rugu,
bpnh nh6n cao tu6i (> 70 tu6i) c6 nhirng y6u t6 nguy co bi ti6u co vAn, khA ndng xiy ra tuong
tdc thu6c vd m6t s6 aOi tugng bQnh nhAn ilac biet. Trong ntrimg truong hqp ndy n6n c6n nh6c
lqi ichl nguy co vd theo d6i bCnh nhAn tr6n lAm sdng khi di6u tr! bing statin. Ntlu k6t qud x6t
nghiQm CK > 5 l6n gi6i h4n tr6n cta mfc binh thuong, kh6ng n6n bit dAu di6u tr! bing statin.

+ Trong quri trinh di6u tri bdng statin, bQnh nhdn cAn th6ng b6o khi c6 c6c biOu hien vA co nhu
dau co, cimg co, y6u co ... Khi c6 cdc bi6u hiQn ndy, bQnh nh6n cin lirm x6t nghiQm CK dti c6
c6c biQn phrip can thiQp phu hqp.

- CAn sir dgng thu6c thfln trqng d ngudi bQnh u6ng nhi6u ruou vd/ ho{c c6 ti6n sir bQnh gan.

statin thdi hin o b6t cri ndo c6 biiSu CC'
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c6p vd ndng hodc co y6u t6 nguy-o dffi suy th4n cAp do ti6u co v6n, thi ap ntru nt Gm ktr"6n
c6p ndng, h4 huy6t 6p, ph6u thudt vd chAn thuong l6n, bAt thuong vC chuy6n h6a, n6i ti6t, dien
giAi ho4c co giflt kh6ng ki6m so6t duoc

- Chi dirng statin cho phu nir o dQ tu6i sinh de khi hq chac chin kh6ng mang thai vd chi trong
truong hqp tdng cholesterol m6u r6t cao md kh6ng tldp ung vdi c6c thu6c khric.

- Viec st dpng <l6ng thoi c6c thu6c ha lipid m6u nh6m statin vdi c6c thu6c di6u tri HIV vi vi6m
gan si0u vi C (HCV) c6 thO ldm tdng nguy co gdy t6n thuong co, nghiOm trong nh6t ld ti6u co
v6n, thdn hu d6n d6n suy th4n vd c6 th6 g6y tir vong.

- Thu6c niy chria lactose. BCnh nh6n c6 v6n aA di truyen hitim gap v6 kh6ng dung nap galactose,
thi6u enzym Lapp lactase hodc k6m hAp thu glucose-galactose kh6ng nOn dtng thu6c ndy

Cdc khuy6n c6o dtng thudc cho phg nfr c6 thai vir cho con bri:
- Thdi k) mang thai:

Vi c6c statin ldm giAm t6ng hqp cholesterol vd c6 th6 cA nhi6u ch6t kh6c c6 ho4t tinh sinh hqc
d6n xu6t tir cholesterol, nOn thu6c c6 th6 g6y hai cho thai nhi n6u dtng cho nguoi mang thai. Vi
v$y ch6ng chi ttinh dirng rosuvastatin trong.thoi kj,mang thai. N6u bpnh nhdn c6 thai trong khi
di6u tri bing rosuvastatin thi n6n ngung thu6c ngay l4p tric.

- Thdi kj,cho con bil.
Nhi6u statin phdn b6 vdo sira. Do ti6m nang c6 tiic dung kh6ng mong mu6n nghi€m trong cho tr6
nho dang b[ sfra mg, ndn ch6ng chi tlinh dtng rosuvastatin o nguoi cho con bti.

Tic ilQng cria thu6c iISn khi ning I6i xe vi v$n hirnh miy m6c:

. Chua c6 th6ng tin vC Anh hu&ng cria thu5c tr6n khi ndng l6i xe vd sri dqng m5y m6c, tuy nhi6n
cdn luu y c6c tic dpng php nhu dau d6u, ch6ng mdt, nhin md c6 th6 x6y ra.

