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‘}é, IR ) GMP WHO
e e %3_ \% B Prescription of drug
© i% - 3 -

A L) Devastin 10

% g o g, | Rosuvastatin 10 mg

. 2 %1 6 \gg 3,’ Box of 10 blisters x 10 film-coated tablets

- &, >
3 18
CEEAY )
% 3%
) \- % )O
3% x‘?‘
b ]
3 o 31% g Composition:

"\3 2 % Rosuvastatin................ccccoiveinenennn. 10 Mg
2 "4 6 3 Excipientg.sto............ a film-coated tablet
i3 &2‘ % Indications, Contra-indications, Dosage,

° ) e Administration, Other information :
% 1% o See the enclosed leafietin box
N P °
5 3

Caretully read the package insert before use

GMP WHO

Devastin 10
l Q Rosuvastatin 10 mg
§ g Hép 10 vl x 10 vién nén bao phim
a
s o
=
A
o
Thanh phén:
Rosuvastatin.................ccoocveeenn. 10 mg

T4 dugc vira dl ...1 vién nén bao phim

Chl dinh, Chéng chl dlnh, Céch
dung, Liduding, Cécthéngtin khéc:
Xin doc td huéng din sir dyng.

Bdo quan: Kin, tranh &nh sang, tranh
&m, nhiét 46 dudi 30°C

Dé xa tdm tay cia trd em Ym"edmm g
Boc ky hudng ddn sit dyng truée khi ding 488 Nourbn Thii Hec, Tp. Quy Nnan. Bioh OF#

Store at tight container, protect from light,
[ avoid moisture, below 30°C
2 ‘_S‘éilo SX: HD: . R“‘i Keep out of reach of children Sl )

Ngay SX :
HD

Devastin 10

Rosuvasiatin 10 mg
SBK
S6 1 SX
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TO HUONG DAN SU DUNG

DEVASTIN 10
Thanh phén:
Rosuvastatin calcium tuong (mg véi 10 mg Rosuvastatin
Ta ATOC VA AN ccusvsisssissssvsssvivosssisssinssssssvenehbstonssusvosi 1 vién
(Ta dugc: Avicel, Flowlac, Tribasic calci phosphat, Crospovidon, Mg. stearat, PVP, Era - tab, Opadry purple)
Dang bao ché: Vién nén bao phim
Qui cach dong goi: Hop 3 vi x 10 vién, hop 10 vi x 10 vién.
Dwgc e hoc: Rosuvastatin 13 mot chat trc ché chon loc va canh tranh trén men HMG-CoA reductase, 1a
men Xuc tic qua trinh chuyén ddi 3-hydroxy-3-methylglutaryl coenzyme A thanh mevalonate, mot tién chat
cua cholesterol.
Durge dong hoc: Nong do dinh trong huyét twong ciia rosuvastatin dat dugc khoang 5 gio sau khi ung. Do
sinh kha dung tuyét ddi khoang 20%, phan bd rong ri & gan 1a noi chu yéu téng hop cholesterol va thanh thai
LDL-C. Thé tich phan b6 cuia rosuvastatin khoang 134 L. Khoang 90% rosuvastatin két hgp v&i protein huyét
tuong, chi yéu 13 véi albumin. Rosuvastatin it bl chuyén hoa (khoang 10%). Khoang 90% liéu rosuvastatin
dugc thai trir & dang khong d01 qua phén (bao gdm hoat chat dugc hap thu va khong dugc hap thu) va phén
con lai duoc bai tiét ra nudc tiéu. Khoang 5% dugc bai tiét ra nudc tidu dudi dang khong dbi. Thoi gian ban
thai trong huyét twong khoang 19 gid. Thoi gian ban thai khong ting khi dung lidu cao hon. P§ thanh thai
trong huyét twong trung binh khoang 50 lit/gio.
Chi dinh: Tang cholesterol mau nguyén phat (loai Ila ké ca ting cholesterol mau di truyén gia dinh kiéu di
hop tir) hoc r6i loan lipid méau hén hop (loai IIb): 1a mét lidu phap hd trg cho ché d6 an kiéng khi bénh nhén
khong dap tmg ddy du véi ché do an kiéng va cac liéu phap khong ding thudc khac (nhur tap thé duc, giam
can). Tang cholesterol mau gia dinh kiéu dong hop tir: dung hd trg cho ché do n kiéng va cac bién phap diéu
tri giam lipid khéac (nhu ly trich LDL mau) hodc khi céc liéu phap nay khong thich hgp. :
Chong chi dinh: %
- Bénh nhan qua mén v&i rosuvastatin hoic bat ky ta duoc nio cia thude.
- Bénh nhédn méc bénh gan hoat tinh ké ca ting transaminase huyét thanh kéo dai va khdéng c6 nguyén nhan,
va khi ndng d9 transaminase huyét thanh ting hon 3 14n gi6i han trén cia mirc binh thuéng (ULN).
- Bénh nhén suy than ning (d9 thanh thai creatinine <30ml/phut).
- Bénh nhan c6 bénh ly vé co.
- Bénh nhéan dang dung cyclosporin.
- Phu ni ¢6 thai va cho con bi, phu nir c6 thé c6 thai ma khong ding céc bién phép tranh thai thich hop.
Thén trong:
-Cén lam xét nghiém enzym gan trudc khi bit dau diéu tri bing statin va trong trudng hop chi dinh 1am sang
yeu cau lam xét nghiém sau d.
- Tién sir gdy ddc tinh trén co do cac chat (rc ché men HMG-CoA reductase khac hoac fibrate.
- Céc tinh trang c6 thé gay ra ting ndng d6 thudc trong huyét twong.
- Khi ding liéu cao cin theo ddi chi s6 men Creatine kinase (CK) vi nguy co anh hudng trén co van.
- Trude khi dleu tri, xét nghiém CK nén dugc tién hanh trong nhimg trubng hgp: suy gidm chirc néng than,
nhugc giap, tién sir ban than hodc tién sir gia dinh méc be;nh co di truyén, tién sir b1 bénh co do sir dung statm
hoéc fibrat trudc d6, tién sir bénh gan va/hoic uong nhiéu rugu, bc;nh nhén cao tudi (> 70 tudi) c6 nhing yéu
t6 nguy co bi tiéu co van, kha ning twong tac thu6c va mot s6 d6i twong bénh nhan dic ble;t Trong nhimg
tnromg hgp nay nén cén nhéc loi 1ch/nguy co va theo ddi bénh nhén trén 14m sang khi diéu tri béng satatin.
Néu két qua xét nghiém CK > 5 lan gi6i han trén clia mirc binh thudng, khong nén bit ddu didu trj bing
statin.
- Trong qua trinh diéu trj biing statin, bénh nhin can thong béo khi ¢6 cac biéu hién vé co nhu dau co, cimg
ca, yéu co ... Khi ¢ céc biéu hién nay, bénh nhin can 1am xét nghiém CK d c6 cac bién phap can thiép pht
h
-QST:I dung dong thoi Rosuvastatin v6i cac thube diéu tri HIV va viém gan siéu vi C (HCV) c6 thé 1am ting
nguy co gay tdn thuong co, nghiém trong nhét 12 tidu co van, than hu din dén suy than va c6 thé gay tir vong.
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Tac dung khong mong muon:
- Thuong gép: nhirc dau, chéng mat, tao bon, budn ndn, dau bung, nglra, phat ban va mé day, dau co, suy
nhugc.
- Hiém gip: c4c phan (mg qué mén ké ca phi mach, bénh co, tiéu co vén, cd khuynh huéng phu thude licu.
* Ngoai ra con c6 mot s6 tac dung khong mong muén khac nhu: suy giam nhan thirc (mét tri nhé, 10 1an ...),
tang duong huyét, ting HbA lc.

