. Rx
- ZYROVA-20
(Vién nén Rosuvastatin 20 mg)
CANH BAO:
Thuéc ban theo don

~ Doc ky hieéng dan sie dung trueéc khi sit dung

Néu can thém thong tin, xin hoi y kién bdc si.

Khong dung qua liéu chi dinh. = : ’
Xin thong bdo cho bac si cac tac dung khong mong mudn xdy ra trong qua trinh s dung.
Khong dung thudc qua 1 han sur dyng ghi trén nhan.

Pé thudc xa tam tay ciia tré. ,

THANH PHAN:

M&i vién nén bao phim ¢6 chira:

Hoat chat: Rosuvastatin calci tuong ducmg Rosuvastatm ....... 20 mg :

Ta dugc: lactose khan, cellulose vi tinh the, dibasis calci phosphat, crospovidon, magnes1 stearat, silic dang

keo khan, HPMC 5 cps, talc tinh ché, titan dioxid, propylen glycol, diethyl phthalat.

DUQC LU’C HOC

Rosuvastatin 13 chit {rc ché canh tranh cao va chon loc men khir HMG-CoA, trc ché qua trinh chuyén 3-
hydroxy-3-methylglutaryl coenzym A thanh mevalonat, mot tién chat cia sterol, bao gobm cholesterol.
Rosuvastatin lam ting ) lugng thy thé LDL trong ganlén bé mit té bao, ting hap thu va di hod LDL trc ché

tong hop VLDL gan. Vi vy 1am giam tong cac phén tir VLDLva LDL.
Rosuvastatin 1am giam cholesterol, LDL-C, ApoB, va non-HDL-C & nhung bénh nhan bj cholesterol cao

trong mau thuéc nhém homozygous va heterozygous (FH) va bénh nhan bj rdi loan lipid mau. Rosuvastatin
1am giam triglycerid va ting HDL-C, gidm tong cholesterol, LDL-C, VLDL-C, ApoB, non-HDL-C va
triglycerid nhung lai 1am ting HDL-C & nhimg bénh nhan bj ting trlglycend huyét riéng biét.

DU’OC PONGHOQC:

Hap thu: Trong nghién cu’u du'qc lam sang, ndng d6 dinh trong huyét twong cia rosuvastatm dat duqc trong
vong3 -5 gw sau khi uéng. Nong d6 huyet twong cua rosuvastatin khong thay d6i khi uéng thudc vao séng
hoic toi Ca ndng d6 dinh va AUC ting gan tuong {mg voi lidu dung. Sinh kha dung ctia rosuvastatin dat
* duge gin 20% nhu'ng khong anh huong den pham vi hap thu. & , »
Thirc &n lam giamty 1& hap thu ctia thude xudng khoang 20%. Tuy nhién LDLZC'" vin bi suy giam dang ké
chodu uong hay khong uong voi thirc an va n6 khong phy thuQc vao thoi gian uong thuoc trong ngay.

Phan bo: The tich phan bd trung binh clia rosuvastatm xAp xi gin 134 lit. Do gin két véi protein khoing

88% chu yéu 14 albumin va khong phu thudc vao nong d6 huyét tu'ong
Chuyén hod: Chi c6 khoang 10% Rosuvastatin liéu dugc txm thiy duéi dang chuyén hoa. Chat chuyén hoa

chinh 13 N-desmethyl rosuvastatin dugc hinh thanh chi yéu béi cytochrom P450 2C9. Nghién ciru in-vitro
chi ra ring N-desmethyl rosuvastatin chiém khoang 1/6 dén % hoat dong trc ché men khir HMG-CoA ctia
rosuvastatin.

Chung toc: Theo nghlen ctru duge dong hoc tax My trén ngudi chau A, kha ning hap thu Rosuvastatin &
ngudi chau A tang gép 2 1an so v6i ngudida trang, do d6 nén cin nhic liéu khéi diém 5 mg ddi v6i ngudi

chau A.
CHI PINH:
Diéu tri cho nhimg bénh nhén c6 cholesterol cao trong mau (type Ila thugc nhém heterozygous), va rbi loan

lipid méu (type IIb), hodc bi cholesterol cao trong méu thuc nhém Homozygous, da sir dung ché 46 in

kiéng va nhirg hd trg diéu tri khac nhu luyén tap, gidm can nhung khong dap g dugc.

