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Rosuvastatin STADA®

THANH PHAN
MG vién nén bao phim Rosuvastatin STADA® 10 mg chira:

Rosuvastalin...........c..in s p—— )]
(Duwéi dang rosuvastatin calci)
Mdi viénnén bao phim Rosuvastatin STADA" 20 mg chira:

Rosuvastalin.. ..o naniii
(Duréri dang rosuvastatin calci)

(Ta dugc: Lactose monohydrat, microcrystallin cellulose, magnesi stearat, crospovidon,
g;j::;i]: calci phosphat khan, hypromellose, polyethylen glycol 6000, talc, titan dioxyd, oxyd
satds

MOTA
Rosuvastatin STADA® 10 mg : Vién nén hinh trén, bao phim mau dé nhat, mot mat khac
vach, mét mattron
Rosuvastatin STADA® 20 mg : Vién nén hinh trén, bao phim mau dé nhat, hai mat tron.

DUQC LIFC HOC .

- Rosuvastatin 1a mét chét (rc ché chon loc va canh tranh HMG-CoA reductase, 14 men xtic
tac qua trinh chuyén déi 3-hydroxy-3-methylglutaryl coenzym A thanh mevalonat, mét tidn
chat cla cholesterol. Vj tri tdc ddng chinh ciia rosuvastatin 14 gan, co quan dich 1am giam
cholesterol. Rosuvastatin Iam ting sé lrgmg thy thé LDL trén bg matté bao gan, do vy lam
tang hap thu va di hda LDL va irc ché sur thng hop VLDL & gan, vi vay lam giam cac thanh
phan VLDLvaLDL.

Ro_s Lrvas:tatin lam gidm cholesterol toan phan, LDL cholesterol, apolipoprotein B va cholesterol

toan phan khong cb HDL cholesterol & nhirng bénh nhén tang cholesterol méu cb tinh gia

d’ll’]l‘l dl}ﬂg hop tir va di hop tr (FH), tang cholesterol mau khong c tinh gia dinh va rbi loan
lipid méu hén hop. Rosuvastatin cing lam giam triglycerid va 1am tang HDL cholesterol.

DUQCDONG HOC

Rosuvastatin h&p thu khdng hoan toan qua dudng tiéu hoa véri sinh kha dung khodng 20%.
Nong d6 dinh trong huyét tirong dat dwoc khoang 5 gitr sau khi ubng. Thubc dugc phan bd
rdng rai& gan, noi vi tri dau tién cb tac dyng, va trai qua sy chuyén hba cb giéi han, chi yéu
b&i cytochrom P450 isoenzym CYP2C9. Thubc gin két véi protein huygt teong khodng
90%. Thoi gian ban thai cia rosuvastatin khoang 19 gié. Khoang 90% liéu ding cua
rosuvastatin duge thai trir trong phan, bac gbm ca phan thubc da hgp thu va phn khong
hép thu, phan con lai dugc dao thai trong nwoc tidu; khodng 5% lidu dung dugc dao thai
duwdri dang khong ddi trong nudrctidu

CHIDINH
Rosuvastatin dirge ding dé lam gidm LDL cholesterol, apolipoprotein B, triglycerid va lam
tang HDL cholesterol trong nhing trrémg hep tang lipid méu, bao gdm tang cholesterol
maéu nguyén phat (loai I1a), rdi loan lipid h&n hop (loai I1b) va tang triglycerid mau (loai IV).
Rosuvastatin ciing ding duoc cho nhirng bénh nhan tang cholesterol mau & gia dinh d
hop tir
LIEU LLPONG VA CACH DUNG
Cachdung .

Rosuvastatin dugre dung bing dwéng ubng, vai liéu don vao bat cir lic nao trong ngay, cé

hoac khong kém thirc an.

Bénh nhan nén thirc hién ché do an kiéng chuén it cholesterol truéc khi dung rosuvastatin

va nén tiép tuc ché a4 an nay trong sudt théri gian ding thube.

Litu dung co thé dugc didu chinh mt cach can trong dura vao nhu cau va dap ng clating

bénh nhan bing céch tang liéu tirng dgt cach nhau khdng dwdi 04 tuén. Phan tmg co hai

cuia thudc can duoc theo doi chat ché, dac biétla cac phan g c6 hai ddi véri hé cor.

