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HUGNG DAN SUDUNG
Thude nay chi bin theo dom cita bac si. Doc ki hudng din sic dyng trirde khi diing.
Muiin biét thém thing tin chi tiét xin hdi bdc s§ hode duge sf

ROVEX 20

(Vién nén rosuvasiatin calei 20 mg)

MO TA: Rosuvastatin calei 13 bit tinh thé tring ngd dén wing sia; tan rong acetonitril vi 1an it
trong accton, Cong thire phan o 14 (C;;H-FN,0,8),Ca, trong lugmg phin 113 1001,14.

PHAN LOAI DUGQC LY: Thube tim mach

DANG BAO CHE: Vién nén bao phim.

THANH PHAN: M&i vién nén bao phim chira:

Hoat ehit: Rosuvastatin caler twong duong véi rosuvastatin 20mg. ; )

Ti duye: Dibasic calei phosphat, lactose khan, microerystallin cellulose, tinh bt tién gelann hoa,

hydroxypropyl cellulose, natri starch glycolat, colloidal silicon dioxid, crospovidon, magnesi stearat,

hypromellose, polyethylen glycol 6000, tale, titan dioxid, %
i

MO TA SAN PHAM: Vién nén bao phim hinh try det, hai mit 16, miu ndu nhat,

:\'\
DUQC LYC HQC: ) . 7
Rosuvastatin 13 mét chit (e ché chon loe men HMG-CoA reductase 13 enzym han che ty 1& chuyen \
3-hydroxy-3-methylglutaryl coenzym A thanh mevalonat, mot tién chit cua holesterol. Rosuvastatn
lam glém cholesterol todn phin trong huyét wong, cholesterol 1y trong thilp. lipoprotein B trong
lauycl thanh do (e ché men HMG-CoA reductase va sy tng hop cholesterol & gan trén bé mjt 1€ bio
gitp cho sy tiéu thy v dj hoa LDL. Rosuvastatin con lam giam triglyceride va Bm ting cholesierol

ty trong cao.

DUQC PONG HOC: -~
- Hip thu: Néng 4 dinh trong huyét tuong cia rosuvastatin dat duge khoing 5 gid sau khi ubng.
Kha dyng sinh hoe tuyét déi khodng 20%. Udng thude khi no 1am giam ty 1¢ hip thu khoang 20%
nhung khéng dnh hudmg i lugng hip thu, Nong 46 ciia rosuvastatin trong huydt neemg khong
khie nhau khi udng thube vao budi sing hay budi 1éi, Sy
- Phiin bé: Rosuvastatin phin bd tong rdi & gan li noi chi yéu 1éng hop cholesterol vi thanh thai
LDL-C. Thé tich phin bd cta rosuvastatin khoang 134 L. Khoang 90% rosuvastatin két hop véi Q
protein huyét tuang, chi yéu 14 vai albumin.
- Chuyén héa: Rosuvastatin it bj chuyén hoa (khoing 10%), Cic nghign ciru in v-‘w vé chuyen héa
©0 sir dung cdc % bao gan cia ngudi xde dinh :ing rosuvastatin 1 mot chit nén chi yéu cho sy
chuycn héa qua cytochrom P450. CYP2CH i chit déng erzym chinh tham gia vio qua trinh
chuyén héa, 2C19, 3A4 vi 2D6 tham gia & mite d thip hon, Chit chuyén hoa chinh duge xie
dinh 13 N-desmethyl vi lacton. Chit chuyén hoa N-desmethyl ¢6 hoat tinh yéu hon khoing 50%
s0 v rosuvastatin trong khi dang lacton khong ¢ hogt tinh vé mit lim sing. Rosuvastabin
chuém hon 90% hogt tinh ie ché HMG-CoA reductas trong tuin hoin.
- Diothar Khoang 90% liéu rosuvastatin dugc thii i ¢ dang khéng déi qua phin (bao gbm hoat
chit duge hap thu vi khdng duge hip thu) vi phan con i duge bai tiél ra pude tiéw. Khoang 5%
duge bi tiét ra mudc tiéu duai dang khdng doi. Théd gian ban thii trong huyét tong khoang 19
gidr, Thoi gian ban thai khong I&ng khi ding liéu cao hon, D thanh thai trong huyﬂ tuomg trung
binh khodng 50 livgitr (he 56 bidn thién 1 21,7%), Gidng nhu cdc chit e ché men HMG-CoA
reductase khic, sy ddo thai rosuvastatin ra khoi gan cb lién quan dén chat vin chuyén qua ming
OATP-C_Chilt viin chuyén niy quan trong trong viée dio thii rosuvastatin khoi gan.
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Suy thin: Trong nghién cira trén nguedi suy thin & nhidu mie 4§ khie nhau cho thay ring bénh
thin tir nhe dén vira ¥héng dnh hudng dén nbng 4§ rosuvastatin hodc chit chuyén héa M-
desmethyl trong huyét twong: Bénk nhin suy thin ndng (40 thank thai creatinin < 30 mi/phit b
néng d thube trong huyét wong ting cao gip 3 in va ndng dd chit chuyén hoa N-desmethy!
ting cao giip 9 lin so véi ngudi tinh nguyén khoe manh. Nong 43 cta rosuvastatin rong huyét
twong & trang thdi dn dinh & nhimg bénh nhiin dong thim theh mdu cao hon khoang 0% so vai
ngwini tinh nguyén khoe manh.