LIEU LUQNG VA CACHDUNG :

Thudc diing duong uong Dung theo sy chi dan ctia bac si.

Bénh nhén phai c6 ché 46 in kleng v&i mirc cholesterol thip chuan trudc khi dleu tr; bang Rosuvastatin va

phai tiép tuc 3n kiéng trong subt qua trinh diéu trj. Rosuvastatin c6 thé sir dung ubng mot lidu don vao batky
thbi gian nio trong ngay, kém hogic khong kém thirc in. Liéu dung tity thudc tirng c4 nhén chu yeéu dya theo
nong do LDL C, muc tiéu diéu tri va dap mg cia bénh nhan

Lleu khéi dau cho ngudilén: 5 mg/lan/ngéy (bat déu diéu tri véiliéu thap nhitma thuoc co tic dung).
Piéu chinh liéu luqng theo nhu cau va dap (mg cia timg ngudi bang cich ting lidu timg dot cach nhau

khong dui 04 tudn va phai theo dbi chit ché cac phan img c6 hai cia thudc, dac biét 1 cac phan img c6 hai

601 voihé co.
Liéu duy tri co thé tir 5 - 40 mg/ ngay. Nén kiém tra cac ch1 s6 lipid mau trong vong 4 tuan, va didu chinh lidu

theo két qua xét nghiém. Didu chinh liéu cho téi khi dat ndng d6 cholesterol LDL mong mudn, hoic khi dat

lidu tbi da Can theo doi chat ch& d6i véi nhimg trudng hop ding liéu 40 mg/ngay
Khong ¢an diéu chinh liéu véi nhimg bénh nhén bi suy than nhe va vira. Bénh nhan bj suy than nang (do

thanh thai creatinin < 30 ml/phit/m’) khong tham tach mau thi liéu khoi dlu 1a 5 mg/lan/ngdy va khong
dugcvuotqua 10 mg/lan/ngay




. 0 nhimg bénh nhan dung cyclosporm lidu diéu trj duogc gidihanlas mg/ngay/lan
Tré em: Chwra c6 c4c nghién ciru c6 kiém soat viéc ding thudc cho tré. Do véy, khéng khuyén cdo ding cho

tré em.
Ghi chii: Vi nhitg liéu ding thap hon mirc chia liéu ciia vién nén ZYROVA-20 (Rosuvastatin 20 mg), ¢6

thé tham khao dung cac dang bao ché khéc: vién nén 5mg, 10 mg ciia cing hoat chit Rosuvastatin.

CHONG CHIi DINH:

Bénh nhan qua man v&i Rosuvastatin hay bt ctrthanh phén nao ctia thude.

Ngudi bénh c6 bénh 1y gan thé dang tién trién hay c6 sy ting transaminase huyét thanh kéo dai khong 1

nguyén nhan.

Phy nir mang thai hodc nghi ngd c6 thai. Phu nir cho con bia. Tré em.

- KHUYEN CAOVATHAN TRONG :

Anh huéng lén gan : Cling nhu nhimg thudc 1am ha lipid méau cing nhém, sy ting transaminase huyét thanh

d4 duoc ghi nhan sau khi diéu tri véi Rosuvastatin. Cac xét nghiém chirc ning gan nén dugc thuc hién trudc
khi diéu tri va dinh ky sau d6. Nhitng bénh nhan cé bit ky triéu chimg co ning hay thuc thé nao goi y dén ton
thuong gan nén dugc kiém tra chirc ning gan. Can theo ddi & nhitng bénh nhén c6 nong d6 transaminase
ting cho dén khi céc bt thudng dugc giai quyét. Néu ALT hoac AST ting trén binh thudng kéo dai thi nén
gidm liéu hofic ngung dung rosuvastatin. Nén ding thn trong & bénh nhén uc‘)ng rirgu va/hodc c6 tién sir
bénh 1y gan.

