MAU TG HUGNG DAN SU DUNG THUGC (MAT TRUGC)

1. TEN THUDG:

HAIROVAS 20

2.GAC DAU HIEU LUU ¥ VA KHUYEN CAO KHIDUNG THUGC:

DEXATAMTAY TRE EM

BOC KV HUGNG DAN SUDUNG TRUGC KHIDUNG

THUSC NAY cHIDUNG THEO DON THUGC

3. THANH PHAN GONG THUC THUGC: M3iviennénbao phim chira:

Thanh phdnhoatehdl:

Rosuvastatin (dudd dang Rosuvastalin Caleiim, ..., .o msssrmsiess sorsesssssiess 20mg
Thénh phdn té duge: Laclose, Cellulose vi tinh 1hd, Calcl phosphat dibasis, Nalri
croscarmelose, Tinh bot tidn gefalin héa, Magnesi slearat, Talc, HPMC 15 cps,
Polyelhylen glycol 6000, Titandioxyd, PonceaudR lake ........................... vira do 1 vign
4, DANG BAO CHE: Vign nén bao phim, mau hdng, hinh trdn, durdng kinh  mm, canh
va thdnhvign lanh 3n,

5.CHIB|NH:

BIbu tr] ting cholesterol mau:

Noudi i6n, ré vi thanh nién vi tré em trén 6 tudi bj ting cholesterol m&u nguyen phat
(103l Ila ké c4 tang cholesterol mau gia dinh kidu dj hop tit) hoac bl loan lipid mau hin
hop (logilib): IAmQt ligu phap bd sung cho ché dp ankidng khi bénhinhan khdng dap tmg
a?}’aa véi ché d) an kidng va cac libu phdp khdng ding thudc khac (nhu 18p thé dye,
glam cén).

Ng;man, thanh thiéu nién va tré em trén 8 twdl ¢d ling cholesterol méu gla dinh kidu
adng hgp tir: ding hd try cho ché g9 éin kieng va cAc blén phap dibu trj gidm lipid khac
(nhurly trich LOL méu) hodic néu e4¢ phurong phéap dibu rj ndy khng thich hop.
Phéngngirabiin ¢ Tim mach:

Phéng nglra cdc bién cb tim mach & nhan uéctioh co oo cao adlvéd bidn cd
tim mach dduién: nhw mdt ligu phap bd sung dé aldu chinh cacydu 16 nguy co khdc.

6. CACH DUNG VA LIEU DUNG:

Géchding:
Truée khi bt ddu dibu tr, bdnh nhan phai theo ché 40 an kieng chuln gldm cholesterol
va idp tue duy trl ché 40 ndy lrong sudt théd gian aidu b, BIEu chinh iéu cho bénh nhan
theo myc tiéu dibu rjvA dap img cia bénh nhan.
mr‘r‘avaszommédmg L cir Wie ndo trong ngdy, trong hodc xa bira &n,

ding:
oﬁéuwrmgcmmmm.:;
Libu kné1 ddu khuyén cdo1a 5 mg hofic 10mg, ubng 1131/ ngdy, Néu cAn c6 thé tang ibu
18n 20 mg sau 4 tudin. Vide 1ang lidu 1n 40 mg chi nén sir dung cho cAc bénh nhan tang
cholesterol méunding co nguy co cao vl bénh tim mach (d3c bigt 14 eac bénh nhan lng
cholesterol mau gia dinh) ma khdng dal duge muc tiéu didu irf & lidu 20 mg va cac bénh
nhannay cAn phdidugetheo dol thurdmg xuyén,
Phdng ngira cée bidn ob innmach:
I;_dmgnghﬁnmugwmnguymﬂmmm. libu ding 14 20 mg Ingay.

