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BANTHEO BON

DOROSU R® 10 mg

THANH PHAN: M&ivién nén bao phim chiia

- Rosuvastatin (dudi dang Rosuvastatin calci ..10mg
- T4 dugc: Lactose, Avicel, Dicalci phosphat, Povidon,
Crospovidon, Magnesi stearat, Hydroxypropylmethyl
cellulose 15cP, Hydroxypropylmethyl cellulose 6cP,
Polyethylen glycol 6000, Talc, Titan dioxyd, MauTartrazin
lake, Mau Sicovit red.

DANG BAO CHE: Vién nén bao phim.

QUICACHPONG GOI: Hop 2 vix 14 vién,

CHIDINH:

-Tang cholesterol méu nguyén phat (loai lla ké ca téing
cholesterol méu di truyén gia dinh ki€u di hop ti) hoic
13i loan lipid mau hén hgp {loai lib): La mat liéu phap hé
trgy cho ché d6 3n kiéng khi b&nh nhan khéng d4p dng
d8y du véi ché &6 &n kiéng va cAc lidu phédp khéng dung
thudckhéc (nhutap thé dye, gidmcan).

-Tang cholesterol méu gia dinh kidu déng hgp ti: Diing
hétrgcho chédd &n kiéng va cécbién phap diéu trigiam
lipid khéc (nhu ly trich LDL méu) hodc khi céc ligu phap
naykhéng thich hgp.

LIEU LWQNG VA CACH DUNG: Diing u&ng.

- Rosuvastatin c6thédiing trong hodc ngoai bixa an.

- Trud6c khi bat d4u diéu tri bénh nhan phéi theo ché dd
&n kiéng chuén gidm cholesterol va tiép tuc duy trl ché
dd nay trong thdi gian diéutri.

- Liéu khdi ddu khuyén céo 13 10 mg, udng ngdy 1 18n va
phén Ién bénh nhén dugc kiém soat ngay &liéu khai dau.
Néu cén ¢6 thé tang lidu |&n 20 mg sau 4 tudn, Vigc ting
liéu 1&n 40 mg chi nén stf dung cho cac bénh nhén ting
cholesterol mdu néing cé nguy co cao vé bénh tim mach
{dédc biét 12 cdc bénh nhan ting cholesterol mau gia
dinh) ma khéng dat dudc muc tiéu diéu tri 51iéu 20mg.

- L1&n quan gitta liéu diing clia rosuvastatin va ching teo
cavan cnluuy: TAt ci cAc bénh nhén bit d8u vdiliéu 10
mg/ldn/ngay va chi ting I&n 20 mg néu thdy can thiét
sau 4 tudn. C&n theo déi chit ché& d8i véi nhiing trudng
hop dung liéu40mg.

- SU dyng déng thdi rosuvastatin véi cic chit Gc ch&
protease cia thufc diéu trj HV v3 viém gan siéu vi C
{HCV) nhu atazanavir; atazanavir + ritonavir; lopinavir +
ritonavir, khuy&n céo ké don vdi gidi han lidu rosuvastatin
tdida10mgx1lan/ngay.

