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THANH PHAN
MAi vien nen bao phim Rosuvastatin STADA 10 mg chua:
Rosuvastatin (duoi dqng rosuvastatin calci)............................... 1 0 mg
M6i vien ndn bao phim Rosuvastatin STADA 20 mg chua.
Rosuvastatin (duoi dAng rosuvastatin calci)............................... 20 mg
(T6 dugc: Laclose monohydrat, microcrystallin cellulose, magnesi
stearat, crospovidon, calci hydro phosphat khan, hypromellose,
macrogol 6000, talc, titan dioxyd, oxyd s5t dd)

MO TA
Rosuvastatin STADA 10 mg: Vi6n nen hinh trdn, bao phim mdu
hdng, mqt mat khdc vach, mOt mat tron.
Rosuvastatin STADA 20 mg: Vi6n n6n hinh tr6n, bao phim mAu
hdng, hai mat tron.

Drjgc Luc HQc
- Rosuvastatin la mot chdt rlc ch6 chQn lQc ve canh tranh HMG-CoA

reductase, la enzym xfc tec que trinh chuyAn d6i 3-hydroxy-3-
methylglutaryl coenzym A thanh mevalonat, mot tidn chAt crla
cholesterol. Vi tri tac dQng chinh cia rosuvastatin la gan, co quan
dich ldm giim cholesterol. Rosuvastatin lAm ting s6 luqng thq thd
LDL trCn bA mit t6 bio gan, do v6y lim tdng hdp thu, di h6a LDL vi
uc ch6 su tdng hqp VLDL d gan, vi vQy ldm giAm c6c thdnh phAn
VLDL vi LDL.

- Rosuvastatin lAm giim cholesterol toAn phAn, LDL cholesterol,
apolipoprotein B vd cholesterol toirn phAn kh6ng co HDL cholesterol d
nh0ng bQnh nh6n ting cholesterol mdu c6 tinh gia dinh ddng hgp tr)
vi di hgp tr) (FH), teng cholesterol m6u kh6ng c6 tinh gia dinh va r6i
lo?n lipid m5u h6n hqp. Rosuvastatin c0ng l?rm gi6m triglycerid vi lirm
ting HDL cholesterol.

Dr/gc ogNG HgC
Rosuvastatin hdp thu kh6ng hoen toan qua duong ti6u h6a voi sinh
khd dUng khodng 20%. Ndng d0 dinh trong huy6t tuong dat dugc
khoing 5 gio sau khi u6ng. Ding rosuvastatin vdi thOc 5n ldm giim
t6c d0 hAp thu thu6c C,* khoing 20%, nhung kh6ng 6nh hudng d6n
muc ttg hdp thu AUC. Thu6c dugc phin b6 rgng rdi d gan, noi vi tri
dlu ti6n c6 t6c dung, vd trdi qua sLp chuydn h6a co gioi hqn, chri y6u
bdi cytochrom P45O isozym CYP2C9. Thu6c g5n k6t voi protein huy6t
tuong khoing 90%. Thoi gian b6n thai cia rosuvastatin khoing 19
gio. Khodng 90% liBu dtng cria rosuvastatin duqc th6i tru trong ph6n,
bao gdm ci phAn dE hdp thu vd phAn kh6ng h5p thu, phln cdn l4i
dugc dio thdi trong nu0c ti6u; khodng 5% liAu dirng duEc diro thdi
duoi d4ng kh6ng d6i trong nudc ti6u.
Suy than; Trong nghi6n cuu tr6n nguoi suy th4n d nhi6u muc d0 kh6c
nhau cho thdy bQnh th6n ti nhe tt6n vira kh6ng inh hudng d6n ndng
d0 rosuvaslatin ho4c chdt chuy6n h6a N-desmethyl trong huy6t
tuong. Bl?nh nhan suy th0n ning (CrCl < 30 mU phtt) co ndng d0
thu6c trong huy6t tuong teng cao g5p 3 lAn vi ndng d0 chAt chuyen
h6a N-desmethyl teng cao g5p I lAn so voi.nguoi tinh nguyQn kh6e
manh. Ndng d0 cta rosuvastatin trong huy6t tuong d trang th6i 6n
dinh d nhong b6-nh nh6n tlang thim phAn m6u cao hon khoang 50%
so voi nguoi tinh nguyQn khde manh.