em:
Viéa sir dyng & lrd em chingn duge thychién béi cdcnhanvigny 6.
Tré emva thanh thidu nign tiré &én 17 twdi:
Tang cholesterol mau gia dinh djhgp iix
Tréem\lf:mugéu nién tang cholesterol mau gia dinh df hyp b, lidu khér du thong
thwrémg ngdy.
+ Tré em 1ir 8 dén 9 tudl cb ting choleslerol mau gla dinh dj hgrp tér, i diing thong
thudmg 18 5-10 mgadn/ngay. Anlodn va higu qua cia céc libu In hon 10 mg chura duge
nghlén cru trong nhémnay.
+ Tré em 1ir 10 dén 17 tudi oo tang cholesterol mdu gla dinh o] hop tir, 1y diing thang
thurérg 14 5-20 mgAAningdy. An 104n vA higu qud clia libu cao hon 20 mg chua dugc
nghién cdru lrong nhdm ndy.
Tangdbohstmméwamnhdbng hgpti:
Tré em tir 6 dén 17 udi co tiing choleslerol méu gia dinh ddng hgp (Y, idu 181 da duge
khuyéncéola 20mg x 11dn/ngdy.
Nénbét ddu lidu tir 5 aén 10 mg mBi ngay tiiy theo twdi, cn néing va linh trang sir dung
statintrudo. Lidu 181 da 20 mg x 113n / ngdy sir dyng theo ddp Gmg v kha nang dung nap
clla limg bénh nhin nhitheo khuyén cdo ciatrd em. C6 (tkinhnghiém v cdc fidu khac
mmlmmwnnay.
Tré em dud 6 tudl
Tinh an lodn va higu qua cla vige sir dyng & Iré em dudi 6 tudl chira duge nghién cinu,
wm,mfomzommuwenmdw&m trd em dudd 6 1udi

caofudl:
Ligukhd1 dAu 13 5mg & bénh nhan> 70 tubl, Khding c6 sir didu chinh lidu khac 14 cAn thibt
énquanaén tullitac. o
B@nhnhénsuy thin:
Khong cAn diduchinh liéu & cacbénh nhin suy than tirnhg dén vira.
Chéng chi dinh dimg Hairovas 20 cho bdnh nhan suy hinnang.

Bénhnhénsuygan:
M ¢ rosvastalin 1inh theo ndng do va théi glan khong 1ang & nhing bénh
nhincd 56 Chitd-Pugh < 7. Tuy nhign mire d0 iép xic véi thubc 1ng 1en 04 duge

ghi nhin & nhOmg bé&nh nhan ¢ diém sb Child-Pugh 8 va B (xem Duge ddng hoc). O
nhing bénh nhan niy nén xem xét dén vige danh gia chae nang thin, Chua cd kinh
nghl¢mtrén cacbdnh nhancé didmsé Child-Pughtrén 8.

Ching tge:

Téng mirc ad tiép xic vori thubetinh theo nbing 60 va thad glan 48 dugcthiy & bénh nhan

chiu A Lidu dhu khuyén co 14 5 mg cho bénh nhan gbe Chau A. Lidu 40 mg 14

théng chidiah & nhiimg bénh nhan nay.

7.CHONG CHIBINH:

~Bénhnhanqua min v rosuvastatin hodic bt ki t4 durge ndo cia thube.

- B&nh nhan mic bénh gan hoat linh k& c& 1ng transaminase huy@t thanh kéo dai va

khéng cdnguyén nhan, v khi djtrensaminase huyét thanh 1ang hon 3 1Angidi han

tréncdamire binh thudmg (ULN).

-B@nhnhansuy thanning (09 thanh thai creatinine < 30 miphit).

-Bénhnhancobenhly vh o,

-Bénh nh&n dang ding cyclosporin.

;};?uhﬁmm vacha con ba, phyntr c6 thi c6 thal ma khong ding cc bign phap Irdnh
1 ;

8. CANH BAO VA THAN TRONG KHIDUNG THUSC:

Céctinh trang cAn thiin trong khl ding thudc

Anh hudmg tién ihén "
Prolein nipu, dugc phat hién bing que thir v ¢6 ngudn gbc chinh tir dng than, da duge =
ghl nhdn & nhing bénh nhan didu i bing Rosuvastalin lidu cao, dac biét & lidu 40 i\
phanién tinh lrgng nay thoding qua hoge thinh thoding xdy ra. Protein nigu khong phaifa = -
ddu hiéu bio tnrére cila tinh trang benh 1han cAp hogc tidn tidn (xem tac dung ng j"ff/{ o
ﬁndﬁ:mgmm&cnlngmsnmmdghn theo doi cac bgnh nhan da drge gidatl
40mg. i
Anh hudmg tedn coxuong
Ging nhir cdc chél irc ché men HMG-CoA reductase khdc, cdc t4c dong