Lidu liromg

Liéu ban @au théng thwéng cla rosuvastatin 1& 5 hay 10 mg x 1 I4n/ngay, phu thudc vao

néng a5 cholesterol huyét trong, cic yéu té nguy co bénh tim mach va cac yéu 16 nguy co

géy tac dung phy. Néu can thiét, co thé tang liéu mbi 4 tudn mét 1an, dén lieu ti da théng
thurerng 14 20 mg x 1 ldn/ngay. Lidu 40 mg x 1 laningay cb thé dwrgc ding dudi sy giam sat
ctia cac chuyén giatrong trrérng hop bénh nhan cao cholesterol mau nghiémtrong.
Bénh nhan cao tudi, bénh nhan Chau A, va bénh nhan cé nguy co bgnh co nén ding lidu
khai diu 5 mg. Bénh nhan ding ciclosporin c6 thé ding liéu tdi da 5mg x 1 lan/ngay, va &
nhrng bénh nhan ding gemfibrozil hay ritonavir-boosted lopinavir, liéutdidala10mgx 1
lan/ngay.

- Bénhgnlran tang cholesteral mau rd rét, nhur bénh nhan tang cholesterol mau gia dinh dong

hoptir, cb thé bat Gau véi lidu 20 mgx 1laningay. : .,

Bénh nhan suy than (A6 thanh thai creatinin tir 30 aén 60 mL/phat): Nén khéri dau véi ligu 5

mgx 11an/ ngay va liéu diing t6i da 20 mg x 11an/ ngay. _ g e

Két hop voi atazanavir, atazanavir/ ritonavir va lopinavir/ ritonavir: Gidri

rosuvastatin tdida 10 mg x 1l&n/ngay.

CHONG CHIBINH
- Bé&nh nhan quéa man véi
_ Bénh nhan cb bénh gan tién tri
khéing ro nguyén nhan va tang transaminase
binh thuéng (ULN).
_ Bénhnhan suy than nang (65 thanh thai creatinin < 30 mi/phdt).
- Bénhnhancobénhlyvé co.
-~ Phu nir mang thai va cho con bu, phy ntr co kh& nang co thai nhung khoing ding cac bién
phéap tranh thai thich hop.
THAN TRONG
_ Can nhéc theo doi creatin kinase (CK) trong trudmg hop:
+ Trudc khi didu tri: Xét nghiém CK nén durgc tién hanh trong nhirng treong hop: Suy
gidm chirc néng than, nhugc gidp, tién st ban than hoac tién str gia dinh méc bénh riloan
co di truyén, tién sir bi dbc co do sl dyng statin hodc fibrat trére do, tién sir bénh gan
vasmoac ubng nhidu rugu, bénh nhan cao twdi (> 70 tudi) co nhirg yéu té nguy co bjtiéu co
vAn, khd nang xay ra tuong tac thube va mét sé ddi trgng bénh nhan dacbiét.
Trong nhirng tréng hop nay nén can nhéc Igi ich/nguy co vé theo déi bgnh nhan trén lam
sang khidiéu tri bang statin. Néu két qua xétnghiém CK> 5 Jan gigi han trén clia mirc binh
thiréng, khong nén bét ddu diéu trj bang statin.
+ Trong qué trinh diéu tri bang statin: Bénh nhan cén théng bao cho bac sTkhi co cac biéu
hién vé co nhu dau ca, ctmg ¢, yéu co ... Khi oo cac biéu hién nay, bénh nhan can lam xet
nghiém CK dé co cac bién phap can thiép phi hgp.
Anh hudmg trén corxwomg: Ly gidi co vén thurdng xéy ra hom & bénh nhéan ding rosuvastatin
Vi libu 40 mg/ngdy so vdi liéu thap. Ngung dung rosuvastatin néu nbng dg crealin kinase
huyét thanh tang dang ké hodc néu dwgc chan doan hay nghi ngé cé bénh co.
Do nhing nguy co gay 16 thurong cor, can thén trong khi ding nhém statin déi véi bénh
nhén trén 65 tudi, bénh nhan bj bénh thiéu nang tuyén giap khong dugc kiém soat, bénh
nhan bi bénh than. CAn theo ddi chit ché nhiig phén g co hai cta thudc trong qua trinh
diéu tri. Bénh nhan cén théing bao ngay cho béc si diéu trj cc dAu hiéu hogc trigu chirng dau
co, mét moi, sot, nudre tidu sam mau, budn ndn hoac nén trong qua trinh s dung thubc.

