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ZYROVA-10
(Vién nén Rosuvastatin 10 mg)
CANHBAO: '
Thudc ban theo don

Doc kj) huéng dén sir dyng truede khi sic dung.

Néu cin thém théng tin, xin hoiy kién bac:si.

Khong ding qud liéu chi dinh.

" Xin thong bao cho bdc s cdc tdc dung khéng mong mudn xay ra trong qud trinh sir dung.
Khéngding t}_mdc qud han sir dung ghi trén nhan.

Dé thuée xa tam tay cia tré.

THANH PHAN;: i -

M&i vién nén bao phim c6 chira:

Hoat chdt: Rosuvastatin calci trong duong Rosuvastatin.......10 mg -

Ta dugc: lactose khan, cellulose vi tinh thé, dibasis calci phosphat, crospovidon, magnesi stearat, silic dang
keo khan, HPMC 5 cps, talc tinh ché, titan dioxid, propylen glycol, diethyl phthalat.

DUQCLUCHOQC: :
Rosuvastatin la chét irc ché canh tranh cao va chon loc men khir HMG-CoA, irc ché qué trinh chuyén 3-
hydroxy-3-methylglutaryl coenzym A thanh mevalonat, mét tién chit ciia sterol, bao gom cholesterol.
Rosuvastatin lam ting s6 lrgng thu thé.LDL trong gan lén bé mijit té bao, ting hép thu va dj hoa LDL, {rc ché
tong hop VLDL gan. Vi vay lam giam téngcéic phantir VLDL va LDL.
Rosuvastatin lam giam cholesterol, LDL-C, ApoB, va non-HDL-C & nhirng bénh nhén bj cholesterol cao
trong méu thuge nhém homozygous va heterozygous (FH) va bénh nhén bj r6i loan lipid méu. Rosuvastatin
lam giam triglycerid va tang HDL-C, giam tong cholesterol, LDL-C, VLDL-C, ApoB, non-HDL-C va
triglycerid nhung lai lam ting HDL-C ¢ nhimg bénh nhén bj tédng triglycerid huyét riéng biét.

s
DUQCPONGHOQC: ;
Hap thu: Trong nghién ctru duge 14m sang, nong do dinh trong huyét tuong ciia rosuvastatin dat duoc trong
vong 3 -5 gidr sau khi ubng. Nong d6 huyét twong ctia rosuvastatin khong thay d6i khi udng thude vao sang
hodc téi. Ca ndngdd dinh va AUC ting gan fwong tmg vdi liéu ding. Sinh kha dung clia rosuvastatin dat dugc
gan 20% nhung khong anh huéng dén pham vi hap thu. bk
Thirc &n lam giam ty 1& hap thu cua thude xudng khoang 20%. Tuy nhién LDL-C vén bj suy giam dang ké cho
duuén g hay khong ubng v6i thire an va né khong phu thuge vao thai gian ubng }huéc trong ngay.
Phdn bo: Thé tich phan bd trung binh ciia rosuvastatin xp xi gin 134 lit. D gén két véi protein khoang 88%
chii yéu 12 albumin va khong phu thudc vao ndng dé huyét tirong. :
Chuyén hoa: Chi c6 khoang 10% Rosuvastatin liéu dugc tim thiy duéi dang chuyén hoa. Chit chuyén hod
chinh la N-desmethyl rosuvastatin dugc hinh thanh chu yéu boi cytochrom P450 2C9. Nghién ciru in-vitro
chi ra rang N-desmethyl rosuvastatin chiém khoang 1/6 dén % hoat ddng tic ché men khit HMG-CoA ctia
rosuvastatin.
Chiing tgc: Theo nghién ciru duoc dong hoc tai My trén ngudi chau A, kha ning hip thu Rosuvastatin &
igtrc‘ri chiu A ting gap 2 1in so véi ngudi da tring, do d6 nén can nhéc lidu khéi diém 5 mg d6i véi ngudi chau

CHIDPINH :

* Pidu trj cho nhimg bénh nhén c6 cholesterol cao trong mau (type I1a thugc nhém heterozygous), va rdi loan
lipid méu ( IIb), hodc bi cholesterol cao trong mau thudc nhom Homozygous, da sir dung ché d6 dn kiéng
vanhimg ho trg dicu tri khac nhw luyén tép, giam cin nhung khong dép Gng dugc. i