Xuong nhu gay ra dau oo va bénh co, khong c6 bién chimg va rdl hidm truémg h

co van ma dolkhi cé Iﬂmanﬂén i 1bn thuong chive ndng than da duge ghl r
bnhnhan dugeditu lrj bing Rosuvastalin,

Bo &) Crealine Kinasa (CK)

mmmmmcxmumwnmﬁmmcmcmuoaumennwnwamo"ﬁ;b_ J

uyénnhan nao do co thé IAm ang GK v dibu ndy o6 thd Iam sal 1éch két qua.
:au ¢ CK tang cao dang ké tnrdre khi didu I (> 5 x ULN) thl nén thire hign mot xét
nghiém da xdc dinh g1 rong vong 5-7 ngay. Néuxal nghig¢m 13p lgl xéc dinh ndng 0 CK

trdre kbl didu I vniém hon 6 x ULN thikhong nén bitddu dléu trf bAng Rosuvastatin,

Trundre ki i 1

Gibng nhr c4c chdt re ché men HMG-CoA reductase khic, cn than trong khi diing
Rosuvastatin & bénh nhan od cac ydutd co thé diin dn tiéu co van nlie:

* Suy thin.

* Nhugegidp.

« Tiénsirbanthan hogc gla dinh cobgnh di ruydn vé co.

« Tin sir gy ddcinh trdn cor do cdc chilt tre chd men HMG-CoA reductase khic hoic
fibrat.

= Nghignnreu
o Trén 70 bl
s Céc linh lrang c6 thd g Ay ra tiing ndng d¢ thudc trong huy8l tuang.
O nhtimg bénh nhan nay nén cAn nhac gita nguy co va Igi Ich cia vige didu L va phdl
theo dol 1am sang. Néu ndng 40 CK tang cao ddng ké so val trudro khi didutr] (> 5x ULN)
thi khdng nén bt ddu didutrj bing Rosuvastatin
Trong khididu trj
Nén yéu cdu bénh nhin béo cdo ngay cdc hign tugng dau cor, yéu co holic chudt it
khdng gidi thich dugce, dgc biét ndu cd kém mél mdi hodic sét. Nan do ndng a9 CK &
nhomg b¢nh nhan nay. Nén ngung ding Rosuvastatin néu ndng d CK ang cao dang
ké (> 6 x ULN) hofic c4c Irigu chimg vé cor trdm Irong vé gy kho chiu hiing ngay (ngay
cd khi ndng 40 CK < 5 x ULN). Néu cde tiéu chimg ndy khng con nira va ndng a6 CK
ré i mirc blnh thudng nén xem xét dén vic ding lal Rosuvastatin hodie ding mét chal
arcché men HMG-CoAreduciase khac & lidu thdp nhit va theo dbi chat cha.
mmmnnnnam a4 CK & cac b¢nh nhain khdng ¢d rigu chimg khdng Jam bdoe
phdt oo,
Trong cac thir nghiém lAm sang, khdng ghi nhan thy sir gla tang &nh hurding lén co' &
m bénh nhan ding Rosuvastalin va cdc khdicding dbng thér, Tuy nhidn, ty
bénh viém co va bénh co gia1ang da duge thiy & nhén ding cac chiil irc
men HMG-CoA reduciase khac adng thei véi cac din xull coa add fibic k8 ca
gemfibrozil, cyclosporin, acid nicotinic, thudc khang ndm nhom azole, cac chil trc ché
men protease v khang sinh nhém macrolide. Gemfibrozil lAm ting nguy cor bénh co khi
diing adng tharl véi val ehill irc ché men HMG-CoA reductase, Do vy, sy phél hopgloa
Halrovas 20 va gemfibrozil khdng dugc cdo. Vige sir dyng két hop Rosuvastatin
i fibral hoge nlacin 48 dat dugc sy thay dbi hon na ndng dd lipid nén drge ean nhdc
kg gitra lgi Ich va nguy co c6 thé xdy ra do nhiing két hop nay.
Khdng nén diing Rosuvastatin cho binh nhin ¢6 inh trang nghiém trong ¢dp tinh, nghi
ngdr da bénh oo hode cé thé diin dén suy han thi phét doidu co van (nhur nhi&m khu
huyét, tyt huyét dp, dal phiu, chdn twrong, rdi logn aign gidl, ngl tidt va chuydn hoa
néing: hodcco gidt khong kidm soat duyc),
Anhhurdmg tréngan
Gibing nhu cac chil e ché men HMG-CoA reductase khac, cAn than Ligng khi diing
Rosuvastalin & bénhnhan nghién negu vivholic cb tibnsirbénhgan.
Céc thir nghiém chire nang gan dugre khuyén co thyre hign tnrére khi didu tr va 3 thang
saukhibat ddu gidu trj bing Rosuvastatin. Nén ngung hofic gidm 8u Rosuvastatin néu
nbngddtransaminase thanhgdp 3 1An giéi han lrén coa macbinh thisdng,
' nhamg b&nh nhan tang cholesterof méu thix phat do (hidu nang luyn gidp hodc hal
chimg th@n hu, thl nhitng b@nh ndy phal duge didu 1 tnede khi dAu ding
Rosuvastatin.
Chingtpc:
G&cmnwudwadonghwd)o thdy c6 sir gia t3ing mire 00 U&p xdic vai thube linh
theo dOvathtigian & bénh nhan Chau A so véi ngudida trdng phuong Tay.
Chdtan ché proteasa
Téing mirc 44 1iép xtic todn than véi rosuvastalin 48 dugc quan sat thdy & nhiing bénh
nhan ding rosuvastatin cing véi cac chill tre ché prolease khiic nhau két hop véi
rilonavir, CAn can nhic cé vé lgi ich cia vige ha lipid bing cach sirdyng rosuvaslatin &
nhiimg bénh nhin HIV dugc sir dung chil re ché prolease va va khd nang tang ndng 4o
rosuvastatin trong huyé! tuong khi bl GAu va khi Ling lidu rosuvastatin & b&nh nhan
@il lrjbAng chill o ché protease. Vide st dung ddng thi véd cac chit ire chd protease
khdng dugre Khuyén cao Irir ki idu rosuvas tatin dugc didu chinh,

