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Vién nén bao phim RICHSTATIN Smg, 10mg, 20m
(Rosuvastatin)

THANH PHAN
RICHSTATIN Smg
M vt midi bao phis e chira:

(dang mudi Rosuvastatin calel)
T dugez Avicel PH 102, Lactose regular, Dibasic. calcium
phosphate anhydrous, Povidon K30, crospovidone, Magnesi
wearal, Methocel E-5, Titan dioxyd, PEG 6000, miu xanh
Brilliant lake, bt Tale tinh khiét,
RICHSTATIN 10mg
Mdi vidn nde bao phim ¢ chira:
Hoat chdn ROWVASIAIN .oovornoecsensicensacrreesnn, UL

(dang mudi Rosuvastatin calci)
T dure. Avicel PH 102, Lactose regular, Dibasic calcium

e anhydrous, Povidon K30, mzovidnu. Magnesi

stearat, Opadry 11 mdu tim, B0t Tale tinl khids,
RICHSTATIN 20mg
Mdividn pén bao phin ¢ chia.
Hepett Shelt: ROSUVASIBIN -.covsevsnsocsmsronr v 20 TR

(dang mubi Rosuvastatin calei)
Td dwoe. Avicel PN 102, Loctose regular, Dibasic. calcium
shosphate anhydrous, Povidon K30, crospovidone, Magnesi
stearat, Opadry 1T miu xanh, bt Tale tink khits.
DUGT LYC HOC
Rosuvastatin Ti mdt chit ¢c ché chon loc v canh wranh men
HMG-CoA teductase, |4 men xic tie qud trink chuypdn dbi 3«
hﬁmyhi-muh}ls!umw cocnzyme A thinh mevalonate, m{t
tién chdt cha cholesterol Vi trl the ding ehink cia Resuvastatin
th gan, co quan dich m gidm cholesterol,
Cée nghbbn cir tedn in vive vi In vitro cho thiy Rosuvastatin cd
the dung theo 2 cdch By tién, ting 8 lugng thy thé LDL wén
bd mat 1 bdo & do viy Ibm tang hdp thu vi di kol LDI-
This hai, thuebe de cht s thng hop VLDL & gan, vi viy lim gidm
s lugng cde thinh phin VLDL vk LDL.
DUGC DONG HOC
Hip thu
wbng ¢ dink trong huyét tuomg cis  Roswvastatin dét duoc
khodng § git sau khi udng. DY sinh kha dung tuvdt d8i khoing
20%. € nbag 4 dinh Coay vA dign tich dudi duimpg cang AUC
1ang trong quan theo lidu Dimg Resuvastatin vai thire dn Tn
+iam 3 18 hdp thu khodng 20% theo Cmax, nhung khing dnh

“ suzémg dén mic 3 hip thu theo AUC.

Piidn b4

Rosuvastatin phia b6 roag rh o gan 14 noi ehi ylu Iﬁl:z hop
cholesters] v thanh thii LDL-C. Thé tich phin cda
Rosuvastatin kbodng 1341 Khoing $8% Rosuvastatin gin két
wii protein huyét meong, chil yéu 1 albumin, Sy gin kit nhy <b
thé dho nguoe vh khdng phy thude vio ndag d) trong huylt
Tuomg.

Chupéet ba

Rosuvastatin )t b chuydn hod (Kbodng 10%), Chir chuyén hod
chist lh N-desmethyl (ed hogt tinh ydu hon khodng 50% so véi
Rosuvastating - duge tho thinh bii cytochrome PA50 209 - v
chiis chuydn héa lactone (khidng cé hogt tinh lim séng),
Rosuvasiatin chiém hon 0% hoat tinh dc b HMG-CoA
reductase trang tun hodn.

Thi triv oy
Sau khi ubng, khoing 90% lidu Rosav chuydn hod
dugre thai trir qua phin vh khodag 5% duee bAi tiét ra nude tidu

dutri dgng khong dbi. Thii gian bdn thil (na) khoing 19 gibr.