Tuong tric cria thu6c vfi cr[c thuSc kh6c vir c6c lo4i tuong tic khic:
- Tdng nguy co t6n thucrng co khi sir dpng rosuvastatin ddng thdi vdi ciic thu6c sau: Gemfibrozil

cilc thu5c ha cholesterol m6u nh6m fibrat kh6c, niacin li6u cao ( > I g/ngdy), colchicin.
- ViQc sri dgng ddng thoi rosuvastatin vdi c6c thu6c ric chti protease ctia HIV vd vi6m gan si6u vi

C (HCV) nhu atazanavir, atazanavir * ritonavir, lopinavir * ritonavir c6 th6 ldm tdng nguy co
g6y t6n thuong co, nghi€m trgng nh6t ld ti€u co vAn, thfn hu a6n atin suy thfln vd c6 thO g6y tir
vong, vi v4y cdn giAm li6u rosuvastatin.

- Cyclosporin: Dirng d6ng thoi rosuvastatin v6i cyclosporin, ctrc giltri AUC cfia rosuvastatin cao

hon trung binh g6p 7 lAn so v6i tri s6 ndy o nguoi tinh nguyQn kho6 m4nh. Dtng ddng thoi
rosuvastatin vd cyclosporin kh6ng Anh huong dtin n6ng dQ cyclosporin trong huy6t tuong.

- Ch6t kh6ng d6ng coumarin: Gi6ng nhu ciic ch6t frc ch6 men HMG - CoA reductase kh6c, khi bit
dAu di6u tr! ho4c t[ng liAu rosuvastatin o bQnh nhAn di6u trf iI6ng thdi v6i circ chdt d6ng
coumarin (nhu warfarin) co the lem tdng tr! sO tNR. Ngmg dung ho{c giim I leu rosu co
the lam giAm INR. Trong nhirng trucrng hqp nhu vfly, n6n theo d6i tri s6 INR. t

Thu6c kh5ng acid: Dung rosuvastatin d6ng thcri v6i h6n dfch thudc khdng acid chria YA

magi€ hydroxid ldm giAm khoing 50% nong dQ rosuvastatin trong huy6t tuong. Khi thuOc

kh6ng acid c6ch 2 gitr sau khi dtng rosuvastatin thi nong dd rosuvastatin trong hu tuong sE

giAm it hon. M6i tuong quan vd mat ldm sdng cfra tuong t6c ndy v6n chua 16.

- Erythromycin: Dtng tl6ng thoi rosuvastatin.v6i erythromycin ldm giAm 20% AUC (0-t) vd 30%
Cmax cta rosuvastatin. Tuong t6c ndy c6 thC ld do erythromycin ldm tdng nhu dQng ruQt.

- Thu6c vi6n u6ng ngtra thai/ liQu ph6p thay th6 hormon (HRT): Ding tt6ng thcri rosuvastatin v6i
thu6c vi6n u6ng ngira thai lim tdng 260 AUC cfia ethinyl estradiol vd34Yo AUC cta norgestrel.
NOn luu f den mric tdng n6ng dQ cdc ch6t ndy trong huy6t tuong khi chgn thu6c ul5ng ngtra thai.
Chua c6 dfr liQu dugc <lQng hgc trOn nhirng bQnh nh6n dung d6ng thoi rosuvastatin vd HRT vi
v4y khdng thii loai trt kh6 ndng c6 t6c dQng tuong tg. Tuy nhi6n, sU ktit hqp dd duo. c sir dgng
rQng rdi o phU nii trong c6c thtr nghiQm lAm sing vd d5 dugc dung n4p t6t.

- Cac thu6c kh6c:
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+ Dua tr€n c6c dt liQu tir cilc nghiCn cuu vA tuong t6c thu6c chuyEn biQt cho th6y khdng c6
tuong t6c dSng kO v6 mat l6m sing khi dtng chung vdi digoxin.