Khong dung nap taclose

BEnh nhin c6 cdc viin dé vé di truydn hidm gap nhu kKhding dung nap galaclose, thiéy
ht I_B;ﬁw hoic gidm hip thu glucose-galactose khdng nénding thude ndy.
Bénhphdiké

Cac cadgcbigt cha bénh phdl k& 03 duge bao cdo vél mdt sb stalins, dde bidt1a khi didy
11} kéo dal. Cctrigu chimg o6 1hd bao gbm thér dc, ho khdng hidu qud va suy glam soic
khoé néi chung (mét mdl, gidm can va s1). Néu nghl ngér benh nhan c6 benh phdl ké
tién tridn, nén ding statin.

9. SUDYNG THUOG CHO PHY NU GO THAI VA CHO CON BU:
Rosuvastatin chdng chldinh trén phyntrcd thal va cho con b,

Phynir ¢ 1h8 mang thal nén strdyng cacbién phdp ngira thal thich hgp.

VI cholesterol va cac sdn phdm sinh 1bng hop cholesterol khdc 1 cAn thiét cho s phat
tridn béo thal, nén nguy co tm tang do (rc ché men HMG-CoA reductase sed'ﬂgmuu
thé ham lgi fch ciia vigc didu trj bng Rosuvastalin trong sudt néi glan mang thel. Gac
nghién ol trén dong vat cho thdy c nhong bang ching gici han vé dfe inh Irén hé
sinh san. Néu benh nhan o6 thal rong khi didu trj bing Rosuvastatin thl nén ngung

ngay ldplira;
w%[wapﬁ qua sra. Kndng cd dir ligu teong (g vé sy bai 1iét qua

L B e L,
NHHUGNG CUATH a_\t? N KHA NANG LAI XE, VAN HANH MAY MOC:
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MAU TG HUGNG DAN SU DUNG THUGC (MAT SAU)

11, TUONG TAC, TUONG KY COATHUGC:

- Cyclosporin: Ding déing thd Rosuvastatin véi cyclosporin, cic g bj AUC cia
rosuvastatin cao hon trung binh gdp 7 18n so vai trf s ndy & ngudi linh nguyén khoa
manh. Diing ddng théri Rosuvastatin va cyclosporin khdng dnh hirdng gﬂ,n ndng 6
cyclosporin rong huyét tuong.