Suy gan. Trong nghiEn cuu trCn nguoi suy gan d nhi6u muc d0 kh6c
nhau, kh6ng c6 bing chung vd tdng muc ti6p xOc cria rosuvastatin cr

nh&ng benh nhin c6 di€m s6 Child-Pugh s 7. Tuy nhi6n,2 benh nhan
voi diBm s6 Child-Pugh ld 8 vi I c6 muc d0 ti6p xtc cia rosuvastatin
tdng l6n t6i tnieu gAp 2 tAn so voi nguoi c6 diSm s6 child-Pugh th6p
non. Xn0ng co kinh nghigm d nhirng b0nh nh6n vdi di6m s6
Child-Pugh > 9.

cHio!NH
- Rosuvastatin tlugc d0ng de hm giam LDL cholesterol, apolipoprotein

B, triglycerid vi lim ting HDL cholesterol trong nhong truong hqp
teng lipid m6u, bao gdm tdng cholesterol m6u nguy6n phdt (lopi lla),
r6i loan lipid h6n hqp (loqi llb) vd ting triglycerid m5u (lo4i lV).

- Rosuvastatin c0ng duEc dUng cho nhirng bQnh nhdn ting cholesterol
m6u co tinh gia clinh ddng hqp t[r.

- Phdng ngr:]a c5c bi6n c6 tim mach chinh d nh0ng bQnh nhen dugc
d5nh gid co nguy co cao cho bi6n c6 tim mqch ti6n ph6t nhu li mgt
liQu ph6p h6 trg didu chinh c6c y6u t6 nguy co kh6c.

Rosuvastatin STADA LrEu LTJENG vA cAcH DUNG
CAch cltng

- Rosuvastatin dugc dUng bing ducrng u6ng, voi ti6u don vao bet cu
luc ndo trong ngdy, co hofc kh6ng kdm thuc dn.

- Benh nhAn n6n thr,rc hien ch6 d0 5n ki6ng chuAn it cholesterol trLpoc
khi dirng rosuvastatin vd n6n ti6p tuc ch6 d0 dn ndy trong su6t thoi
gian dtng thu6c.

- LiAu dtng c6 th6 Ctugc diAu chinh mQt cdch thQn trqng dya vdo nhu
cAu vd d5p Ong ctira tung nguoi bing c6ch tdng lidu iung dqt c6ch
nhau kh6ng duoi 04 tuAn. PhAn ung c6 hgi c0a thu6c cAn cluqc theo
d6i chit ch6, dic biCt la c6c phin ung c6 hai d6i voi hQ co.
Li6u ltryng

- LiAu ban dAu th6ng thudng cta rosuvastatin lir 5 hay 10 mg x 1

lAn/ngdy, phU thuQc vio ndng d0 cholesterol huy6t tuong, c6rc y6u t6
nguy co bQnh tim mEch vd c6c y6u t6 nguy co g6y tdc dUng phu. N6u
cAn thi6t, c6 th6 teng ti6u m6i 4 tuAn 1 rAn, d6n riOu t6i da thons
thudng 20 mg x 1 lAn/ngiy. Lidu 40 mg x 1 lAn/ngdy c6 th6 ctuqc
dilng duoi sy gi5m s6t crla c6c chuydn gia trong truong hqp bQnh
nhan cao cholesterol m6u nghi6m trgng.

- Trong nghidn cuu giim nguy co bi6n c6 tim mach, liAu rosuvastatin
dugc srir dung la 20 mg/ngdy.

- BCnh nhan cao tu6i, bQnh nh6n ChAu A, vd benh nhAn c6 nguy co
b$nh co n6n dtng liAu khdi dAu 5 mg. BCnh nhan dung ciclosporin co
thA dilng lidu t6i da 5 mg x 1 lAn/ngiy, vi d nhrlng bQnh nhan dirng
gemfibrozil hay ph6i hqp tang cucrng lopinavir bdng ritonavir, liAu t6i
da le 10 mg x 1 lAn/ngiry.