CHI PJNH:

Tang cholesterol mau nguyén phil (logi 1a ké ed 1ang cholesteral mau di trayén gia dinh kigu di hyp
t7) hodie 16l logn Tipid mdu hon hop (logi 1b): 13 mot Higu phip hi 1o cho ché d§ an kiéng khi binh
niiin khing ddp dmg diy do voi ché d§ dn Kidng v cde lidu phip khong ding thude khic (nhu tip
thé dyc, gram cdn). o

Tang cholesterol méu gia dinh kicu déng hop tr dimg ho trg cho ché ¢ n Kiéng v cic bign phap
didu giam lipid khde (nhu |y teich LDL mdu) hoge khi ede ligu phip ndy khing thich hop.

CHONG CHI DJNH:

Chdng chi djnh ding rosuvastatin:

- Bénh nhdn qud man véi rosuvastatin ol bit ki 14 duge ndo cua thude.

= Bénh nhén mic bénh gan hoat tinh ké ci Ang transaminase huyél thanh kéo dii va khing ¢é
nguyeén nhin, va khi néng & transaminase Iw'_.rér thanh ting bon 3 lin gidi han teén clia mire bink
thurdmyge (ULN),

= Binh nhin suy thin ndng (d§ thanh thai creatinin < 30 ml'phdt).

- Bénh nhin ¢o béah Iy vé co.

- Bgnh nhin dang ding cyclosporin,

- Phu nitco thai vii cho con b, phy nir ¢6 thé o6 thai mi khing ding cie bién phip thinh thai thich
fop.

THAN TRONG VA CANH BAO:

Anh hiceng teén thin:

Protein nifu, duge phdt hién bing que thir vt c6 ngudn gbe chinh th dng thiin, 43 duge ghi nhin ¢
nhimg bénh nhin diéu try bing rosuvastatin lidu cao, dic bigt & lidv 40 mg, phin lm tnk teang ndy
thodng qua hoge thinh thoing xay ra2. Protein nigu khing phai Ia dhu hidu bo truds coa tinh trang
bénh thin cap hodc tién wrién, Cin dinh gid chire ning thin wong thoi gian thee ¢ cac bénh nhin da
duge diéu i liéu 40 mg.

Ank hiedng trén gan. .

Lium xét nghaém enzym gan tnade khi bt diu dibu trj bing statin v trong tnedng hop chi dinh lim sing yéu
ciu x1 nghidm sae Jo.

