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Delorin 10 mg vién nén bao phim
Rosuvastatin

Dac k7 hudng din s¢ dung tedc kbi ding. Néu cén thém thong tin, xin hdi  kién bic si
Thugc ndy ehi ding theo don cda thiy thudt.

THANH PHAN
Hogt chdt: Méi vign nén bao phim cd 10 mg msuvastatin {dwdi dang | 0,68 mg rosuvastatin kem)

T4 duge:
Ta dhsge I viBn Crospovidon, magnest stearat, ludiprass (lactase monohydrat, povidon vé crospovidon]
Té duc bao vien: Ooadry 85F 18422 white {polyvinyl alcehal, tale, polyethylen glycol 3350, titan dioxyd)

DANG BAD CHE

Vién nén bao phim.
Ma t4:

Yién nén ban phim cd méu rang hodc gin nhie trare, hinh (ran, hai mat hoi |81 co khdc chit "E” ¢ mor mat, va mat kia cd ma s
h92.

CAC BAC TINH LAM SANG

Chi dinh digu tri

Biéu tf tding cholestero! may (%
Ngudi I, thenh thidu nign va ué em tén 10 wdi tang cholesterol méu nquyén phat {type lla bao gdm tng chalestetdl mau gis

dinh kidu d) hp t) hoae i toan lipid mau hiin higp (type llb}: 13 mat |8y phép hi trg cho ché d6 &n kidng khi bénh nhdn khoing
tdép tng day 00 vl ché 0t &n kiéng v cde lidu phap khdng dng thufic khae (nhy tip thé due, giam cén).

Tang cholesterol mau gia dinh kidu ddng hop 1 diing ho g cho chi 6 &n kidng va bidn phap diéy 1 gidm lipid khdc {nhe wich fy
LDL} hodc ding niéng 1@ khi céc ligu phap ndy khing thich hop.

Phang rigia cdc tai bién bim mach
Phang ngita cac tai bien tm maeh & ahimg biénh nhéin dirge danh i 13 o nguy o cao b @i bién tim mach 14n 38u (xem myz Bar
tinh dhrge Iy hoc), dé hd g hidu chinh céc vBu 1 nguy co khic.

(i niitng bénh nhan dvare didu i giam lipid, rosuvastatin duge chi dinh 68 diéu i xw vira ding mach nham 1 hodn hay 1am chim
tién mién eda bénh.

Liéu ding va céch ding

Trde khi 63t ddu difu 11 bénh nhan cAn wan theo ché d§ & kitng gidm cholesterol vé ép tyc duy tri ché 4 nay trong sudt the
gian dhéu i, S& dung céc hwdng dén diing thudin 68 diéu chinh liéu cho img banh nhan theo myc tiéu diéu i va dép ing cla
bénh nhan,

Liby diing

By 1y tdng cholesters! mau

Lidu khdi ¢éu duyc khuyén cao s 5 mg hodc 10 mg, ngay udng mit 14 cho cé nhing bénh nhén chua ding stann hay nguth duge
chuyén 1 thudc e chd men HMG-CoA reduciase khéc. Khi chon lya liéu khei ¢8u phdi lvu ¥ d6n ndng 88 cholesterol cda ting
bénh nhan va nguy ot vé 1im mach sau nay cing nhy nguy oo oo thé cda céc phan ing phy (xem myc Canh bao va thin wrong dac
bigx khi suf dung vA muc Tac dung khing mong mufin). Sau 4 wan cd thé didu chinh [iBu @ mue k& i8p néu ¢an [xem myc Big tinh
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durge lye hoc). Do 1y 1& béo cao xdy ra tc dyng khong mang mudn & liéu 40 mg tang so vdi céc liéu thap hon (xem myc Téc dung
khiing mang mudn), chi xem xét ding liéu 13i da 40 mg cho nhing bénh nhén tang cholesterol mau ngng co nguy co tim mgch cao
(dac bidt 14 nhimg nguii tang cholesterol mau c tinh gia dinh), nhirng ngudi khing dat dge myc tiéy diéu wj vei liéu 20 mg, va
nhizng ngutri duge theo ddi thitmg xuyén (xem myc Canh bao va than rgng dic bigt khi st dyng). Bénh nhén cén dugc giam sat
bidi cac chuyn gia khi khi dng higu 40 ma.