Thivi gian ban thii khang tang khi ding liku cao hon

CHi BINH

RICHSTATIN (Rosuvastatin) duoc c¢hi dinh:

. Phéi hop vdi ché 8 3n kitng d4 gitm ndng d4 Cholesteral
todn  phin, LDL-cholesterol, Apolipoproiein B, cic
Triglyeerid, v ting HDLcholesterol & nhing bénk nhin ting
Cholesterol huyét nguyen phit (dj hop tr ¢6 inh gha dinh vi
khding ¢4 nh gia dink), 1bi Jogn Lipid huyét két hop (tang
Lipoprotein huyéy/ typ 11a v 1ib theo phia logi Fredeickson),

< Phbi hop voi ché d an king trong diku trj ting ning 43
Triglycerid huydt tuong (bénh ting trighycerid huyde' tip IV
theo phin loai Fredrickson)

. Lim giam Cholesterol todn phin, LDL-cholesserol v
Apolipoptotein B & nhing bénh nhin ting Cholesterol huyt
diing hop tr ¢ tinh gia dink, 44 hd trg cho ché 48 an kigng vi
cic phong phip didu tri gidm Nipid huydt khéng ding thube
bl cde phueny phip dibu tri gide lipid huyét khde, hode khi
cde phugng phip didu tri ndy khong thich hap hoge khéng diy
i

LIEU LUQNG VA CACH SUDUNG

. Khuyén cho bdr diu dibu trj vol liéu thip nhit ma thude co te
dung, sau 46 néu cin thit, ¢é th dibu chinh [iéu theo nhu clu
vii diip émg cia timg ngudi bing cdch ting libu timg dot cich
nhau khdng dudi 04 tuln v phii theo di cie phin ing cd hsi
cita thube, 43¢ bidt 1i phin tmg ¢ hai dbi voi hé co.

« Lidn quan gita liu ding cda Rosuvasiatin vh ching titu co
vin chn Tuu ¥ tht eb che benh nhin bt dbu vai lidu 10mg/ |
1k’ nghy v chi ting Kn 20mg néu thiy cin thiét sau 4 tuln.
Ciln theo doi chat che & voi teubmyg hop ding lidu 40mg.
Theo nghién ol duge ddng hoe tai MP wén ngudi Chiu A,
ki ning hip thu Rosavastatin & nguti Chiu A tang gip 2 lin

20 voi agwdi datring, do 46 nén cin nhic Titu khéi didm Smg
abi v nswbi'f:hi \lu S

. Bénh nhin cin Ahi ché b dn kidng lam gidm
Cholesterol theo ‘ui [0ifh trude khi ubng RICHSTATIN

2 :37
RN 22

-

(Rosuvastating vi tidp tyc ché 4§ An ndy trong subl thd gian

30 dyng thube, RICHSTATIN (Rosuvaststin) duge st dyng
lidu dom vho bt e lée nio trong ngdy, clng hojc khdng cling
vifi thitc in

. Thng cholesterol huyéh (d] hgp tir c6 tinh gia dink v
khdog cé tinh gla dinh) vi rbl logn lipid hayét kE hyp (t9p
1l vd 1b theo phidn loal Fredrickson)
Litu Rosuvastatin tir & — 40mg, udng md ngiy mie ln, riy
theo mue dich 1rj lidu v& dip img cia bénh nhin. Lidu khei
dhu thing thuimg Kkhuyén cdo cho  RICHSTATIN
(Rosuvastain) 14 10mg | U nghy Libu kb dlw
Smy/iiningdy duge 4p dyng cho nhimg bénh nhin khing <&
wéu clu gidm LDL-Cholesterol tich cuc hodc nhimg bénh
nhin cé yéu th din dén Bénh co, Béi wi nhimg binh nhin
tang Chalesterol huyét ding k& (him hugmg LDL-Chelesterol
= 190mg/ dL) va dbi héi gidm lipid tich cpe, ¢b thé xem xét
lidu khiri diu 20mg. Sau |§u kit i, vihode ddang thar vai
diih lugng RICHSTATIN (Rosuvastating, nén xét nghlém
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ing &b lipid huyét trong 2 - 4 tuln & didu chinh idu phil

I.Il:; 40mg chi ddnh cho nhiing bénh nhin khdng dat myc tiéu
gidm LDL-Cholesterol nhir mong mudn khi st dung liéu
20my Mn/ ngiy.