Ciin nhic theo déi creutin kinase (CK) trong trieong hop

+ Trude khi didu i, xé nghiém CK nén duge tién hanh wong nhing tngmg hop: Suy giam chire
nng thin, nhuge giap, tién sir ban thin hodc tién sir gia dinh mic bénh co di ryén, Tién st b bénk
co do sir dung statin hodc fibrat tnede dé, tién s bénh gan va'iofe ubng nhigu rugu, bénh ahin cao
Wi (= 70 tudi) ¢ nhimy yéu 1 nguy co bi tidu cor vin, kha niing xay ra twong tic thude vi mit sb
44 twomg binh nhin dic bidt, Trong abimy tudmg hop niy néa ¢in nhic I ichinguy co va theo doi
bénh nkin trén lim sing khi didy Iri bang statin. Nitu kéi qua xét nghigm CK > 5 lan giét han trén
cua mire binks thuémg, khing nén bit diu diéu ui bing statin,

= Trong qué trinh diéu 1rj bing statin, bénh nhin cin thing blo hi ¢b cdc bifu hign vé co nhw dau
€0, ¢img o, yéu co ... Khi cd cde bifu hign ndy, bénh nhiin cin ldm xét nghigm CK 08 cé cac bign
phip can thiép phd hop.

Ank Inedng i co:

Trong cie thu nghigm lim shng, khong ghi nhin thiy su ga ting dnh hwong tén co & mdt s béah
nhin diing rosuvastatin v cdc thudc khic ding dng théi. Tuy nhidn, ty 1& mic bénh viém co va
bénh co gis ting a3 duge thiy ¢ bénl nhin dong cie chdi e ché men HMG-CoA reductas khic ddng
thoi v cde diin xult cin axit fibrie ké ¢a gemfibrozil, cyelosporin, acid nicotinic, thude khding nim
nhdm azol, cde chit ire ché men proteas vi khang sinh nhom macrolid. Gemfibrozil lim 1fing nghy
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co bénh co kb ding ddng thin vét vii chit e ché men HMG-CoA reductase. Do vily, sy phoéi hop
gilia rosuvastalin va gemfibrozil khény duve khuyén cho. Vige st dung kit hop rosuvastatin vén
fibrates hode niacin d& dar duge sy thay di hom nits noing 46 lipid nén duge cin nhic ky gilra 197 ich
vi nuuy oo ¢f thé xay ra do nhimg kit hop ndy.

Khéng nén ding rosuvastatin cho binh nhin cé bfnh cip tinh, nghi ngd do bénh ¢ hode ¢b thé din
dén suy thin thir phit do tiéu co vin (nhw nhidm khuin huyés, W huyéndp, dai phiu, chin throng,
v loan dign gidi, ndi tiér vii chuyén héu ning; hofic co gift khéng kigm sofl due). -
Benk ahedin thicu ning tuyén gidp hode kol eliimg thin e O nhimg biah nhin 1ing cholesterol huyk
thir phit do thidu nang tuyén gidp hodic hdi ching thin by, thi nhimg bénh nhin nay phai duge dide
1rj trrdie khi bt ddu ding rosuvastating

ANH HUONG CUA THUOC LEN KHA NANG LAL XE VA VAN HANH MAY MOC:

Cie nghién efu dé xéc dinh dnh hudmg ¢a rosuvastatin wén khi nng i xe vi vin hinh miy moc
chua duge thire hugn. Tuy nhién, dia wén nhimg dic tink duge e thi rosuvastatin khing the dnh
huémg trén cde kha ndng nay. Kin l4 xe hofic van hinh mdy moc nén luu § ring chong mit co the
xity ra trong thisi gian dign trj.