— Anh hudmg trén gan;: Lam xét nghiém men gan truée khi bat dau diéutrj bang statin va trong

trurérng hop chi dinh 1am sang yéu cAu xét nghiém sau do.

han ligu

bét cir thanh phén nao cia thude.
&n bao gbm tang transaminase huyét thanh kéo dai ma
huyét thanh hon 3 13n gigi han trén cla mdc

Anh hudmg trén thén: Protein nigu (duwong tinh véi que thir) thodng qua va huyét nidu vi mo
(khaing lign quan dén tinh trang xAu di cia chirc nang than) da duoe bao céo & bénh nhan
diing rosuvastatin. N&n cén nhéc gidm liu & bénh nhan ding 40 mg/ngay bj protein niéu kéo
dai khéng rd nguy&n nhan khi xét nghiém nurére tidu thuémg quy.

Dan Chau A: Cac nghién ciru duge déng hoc cho thiy sy gia tang mic a9 tidp xic véi
rosuvastatin x4p xi 2 1An & bénh nhan Chau A so véi bénh nhan ngudi Cap-ca. Sy gia ting
nay cin duoc can nhic khi quyét dinh li&u ddi véi bénh nhan Chau g

Khéng dung nap lactose: Khdng nén sl dung thubc nay cho bénh nhan bi cac van dé di
truyén hiém gap nhur khéng dung nap galactose, thiéu hut Lapp-lactase hay kém hép thu
glucose-galactose.

Viéc st dung déng thei cac thudc ha lipid méu nhém statin véi cac thuée diéu tri HIV va viém
gan siBu vi C (HCV) c6 thé 1am tang nguy co gay ton thurong co, nghiém trong nhéat la tiéu co
van, than hu dn dén suy than va c6 thé gay tirvong.

TUONG TAC THUOC

Ciclosporin: Diing ddng théi ciclosporin va rosuvastatin, AUC cla rosuvastatin tang trung
binh cao hon 7 14n nhung ndng dé ciclosporin trong huyét trong khéng bj nh hudng. L
Céac chat dbi khéng vitamin K: Gibng nhur cac thudc trc ché HMG-CoAreductase khac, khi bat
dAu didu trj hay tang libu rosuvastatin & bénh nhan didu tri ddng théi vai cac chat déi khang
vitamin K (nhurwarfarin hay cac thude chéng déng coumarin khac) c6 thé lam tang tri s6 binh
thurérng hoa quédc té (International Normalised Ratio - INR). Ngwng dung hoac giam liéu
rosuvastatin c6 thé [am giam INR. Trong nhirng trurémg hop nhu vay, nén theo daitrisé Ir:lR_
Ezetimib: Dung ddng théri rosuvastatin va ezetimib khéng lam thay déi AUC va Cmax cla ca
hai thubc. Tuy nhién, trrong tac dugc Iy gitra rosuvastatin va ezetimib, nhur tac dung phu,
khéng thé loai triz.
Gemfibrozil va céc thuéc ha lipid méu khéc: Ding déng thoi rosuvastatin véi gemfibrozil lam
tAng g4p 2 IAn cAc chi s6 Cmax va AUC ciia rosuvastatin. Chéng chi dinh ding lidu 40 mg khi
két hop véi fibrat. Nhirng bénh nhan nay nén dung liéu khoi dau 5mg.

Tang nguy co tn thurang cor khi st dung statin déng thori voi cacth ubc gemfibrozil, cc thubc
ha cholesterol mau nhém fibrat khac, niacin lidu cao (> 1 g/ngay), colchicin.

Céc thubc e ché protease HIV: Khi phéi hop voi cac thudc e ché protease HIV nhu
atazanavir, alazanavir/ ritonavir va lopinavir/ ritonavir lam tang ndng dd rosuvastatin gép 3
IAn. Khi phéi horp véri cac thudc néu trén, gioi han lidu téi da cia rosuvastatin fa 10 mg.

Céc thudc khang acid: Dung ddng thor rosuvastatin véi hén dich thudc khang acid chira
nhém hydroxyd va magnesi hydroxyd lam giam khoang 50% ndng dé rosuvastatin trong
huyét trong. TAc dong ndy sé gidm khi dung thudc khéng acid sau rosuvastatin 2 gior.
Erythromycin: Dung aéng ther rosuvastatin va erythromycin lam gidm 20% AUC va 30%
Cmax cua rosuvastatin.