Thong béo cho Bac si nhirng tic dung khong mong mudn gip phai khi sir dung thude
Liéu lwgng va cach dung:
- Lidu khoi dAu khuyén céo la Rosuvastatin 10 mg, udng ngay | [4n va phan 16n bénh nhan dugc kiém soét
ngay & liéu khoi dAu nay. Néu cin c6 thé tang liéu 1én 20 mg sau 4 tudn. Viéc tang liéu 1én 40 mg chi nén sur
dung cho cac bénh nhén ting cholesterol mau nang cé nguy co cao vé bénh tim mach (dac biét la cac bénh
nhén ting cholesterol mau gia dinh) ma khong dat dugc myc tiéu didu tri & lidu 20 mg va cac bénh nhén nay
can phai dugc theo doi thudng xuyén.
- Rosuvastatin c6 thé dung bét cir ltic ndo trong ngay, trong hodc xa bira an.
- Khi ding ddng thoi voi Atazanavir, Atazanavir + Ritonavir hodc Lopinavir + Ritonavir, gi6i han liéu
Rosuvastatin tdi da 10 mg/ lan / ngay.
Twong tic thube: IL
- Tang nguy co ton thuong co khi sir dung Rosuvastatin ddng thai véi: Gemfibrozil, cc thube ha cholesterol
mau nhom fibrat khac, Niacin liéu cao (> 1g/ ngdy), Colchicin.
- Khong nén sir dung chung Rosuvastatin vai cyclosporin, cac chét d6i khang vitamin K, thudc khang acid,
erythromycin, thudc vién udng ngira thai/li¢u phap thay thé hormon.
Sir dung cho phu nir 6 thai va cho con bu: Khong duogc sir dung.
Téc dong cia thude khi ldi xe va vin hanh may: Thubc ¢6 tac dung phu gy choéng mit, nhic déu vi vay
cn than trong khi 14i xe va vén hanh may.
Qué lidu va cich xir tri: Khong c6 phuong phép dicu trj dgc hi¢u khi dung thubc qué lidu. Khi qua liéu,
bénh nhan nén dugc diéu tri triéu chimg va ap dung céc bién phap hd tro khi cin thiét. Nén theo doi chirc
ning gan va ndng do CK. Viée thim phan méu c6 thé khéng c6 loi.
Han dung: 24 thang ké tir ngdy san Xuét
Bao quén: Kin, tranh 4m, trdnh 4nh séng, nhiét 9 <30°C

Dé xa tam tay tré em.
Doc kj huwong din trudc khi diang.
Néu cén thém thong tin, xin héi y kién Bdc si.
Thudc nay chi dwgc ding theo don cia Bdc si.

. San xudt tai:

CONG TY CO PHAN DUQC PHAM BIDIPHAR 1

498 Nguyén Thai Hoc, Tp.Quy Nhon, Binh Pinh
Tel- 056. 3846040 * Fax: 056. 3846846 9
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