+ Chc nhga gln acid mft c6 th6 ldm gi6m rd rQt khd dpng sinh hoc cria statin khi u6ng ctrng. Vi
v4y thoi gian dirng 2 thudc ndy phii c6ch xa nhau.

+ Men cytochrom P+so: K6t qu6 tu tht nghiQm in vitro vd in vivo chimg t6 ring rosuvastatin
khdng.phdi ln ch6t ric ch6 ho{c cim ting men cytochrom P450. Hcm nta., rosuvastatin li ch6t
n6n y6u cho c6c enzym ndy. Kh6ng ghi nhfn c6 tuong t6c d6ng kC ve mdt l6m sdng giira
rosuvastatin v6i fluconazol (chdt ric cn6 CypZCg vd CYP3A4) hoac ketoconazol (ch6t ric chi5

CYP2A6 vd CYP3A4). Dirng ddng thoi itraconazol (ch5t ric cne CyplA4) vn rosuvastatin
lirm tdng 28% AUC cira rosuvastatin. Sy tlng niy kh6ng duoc xem ld c6 1f nghia vd mdt l6m
sdng. Vi vdy, kh6ng c6 tuong t6c thu6c do sg chuy6n h6a qua trung gian cytoclrom Pa5e.

Tic dgng kh6ng mong mu6n:
- Ngi chung statin dung n4p t6t, t1'lQ phai ngung thu6c th6p hon so v6i cic thu6c ha lipid kh6c.

Tdn s6 ADR d moi statin tuong tg nhu nhau.

- Lrru y citctirc dr,lng kh6ng mong mu6n sau :

+ Suy giAm nhfn thric (nhu m6t tri nh6, l[ len ...).
+ Tdng duong huyi5t.

+ Tdng HbAlc.
- Thwdng gQp, ADR> 1/100

+ Ti6u ho6: ia chiy, t5o b6n, dAy hoi, dau bung, vd bu6n n6n, g{p cr khoing 5% bQnh nhdn.

+ Thdn kinh trung uong: Eau dAu @ - g%), ch6ng mat (3 - Syo), nhin md (l - 2%), m6t ngir,
suy nhugc.

+ ThAn kinh - co vd xucrng: Dau co, dau khcrp.

+ Gan: C6c k6t qud tht nghiQm chric ndng gan ting hon 3 lAn gi6i h4n tr6n cira binh thucrng,
d 2Yo ngudi benh, nhtmg phAn lon li kh6ng c6 triQu chring vd h6i phqc khi ngimg thu6c.

- it gqp, 1/1.000 < ADR < 1/100

+ Thin kinh - co vir xuong: BQnh co (k6t hqp y6u co vd t[ng hdm lugng creatin phosphokinase
huy6t tuong (CPK).

+ Da: Ban da.

+ H6 hdrp: Vi0m mfri, vi6m xoang, vi€m hgng, ho.

- Hi€m gfip, l/10.000 < ADR < 1/1.000
+ ThAn kinh - co vd xuong: Vi6m co, ti6u co vdn, d6n d6n suy thfn c6p thri ph6t do

myoglobin niQu.

+ R6i lo4n d4 ddy-ruQt: Vi6m tpy.
- niit hidm grtp, ADR < t/\0.000

+ ROi lo4n thfn vd tii5t niQu: E6i ra m6u

Qui lidu vi cich xir tri:
- Tei liQu v6 qu6li6u cfra rosuvastatin 0 nguoi cdn h4n chi5. Hien nay chua c6 phuong ph6p diAu

tri d{c hiqu khi dtrng rosuvastatin qu6li6u.
- Khi qud liiiu, bQnh nhdn n6n dugc diAu tri triQu chimg vi 6p dung c6c biQn ph6p h6 trq khi cAn

thitit. NOn theo d6i chfc ndng gan vir n6ng tlQ CK. ThAm ph6n m6u kh6ng tlng culng thanh thai
rosuvastatin.
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