- Tang nbag @) Triglycerid huybt tuong (bfah wng

Triglycerid huyét/ t§p IV Fredrickson)

Lidu Rosuvastatin 0 dyng tir § - 40mg. ubng 1 lin/ ngay.
Liku khéri ddu théng thutmg B 10mg/ ngdy, didu chinh disa
trén ndng &0 lipid huydr, theo ddi king ngay trong 2 = 4 tdn
dén khi dat mire mong mube,

. Tang Cholesterol huyét dbng hop tir ¢6 tiah gis dinh

L

Litu khari dlu khuydn cdo cho RICHSTATIN (Rosuvastiting
14 20mg. | ln ngdy & nhimg bénh nhin tang Chelesterof
huydt 4&“ hop tit cé tinh gia dink, Lidu 1i da trong nghy 14
40mg. RICHSTATIN (Rosuvastating - dirge s dyng & nhing
bénh rhin niy d2 b trg cie phuong phip didu tri lam gitm
Lipid huyér khic. -

Ca thi tham khdo by Iedng din sau dé thide ldp mye fiu
i tri;

fing huemg din didu i) theo chuomg trinh NCEF (Chuong
Trlnh Gido Dyc Cholesterol Qubc Gia ~ Hoa Ki)

“Neng 0 LT, b
. M i Wi 8 L0 My
Vherd wpuyezr | LDL mﬁ% 2h g thesde
R e sdng gy dL) fmgtah}
n',‘:::’m %130
1] m
i <100 T oo
(nguy €0 |0 nte e
e tubo )
% 130 va chnguy
Chom 2 yhutd oo 10 sl iy 10~
ngey oo (nguy e | < 130 2150 0%
Nhndm £ 20%) = 160 vl ob nguy
€0 10 abe < 100
z 13
Bl :‘ﬁ,‘.’:".”‘"" &l 160 im;;i;::l
thude gidm LOLY

*CHI. Bink mach vinh

** Vi tde gid kinyén odo it dng cde thude glim LOL wrong
irsning hop ndug &6 LDL-Cholesteral < 100mg / dL khing thé
dat shere bling cdch thay d6i 1 sdng Cde 1de ght khde
bhneydn edo s dung cde thude difu chink Triglycerid vd
HDL-Cholesterol nhy nfcotinie vl fihrat

=5 Hdu hit cde binh nhdn 6 0 -1 péu 16 nguy co thl ¢6
ngay o 10 miin < 0%, o 48 vide dénh gid nguy cor 10 niim
& ribdint bfnh shdn ndy 13 Khdng edn thidt

HONG CHI BINI

Rosuvastatia chdng chi djnk &

Bink nhin min che voi bht kg thinh phil ndo eda thal

. Bénh nhin b binh gan, bao ghm Wing transaminase higyét

fuomg ko il khdng o nguyin nhin vi nhing belmg hop
ting transaminase qui 3 1n gidn han trén,

+ Phy nir cd thal vi cho con b, phy nd of nghi ngd mang thai

vit khiing sir dung cde bifn phdp trinh thai thich hop trude do,

+ Béah nhin suy thin ning (8d thanh thii creatinin < 30ml/

)

phi
- Biah nhidn od bénh co.

L

<6 ¢in cée ydu 18 nguy o din d

Bnh nhin dang s dung cyclosporin
i cao 20mg Rosuvastatin chéng chi dinh & nhitng bénhk nhin
bénh cof benh co nidu kich

phit bao ghm:

Suy thin mie dd trung
ph
Gidm ning wydn giip
c:sﬂun st ¢4 nhin hode gia
L1 o

- Cd tién s dic oo do cdc chit v chd HMG-CoA reductase
khie hods dde co do Fibrat.

» Lam dyng regu

. Cie truimg hop o4 thé dln dfn ting réng 0 thube trong

binh rbi loan co di

£ duromg.
« Phii hop voi clic Fibrat.
THAN TRONG

Thiln trgng chung wii nhirng thube nhom statin: cdn cin nhic
khi dong thuds thude nhém statin $bi v bénh nhin co nhong
yéu 14 nguy co din dén thn theong co. Thube thude nhidm
statin ¢o nguy ¢ gly ra chc phin img <0 hal a8 vl hé <o
nhy tco co, vibm co, dic bidt dbi voi cde bénh nhin irén 65
b, bénh nhdn bi bEnh thidy ning wydn pidp khing duoe
kidm sodt, bénh nhin bj binh thin. Cln theo d0i chit ché cic
phin img c6 hal trong qui winh dong thude.

. Bénh nhin cin bio cdo ngay cho bic 5T didu b cae dbu higu

tridu chimg dau o, mét mdi, sbt, nudc tibu shm mdu,
budn nén hode nin treng qud trinh s dyung thude.