- Tré em: Tinh an toan va hiéu qua & tré em chua ducc

gi6i han trén mot nhém nho tré em (> 8 tudi) bj ting
cholesterol mau gia dinh kiéu déng hgp ti. Vi thé
rosuvastatin khéng dugc khuyén céo ding cho tré em
trongthdigian nay.
- Thee nghién afu dugc ddng hoc tai My trén ngudi
Chau A, khé ning hip thu rosuvastatin & ngudi Chau A
tiing gép 2 14n so vdi ngudi da tring, do dé nén ¢an nhic
li8ukhdi #iém 5 mg d6i vdfingudsiChau A,
CHONG CHIDINH:
-Qué min cam vdi bit ki thanh phén ndo cla thuéc.
- Bénh nhan méc bénh gan phét trién ké c3 ting
transaminase huyé&t thanh kéo dai va khéng cé nguyén
nhén va khi néng do transaminase huyét thanh ting
hon 3 [8n gidi han trén clia miic binh thudng (ULN).
- Bénh nhan suy thén néng (G4 thanh thai creatinin < 30
ml/phat).
-Bénhnhén cé bénhlyvé co.
-Bénh nhan dang diing cyclosporin.
-Phy nixc6 thai va cho con bu, phu nir ¢6 thé c6 thai ma
khéng diing cac bién phap tranh thai thich hgp.
THANTRONG KHI SU DUNG:
- Anh huding trén than: Protein nigu da dugc ghinhan &
nhiing bénh nhén didu tri biing rosuvastatin lidu cao
(40 mg), phan Ién tinh trang nay thodng qua hoc thinh
thoang xdy ra. Cn danh gia chdc ndng than trong thai
gian theo ddi cic bénh nhan da dugc didu trilidu 40mg.
- Anh hudng trén coxuong: Céc téc dong trén co xucng
nhu dau cova bénh co khdng o bién chiing va 4t hidm
truding hgp tidu co van ma dbi khi 6 lién quan dén sy
tdn thuong chice ndng than da duge ghi nhan & nhitng
banh nhan dugcdidu tri bing rosuvastatin.
+Bo ndng dd creatin kinase (CK):Khdng nén do néng do
CK sau khi vén déng ging sttc hoic khi ¢6 s hién dign
cdia mét nguyén nhan nao 66 ¢ thé lam tang CK vi diéu
nay cé thé lam sai léch két qua. Néu néng dd CK ting cao
déng k& trude khi didu tri (> 5%ULN) thi nén thuc hign
métxét nghiém dé xac dinh laitrongvang 5 -7 ngay.
+Can nh3ctheo dbi creatin kinase {CK) trong truding hap:
Truic khi diéu tri, xét nghiém CK nén dugc tién hanh
trong nhing truéng hop: Suy gidm chdc ning thén,
nhudgc giép, ti€n si ban than hodc tidn st gia dinh mic
bénh co di truyén, tién sii bi bénh co do sit dung statin
hoic fibrat truéc dé, tién sir bénh gan va/hodc udng
nhiéu rugu, bénh nhan cao tudi (> 70 tudi) cé nhiing yéu
t6 nguy co bl tidu co vain, kha nding xdy ra tuong téc
thuéic v mét s6 d6i tuong bénh nhén dic biét. Trong
nhiing truding hgp nay nén ¢an nhic Igi ich/nguy <o va
theo d6i bénh nhan trén 1dm sang khi didu tri bing
statin, Néu k&t qu xét nghiém CK > 5 13n gidi han trén

clia mtic binh thudng, khdng nén bt diu didu trj bling
statin.

Trong qua trinh diéu tri biing statin, bénh nhan cin
thang béo khi ¢6 céc biéu hién vé co nhu dau ¢g, cliing
<0, yéu cd ... Khi c6 céc biéu hién nay, bénh nhan cin
1am xét nghiém CK d ¢6 céc bién phap can thiép phi
hop.

+ Khéng nén dung rosuvastatin cho bénh nhan cé tinh
trang nghiém trong cdp tinh, nghi ng& do bénh ca hoic
c6 thé din dén suy thin thid phét do tidu co van (nhu
nhim khuén huyét, tyt huyét 4p, dai phlu, ch&n
thuang, réi loan dién gidi, ndi tiét va chuyén héa ning
hoéccogiat khdng kiém soat dugc).

- Anh hudng trén gan: C&n than trong khi dung
rosuvastatin & bénh nhan nghién rugu nding va/hodic cé
tién sit bénh gan. Khuyén cdo lam xét nghiém enzym
gan trudc khi bat 48u didu tri bing statin va trong
truding hgp chl dinh lam sang yéu ¢du xét nghiém sau
dé.

