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MAD NEAN VA 5 HUGNG DAN DENG THUOC
Tén, dia chi co sG dang ky va san xuat:

CONG TY LIEN DOANH MEYER-BPC
6A 3 quoc 16 60 p.Phu tan, thanh phd Bén Tre, tinh Bén Tre.

Ténthuoc: STATINROSU 10
Dang thudc: Vién nén bao phim.
Nong dd, ham lugng:

-Rosuvastatin | 10 mg

L oai thudc dang ky: Thudc hod dugc.
Loai hinh dang ky: Dang ky lan dau.
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MAU DANG KY HOP THUGC STATINROSU 10
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& TiGH DA BOXOF 3 BLISTERS X 10 FLM-COATED TABLETS

Statinrosu -

Rosuvastatin 10 mg
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Rosuvastatin 10 mg
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CUC QUAN LY DUGC

DA PHE %%%Iuc

K‘? TOA THUBC STATINROSU 10

d,ﬂ&“_g‘,f;m Tiew chufinTces | | Stain. N6ukét qua xétnghiém CK > 5 n gidihan trén clia moc binh thudng, khdng nén bat
s::A:l:luBQsd s
10 +Trong qu rinh idu i bAing statin, b&nh nhan cd thing bio khi ca cac bidu hén
- vé canhy dau ¢4, cing cd, yéu o Khi 5 cAc bidu hién ndy, banh nhan cin Eim xét
THANH PHAN: CK dé 06 cdio bign phép can thiép phii hp.
Rosuvastatin 10mg TRUGNG HOP CO THAI VA CHO CON BU:

Té duge: Cellactose 80, nalri starch glycolat, magnesi stearat, fitan diaxyd, talc, HPMC
606, HPMC 615, PEG 8000 v{tadii 1 vién,

DANG BAQ CHE: Vidn ndn bao phim.

DUGCLYC HoC:

Rosuvastatin [ mi chét Uc ché chon loc v canh tranh men HMG-CoA reductase, ta
men xic tc qud trinh chuydn d8i 3-hydroxy-3-methylglutaryl coanzyme A thanh
mevalonale, mjt ién chilt clia cholesteral. Vi tritac dgng chinh clia rosuvastatin 1a gan, cg
quan dich lam gidm cholesterol. Rosuvastalin I3m tdng s ligng thy thé LDL trén bé ml 1§
bao d gan, do viy lam tang h&p thu va di hod LDL v Uc ché sy tdng hp VLDL 8 gan, vi vdy
14m gidm ¢4 thanh phan VLDLva LDL.

DUGC BONG HOC:

Rosuvastatin dugc hép thu khang hodn todn qua dudng rugt, vdi sinh kha dung khodng
20%, dat ndng db dinh trong huyét fidang khodng S i3 sau khi uéng, Rosuvastatin duge
chuyén héa & gan, ohi yéu bdi cylochrom P450 isoenzym CYP2CS. Khodng 80%
rosuvastatin k8l hgp vdi protein huydt tudng. Thasi gian ban thai trong huyél Ludng khodng
18 gid. Khoding 90% H4u ubng clia rosuvastatin duge thai tmi & dang khbng d6i qua phin
(bao gbm hoat chéit duge hép thu va khdng hdp thu) vA pndn con lal durc bai it ranude tiéu.
Khoding 5% tkige baiti€t ra nudc tigu dudi dang khang déi.

CHIBINH:

Téng lipid méu bao gdm tiing cholestarol méu nguyén phat (loai lla), rdi loan Bpid hin
hfp {ioai lIb) vé ting triglycerid méu (loai IV). Tang cholesterol méu gia dinh 6ng hap k3.
LIEULUGNG VA CACH DUNG:

Bénh nhan nén thyc hign ché dj 2n kidng chudn { cholesterol tnude khi diing
rosuvastatin va nén 1iép tyc ché ¢4 An nay trong subt thii gian ding thudc.

-Ngudildn: Kndi ddu 5 - 10 mg/1 ningdy. Sau khodng 4 tudn, néu cdn thiél, oo thé
ting liéu 18n 20 mg/1 14ningdy. Viéc ting iéu 1én 40 mg chi nén sif dung cho cic bénh nhan
ting cholestrol m&u nang ¢o nguy cd cao vé banh tim mach (d9c bigti4 c4e banh nhnting
cholestarol mau gia dinh) ma khong dal dugc myc idu didu irj  Béu 20 mg va cac banhnhan
ndy cdn phai dugc theo ddi thuding xuyén.

-Ngudi cd y8u 16 nguy cd o&n dén t8n thudng co: biit du vai libu 5 mg/1 iinngdy va
chiting lén 20 mg néu thily c4n thidt sau 4 budn. Cn thea ddi chl ché di vdi nhilng trudng
hgpdingliéu 40mg.

-Ngudi cao tudi, ngudi chéu &: 5 mg/1 Iningay. Khong sU dung Féu 40 mg cho
nhing bénh nhan ndy vé nhiing nqudi dang it dung cécthudc nhom fibrat, ciclosporin,

~Tré em khiing nén ding.

CHONG CHIBINH:

-Bénh nhan gua ménvdi rosuvastatin hode btk thanh phdn ndo cla thude.

-Bénh nhan ¢ binh gan tién mén bao gém ting ransaminase huyét thanh kéo dai ma
Khdng r nguyén nhan va ting transaminase huyét thanh han 3 l4n gidi han trén clia mic
binh thudng {ULN).

-Bénhnhansuy thannang (d¢ thanh thai creatinine < 30ml/ph).

-Bénhnhan 6o bénh i vé cd.

-Bénh nhidn dang dilng cyclosporin.