- B€nh nh6n ting cholesterol m6u 16 rCt, nhu bQnh nhdn tdng
cholesterol mdu c6 tinh gia dinh ddng hqp trlr, c6 th6 bit dAu voi li6u
20mgxl lAn/ngiiy.

- BCnh nhan suy than (d0 thanh thai creatinin tu 30 d6n 60 mL/ph0t):
NEn dung khdi dAu v0i liAu 5 mg x 1 lAn/ ngiy vd li6u dung t6i da 20
mgxllAn/ngdy.

- Kdt hqp voi atazanavir, atazanavir/ritonavir vd lopinavir/rltonavir: Gioi
han liBu ro.suvastatin t6i da 10 mg mQt lAn/ngdy.

CHONG CHi OINH
- BQnh nhdn qua ran voi bet cu thdnh phAn nio c0a thu6c.
- BCnh nhan c6 bQnh gan ti6n tri6n bao gdm ting transaminase huy6t

thanh k6o dai ma kh6ng 16 nguydn nh6n vd tang transaminase huy6t
thanh hon 3 lAn gioi han tren cr]a mrlc binh thudng (ULN).

- BQnh nh6n suy thfln ning (d0 thanh thii creatinin < 30 ml/ph0t).
- BOnh nhAn c6 bOnh lf vA co.
- Phu nO mang thai vi cho con bi, phu nO c6 kha neng co thai nhung

kh6ng dung cec bien phap trdnh thai thich hgp.
- Kh6ng dtrng liAu 40 mg d nguoi Chdu A.
THAN TRONG
- ian nnictneo ddi creatin kinase (CK) trong trvdng hqp.

+ Truoc khi diAu tri: X6t nghiQm CK n6n clugc ti6n hirnh trong nhOng
trudng hEp: Suy gidm ch0c neng than, nhuqc gi6p, ti6n su bin
than hoac ti6n sr) gia dinh mdc b0nh r6i loan co di truy€n, tidn s0 bi
atQc co do st) dqng statin hoAc fibrat trudc d6, ti6n sr? bCnh gan
vi/hodc u6ng nhiAu ruEu, bCnh nhan cao tu0i (> 70 tu6i; co nhirng
y6u t6. ng.uy co bi ti6u co v6n, khd ndng xdy ra tuong tdc thu6c vd
mOt s6 d6i tugng benh nhrin diic birit.
Trong truong hqp ndy n6n cin nhic lqi ich/ nguy co va theo doi
b6nh nh6n trdn l6m sing khi didu tri bing statin. N6u k6t qui xet
nghiQm CK > 5 lAn gidi han tr€n cOa muc binh thuong, khong n6n
didu tri bing statin.

+ Trong.qu6 trinh.diBu tri beng statin: Bgnh nh6n cAn th6ng bao khi co
cdc bi6u hiQn vA co nhu dau co, cfng co, y6u co,...Khi co c6c bi6u
hiOn niry, bQnh nhdn cAn ldm x6t nghiQm CK de co cdc biOn phdp
can thiQp phu hEp.

- Anh hudng tr$n co xwng: Ly gidi co v6n thuong xity ra d b6nh nh6n
d0ng rosuvastatin vdi li6u 40 mg/ngay so voi li6u thAp. Ngung dung
rosuvastatin n6u ndng dto creatinin kinase huy6t thanh tdng ddng ke
hoic n6u duEc chAn do6n hay nghi ngo co bSnh co.
Do nh0ng nguy co gdy t6n thuong co, cAn thin trang khi dung nhom
statin d6i vdi bcnh nhin tr6n 65 tu6i, bcnh nh6n bi benh thi6u ning
tuy6n gidp khOng duqc ki€m sodt, benh nh6n bi b0nh thAn. CAn theo
d6i chat ch6 nh0ng ph6n ung c6 hai cia thu6c trong qu6 trinh di€u tri.
BCnh nhan cAn th6ng b6o ngay cho bac si diBu tri c6c dAu hi6u hoic
tri0u chung dau co, mgt m6i, s6t, nuoc ti€u s5m mdu, bu6n non hoic
n6n lrong qu6 trinh si dung thu6c.