. Trude khi bit diu dibu tri voi Rosuvastatin, béah nhin cin
phil nd lye kibm sodt ting Cholesterol huyés bing chd d an
kiéng, thp thé dye vi gidm cin phis hop & béah ahin béo phi,
wib didu trj cde rdj logn co bin khic

- Khi bir diu Tiéu phip didu tri véi staiin hodc chuyén o lifu
phip didu tri statin khic sang st dyng Rosuvastatin, {idu khisi
ddu fosuvastatin phit duge dibu chinh thich hop vty theo
mye tiéy ditw tri & timg bénh nhin.

. Che chit e ché HMG-CoA reductase, ciing nhur cdc iy phip

gidm Lipid huydt khic, ¢6 lién quan dén nhing bit thutmg

sink héa chite ndng gan. ;s

Khuyén cdo lim xét nghigm enzym gan trube khi bit diu didy

1ei bing statin v trong traimg hop <bl dinh 1Am sdng viu cdu

xét nghigm sau do,

- Cin nhic theo d0i creatin kinase (CK) trang tztmeg hp:

s Trude khi didy tri, xét nphitm CK nén duge titn hinh
trong nhitag trudng hop: Suy pidm chize ndng tin, nhuge
gidp, vién sl bdn thin hode tién sir gia dink mic bénh co

di truydn, Gén sit b bink co do st dyng siatin bede fibrat
trutic 46, tikn sir béoh gan vithode nhibu regu, bénk
uhin cao el (> 70 i) cd nhing yéu o nguy co ﬂti.éu
co vin, kbd ning xBy ra tuomg tic thube vi mt sd dbi
tugng bénh oh  hift. Tropg shimg trwdng hop iy
nén cin nhdclol kRBgty corvi theo 400 binh nhin tén
1im shng khi didu brj Bang statin. Néu Kt qui xét nghiém
CK > 5 lin git hafrtrén ciia mie bink thaimg, Khing nés

it diu dibu trj bing statin.

»  Trong-qué trink didu tri bing saatin, bink nhin cin thing
bio khi 66 ¢d¢ bibu hifn vé co nhir deu co, elmg co, yiu
<o ... Khi ¢b cic bifu hign ny, bénk nhin cin lim xét
nghidm CK 48 o céc bign phiip can thilp phis hop.

St duursgy & 0 e Hiu qud wh 59 todn khi st dung thube & mé
em chura duge thidi lp,

TAC DUNG PHY

Rosuvastatin thubmg dupe dung nop e Che the dung phu

thastrng nhg v thodny qua.

. "El'ﬁmm dau dhu, hoa mit, to bdn, buln ndn, dau bung, du
¢ v duy nh

K.
o e phé bida: ngira, ban 4, mé day.
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Hidm xdy rac che phin Ung qui mdn cdm bao ghm binh co,
cor nidu kich phat, vidm khip xuong, ting transaminase gan.

Rt htdm: ving du, vidm gan, bénk da thia kinh.

« Idr thirkng trong xde nphider: Proein nigu &4 xy ra & nhitng
hénh nhin dity j véd Rosuvasinin, Bity ndy wiy ra thuimg
xuyén hom & nhing bénh nhin ding lidu cao Rosuvasttin
40mg. Cte bt timg khie duge bio cio gbm ting creatinin
phosphokinase, 3ng transaminase lién quan dén lidu, ting
dirbmg huydt, glutamyl transpeptidase, alkalin phosphatase,
bilirubin vi bit thudmg chie ning wydn gisp.

- Ngodira, con cb cic tic ding phy sau;

« Suygidm nhin thire (nhu mée i nho, 10 a0
s Tong dudmg buyé
= Tang HbAle

TUONG TAC THUOC

4 Tmnﬁycnh thuomg ¢a khi sit dung statin dbng tha| v
cde thude sau:
= Gemfibrozil
+ Cic thube bia chalesteral miu nham fibrat khic
« MNiscin libueno (> | gingy)
= Colchicin
Cidic thude be lipid mdu nidm statin vid ede thude didu trf HIV
it vidm gan sidu vi C (HCV): Vige st dung ddog thid cde
thude ha lipid miu nhém statin véi cde thude didu trj HIV vi
viem gan siéu vi C (HCV) b thé M tang nguy co ghy thn
thurong o, nghigm wong nhdt 1o tiéy co vin, thin bu din dén
suy thin vhob thé ghy i \'Uﬂ&