PHY NUCO THAI VA CHO CON BU

Rosuvastatin chong chi dinh trén phiy nd b tha vi cho con b,

Phy nit c6 Il_u': mang thai nén sir dyng cic bign phip agia tha thich hpp, Vi cholestere! va cic san
phim sinh 1ong hop choelesterol khic li cfap thiét ¢ho syt phat trién bao thai, nén nguy ¢ tiém ting do
fre ché men HMG-CoA reductase s& chigm un the hom 10 ich eda vige didu wrp bing rosuvastatin
trong sudt thod gian mang thai. Cdc nghién civ irén ddng vit cho thiy ed nhimg bing ching gidi hn
& dhe tink trén b sinh sin, Néu bénb nbdn cb thai wong khi didu irj biing rosuvastatin thi nén ngung
thuoe ngay I§p Wre. :

O chudt, roswvastatin bai tiét qua sira. Khdng 6 dir ligu wong img vé sy bbi 1881 qua sira & ngudi

TUUNG TAC THLOC:

Cyclesporn: Ding dong tho) rosuvastann vii ¢yclosponis, cde g 1rp AUC clia rosuvastatin cae hon
trung binh gap 7 1dn so véi trf sb ndy & ngudn tinh nguyén khoe manh,

Ding ddng thi rosuvestatin va eyclosporin khang anh hudmg dén nong di eyelosporin trong huyét
lmg.

Cie chir d6i khing vitamin K: Gidng nhu cic chit ire ché men HMG-CoA redetase khide, khi bix dhu
digu e hodic tng lidu rosuvastatin & bésh nhin diéu trj dong thei véi cde chit ¢bi khing vitamin K
(mhur warfarin cé (hé Lam ting ir s6 INR. Npung ding hode giam lidu rosuvastatin ¢6 thé m giam
INR. Trong nhimg trrdmg hop nhu vy, nén theo déi irj s6 INR,

Gemfibrozil: Giong nhu cic chit e ché men HMG-CoA reductase khic, ding dong thdi
rosuvastatin voi gemfibrozil lim ing gap 2 lan cie chi s0 Cmux vl AUC cua rosuvastatin,

Thuée khing acid: Ding rosuvastatin dong thin vii bin dieb thude khing acid chia nhbm v magne
bydroxid lim giam khodng 50% néng d rosuvastatin trong huyés seeng. Khi véng thube Khing acid
cdch 2 gity sau khi diing rosuvastatin thi ndng d6 rosuvastatin trong huyet wong s& gidm it hon, Mdi
twong quan vé mdt lm sing ¢ds wang te nay vaa chua rd.

Ervthromyein; Dang dong thin rosuvastatin vl erythromyein idm giam 20% AUC (0-1) vd 30%
Cmax ciia rosuvastatin, Tuong tie niy ¢6 thé 14 do erythromyein Him ting nhu ddng gt

Thube vién ubng ngiea thailidu phip thay the bormon (HRT): Ding déng thai rosuvastatin véi thude
vién udng ngira thai lam 1dng 26% AUC cia ethinyl estradiol vi 34% AUC ciia norgestrel. Nén lug
dén mirc ting ndng 4§ cde chiit ndy rong huyét tuong khi chen thude wbng ngia thai. Cha ¢b dir
ligu dige dong hoe trén nhimg bénh nhin ding déng thoi rosuvasratin vi HRT vA vi viy khong thé
Youi wl khad niing cb vhe ddny wemg ue Tuy nhién, su két hop di duge si dung ring i & phu nix
trong ¢ie thir nghigm lam sing va ¢ duge dung npp 1,

- Tang nguy o thn thuong co khi sit dyng statin dong thei voi eae thube saw Gemfibroail, che thude
hy cholesteral mdu nhom fibrat khac, niacin ligu cao > | ghagay), colchiein.

- Vie sit dung déng thir cae thude hg lipid mbu nahbm statin v& cae thube diéu tr HIV vi vigm gan
sigu vi C (HCV) ¢6 thé lam tang nguy co sdy 160 thwong co, nghigm treny nldt 1 tGéu co vin, thin
lu din dén suy thin vi cd thé giy 10 vong.
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- Khi ding déng thinl vdi atazanavir, atazanavir + ritonavir, lopinavir « vitonavir, gl han liéu
rosuvastatin 181 da 10 mg mét lan/ngiy. )