- Anh hvdng ffen gan: Ldm x6t nghiem enzym gan truoc khi bet deu
diAu tri bang statin va trong truong hgp chi dinh lim sAng yeu cAu x6t
nghiQm sau d6.
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- Anh huong ten thAn: Protein niCu (duong tinh voi que th&) tho6ng
qua vd huy6t niQu vi mO (kh6ng li6n quan d6n tinh trqng xAu di ciri
chuc neng thfn) dd dugc b6o c5o d bQnh nh6n dtng rosuvastatin.
N6n c6n nhdc giim lidu d bQnh nhan ding 40 mg/ngdy bi protein niQu
keo dai kh6ng 16 nguy6n nhan khi x6t nghipm nudc ti6u thrrong quy.

- Ddn Chitu l Cac nghien cuu duqc dong hoc cho thdy su gia tang
muc dq ti6p x0c vdi rosuvastatin xdp xi 2 lAn d bQnh nhdn Chiu A so
voi bQnh nhen nguoi Cdp-ca. SU gia teng nAy cAn dugc cdn nhic khi
quydt oinn ti6u d6i voi benh nhAn ch6u A.

- Kh1ng dung nqp /actose: Kh6ng n6n sr) dqng thu6c niy cho bQnh
nhan bi cdc vdn Od Oi truyAn hi6m gip nhu kh6ng dung nqp
galactose, thi6u hUt Lapp-lactase hay kem hdp thu glucose-galaclose.

- ViQc sr) dUng tldng thoi c6c thu6c ha lipid m5u nh6m statin voi c6c
thu6c di6u tri HIV vi vi6m gan si6u vi C. (HCV) c6 the lam teng nguy
co giy t6n thuong co, nghiCm trQng nhet la tCu co v6n, thfn hu dan
tl6n suy thin vA c6 th6 g6y tt) vong.

- Benh ph6i k6: Truong hgp ngoAi l0 crla benh ph6i ke da duqc b6o
cao voi m0t s6 statin, dic biet khi diAu tri l6u dii. C6c d5u hi6u bao
gdm kh6 thd, ho khan vi suy giim suc khde t6ng qu6t (mQt m6i, giim
cin vi s6t). N6u nghi ngo bQnh nhin ti6n tri6n bQnh ph6i k6, nCn
ngung ligu phep statin.

- B€nh ddi th6o dudng: MQt s6 blng chung cho th6y statin lir nh6m
thu6c lim tang glucose nuy6t vd d mQt s6 bCnh nhan c6 nguy co cao
sE mic benh d6i th6o duong, nh6m statin c6 th6 lam teng ndng d0
glucose huy6t, do cl6 cAn didu tri benh d6i thdo tuong thich hgp. Tuy
nhien nguy co nay se cao hon bdi viQc gi6m nguy co tim mqch blng
statin vd do d6 ddy kh6ng phdi ld lf do ngung diAu ki statin. Nh0ng
benh nh6n c6 nguy co (glucose nuy6t tric doi 5,6 - 6,9 mmol/lit, chi so
BMI > 30 kg/m', tSng triglycerid, ting huy6t 6p) n6n duqc theo d6i ca
vA mat lAm sdng vA sinh h6a theo huong dln qu6c gia.

TUONG TAC THUOC
- Ciclospoin: Ding d6ng thoi ciclosporin va rosuvastatin, AUC ctla

rosuvastatin tang trung binh cao hon 7 ldn nhung ndng d0 ciclosporin
trong huy6t tuong kh6ng bi inh hudng.