-@nhitng bénh nhan ting cholesterol huy&tthphatdo
thi€u nang tuyén gisp hodc hdi ching than hu phai
dugc diéu trj tru6c khibit d4u dung rosuvastatin.

-Taing nguy co gy tén thuong co khisirdung déng thai
vdi cac thubc gemfibrozil, cac thuéc ha cholesterol mau
nhém fibrat khéc, niacin liéu cao (> 1 g/ngay), colchicin,
cécchétic ch& men protease ciia HIV va viém gan siéu vi
C (HCV), cyclosporin, thudc khdng ndm nhém azol,
khing sinh nhém macrolid.

PHU NU COTHAIVACHO CONBU:

Khéng diing cho phu niicothaiva cho con bi.

ANH HUGNG LEN KHA NANG LAI XE VA VAN HANH
MAY MGOC: Than trong khi |5l xe va vén hanh may mécvi
chéng mat co thé xdy ratrong thdi gian didu tri.

TUONG TAC VOI CAC THUOC KHAC VA CAC DANG
TUONGTACKHAC:

-Cyclosporin: Diing déng thai rosuvastatin véi cydosporin,
céc gid trj AUC clia rosuvastatin cao hon trung binh gép 7
14n so véi trj s8 ndy & ngudi tinh nguyén khde manh,
Khéng anh hudng 8&n nSng 88 cyclosporin trong huyst
tuong.

- Céc chit d8i khdng vitamin K: Khi bt ddu didu tri hodc
téing liéu rosuvastatin & bénh nhan diéu tri déng thdi véi
céc chit d8i khang vitamin K {(nhu warfarin) ¢6 thé lam
tang trj s6 INR. Ngung duing hoic gidm liéu rosuvastatin
<6 thé 1am gidm INR. Trong nhiing truding hgp nay, nén
theo dbitrisSINR.

-Thuéc khéang acid: Diing déng thdi vdi hdn dich thudc
khing acid chiia nhém va magnesi hydroxyd lam gidm
khodng 50% néng d6 rosuvastatin trong huyét tuong.
Khi udng thudc khang acid cach 2 gitr sau khi dimg

rosuvastatin thi ndng 44 clia né trong huyét tuong sé
giam it hon. Mai tueng quan vé mdt lam sang cda tuong
tacnaychuard.

- Erythromycin: Do erythromycin ¢6 thé lam ting nhu
ddng ruft. VI vay, khi diing déng thal rosuvastatin vél
erythromycin lam gidm 20% AUC(0—t) va 30% Cmax ciia
rosuvastatin.

- Diing A6ng thai rosuvastatin véithudc vién uéng ngira
thai lam téng 26% AUC ctia ethinyl estradiol va 343 AUC
clianorgestrel. Nén luuy d&n mic ting ndng dd céc chét
naytrong huyéttuadng khichon thudc uéing ngiva thai.

- Men cytochrom P, : K&t qua tr thi nghiém in vitro va in
vivo chiing td ring rosuvastatin khéng phdi |a chat uc
ché hodc cdm (ng men cytochrom P, Hon nia,
rosuvastatin a chdt nén y&u cho cic isoenzym nay.
Dung déng théi itraconazol (chét dc ché CYP3A4) va
rosuvastatin lam tdng 28% AUC clia rosuvastatin, Sy
tang nay khéng dugc xem la cé ¥ nghia v& mat 1m sang.
Wi vity, khéng cé tuang téc thude do sy chuyén héa qua
trung gian cytochromP,g,.

- Tang nguy o tén thudng cd khi si dung statin déng
thal véi cac thudc sau gemfibrozil, céc thude ha
cholesterol mau nhém fibrat khic, niacin liéu cao (> 1
g/ngay),colchicin.

- S dung d8ng thai rosuvastatin véi cic chat uc ché
protease clia thudc diéu tri HIV va viém gan siéu vi C
(HCV) nhu atazanavir; atazanavir + ritonavir; lopinavir +
ritonavir, c6 th& [am ting nguy co gdy tfn thuong co,
nghiém trong nhét 12 tiéu co van, thén hu dén dén suy
thdn v c6 thé gdy tif vong. Gidi han liéu rosuvastatin khi
phéi hgp véi cac thude nay10mgx 113n/ngay.

