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STATINROSU 20

THANH PHAN:
Rosuvastatin 20mg
Ta dugc: Cellactose 80, natri starch glycolat, magnesi stearat, titan dioxyd, talc,
HPMC 606, HPMC 615, PEG 6000 viia di 1 vién.
DANG BAO CHE: Vién nén bao phim.
DUQC LYCHOC:

Rosuvastatin I& mot chét tic ché chon loc va canh tranh men HMG-CoA reductase, la
men xic t4c qua trinh chuyén ddi 3-hydroxy-3-methylglutaryl coenzyme A thanh
mevalonate, mot tién chat clia cholesterol. Vi tri tdc dong chinh clia rosuvastafin la gan, co
quan dich Iam giam cholesterol. Rosuvastatilam tang s6 lugng thu thé LDL trén bé mét té
bao § gan, do vy lam téng hap thu va di hoé LDL va tic ché sy tong hop VLDL & gan, vi vay
lam gi&m cac thanh phan VLDL va LDL.

DUQC BONG HOC:

Rosuvastatin dugc h&p thu khdng hoan toan qua dudng rudt, véi sinh kha dung khodng
20%, dat ndng dé dinh trong huyét tudng khodng 5 gid sau khi udng. Rosuvastatin dugc
chuyén héa & gan, chi yéu bdi cytochrom P450 isoenzym CYP2C9. Khoang 90%
rosuvastatin két hop véi protein huyét tucng. Théi gian ban thi trong huyét tudng khodng
19 gid. Khoang 90% liéu udng clia rosuvastatin dugc théi tris & dang khong di qua phan
(bao gom hoat chat dugc hép thu va khong hp thu) vé phén con lai dugc bai iét ra nudc tiéu.
Khoéng 5% duigc bai fiét ra nudc tiéu dudi dang khdng ddi.

CHiDINH:

Téng lipid m&u bao gom téng cholesterol méu nguyén phat (loai lla), rdi loan lipid hon
hop (loai llb) va téng triglycerid mau (loai V). TAng cholesterol mu gia dinh dong hop td.
LIEU LUGNG VA CACH DUNG:

Banh nhan nén thuc hién ché do an kiéng chu#n it cholesterol trudc khi diing rosuvastatin
vanéntiép tuc ché do &n nay trong suét thdi gian dung thudc.

-Ngussi I6n: Kndi ddu 5 - 10 mg/1 14n/ngay. Sau khodng 4 tun, néu cén thiét, c6 thé
téng liéu I&n 20 mg/1 1an/ngay. Viéc tang liéu 1én 40 mg chi nén st dung cho cac bénh nhén
téing cholesterol mau nang c6 nguy cd cao vé bénh tim mach (d&c biét la c4c bénh nhén téng
cholesterol mau gia dinh) ma khong dat dugc muyc tiéu diéu tri G liéu 20 mg va cac bénh nhan
nay cAn phai dugc theo ddi thudng xuyén.

-Nguoi c6 y&u t6 nguy co dan dén ton thuiong co: bét dau vdi liéu 5 mg/1 1n/ngay va
chiting lén 20 mgnéu thay can thiét sau 4 tuan. C4n theo ddi chat ché ddi vdi nhiing trudng hop
diing liéu40 mg.

-Ngudii cao tudi, nguoi Chau A: 5 mg/1 l&n/ngay. Khong sit dyng liéu 40 mg cho nhiing
bénh nhan nay va nhiing ngudi dang st dung cacthudc nhém fibrat, ciclosporin.

-Tré em khong nén diing.

CHONG CHIBINH:

-Bénh nhan qué man véi rosuvastatin hodc bat ky thanh phan nao clia thudc.

-Bénh nhén c6 bénh gan tién trién bao gdm tang transaminase huyét thanh kéo dai ma
khong rd nguyén nhan va tng transaminase huyét thanh han 3 I&n gidi han trén clia mic
binh thugng (ULN). ‘

-Bénh nhan suy than nang (d6 thanh théi creatinine < 30ml/phi).

-Bénhnhan c6 bénh Iy vé cd.

-Bénh nhan dang dling cyclosporin.

-Phy i ¢6 thai va cho con b, phu ni ¢ thé ¢6 thai ma khong dung céc bién phép tranh
thaithich hgp.

THAN TRONG:

-Nén thc hién cac xét nghiém enzym gan trudc khi bét déu diéu trj bng statin va trong
trudng hop chidinh 1am sang yéu cAu xét nghiém sau do.

-Cén nhéctheo ddi creatin kinase (CK) trong trudng hop:

+Trudc khi diéu tri, xét nghiém CK nén dugc tién hanh trong nhiing trudng hgp: Suy
gidm chiic nang than, nhugc giép, tién sii bén than hoac tién sii gia dinh méc bénh cd di
truyén, tién st bi bénh co do sit dung statin hodc fibrat truidc do, tién st bénh gan va/hodc
uéing nhiéu rugu, bénh nhan cao tudi (> 70 tudi) c6 nhiing y&u t& nguy co bj tiéu co van, kha
nang xay ra tudng téc thudc va mét sd ddi tugng bénh nhén dac biét. Trong nhilng trudng
hgp nay nén can nhéc loi ich/nguy cd v theo di bénh nhan trén Iam sang khi diéu tri bang

statin. N&u k&t qu xét nghiém CK > 5 14n gidi han trén clia miic binh thudng, khong nén bt
déu diéu tribang statin.