-Phy il cd thai vé cho con by, phy nit ¢ thé 6 thai ma khéng diing céc bién phép tranh
thalthich hyp,

THAN TRONG:

-Nén thifc hién cdc xét nghigm enzym gan trudg ki bt déu diu tr bhng stafin v trang
trudng hop chl dinh Iim sing yéu cu xét nghiém sau do,

-Cannhdctheo déi creatin kinase (CK) trong trudng hop:

+Trudc khi diéu tr, xét nghiém CK nén duoc tién hanh trong nhing trudng hop: Suy
gidm chilc ning thn, nhuge gidp, fidn st bin than hodc tién si gia dinh mic bénh cd di
Iruyén, 4én sl bi bénh o do s dyng statin hodc toral irudc do, ién s bénh gan vahoic
wéng nhidu nigu, bénh nhan cao wéi (> 70 hudi) ¢4 nhing yéu 16 nguy cd bi béu cd van, khd
néing 1hy ra hiong tac thudc va mdt s8 dBi tugng banh nhan dic biéL Trong nhilng nidng

-Rosuvastatin chdng chl dinh trén phy nd ¢ thal va cho con bi. Phy nl ¢ thé margg thai
nén s dung cac bién phap ngila thai thich hop. Vi cholesterol va cdc san phim sinh tdng
hap cholesterol khac |4 c4n thiét cha sy phét rién bio thai, nén nguy cg iém néing do e ché
men HMG-CoA reductase s& chiém uy thé hon i ich clia vigc diéu trj bing rosuvastatin
trong sud thdi gian mang thai. Cac nghién cdu rén &dng vt cho théy oo nhiing bing ching
gidi han vé ddc tinh trén hé sinh sdn. Néu bénh nhin c6 thai rong khi didu i bing
rosuvastatin thinén ngung thudc ngay l4p ic.

-Ochuft, rosuvastatin bai tiét qua sifa. Khding c6 o idu tiang dng vé sy bl tét qua sidla
& ngudi. Nén cin nhéc t4m quan trong cda thudc o vi ngudi me va quyét dinh ngung cho
i me hodic ngung thudc.

TRUGHG HOP LAIXE VA VAN HANHNAY NOC:

NgussiI4i ke hay vén hinh méy moc cdn than trong khi st dyng thude v thudc c6 thé gdy
chéng mél, nhic déu.

TAC DUNG KHONG MONG BUGN:

“Nhic ddu, chong méit, budn ndn, dau bung, dau cg, suy nhuge.

-Suy gidm nhan thuc {nhu mattrinhd, i n_)

~Téng dudng huyét.

“TangHbAlc

-Hiém géip: qua mén ké ca phi mach, bénh cg, U co van, dau khdp, ting men gan,
bénh da déythénlinh.

Théng béo cho b T cic tic dyng khdng mong mudhn gap phdi khi sif dyng thude.
TUONG TAC THUGC:

~Taing nguy cd tdn thudng cd khi sif dyng dbng theli voi cdc thudc sau; gemfibrozil, cac
thuc ha chotesterol mau nhom fibrat khac, niacin kiéu cao (> 1 giagay}, colchicm,

L thé 1am 1ang nquy co gy Wn thudng cd, nghiém trong nhat 13 tigu ca van, thin by
d8n dén suythan va cd thé gly i vong khi 68 dyng ddng thdi vdi cdc thudc tc ché protease
didutri HIV v& vidm gan siéu vi G (HCV) nhy:

Atazanavir; alazanavir + filonavir; lopinavir + ritonavir: Clln gidi han liéu rosuvastatin ti
da10mgmét ldn/ngay

~Thube khang acid: Ding Gdng thdi vdi hén dich thudc khéng acid chia nhom v
magnesi hydroxyd 1m gidm nding 44 rosuvastatin trong huyét tudng. Nén ubing céc thusc
khangacid cach 2 gid sau khi dung rosuvaslalin.

-Cyclosporin |am tang néing d9 dinh trong huyt tudng va AUC clia rosuvastatin, NEu
diing ¢dng thd, iéu rosuvastatin khdng nén vt qué 5 mg/ ngay.

“Wartarin: Didng déng thisi warfarin (25meg) vdi rosuvastatin (40mg) khang lam thay ddi
ndng dj warlarin trong huyét iuang nhumg am tang INR (Intemational Normalize Ratio).

-Thudc udng ngira thai: DUng ddng thii thude ngila thai (6 chua ethinyl eslradiot vé
norgestrel) vdi rosuvastatin 1am tang néng d9 ethinyl estradiol va norgestrel trong huyél
luong.

-Erythromycin am gidm néng dé cba rosuvastatin. Fiuconazol, itraconazol lam ting
ndng d3 rosuvastatin, Tuy nhidn nhilng tudng tc nay khang dang ké wé m31 dm sing.
OUALIEUVA CACH XU TRE:

Khang co phudng phép diéu tri dic hiéu khi diing thugc qud liéu, Khi qua idu, bénh nhin
nén dude didu b Irigu ching va 4p dyng cac bién phap hd trg khi cAn thit. Nén theo dél chie
néng gan va néng b creatine kinase. Vidcthdm phan mau cé thé khing cd igi.

HAN DUNG: 36 théng k8 bl ngay sin xuat.

BAO QUAN: Nai kha, nhibt 40 khong qua 30°C, tranh dnh sdng.
QUI CACH BONG GOI: Hop 03vix 10 vién nén bao phim.
BOC KT HUGNG DAN $U DUNG TRUGC KHIDUNG.
NEUCAN THEN THONG TIN XM HOLY KIERBAC 8L
THUGCNAY CHI DUNG THEOBON CUABAC ST
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