- cac chdt d6i kheng vitamin K Gi6ng nhu cdc thu6c uc ch6 HMG-CoA
reductase kh6c, khi Oit OAu di0u tri hay t5ng liAu rosuvastatin d b€nh
nhSn diAu tri d6ng thoi voi cdc chdt d6i kheng vitamin K (nhu warfarin
hay c5c thu6c ch6ng d6ng coumarin khiic) c6 th6 lam tang tri s6 binh
thLlong h6a qu6c t6 (lnternational Normalised Ratio - INR). Ngung
ding ho{c gidm lidu rosuvastatin co thd lam gidm lNR. Trong nh0ng
truong hgp nhu v{y, n6n theo d6i tri s6 lNR.

- Ezetimib: Dtng ddng thdi rosuvastatin va ezetimib kh6ng lam thay d6i
AUC vi Cmax crira cd hai thu6c. Tuy nhi6n, tuong t6c duqc l! gi0a
rosuvastatin vd ezetimib, nhu t6c dung phu, kh6ng the bai trir.

- Gemfibrozil vd cdc thu6c hA lipid m1u khAc: Dirng ddng thoi
rosuvastatin voi gemflbrozil lam tang gdp 2 lln c6c chi s6 Cmax vi
AUC c0a rosuvastatin. Ch6ng chi clinh dtng llAu 40 mg khi k6t hqp voi
fibrat. Nh0ng bOnh nhdn ndy n€n dtng liAu khdi dAu 5 mg.
Teng nguy co t6n thuong co khi srlr dqng statin d6ng thoi voi c6c
thu6c gemfibrozil, c5c thu6c h? cholesterol m6u nh6m fibrat khdc,
niacin li6u cao (> 1 g/ngdy), colchicin.

- Cdc thu6c uc ch6 protease HtV: Khi ph6i hqp vdi c6c thu6c Oc ch6
protease HIV nhu alazanavi, atazanavil ritonavir vd lopinavir/
ritonavir lam tang ndng dQ rosuvastatin gdp 3 lln. Khi ph6i hqp vdi
c6c thu6c n6u tr6n, gi0i h4n lieu t6i da cia rosuvastatin lA 10 mg.

- Cdc thu6c khdng acid: Dtng ddng thdi rosuvastalin vdi h6n dich thu6c
kh6ng acid chrla nh6m hydroxyd vi magnesi hydroryd ldm gi6m
kho6ng 50% ndng dQ rosuvastatin trong huydt tuong. T5c dgng niry
se giam khi dirng thu6c kh6ng acid sau rosuvastatin 2 gid.

- Erythromycin: Dirng ddng thdi rosuvastatin va e$hromycin ldm giim
20% AUC vd 30% Cmax c0a rosuvastatin.

- Thu6c trdnh thai dudng u6ng/liQu phdp thay th6 hormon (HRI): Ding
ddng thoi rosuvastatin vi thu6c trdnh thai tluong u6ng lim ting 26%
AUC cia ethinyl estradiol vd 34% AUC c0a norgestrel. N6n luu 1i ddn
muc teng ndng d0 c6c thu6c nay trong huy6t tuong khi lpa chgn
thu6c tr6nh thai duong u6ng. Chua c6 dO liOu duqc clOng hQc tr6n
nh0ng bQnh nhAn dirng ddng thoi rosuvastatin vi HRT, vi viy, kh6ng
th6 loai tru khi ndng c6 t6c tl0ng tuong tU.

- Enzym cytochrom P450: Kel qui tu thCr nghiQm ln vitro vd in ylvo cho
thdy rosuvastatin kh6ng phai la chet rjrc ch6 hoic cdm ung cytochrom
P450. Hon n0a, rosuvastatin la chdt ndn y6u ddi voi c5c isoenzym
ndry. SU gia teng nh6 ndy xem nhu kh6ng d6ng k6 vd mit lam seng.

- Cdc thu6c khdc: Chva thdy tuong t6c d6ng kE vA mit lAm sing khi
dung_chufrg vdi digoxin.

PHU NU CO THA| VA CHO CON BU
Ch6ng chi dinh tren phu ntr c6 thai ve cho con b0.