Thudc tranh thal dudmg ubng/iéu phép thay thé hormon (HRT): Ding dbng théi rosuvastatin
va thudc tranh thai dwémg ubng lam tang 26% AUC ciia ethinyl estradiol va 34% AUC cua
norgestrel. Nén luu y dén mirc tang ndng dd cac thubc nay trong huyét twong khi lua chon
thudc tranh thai dweéng ubng. Chua cb dir lidu dwoc déng hoc trén nhirng bénh nhan ding
ddng théri rosuvastatin va HRT, vi vay, khdng thé loai triy kha ndng c6 tac ddng trang tu.

Men cytochrom P450: Két qua tir thir nghiém in vitro va in vivo cho thay rosuvastatin khdng
phai 4 chét (rc ché hodc cam (rng men cytochrom P450. Hon nira, rosuvastatin 1a chatnén
yéu dbi vai cAc isoenzym nay. Su gia ting nhd nay xem nhu khéng dang ké vé mat lam sang.
Céc thudc khac: Chura thily tirong tac dang ké vé matlam sang khi ding chung voi digoxin.

PHI NI CO THAI VA CHO CON BU

Chéng chidinh trén phu nir co thai va cho con ba.

Vi cholesterol va cac san pham sinh tdng hop cholesterol khac cin thidt cho sw phat trién cua
bao thai nén nguy co tiém tang do (rc ché HMG-CoA reductase sé cao hon higu qua diéu trj
khi mang thai. Khi bénh nhan mang thai trong qua trinh dung thuéc, nén ngieng diéu trj ngay
lap Wre.

Rosuvastatin bai tiét qua sira & chudt. Khang co di lidu vé sir bai tiét qua stra & ngudi.

ANHHUGNG TREN KHA NANG LAI XE VA VAN HANH MAY MOC

Cac nghién clru dé xac djnh dnh hwdng cla rosuvastatin trén kha nang lai xe va van hanh
may moc chura durgc thuc hién. Tuy nhién dya trén nhirng dac tinh dugre lye thi rosuvastatin
khong thé dnh huéng trén kha nang nay. Khilai xe hodc van hanh may méc nén e y ring cd
thé x4y ra chéng mat trong theri gian diéu tri.

TAC DUNG KHONG MONG MUON

Q

Céc tac dyung khdng mong muén dugc ghi nhan khi ding rosuvastatin thuang nhe va
thoang qua.
Réiloan hé midn dich: Hiém gap: Cac phan tng qua mén ké cd phi mach.
Rébiloan néi tiét: Thuéng gap: Tiéu dwdng, tang dung huyét, tang HbA1c.
Réiloan than kinh: Thiréng gap: Nhirc dau, chéng mat.
Réiloan tiéu héa: Thudng gap: Tao bén, budn nén, dau bung. Hiém gap: Viém tuy.
Réiloan da va md dudi da: [t gap: Nglra, phat ban va mé day.
Réi loan hé co xuong, mé lién két va xuong: Thuréng gap: Pau co. Hiém gap: Bénh co (gdm
viém co) va tiéu van co.

uffilrgﬂoan tdng quét: Thirémg gap: Suy nhuge, suy gidm nhan thire (nhue mat tri nho, I lan... ).

u

Khong co didu trj dac hiéu nao khi qua liéu rosuvastatin. Trong trréng hop qua lidu, tién hanh
diéu trj triéu chirng va ding cac bién phap hé tro cn thiét. Theo déi chirc ndng gan va ndng
dé creatin kinase. Tham tach mau khdng chéc co hiéu qua.

BAO QUAN : Trong bao bi kin, noi khd. Nhigt 6 khéng qua 30°C.
HAN DUNG : 24thang ké tir ngay san xuat.
DONG GOI : Vi10vién. Hop3vi.

TIEU CHUANAPDUYNG : Tiéuchudn nha san xuét.

THUOC NAY CHI DUNG THEO BON CUA BAC SI

Dé xa tim tay tré em
Khéng ding thudc qua thoi han sir dung
04?* huwémg dén sir dung trude khi diung
Néu can thém théng tin, xin hoi y kién bac si
Théng béo cho bac si nhimg téc dung khéng mong mudn
gap phai khi st dung thuéc
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Nha sdn xult:
Chi nhanh CTY TNHH LD STADA-VN

S4 40, Dai 1 Ty Do, KCN Viét il
Thi xa Thuan An, Tinh Binh Duong, VN~
DT: (+84.274) 3767470-3767471 - Fax: (+84.274) 37
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