- Chét tre ché protein van chuyén: Rosuvastatin 13 cht ndn cho mdt sb prolein van
chuydn nhétdnh, bao gdm chitvan chuy&n hAp thy gan OATP1B1 va chit vain chuydn
chAl théi BCRP. Phéi hgp Rosuvastalin véi cac san phdm thubc 12 chal irc chi cdo
proteln vggn?uyén nay co th& 1Am tiing ndng d¢ rosuvastatin trong huyét firong vA ting
nauy cor 0.

- Chétire ché protease: Mc dil co ché tuong te chinh xéc chura duge biét, nhung sir
dyng chilt irc ché protease ddng thirl 1am ting si 6p xtic vér rasuvastatin, Vi dy,

myt nghién ciru vé duge dong hoe, ding pl:?l hgp rosuvastalin 10 mg va mit chét
herp cla hal chill (o ché proteasa (300 mg alazanavir 100 mg ritonavir) & nhimg ngudd
tinh nguygn khde manh véi sy gia ting gdp ba IAn va ting gdp bay 1An o véi AUC va
Cmax_cda Rosuvaslatin liromg img. Vide sir dung ddng théd rosuvastatin va mét sb
chil k&t hop cdc chit (e ché protease cb thé duge xem xé4 sau khi xem xét cAn than
didu chinh I rosuvastalin dya trén sir gia tang dy kién vél sy idp xic cong

rosuvastatin,

- Céo chét a8l khang Vitamin K: Ging nhu céc chillire ché men HMG-CoAreductase
khie, khi bdt ddu dibu trf hodc Lng I8y Rosuvastatin & bénh nhAn didu ] g theri vl
cdc chit déi khang vitamin K (nhu warfarin) cé thd 1am t3ng 1ri s& INR. Ngung diing
hojc gidm libu Rosuvastatin co thé Iam gldm INR. Trong nhimg trémg hgp nhu vay,
néntheo ddi tri b INR.

- Gemfibrozil: Gidng nhur céc chit ire ché men HMG-CoA reductase khie, ding ddng
thisi Rosuvaslalin véi gemfibrozil 13m tang gip 2 Bn cAc chl s8 Cmax va AUC cda
rosuvastalin (xem Cénh béo va Thin trong lac diing).

- Thude khing acid: Dong Rosuvaslatin ddng thei val hn dich thubc khng acid chira
nhdm vt magnesl hydroxyd 1am gidm khodng 50% nbng dd rosuvastatin trong huyét
trrong. Khi thubic khing acld céch 2 gk sau khi diing Rosuvastatin thl a5
rosuvastatin trong huyét twong 6 gidm it han. M&i luong quan vb mat 1am séng cia
Wrong tAendy vin chua ra,

- Erythromycin: diing ddng thevi Halrovas 20 véri erythromycin 1m gldm 20% AUC {0-1)
mﬁmxw& rosuvastatin. Tuong te ndy b thé 1 do erythromycin lAm 1ng nhu
- Thube vién ubng ngira thaif 1Igu phép thay thé hormen (HRT): ding ddng thei

Halrovas 20 wéri thude vitn ubng ngira thal 1am téing 26% AUC ciia ethinyl estradiol va
M%ﬁucmanoxme(. Nén luu y dén mire ting ndng d8 cc chit nay trong huyét
tuong khi thude ubng ngira thal, Chira cb div lidu duge hootrén nhimg bénh
nhdn ding théd Rosuvastatin va HRT va vi vy khong thé logl trir khd néing o6 1Ac
ding tirang ty. Tuy nhién, sy két hop da dwge sir dyng réng ral & phy nik trang céc thir
nghiém I3m sang va da dugc dungnap téL.

- Cée thubekhde:

Dua trén cac dir ligu L cae nghldn ciru vl turong tc thubc chuyén bigt cho thiy khong

cb tuong tdc ddng ké vB mjt 1am sang khi ding chung véi digoxin hodc fencfibrata.