LIEU LUQNG VA CACHDUNG :

Thube ding dudmg uéng. Dung theo sy chidin clia béc si.
Bénh nhan phai c6 ché d in kiéng véi mirc cholesterol thip chuén trudce khi diéu trj bing Rosuvastatin va
phai tiép tuc an kiéng trong subt qué trinh diéu tri. Rosuvastatin c6 thé sir dung ung mot liéu don vao bit ky
thoi gian ndo trong ngay, kém hodic khéng kém thire &n. Liéu ding tity thudc timg ca nhan chi yéu dya theo
nong d LDL-C, myc tiéu diéu trj va dép img clia bénh nhén.

Liéu khéi dau cho ngudi 16m: 5 mg/lan/ngay (bt dau diéu tri véi lidu thip nhét ma thube c6 tic dung).

Diéu chinh liéu lwgng theo nhu cau va dp (mg cta tirng ngudi bing cch ting lidu timg dot cdch nhau khong
dudi 04 tuan va phai theo ddi chit ché céc phan img c6 hai ciia thudc, dic biét 13 céc phan img c6 hai déi voi
hé co.

Liéu duy tri ¢6 thé tir 5 - 40 mg/ ngay. Nén kiém tra céc chi sd lipid méu trong vong 4 tuén, va diéu chinh liéu
theo két qua xét nghiém. Diéu chinh lidu cho t6i khi dat néng d6 cholesterol LDL mong mudn, hodc khi dat
lidu t5i da. Can theo ddi chiit ché ddi véi nhimg trudng hop ding lidu 40 mg/ngay.

Khéng cén diéu chinh liéu véi nhirng bénh nhén bj suy thinnhe va vira. Bénh nhan bj suy than niing (d6 thanh
thai creatinin < 30 ml/phtt/m’) khong tham tach méu thi liu khoi du 1a 5 mg/lan/ngay va khéng duge virot
qué 10 mg/lan/ngay.

O nhimg bénh nhin ding cyclosporin, lidu diéu trj dugc gi¢i han 14 5 mg/ngay/lin.

Tré em: Chua c6 céc nghién ciru ¢6 kiém soat vige dung thuée cho tré. Do vy, khdng khuyén céo ding cho

.
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tréem.
Ghi chii: Vi nhitg liéu ding thip hon mirc chia liéu cua vién nén ZY ROVA-10 (Rosuvastatin 10 mg), ¢6
méﬂmmkhéodﬁngcﬁcdanghéo ché khac: :viénnén 5 mg cua cung hoat chéit Rosuvastatin.

CHONG CHI D

Bénh nhan qua man véi Rosuvastatm hay bat cu thanh phﬁn nao cia thude.

Ngudi bénh c6 bénh 1y gan thé dang tién trién hay c6 sy tang transaminase huyét thanh kéo dai khong rd
nguyén nhén,

Phu nir mang thai hodc nghl ngd c6 thai. Phu nit cho con bii. Tré em.

KHUYEN CAO VA THAN TRONG :

Anh hwong lén gan : Cling nhu nhitng thudc 1am ha llpid méu ciing nhom, sy ting transaminase huyét thanh
ghi nhén sau khi diéu trj véi Rosuvastatin, Cac xét nghiém chirc ning gan nén dugc thyc hign truée

k]n dieu tri va dinh ky sau do. Nhitng bénh nhan ¢6bétky triéu chimg co nang hay thyc thé nao goi y dén ton

thwong gan nén dugc kiém tra chirc nang gan. sz theo ddi & nhimg bénh nhin cé ndng do transaminase ting

cho dén khi céc bat thuong dugc giai quyét. Néu ALT hodic AST ting trén binh thuéng kéo dai thi nén giam

lidu hodc ngung dung rosuvastatin. Nén ding thin trong ¢ bénh nhén uéng rugu va/hodc ¢6 tién sir bénh ly -

gan.