TAC DUNG KHONG MONG MUGN: Cic phan tng ngoai
y dugc ghi nhén khi dung rosuvastatin thudng nhe va
thodngqua,

- Thuting gép: Nhitc d8u, chéng mit, nhin md, mét ngu,
suy nhugic, Tiéu chiy, to bdn, buén nén, dau bung, diy
hai. Dau co, 8au khdp. Cic két qua thir nghiém chic
néing gan ting hon 3 I4n gidi han trén cla binh thudng
(& 2% ngudi bénh), nhung phén 16n 12 khdng c6 triéu
chuing va héi phuc khi nging thudc.

- It géip: Bénh co (két hop y&u cova ting ham lugng creatin
phosphokinase huyét tudng (CPK). Ngtia, phét ban, may
day.Viém mi, viém xoang, viém hong, ho.

- Hiém giip: Céc phan tng qua man ké cd phil mach,
viém tuy. Viém cd, tiéu cd van, dén dén suy than cdp thi
phét do myoglobin niéu.

-Tac dung khéc: Suy gidm nhén thidc (nhu méat tri nhd, 16
1&n...), ting duding huyét, ting HbA1c.,

Théng béo cho Bic si nhiing tdc dung khéing mong
mudn gdp phai khi st dyngthudc.

Huéng diin cichxiitri tic dung khéng mong muén
Céc thay déi néng dé enzym gan trong huyét thanh
thuéng x3y ra & nhiing thing déu diéu tri bing
rosuvastatin, Ngudi bénh nio cé néng d6 transaminase
huyét thanh cao phdi theo ddi xét nghiém chiic ning
gan l4n thit hai dé xdc nhan két qué va theo déi diéu trj
cho t6i khi céc bt thudng trd vé binh thuging. Néu ndng
d5 transaminase huyét thanh AST hodc ALT (GOT hoiic
GPT) dai déng 1&n qué 3 I8n giéi han trén cla binh
thuding, thl phi ngling diéu trj bing rosuvastatin. Phai
khuy&n ngudi bénh diing rosuvastatin bdo cio ngay bt
ky biéu hién nao nhu dau co khéng rd Iy do, nhay cdm
dau va y8u cd, dic biét néu kém theo kho chju hodc s6t.
Phdi ngtmg diing rosuvastatin n&u néng d¢ CPK ting rd
rét, cao hon 10I4n gidi han trén cha binh thuding va néu
chin doén hoicnghinglabénh ca.

QUALIEUVA CACHXU'TR:

Khéng ¢6 phuong phép didu tri déic higu khi dung thudc
qué lidu. Khi qud lidu, bénh nhén nén dugc didu trj tridu
chiing va 4p dung cac bién phép hd trgkhi cén thiét. Nén
theo déi chirc nédng gan va néng dd CK_Viéc thdm phén
méu céthékhdng colgi.

DUQCLUCHOC:

- Rosuvastatin I3 mét chilt e ché€ chon locva canh tranh
trén men HMG - CoA reductase, [a menxic tdc qua trinh
chuy&n d68i 3-hydroxy-3-methyliglutaryl coenzym A
thanh mevalonat, mdt tién chét ctia cholesterol. Vi tritéc
ddng chinh cla rosuvastatin la gan, cd quan dich 1am
giam cholesterol.

-Rosuvastatin lam ting s6 lugng thy th& LDL trén b& mit
té bao & gan, do vay lam ting hdp thuva djhéa LDL va tic
ché& sy tdng hop VLDL & gan, vi viy 13m gidm céc thanh
ph&nVLDLvaLDL.