Gemfibrozil, cic fibrate khac va niacin (acld nicotinic) & c4c lidu I&m gidm lipid (= 1

gingdy) 1Am Wing co bénh cor khi ding déng théri vér vai ehfil ire ché men HMG-

CoA reductase, co tha 14 vl nhimg chél ndy gay bénh Iy vh oo khi ding ridng 18 (xem

Canh bdo va Thin trong lic ditng).

- Men cytochrome PA50: két qua tir thir nghigm in vitro va in vivo chimg 16 ring

rosuvastatin phdila chit irc ché hode cim (g men cytochrome P450, Hon niva

rosuvastatin I chat nén yéu cho ccenzyme ndy. ghinhdn cé hwong e ding

v& mal 1am sang gitra rosuvastatin v fluconazole (chit tre CYP2CH va CYPIA4)

hojic keloconazola (chit (o ché CYP2A6 va CYP3A4). Ding ddng thdi itraconazolo

(chdt rc chd CYP3AA) va rosuvastatin [3m ting 28% AUC cia rosuvastatin, Sy lang

néy khéng duwgc xem ki c6 ¥ nghta vé mit 1Am sang. VI vay, khong b tirong tac thude

do sy chuyén héa quatrung gian cylochrome P450.

12. TAC DUNG KHONG MONG MUON cUA THUSC (ADR)

Céephan dmg ngogl y dugcghl nhén khi ding Rosuvastatin thuding mavau\oangx.

Trong céc nghién ctru 1am sang co 48l chimg, cb dudd 4% bénh nhan didu tr bang

Rosuvastalin it khdl nghién et do bién cb ngoal y.

Tan sulit cda céc phan (g ngoal ¥ nhie sau: thuémg dp (> 11100, < 1/10), It gip (>

171000, < 1/100), hidm gdp (> 1/10000, < 1/1000).

Réilogn hg mién djch: Hibm o#p: céc phan ing qué mén ké cd phi mach.

Rdifoan hé thdn kinh: Thuréing g8p: nhire 64y, chéng mat.

Réilogn hé isw hod: Thirdmg giip: tho bén, budn nan, dau byng.

Réilogn davi md dudide:(tgip: ngtra, phétban vamé day,

Réiloan h coxurong, mé lién két va xuong:

Thirdmg géip: dau co. Hidm gdp: bénh co, tidu corvin,

Caerdilogn tng quat: Thudmg gip: suy nhuge.

Gibng nhir ¢4 chit tre chd men HMG-CoA reductase khac, thn xuflt xdy ra phan img

ngogly cokhuynh hudmg phy thude lidu,

Tdc dng trén thin: Proleln niéu, duge phit hign hérglwa thir va c6 ngubn gée chinh

tir éng th3n, d duge ghi nhin & nhtmg bénh nhan didu tri bing Rosuvastatin, Sy thay

ddi ivgmg proleln Nl tir khéing ob hode chi ob vét dén duong tinh ++ hode cac hon da

duganhin thiy & < 1% bgnh nhén khi dibu i bing 10 mg va 20 mg va khodng 3% bénh

nhdn khi didu tr] bding 40 mg. L prolein nigu [Ang nhe tir khdng cé hodic cb vét dén

duong Unh + duge %t;lnhmdrn 20 ma. Trong hiiu hélt cac lnudmg hop, prolein nidu

giam hodc tir bidn mat khi i&p tye didu trj va khéng phai 1 ddu hidu béo trudre cda bnh

than cAptinh hay tifn tridn.

Tédoding rén he co-xuromg: gibing nhu cac chilt irc chié men HMG-CoAreductase khéo,

ldc ddng trén hé co-xuong nhir dau oo va bénh co khdng b bién chimg va rit higm

trurding hgp liéu oo van ma dol khi cb lién quan dén sy thn thuong chire ning thén da

dugeghl nhign & nhiing bénh nhan durge didu tr vél Rosuvaslatin ldn hon 20mg.

Tang ndng 48 CK theo lidu ding duge quan sat théy & mdt &b It bénh nhan ding

Rosuvastatin; phén 16m cAc inrdmg hep 13 nhe, khdng ¢b trigu chimg va thodng qua.

Néunbdng d¢ CK Ling (> 5x ULN), vidc didu I nbn ngung tam thiv (xem Canh bao va

Thintrong lie diing).