Phong ngua céc tai bién tm mach

Trong céc nghién ciiu gidm nguy co céc 1ai bién um mach, iéu ding hang ngay la 20 mg {xem myc Bac tinh dwot e hoc.
Ding thude cho tré em

Viéc ding thudc cho tré em can duge thye hién bai cde chuyén gia.
Tté em va thanh thidy nién tr 10 d8n 17 tdi (e em wai oial doan Il Tanner trd di. iré em gai it nhat |
(7 1ré em va thanh thiéu nién tang cholestercl mau gia dinh kigu di hop 1, li8u khai ddu thang thuiing 1a 5 mg mdi ngay. Khoéng
(iéu thang thutmg la 520 ma. ufing 1 [n méi ngay. Chufn d6 ligu cén duge thyc hién theo dap ung cda timg bénh nhan va kha
nang dung nap & té em, twan theo cac khuyén cao vé diéu 1 cho 1 em (xem myc Canh bao va than trong déc biét khi si dung).
Tré em va thanh thidu nién nén cén wan theo ché dg an kiéng gidm chalesterol tnudc khi bat ddu didu 1 va tiép we duy 1ri chE da
nay trong sudt thai gian diéu 1 bang rosuvastatin, BY an toan va higu qua khi ding lidu lén hen 20 mg chua duge nghién ciu &
ddi wgng bénh nhén nay.

Vién nén 40 mg khong thich hop 08 st dyng cho tré em,

Tré em dugi 10 wd)

Kinh nghiém diing thudc cho tré em dudi 10 twdi con han ché ¢ sb legng nhd bénh nhan (1 8 dén 10 wai) bi ting cholesterol mau
gia dinh kiéu déng hop 10,

Do dd khong dung thudc nay cho tré em dudi 10 wal.

Dung thude cho ngudr gia

Liéu khdi ddu 5 mg dugc khuyén céo cho nguiti gia tén 70 wdi {xem myc Canh béo va than trong dac biét khi stk dyng). Khdng can
thiét cd didu chinh lidu nao khac lién quan dén wéi éc.

Liy ditng cho bénh nhén suy than

Khéng can phai diéu chinh liéu cho bénh nhan bi suy thén mic dg nhe va vira. Lidu khdi du duge khuyén céo I3 5 mg cho bénh
nhan bi suy than wira {thanh thai creatinin < 60 ml/phut]. Chiing chi dinh ding liéu 40 mg cho bénh nhén suy than muc df wra.
Chdng chi dinh dung rosuvastatin & bénh nhan bi suy than néng cho di véi b4t ky liéu nao (xem myc Chiing chi dinh va myc Dac

tinh dugc ddng hoc).
Ligu diing cho bénh nhan suy gan
Khding co sy gia 1ng mifc iép xuc vdi rosuvastatin & ngudi co diém sé Child-Pugh < 7. Tuy nhién, 68 thay c6 sy gia tang 1ié

nguisi ¢d diém s ChildPugh 8 va 9 [xem myc Bac tinh duge dting hoc). Bi vai nhimg bénh nhan nay phéi xem xét danh gia chic
nang than. Cha co kinh nghigm ding thudc d6i v nhiing nguti 6 diém s6 Child-Pugh trén 9.

Chiing chi dinh dang Delorin cho bénh nhan mac bénh gan hoat dgng (xem myc Chéng chi dinh).

Chiing tie

Da thély co sy gia tang mUc 1ép xdc & nhitng bdnh nhan ngudi chéu A (xem myc Ching chi dinh, Canh béo va than wpng dac bigt
khi st dyng va myc Bac tinh duge ddng hoc). Lidu khdi ddu khuyén cdo cho bénh nhan cd gdc chau A 13 5 mg. Chdng chi dinh
¢ung liéu 40 mg cho nhing bénh nhan nay [xem myc Chding chi dinh va Bic tinh duge dgng hoc).

Ha hinh gen

Céc kibu gen SLCO1B1 (OATP1BI) c.521CC va ABCG2 (BCRP) ¢.421AA cho thiy sy gia 1ang mic tiép xic rosuvastatin (AUC) so
vdi cac kiéu gen SLCO1B1 ¢.521TT va ABCGZ ¢.421CC. Bénh nhdn nén dung vién nén bao phim Delorin v liu 20 mg méi ngay
mit 1&n néu d biét ca kidu gen ¢.521CC hodc ¢.42 1AA [xem myc Canh bdo va than trgng dac bigt khi st dyng, muc Tugng 1a¢ vdi
cdc thudc khdc va cac dang weng tac khac va myc H3c tinh duge dong hoc).

Liéu dimg cho bénh nhén cd cdc yéu 16 08 géy mét bénh co

Liéu khdi ddu khuyén cdo cho bénh nhén c6 céc yéu 1d d& giy mac bénh co Ia 5 mg (xem myc Canh bao va than wpng dac bigt khi
stf dyna). Chdng chi dinh ding lidu 40 mg cho mdt s& ngudn trong nhdm bénh nhan nay (xem myc Chéing chi dinh).