Anh hwong lén co xwong : Cin cin nhic khi ding ddi véi b¢nh nhén c6 nhig yéu tb nguy co dan dén tén
thuong co. Rosuvastatm co nguy co gy ra céc phan img c6 hai dou véi hé conhu teo co, viém co, diic biét dbi

v6i cdc bénh nhin co yéu tb nguy co nhu bénh nhén trén 65 tudi, bénh nhan bj bénh thiéu nang tuyén giap
khong duqc kiém soat, bénh nhan bj bénh thin. Can theo ddi chiit ché céc phan img c6 hai trong qua trinh

ding thude.

Bénh nhin cin bio ngay cho bac si diéu tri cac diu higu hodic trigu chimg dau co, mét moi, sdt, nude tiéu sim 2
mau, budn nén hodic nén trong qué trinh sir dung thude.

Nguy co cia bénh co trong qua trinh diéu tri vdi Rosuvastatin sé ting lén khi ding ddng thoi voi
cyclosporine.

SUDUNG CHO PHUNU COTHAI VA CHO CONBU :

Rosuvastatin gay nguy hai cho bao thai khi ding cho phu nir mang thai. Vi vﬁy khéng dung Rosuvastatin cho
phu nir chuéin bi mang thai vﬁmangt}uu

Do c6 kha niing gy phan (mg bit lgi cho tré b mq:, vi vily khong sir dung thuée khi dang nudi con bii hoéic
ngimg cho con b khi cén thi mgphm sir dung thube

ANH HUONG PEN KHA NANG LAI XE HOAC VAN HANH MAYMOC
Khong co cac bdo cao hen quan. Tuy nhién, dya trén cic béo céo tic dung ngoai ¥, dau déu, hoa mét c6 thé
xdy ra trong qué trinh diéu tri. Do d6 khong nén 14i xe va van hanh may méc khi sir dung Rosuvastatin.

TUGNG TAC THUOC:

Cyclosporin: Gia tri AUC trung binh cia Rosuvastatin ting lén gip 7 lan khi két hop Rosuvastatin va
cyclosporin & nhitng ngudi tinh nguyén khoé manh. Két hop ndy khdng anh huémg dén nong do cia
cyclosporin trong tuong.

Gemfibrozil va cac thuéc giam h;md Cmax va AUC cua Rosuvastatin ting lén gap hai lan khi két hop
Rosuvastatin véi Gemfibrozil va cac thube giam lipid

Antacid: Céc antacid ¢6 chira nhom va magié hydroxn lam giam ndng do huyét twong ciia Rosuvastatin
xudng gan 50% khi ding két hop.

Erythromycin: Erythromycin lam giam 20% AUC va 30% Cmax ctia Rosuvastatin khi diing kéthop.

TACDUNG KHONG MONG MU()N.

T?:mmggap dau déu, hoa mit, ri loan tiéu ho4, tdo bon, non, dau bung, rdi loan md dudi da va da.
It ggp: ngira, man ngira, may day, réi loan xwong vamo lién keét, r6i loan co xwong, dau co’

Hiém gap: chudt ritt, dau nhirc xuong, yéu xuong, dau khép, tén thuong co nhurteo co, viém co.

- QUALIEU:
Khbng 6 diéu tri dic hléu nao kln ding Rosuvastatm qué lidu. Néuco qué lidu, tién hénh diéu trj triéu chimg
va céc bién phép hd trg cin thiét. Do thudc gén két manh véi protein huyét twong, thim tach méau khong dem
lai hiéu qua déng ké trong viéc ting d6 thanh thai Rosuvastatin.

TIEU CHUAN CHAT LUQNG: Nha san xuat

BAO QUAN: Giif thubc & nhiét 49 du6i 30°C. Trénh énh sing.

HAN SU DUNG: 24 théng ké tir ngy san xudt,

$616 san xuit (B. No.), ngdy san xuat (MFD.), han dung(EXP) xin xem trén nhén hdp va vi.
DANG BAO CHE VA QUY CACH PONG GOI:

Hop 10 vix 10 vién nén bao phim

0E£SHSOT

San xuatbadi:

CADILAHEALTHCARELTD.

Trusé: "Zydus Tower" Satellite Cross Road, Ahmedabad 380 015, India

Nha may: Kundaim Industrial Estate, Plot No. 203-213, Kundaim, Goa403-115, INDIA