Tiic ddng lrén gan: Cling gidng nhw cée chét ére ché men HMG-CoA reductase khic,

Uing transaminase theo lidu 44 durgre ghl nhan & mgtsb it bénh nhan diing rosuvastating
K edc tnrdmg hop d8u nhe, khdng o6 rigu chimg va thong qua,

13. QUALIEUVA CACH XU TRI:

Rhéing cb phuong phép didu ir| d3c higu khi ding thube qué iy, Kni qua by, binh

nhén nén duge

theo déi chircnang gan va ndng 40 CK. Vide

14. BACTINHDUGC LYC HOC:

Nhdm dugo Iy: Thude irc ché men HMG-CoAreductase.

Mi ATC: C10AAOT

m phén mAu o thd khing eb gi.
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uI.riiﬁeucmmgvaapdumdcbfenphaphﬁlmklﬂdnmié{. Nén,

Co chbhogt ddngltée dyng duge Ij:

Co'ché técdjng:

Rosuvastatin la mdl cht irc ché chon lpe va canh tranh trén men HMG-CoA reduclase,
14 men xic tdc quéd Winh chuyén déi 3-hydroxy-3-methylglularyl coenzyma A thanh
mevalonale, mot tién chit coa cholesterol. Vi Irf tAc ddng chinh cia rosuvastatin I gan,
oo quan dich 1am giam cholesterol.

Rosuvaslalin [3m (dng 6 lugng th thé LDL irén b& mii 1 bdo & gan, do vaylam tang |

hip thu va dj héa LDL va tre ché sy tdng hop VLDL & gan, v vay 13m glam cac thanh

nVLDLvALDL. M

Tihe ding dirge lyre: . )
Rosuvastalin 1Am gidm ndng 63 LDL-cholesterol, cholesterol toan phiin va triglyceride
va 13m tang HOL-cholesteral. Thubc ciing Idm gldm ApoB, non HDL-C, VLDL-C, VLDL-
TG va Idm tdng ApoA-l (xem bdng 1). Rosuvaslatin cing Am gid
C/HDL-C, C 1odn phdn/HDL-C, non HDL-G/HDL-C va ApoB/ApoA-l.

Bing 1- Ddp tmg theo 18y &bgnh nhéin ting cholesterol méu tlén phit (Logilava =

Hib) frive thay dol trung binh (%) s0 véd trude khi didu tr):

sé c Nen i
Ldu | bgnh |LDLC| todn | HoLc | TG [ o0 | ApoB | ApoAd
nhin Phi_ﬂ |
Gid
4 13 -7 -5 3 -3 -7 -3 - G
5 7y -45 -33 13 -35 - 44 - 38 4
10 17 -52 -38 14 - 10 -48 - 42 4
20 | 17 | -85 | -40 | 8 23 | -61 | -48 | &
40 | 18 | -63 | -46 | 10 28 | -60 | -54 | 0

Hi¢u qua dibu b dal dugc trong véng 1 tulln sau khi bt dAu didu i va 80% bénh nhan
dugc dap dng 181 uu trang 2 tuln. Bép g 18] uu thuéng dat duge vao khodng 4
vadugcduy I sau dé,
15.0AC TINHDUGC BONG HOC:
m;

NBng db dinh trong huydt turong ciza rosuvastatin dgt dugrc khoang 6 ght sau khl udng.
gmmﬁm tuyétddi khoding 20%.

Rosuvastatin phan bé rdng rdl & gan 1 nol chi yéu tdng hap cholasterol v thanh thai
LDL-C. Thé tich ph&n bd ciia rosuvaslatin khodng 134 L. Khodng 90% rosuvastatin két
hop v protein huyétivong, chi yduia vaialbumin,

Ch héa:

Rosuvastatin [t b] chuyén hod (khodng 10%!.0&!:: nahl&n et in vitro vé chuyén hof cb
sirdyng céclébao gan ciangudd o dinh rdng rosuvastatinid mdtchétndn yducho sy
ho# qua cytochrome PA50. CYPZ2CA 14 chét déng e chinh tham gla véo
quatrinh chuyén hoa, 2C19, 3A4 va 208 tham gia & mirc 48 th&p hon, Chét chuydn hoa
chinh duge xéc djnh [a N-desmethyl vé lactone. Chét chuyédn hod N-desmethyl o6 hoat
tinh yéu hon khong 50% so véi rosuvastalin lrong khi dang lactons khoing o hogt linh
wh mat lim sdng. Rosuvastatin chiém hon 90% hoat tinh tre ché HMG-CoA reduclase
trong tuln hodn,
E::!m du tha adi gdmhoa
ng 20% lidu rosuvastatin duyc thai inlr & dang khong ddi gua phan (bao |
chilt dugo hép thu va khong dugc hép thu) va phin con lai duge bai 1él ra nude b,
Khodng 5% dugoe bal il ra nwéc tidu dudl dang khong ddi. Théd gian ban thal trong
huyét lwong khodng 19 giér. Thési glan bén thal khéng ting khl diing idu cao hom, B¢
thanh thai trong huyét tweng trung binh khedng 50 [IUghy (hd 58 bidn (hién 12 21,7%).
Gléng nhu céc chl trc ché men HMG-CoA reduclase khao, sy 3o (hdl rosuvastatin ra
kndi gan cd lign quan dén chilt van chuyén qua mang OATP-C. Chélt van chuydn nay
quan trgng trong vide ddo thdl rosuvastatin gan.
Tinh tuydn tinh:
Mircdd iép xic clta rosuvastatin linh theo ndng d va thi glan ting 116 véilidu d{lnga'
Khong c6 sy thay ddi ndo v& cic thong sb duge dong hoc sau nhibu lidu ding hing
ngay.

Céenhém bnhnhén dfic b

Tudi tée vé gitd tinh: the ddng cba Wi tAc hodc giél linh trén duge ddng ho cia
rosuvastatin thl khong dang ké v m3t12m sang.

Chilng tc: Céc nghién ciru duge ddng hoc cho thiy AUC tang khodng 2 1n & ngudri
Nhatsbng & Nhait va ngudi Trung Hoa sdng & Singapore so véi nguiri da triing phirong
Tay. Anh huéng cda cde yu 18 di tuybn va méi trimg dbi vai siz thay dbl ndy chira xdc
dinh duge. MOt phan tich duge ding hoc theo quiin thd dan cu cho thiy khéng cb sy
khdcbigtct ¥ nghla lam sang vA dugre ddng hoo & cdo nhém ngudr da trdng va ngudi da
den

Suythdn:

Trong nghlén ctu trén ngudi suy thain & nhidu mae 6 khdc nhau cho hiy rdng banh

thén tir nhe dén trung binh khéng dnh hudng dén ndng @6 rosuvastatin hodc chél

chuydn hoa N-desmethyl rong huyé! twong. Bénh nhan suy thn ndng (49 thanh thal

crealinine huyét tvong < 30 miphiit) 06 ndng df thude trong huyét twang tang cao gdp 3

13n va ndng d¢ chit chuydn hoa N-desmelhyl tang cao gép 9 i3n so vl ngudl tinh

nguyen khod manh. Nbng 06 ca resuvastatin trong huyét lreng & trgng thal 8n dinh &

nhing bénh nhan dang thdm phin mau cao hon khodng 50% so véi ngurdrl tinh nguyén

khbamanh.

Suygan:

Trong nghién el trén ngeed tn thuramg gan & nhidu mite 49 khdc nhau, khéng ¢ bing

chimg ve tng mirc d tidp xtic véi rosuvastatin tinh theo ndng 46 va théxl gian & nhimg

bénh nhain ¢4 didr s Child-Pugh s 7. Tuy nhién, cac binh nhdn vél didm sé Child-Pugh

14 8va 0 b mire d tiép xiic cda rosuvastatin linh theo nbng dé v ther glan tisng 1én 1Al
g4p 2 1n so véi ngui oo dibm b Child-Pugh thAp hon. iKhéing cé kinh nghigm ¢

nhirng b@nh nhan vérl didm sé Child-Pugh > 9.

16.QUY CACH DONG GOI: Hyp 02 vix 14 visn nénbao phim. )

17.DIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN GHAT LUGNG CUATHUGC:

Biukipn bdo quan: Noikh6, nhigl dd dudi 30°C, trénh dnh sdng.

Han diing: 36 thang kA tirngdy san xult.

Tibu chudn chitlvgng coa thube: TCCS.
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