- Vi cholesterol vd c6c s6n phAm sinh t6ng hgp cholesterol khdc cAn
thi6t cho sU ph6t tri€n c0a beo thai n6n nguy.co tidm ting do rlc ch6
HMG-CoA reductase se cao hon hiQu qud di6u tri khi mang thai. Khi
bpnh nh6n mang thai trong qu6 trinh d[rng thu6c, n6n ngung diAu tri
ngay lap tuc.

- Rosuvastatin bAi ti6t qua s0a d chuQt. Khong c6 d0 liQu vB sg biri ti6t

AJil'r',y&fi3i-tdN KHA NANG LArxE vA vAN HANH MAy Moc
Cdc nghiEn cuu dd x6c dinh inh hudng cOa rosuvastatin trCn kha
ndng l6i xe vA vin hdnh m6y moc chua dugc thuc hien. Tuy nhien
dqa tr6n nh*ng dAc tinh dugc lqlc thi rosuvastatin kh6ng thd inh
hudng trdn khd ning ndy. Khi l6i xe hoac vQn hdnh m6y n6n luu 1i

rlng c6 th6 xiy ra chong mattrong thoi gian di6u tri.
TAC DUNG KHONG MONG MUON

Cac tAc dqng kh6ng mong mu6n khi dung rosuvastatin thudng nhe va
thoang qua.
Thr.*ng gdp

- R6i loan n1i ti6t: Tieu dudng, ting ctudng huy6t, ting HbA1c.
- R6i loan thin kinh Nhuc dAu, ch6ng mat.
- R6i loan ti€u h6a..T6o b6n, budn n6n, dau bung.
- Rdi loan he co xwng, mO lien kdt vd xuong:Dau co.
- Toen then: Suy nhuEc, suy giem nhQn thuc (nhu mAt tri nho, l0

tln, ).
tt glP

- R6i loan da vd mO dudi da; Ngua, phdt ban vd m6 day.
Hi6m g{p

- R6i loan hQ mi6n dich: CAc phdn ung qu6 mln k6 cd phi mach.
- R6i loan ti€u h6a:Viem tuy.
- R6i loan hQ co xuong, m6 li€n k6t vit xuong.BCnh co (vi6m co), vir

ti6u v6n co.
OUA LIEU VA xu TRi

C5c tdc dqng khong mong mu6n crla thu6c khi qud li6u co th6 bao
gdm bgnh thAn kinh ngoai vi, ti6u ch6y, tdng K', bQnh co, ti6u co vAn,
suy than cep, xet nghiem chuc ning gan tang, duc thriy tinh th6.
Kh6ng c6 di6u tri d{c hiQu ndo khi qu6 liAu rosuvastatin. Trong trLrong
hqp qu6 li6u, ti6n hAnh diAu tri trieu chung vd dung c6c bi6n ph6p h6
trg cAn thi6t. Theo d6i chuc ning gan vi n6ng d0 creatin kinase.
ThAm t6ch m6u hlu nhu kh6ng hiiu qu6.

BAO OUAN : Trong bao bi kin, noi kh6. Nhiet dq kh6ng qud 30"C.
HAN DUNG : 24 th6ng ke tu ngay sin xudt.
OONG GOI : Vi 10 vi6n. HOp 3 vi.
IEU CHUAN An oqnc : Ti6u chudn nhd sdn xu5t.

THUOC NAY cHi D[,NG THEo DoN cUA BAc Si

Dd xa tim tay trd em
Kh\ng ding thu6c qul thdi hqn sit dltng

Dgc ki htfrng ddn s& dltng trnoc khi ding
Ndu cin th6m thing tin, xin h6i !,ki6n bdc si

Th6ng beo cho bec si nhhtg tec dltng kh6ng mong mu6n
g\p phAi khi stl dltng thu6c

Ngiry duygt nQi dung toa:2910812016

Nha sdn xudt;

CTY TNHH LD STADA.VIET NAM
_--/+--.

STADA
K63/1 Nguy6n Thi S6c, Ap M! Hoa 2,
Xa Xuan Thoi D6ng, Huyen H6c MOn.

Tp Hd chi Minh, vict Nam
oT: (+&4) 8 37181154-37182141 . Fa: (+84) I 37182140
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