Kluyen ciio vé tomg the thude gida cae statin vin cie chilt e
ché protease eds IV vi HEV

Rozuvastann, R v

= Atazanavir ¢ Ritonavie
+ Lopinavir + Ritonavir

« Warfarin: 30 dung Rosuvastatin & whimg bénh nhin ditu tr
Jiu dAl véi Warfarin s@ din ¢fn tang chi sd INR 0 it teén

lim skng (intemnational normalized ratio)

Coumarin O nhimg bénh nhin sir dung déng thai thube

chdng ddag coumarin vA Rosuvastatin, INR phii dupe wdie

dieh trude khi sit dung Rosuvastatinn vi thuomg xuyén frong

rlfi ghan &l &b dim bio ring sy thay 87 INR khing ding

Gidi han lidy
rosuvastatin

k
Cév thude khing seid: Dang chung ede thube khing acid |

(phéi hop nhim vi magnes! hydroxyd) v Rosuvastatin (lidu
a0mg) Mm giam ndng db huyél wong cha Rosuvastatin
khodng 0% Néa ubng cdc thube Khing acid cich ft nhir 2
gitr s khi udng Rosuvasiatin,

- Cyelesporin; Phéi hop Cyclosporin vi Rosuvastatip din dén
ting b Coe vh didn dch dudi dudmg ok

Rnsumht[ﬂﬂnluﬁll!lvl?thaoifﬁngﬁﬁu ’

Ching chi dinh ding chung Cyclosposin vi Rosuvestadln,

Gemfibrazdl: Phbi hop Gemfibrozi] (600mg, 2 Wa g v&

Tidu don Rosuvastatin n 13ng ndng d C,,, vii didn tich

dudh dudmg ceng AUC elia Rosuvastatin ghp 2,2 vA 1,9 lin,

. Cde thude ngiea thai duong wing: Ding chung cac thude
ngls thal dulmg ubng (ethiny] estradiol va norgesirel) va
Reswvastatin Wm ting ndng 29 huydi wong cda ething]
estradiol va porgestrel 1én 1ia luon 16 26%% v 34%,

« Erythromycin; Ding chung Eryvthromycin vd Bosuvastatin
lam gitm 20% dign tich dudi dulmg cong va 30% ndng 40
dinh trong huydt toomg C,, cla Rosuvastatn

ANH HUGUNG BEN KHA NANG LAI XE VA VAN HANH

MAY MOC:

Rosuvasiatin ¢d thé gay hoa nd 8
thin trong khi ki xe vi vin hind gady-me
SUDYNG O PHY NIF CO THAL VA CJi
Rosuvastatin 2 chi dink & phy e €6 thai vi cho con bi. Phy
nit dang & dd twdi sinh sdn nén dimg phweng phip trdnh thai
shich hp. Vi cholesternl v ed¢ sin phdm khic cia qud minh
sinh h&ngho'pdwbﬁtml chn thidt cho s phit tign cua than nhi,
nén nguy co tém dn 1 vide ire ché HMG.CoA Coenzyme A o8
eao e bgi ok ciis vige dibu trj trong ki mang thai

Chura duge bidt rosuvastatin cd 131 vho sita me hay khing. cin
thin twong Khi dang thube & phy 1 cho con ko

QUA Liku

Khi qui léu bénk nhin nén dugc didu tri tridu ching vl cb cdc
bign phip diéu tn b trg néu cin ihide

BACH QUAN: G nhifs db dudi 30°C, rdnh dnh sing va dm,
ITAN DUNG:_36 thing ké tir nghy sin xule

TIEU CHUAN: Wha sinxult

TRINH BAY

RICHSTATIN Smg: 1 vi x 10 vidn/ hip

RICHSTATIN 10mg: 1 v x 00 vign/ hip.

RICHSTATIN 20mg: | vi x 10 vign' hip.

B xa tim day Iré cim

DT 13 hudmg diin i dyng trande khi ding.

Néu clin thém thaag tin, xin hoi § kidn Bie s
Thudie ndy ehi disng theo sy ki dom eda thlly thude.

GETZ PHARMA (PVT.) LTD.
2930027, Korangi Industrial Area Karachl 74500,

rj ) ._. ; ;-