Men eytochrom P450; Két quéd i thir nghiém in vitro v in vive chimg 0 rdng rosuvastatin khibng
phiii 14 chdt (e ¢hé hodic em tng men cytochrom P450. Hom nita, rosuvastatin 1 chit nén yéu cho
cic enzym ndy. Khéng ghi nhin cb wong tdc ding ké vé mit lim sing gilta rosuvastatin vii
fluconazol (chat e ché CY P20 v CYP3IAS). Ding dong 1hdn itraconazol (chin de ché CYP3AL)
v resuvastatin Him @ng 28% AUC cia rosuvastating Sy ting nay khdng duwge xem | ¢ ¥ nghia veé
mE Hm sang. Vi viy, kbdng ed womg tic thube do sy chuyén héa qua trung gian cytechrom P450,

TAC DUNG KHONG MONG MUON:

Cie phan img ngop ¥ duge ghi nhin kit ding rosuvastatin thdng thudmg nhe vil thodng qua, Trong
che nghign ciru 1im shng cb ddi chimg, c6 dudi 4% binh nhin diéu 1rj béng rosuvastatin fit khoi
nghién clru do bién ¢d ngoai ¥.

Tin sudt coa ciic phin img ngoai ¥ nhar sau: Thdng gip (= 17100, <1710}, it glip (= 171000, < 1/100),
kiém gdp (> 1/10000, < 1/1000). i

Rdi logn hé midn dich: Hiém gip: Cde phan tmy qud min ké ¢d phit mach,

lgfn'. loan hi thin kinh: Thedng gip: Nhie di, chong mit, suy gidm ahdn thic (nhe mit trf nha, 1
Lin...)

Réi loan hé tiéu hén; Thuimg gip: Tdo bén, budn nin, dau bung

Ré1 logn da v md dudi da: It gdp: Nigira, phit ban vb me day |

R loan hé co sueng, mé lidn ket vit xuomg: Thudmg gip: Bau co, Higm gip: Binh co, tidu co vin
Cée réi logn tang quat: Thudmg gip: Suy nhuoe.

Chuyén hda: Ting dudmg huyét, ting HbA le .

Giong nhy cic chit e ché men HMG-CoA reductas khidc, tn sudt xdy ra phan dng ngoi ¥ ¢6
khuynh hudng phy thude lidu. o

Téc déng trén thiin: Protein nigu, duye phit higa bing que thir va cb ngudn goc chinh Wi ong thin, ¢3
duge ghi nhin & nhimg bénh nhin dieu irj bing rosuvastatin, Sy thay doi lugng protein rigu
khang ¢b hoje chi eb vér dén duomg tinh ++ hoje ¢ao hon dd duge nndn t‘l;éy & < 1% bénh nhin khi
diéu try bang rosuvastatin 10 mg vi 20 mg va khoang 3% bénh nhin khi digu trj bing rosuvasiatin 40
mg. Lugmg protein nigu ting nhe t& khéng ¢6 hofic cb vél ¢én duong tinh + duge ghi nkin & litu 20
mg. Trong hiu hét cdc edmg hop, protein nigu gidm holie ty bidn mét khi tigp e digw urj vh khong
phai 1 diu hidu bdo trudc eva binh thin edp tinh hay tién trién.

Téc déng trén hé co-xuomg: Gidng nhu cie chit e che mien HMG-CoA reductase khic, tc ding
irén h co-xuong nhu dav co va bénh co khdng 6 bien chimg va rat hiem frudng hep Héu co vin ma
6 khi €6 lién quan dén sy t6n thuong chire ning thin ¢4 duge ghi nhin & nhing bénh nhin duwgo
didu 1 bing rosuvastatin, .
Tang niing d§ CK theo liéu ding duge quan st thily & mpt 36 it bénh nhin ding rosuvastatin; phin
lom cée trudmg hop 1A nke, khbng ob wrifu chimg va thodng qua. Néu nény 4 CK tng (> SxULN),
vige ditu tri nén ngung tam thoi. )

Tic dgng trén gan' Cing gicng nhu che ¢hit deo ché men HMG-CoA reductase khic, ting
transaminasee theo lidu ¢d duge ghi nhin & mdt sé [t bénh nhin ding rosuvastatin, pidn lon che
frudng gp déunhg, khdng cb trigu chirng vi thodng qua.