Anh hudng lén co xwong : Can cin nhic khi ding d6i véi bénh nhén c6 nhu'ng yéu t6 nguy co din den ton
thuong co. Rosuvastatin c6 nguy co gy ra cac phan ing c6 hai d6i vi hé co nhu teo co, viém co, dic biét
d6i véi cac bénh nhén c6 yéu t& nguy co nhu bénh nhén trén 65 tudi, bénh nhén bi bénh thiéu ning tuyén
giap khong dugce k1em soat, be;nh nhén bj bénh than. Cén theo ddi chit ché cdc phan {mg c6 hai trong qua

' trmhdungthuoc PO
Benh nhén cin béo ngay cho béc si diéu tri cac ddu hiéu hoic triu chu'ng dau co, mét méi, sét, nudc tidu

sAm mau, budn nén hoic nén trong qua trinh sir dung thudc.
Nguy co cia bénh co trong qué trinh dleu trj véi Rosuvastatin s& ting 1én khi dung dong thoi véi

cyclosporme
SUDUNG CHO PHUNU CO THAIVA CHO CONBU :
Rosuvastatin gay nguy hai cho bao thai khi ding cho phu nir mang thai. Vi vdy khong dung Rosuvastatin

cho phynir chuén bj mang thai va mang thai.
Do c6 kha nang gay phén tmg bét 1oi cho tré bt me, vi vay khong sudungthuockhx dang nudicon bl hodc

ngimg cho con ba khi cin thlet Xlll\?l sirdung thude.
ANH HUONG PEN KHA NANG LAI XE HOAC VAN HANHMAYMOC :
Khoéng c6 cac bao cdo lién quan. Tuy nhién, dya trén c4c béo cdo tac dung ngoa1 ¥, dau dau, hoa mét co the

Xdy ra trong qua trinh diéu tri. Do d6 khong nén l4i xe va vin hanh may méc khi sir dung Rosuvastatin.
TUONG TAC THUOC: R ;
Cyclosporin: Gia tri AUC trung binh ctia Rosuvastatin ting 1én gap 7 lan khi két hop Rosuvastatin va

cyclosporin & nhitng ngudi tinh nguyt;n khoé manh. Két hop ndy khéng anh hudng dén nong d¢ cua

cyclosporin trong huyet tucng
Gemfibrozil va cdc thuoc giam lipid : Cmax va AUC cua Rosuvastatin tdng 1én gap hai l4n kh1 két hop _

Rosuvastatin véi Gemfibrozil va cac thube g1am lipid
Antaczd Céc antacid c6 chira nhém va magié hydroxit 1am giam ndéng d6 huyét trong ctia Rosuvastatm

xudng gan 50% khi dung két hop.

Erythromycin: Erythromycin 1am giam 20% AUC v 30% Cmax ctia Rosuvastatin khi diing két hop.

TACDUNG KHONG MONG MUON

Thwong gap: dau dau, hoa mét, réi loan tiéu hod, tao bon, nén, dau bung, rdi loan mé duéi da va da.

It gap ngua man nglra, may day, rdi loan xwong vamé li€n ket r6i loan co xuong, dau co :
Kg chuot rut, dau nhirc xuong, yeu xuong, dau khép, tén thuong co nhur teo co, viém co.

Khong co dleu tri ddc hiéu nao khi ding Rosuvastatin qué lidu. Néu c6 qua liéu, tién hanh diéu trj trigu
chimg va cac bién phép hd trg can thiét. Do thudc gin két manh v&i protein huyét tuong, tham tach mau

khong dem lai hiu qua dang ké trong viéc tang d6 thanh thai Rosuvastatin.

TIEU CHUAN CHAT LUQNG: Nha san xuét

BAO QUAN Giir thude g nhiét d6 dudi 30°C Tranh 4nh séng.

HAN SU DUNG 24 thang ké tir ngay san Xuét.

S616san xuat (B. No.), ngay san xuat (MFD.), han dung (EXP.): xin xem trén nhén hop vavi.
DANG BAO CHE VA QUY CACH PONG GOI:
"Hop 10 vix 10 vién nén bao phim

1ESYS0T

San xuat béi: :

CADILAHEALTHCARELTD.

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

Nha mdy: Kundaim Industrial Estate, Plot No. 203-213, Kundaim, Goa 403-115, INDIA