+Trong qué trinh didu tri bing statin, bénh nhan c&n théng béo khi c6 c4c biéu hién
vé conhu dau cd, cling ¢d, y&u cd .. Khicd cac bidu hién nay, bénh nhan cén lam xét nghiém
CK dé c6 cac bién phép can thiép phu hgp.
TRUONG HQP CO THAI VA CHO CON BU:

-Rosuvastatin chdng chidinh trén phu nit 6 thai va cho con bul. Phu nii c6 thé mang thai
nén sii dung céc bién phap ngira thai thich hop. Vi cholesterol va cac san pham sinh tng
hop cholesterol khac [ c4n thiét cho sy phattrién bao thai, nén nguy cd tiém néing do tic ché
men HMG-CoA reductase s& chiém uu thé hon Igi ich clia viéc diéu tri bAng rosuvastatin
trong sudt thai gian mang thai. Céc nghién ciiu trén dong vt cho thdy c6 nhiing béng chiing
gidi han vé doc tinh trén hé sinh sén. Néu bénh nhan cd thai trong khi diéu trj bang
rosuvastatin thi nén ngung thudc ngay ap tic.

-0 chudt, rosuvastatin bai tiét qua sita. Khong ¢6 di liéu tudng ting vé sy bai tiét qua stia
& ngudi. Nén can nhac tm quan trong clia thudc ddi véi ngudi me va quyét dinh ngung cho
b me hoc ngung thudc.

TRUGNG HGP LAIXE VA VAN HANH MAY MOC:

Ngudi l4i xe hay van hanh méy méc cdn than trong khi st dung thudc vi thudc c6 thé gay
chdng mét, nhiic dau.

TAC DYNG KHONG MONG MUON:

-Nhiic d4u, chéng mét, budn non, dau bung, dau ca, suy nhugc.

-Suy gi&m nhén thifc (nhu mattrinhé, 1 Ian..)

-Tang dudng huyét.

-TangHbA1c

-Hiém gép: qué mén k& c& phil mach, bénh ca, tiéu ca van, dau khdp, ting men gan,
bénh da day than kinh.

Thong béo cho béc s c4c tac dung khéng mong mudn gép phai khi sif dung  thudc.

| TuoNG TAC THUOC:

-Tng nguy cd t8n thuong cd khi sl dung ddng thai véi cac thudc sau: gemfibrozil, céc
thudc ha cholesterol mau nhom fibrat khac, niacin liéu cao (> 1 g/ngay), colchicin.

-C6 thé 1am ting nguy co gy tn thudng ca, nghiém trong nhét la tiu ¢ van, than hu
dén dén suy than va c6 thé gay tl vong khi st dung ddng thdi vdi cac thudc tc ché protease

| digutriHIV va viém gan siguviC (HCV) nhu:

Atazanavir; atazanavir + ritonavir; lopinavir + ritonavir: C4n gidi han liéu rosuvastatin toi
da 10 mgmotldn/ngay

-Thudc khang acid: Ding déng thi véi hdn dich thudc khang acid chifa nhom va
magnesi hydroxyd 1am gidm nng do rosuvastatin trong huy&t tung. Nén udng céc thudc
khang acid céch 2 gid sau khi duing rosuvastatin.

-Cyclosporin lam tang ndng dd dinh trong huyét tudng va AUC clia rosuvastatin. Néu

| duing ddng thai, liéu rosuvastatin khdng nén vugt qua 5 mg/ngay.

-Warfarin: Dung ddng thoi warfarin (25mg) vdi rosuvastatin (40mg) khong lam thay déi
ndng do warfarin trong huyét tudng nhung lam tang INR (International Normalize Ratio).

-Thudc udng nguia thai: Dung ddng thdi thudc ngia thai (cd chua ethinyl estradiol va
norgestrel) véi rosuvastatin lam tang nong do ethinyl estradiol va norgestrel trong huyét
tuong.

-Erythromycin 1am gidm ndng do clia rosuvastatin. Fluconazol, itraconazol Iam tang
ndng do rosuvastatin. Tuy nhién nhiing tuong tac nay khong déng ké vé métlam sang.

QUA LIEU VA CACH XU TRI:

Khong ¢6 phudng phép diéu tri dc hiéu khi dung thudc qué liéu. Khi qué liéu, bénh nhan
nén dugc diéu tritriéu chiing va ap dung céc bién phap hd trg khi can thiét. Nén theo ddi chiic
néing gan va ndng do creatine kinase. Viéc th&m phan mau ¢6 thé khdng ¢6 loi.

HAN DUNG: 36 thang k& tif ngay san xuét.

BAO QUAN: Noi kho, nhiét do khdng qué 30°C, tranh anh sang.
QUICACH BONG GOI: Hop 03v1x 10 viénnén bao phim.

DOC KY HUGNG DAN SUDYNG TRUGC KHI DUNG.

NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC ST.
THUGC NAY CHIDUNG THEOBON CUABACSi.
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