- Rosuvastatin lam gidm néng dé LDL-cholesterol,
cholesterol toan phan va triglycerid va lam tang HDL-
cholesterol. Thudc ciing lam gidm ApoB, non HDL-C,
VLDL-C,VLDL-TG va lam tang ApoA-l. Rosuvastatin cling
Iam gidm céc ty 1& LDL-C/HDL-C, C toan phdn/HDL-C,
non HDL-C/HDL-Cva ApoB/ApoA-I.

- Higu qua tri lidu dat dugc trong vong 1 tudn sau khi bt
dau didu trj va 90% bénh nhin dat dugc dap ing t8i uu
trong 2 tudn, Dap Ung t8i wu thudng dat dugc vio
khoang 4 tudn va dugcduy trisau d6.
DUQCPONGHOC:

- Hép thu: Néng ¢d dinh trong huyét tuong cia
rosuvastatin dat duge khoéng 5 gid sau khi udng, d9
sinh kha dung tuy&t d6i khodng 20%.

-Phén bé: Rosuvastatin phan b8 réng rii &gan lanoichi
yéu tdng hap cholesterol va thanh thai LDL-C. Thé tich
phéan bé cia rosuvastatin khoang 134 Iit. Khoing 50%

rosuvastatin két hop véi protein huyét tuong chil yéula
albumin.

- Chuyén héa: Rosuvastatin it bi chuyén héa (khoang
10%). Cac nghién cidu in vitro v& chuyfn héa ¢ st dung
c4c & bao gan clia ngudi xac dinh ring rosuvastatin &
mdt chét nén yéu cho suichuyén héa qua cytochrom P,
CYP2C9 la chat ddng enzym chinh tham gia vio qua
trinh chuyén héa 2C19, 3A4 va 2D6 tham gia & muc 60
thdp hon. Chét chuyén héa chinh dudc x4c dinh I N-
desmethyl va lacton. Ch&t chuyén héa N-desmethyl ¢6
hoattinhy&u han khodng 50% so véi rosuvastatin, trong
khi dang lacton khéng cé hoat tinh vé mit lam sang.
Rosuvastatin chiém hon 90% hoat tinh tc ch& HMG -
CoA reductasetrongtuén hoan.

- Bao thii: Khoang 90% liéu dung dugce thai trdr & dang
khéng d8i qua phan {bao g6m hoat chét dugc hip thu
v khéng dugc hip thu) va phin con lai dugc bai tiét ra
nude tiu, Khoang 5% dugce bai tiét ra nudc tiéu dusi
dang khang déi. Thai gian ban thai trong huyét tuong
khodng 19 gi¥. Thdi gian ban thai khdng tang khi ding
lifu cao hon. D4 thanh thai trong huyét tuong trung
binh khoang 50 lit/gid (hé s8 bién thién 12 21,7%). Gidng
nhu cc chit tc ché men HMG — CoA reductase khic, su
dao thai rosuvastatin ra khéi gan 6 lién quan dén chét
van chuyén qua mang OATP-C. Chit van chuyén nay
quan trong trong viéc d3o thai rosuvastatin khdi gan.

- Tinh tuy&n tinh: Myic g9 ti€p xdc clia rosuvastatin tinh
theo ndng A% va thei gian ting t112 vdi lidu ding. Khéng
©6 sy thay ddi nao vé céc théng sd duge ddng hoc sau
nhiéulifudliing hang ngay.

BAO QUAN: Nui khd, dudi 30°C, tranh anh séng.

HAN DUNG: 36 thang k& tirngay sén xust.

THUGCNAY CHIDUNGTHEODON CUA BACSI.
POCKY HUONG DAN SUDUNG TRUGC KHIDUNG.
NEU CANTHEMTHONGTIN XIN HOI'V KIEN BACST.
DEXATAMTAY TREEM.

NHA SAN XUAT VA PHAN PHOI:

CONGTY COPHAN XUATNHAPKHAU Y TE
DOMESCO
66Quéic 1530, P My Phii, TR Cao Liinh, Béng Thap

DOMESCO Diénthogi:0277,3851950