“Thing bio cho bic si cde tae dung khding mong mudn gip phai khi ding thude”.

LIEU LUQNG VA CACH DUNG: . : -
Trude kil bit diu didu tej. bénh nhin phéi theo ché 86 dn kiéng chudn gidm cholesterol va tidp tyc
duy tri ché 49 ndy wong subt thoi gian didu tri. Sir dyng eae hudng din dbng thuin ditu g vé ebi
logn lipid & didu chinh lidu rosnvastatin cho timg bénh nhin theo mye tidu didu i va dip dng cda
bénh nhin. : "
Ligu khéi diu khuyén cio 1 rosuvastatin 10 my, ubng ngiy | lan va phan 1én bk nhin duge kiém
sodt ngay o lidy kboi diu ndy, Néu cin co thé g lidu 160 20 mg sau 4 whn Viée ting litw lén 20
mg chi nén s dyng cho cic bEnh nhin ting cholesterol mau ning ¢b nguy co cao vé bénh tim mach
(dic bigr 1 cdc bEnh nhan ting cholesterol mdu giz dinh) mi khdng dat duge mye tidu didu in o liéu
20 mg vi cde bEnh hin niy edn phit duge thee ddi tudmg xuyén.

Rosuvastatin ¢6 thé ding bét ¢ir lic nio trong nady, trong hode xa bz in,

-
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Tre em:

Tinh an todn va higu qua & tré em chua duge thiét lip. Kinh nghifm vé vige dung thude & 1ré em chi

gidi han trén mGt nhom nho tré em ( 8 woi) bi ting cholesterol miu ga dinh kiéu dong hop o Vi

thé, rosuvastatin khing dugc khuyén cdo diing cho tré em trong thii gian niy.

Ngwi cao l'mﬁt.

Khéng cin diéu chinh liéu,

Bénh nhin suy thin:

Khong ¢in diéu chinh lidu & cic bénh nhin suy thin tir nhe dén vira,

Cllﬁng chi dinh ding rosuvastatin cho bénh nhin suy thin njing.

Bénh nhin suy gan:

Mire d§ tiép xiic voi rosuvastatin tinh theo m:mg &¢ v thii gian khong ting o nhimg binh nhin ¢b
diém s6 Child- Pugh 7. Tuy nhién mirc d§ 1iép xiic voi thude ting lén ¢d dwge ghi nhin & nhimg

bénh nhin c6 diém sé Child-Pugh 8 vi 9. O nhimg bénh nhin niy nén xem xét dén vige dinh gid

chire ndng thiin, Chia ¢b kinh nghiém trén ¢ac bénh nhin c6 diém sb Child-Pugh trén 9. Chéng chi

dinh ding rosuvastatin cho cdc bénh nhin mic binh gan phit trién.

QUA LIEU: ) ) )

Khing cb phuong phip di¢u tri diic higu khi ding thude qué ligu. Khi qué ligu, bgnh nhin nén duge
digu trj trifu chimg v dp dung cic bién phip hg trg khi cin thiét. Nén theo dai chirc ning gan vi
nong d6 CK., Vige tham phin mdu 6 thé khong ¢b lgi,

TRINH BAY: Vi nhém 10 vién, Hip gify chira 3 vi va tr huémg din sir dung.

PIEU KIEN BAO QUAN: Bao quan & nhidt ¢ dudi 30°C,

HAN DUNG: 24 thang ké tir ngay sin xuit. Khing tlun%ymﬁf‘qg‘iig_n cho phép

__4'

DE XA TAM TAY TRE EM
TIEU CHUAN CHAT LUQNG: Nha sin xudt
Nha san xudit:

AKUMS DRUGS & PHARMACEUTICALS LTD. s
19, 20 & 21, Seetor-6A, LL.E, SIDCUL, Ranipur Haridwar - 249403, An B§.

TUQ. CUC TRUING
PTRUUNG PHONG
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