By 1i két hap

Rosuvastatin I3 chdt nén cia cac protein van chuyén khac nhau (chang han OATP181 va BCRP). Sir dyng ddng thii resuvastatin
vdi cac logi thuéc lam 1ang ndng di rosuvastatin trang huydt weng bang cach tvong téc véi cac protein vAn chuyén nay (v dy
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tyclosporin, cac chat Ut ché protease khac nnau nhy ritonavir kEt hap vii atazanavir, lopinavir va/hodc tipranavir) 1am tang nguy
co bénh co va 1igu oo van) (xem myc Canh bao va than trong dac biét khi st dyng va myc Twang tac vdi cac thudc khéc va céc
dang wong téc khac). Trong céc tnsing higp néy liéu ding 13 da cda rosuvastatin la 10 mg ngay 1 kén,

Cac statin va nhya gan acid mat (cholestyramin, colestipol) c6 co ché téc dyng bd sung cho nhau; phdi hap cac nhdm thuic nay co
1ac dyng cang e trén cholesterol LOL. Khi ding cac statin cing voi nhya gan acid mat, thi dy cholestyramin, phdi udng statin véo
Itic 6 ngu, 2 gié sau khi udng nhya 08 tanh wong téc 1d rét do thube gan véo nhya.

Céch dung

Dung thudc theo dueng udng.

Delorin ¢ thé duge st dyng bt ky ldc néo wong nady, kém vai thire an hay khang.

Chng chi dinh
Khdng dang Delorin cho:
— bénh nhan man cam vii rosuvastatin hodc bat kj thanh phan 1a dyge nao cla thudc.
— bénh nhan dang mac bénh gan hoat dang k€ ca 1ang wansaminase huyét thanh kéo dai va khdng ra nguyén nhan va khi
néng d ransaminase huyt thanh tang han 3 1dn gidi hgn rén cda mic binh thudmg.
— bénh nhan suy than nang (thanh thai creatimn < 30 ml/phut).
— bénh nhén cd bénh Iy vé oo,
— bénh nhén dang st dyng cyclosporin,
— phy nit co thai va cho con b, phy nid ¢ thé cd thai mé khang diing céc bign phap anh thai thich hgp,
Ching chi dinh diing liu 40 mg cho cac bénh nhan co céc yéu t 08 mac bénh oo /niéu oo vén. Cac yéu 18 ndy bao gfm:
— suy than mic A9 vira (thanh thai creatinin < 60 ml/phat);
— thiéu nang tuyén giap;
— 1ién st ban than hay gia dinh co bénh di truyén vé oo
— 1ién s& bj dgc tinh trén co do dung cdc thudc ve ché men HMGLoA reductase khac hoac fitiat;
- nghién nfgu;
— céc tinh rgng co th gy tang nding da rosuvastatin trong huyét wong;
— bénh nhn chau A;
— st dyng dding thi vdi cac fibrat.
[xem myc Canh bao va thén trgng dac biét khi sir dyng, Tvang téc vin céc thude khic va céc dang tvong téc khac v Bic tinh duge
@idng hoe).

Canh bdo va thdn trgng d3c biét khi st dyng
Trutrc va trang khi didu trf vai statin, nén k&t hap kiém soat cholesterol mau bang cac bign phap nhy ché dd an, gidm canap thé
dyc, va diéu 1 céc bénh co thé 13 nguyén nhén cla tang lipid. Phéi tién hanh dinh lvgng lipid dinh ky, va diéu chinh lidu lrang
theo dap wng cla ngutn bénh vai thude. Myc tigu diéu 1 la giam cholesterol LDL vi véy cén st dyng ndng d6 cholesterol LDL dé
bélt ddu diéu i va danh gia dap ing diu 1. Chi khi khdng xét nghiém dugc cholesterol LDL, mdi s dyng cholesterol toan phén dé
theo diii diéu 1.

ﬁ.. h " A hn

Protein nigu, due phat hién bang que thi va ci ngudn gfc chi yéu wr dng than, da duge ghi nhén ¢ nhing bénh nhan didu 1
béng rosuvastatin léu cao, dic big1 & liu 40 mg, nhung phén ldn tinh wang nay thoang qua hoéc thinh thodng xdy ra. Protein nidu
kndng phdi 12 dau hiéu bao tude cla bénh than cép hodc uén wén, Trong theo dar héu ma, 1y 1& béo cdo cic 1ai bién nghiém
rgng ¢ thin tang 1&n khi dung liéu 40 ma. Phai xem xét vigc dénh gié chic nang than trong theo ddi thuting quy & nhing bénk
nhén dung liéu 40 my.

Anh hun

Anh huang wén co xvung, nhy dau co, bgnh co va hiém hen I3 tiéu oo vén da dugc bao cao @ nhing bénh nhan ding rosuvastatin
vdi moi liéu dung va ddc bidt & lidu lan han 20 ma, RAt hiém khi xdy ra tiéu co van khi ding ezetimibe két hop véi céc thudc te ché
men HMG-CoA reductase. Khiing logi tris co sy g tdc duge lye hoe {xem mye Turng téc vai cdc thudc khic va cdc dang wong
tac khdc| va cén than trong khi phdi hyp cac thudc nay,

Ciing giting nhur cac thudc tre ché men HMG-CoA reductase khac, cac bo cdo hau mai cho théy ty I8 bao cao bi tiéu ce van do st
ayng rosuvastatin tang Ién khi ding liéu 40 mg.



https://trungtamthuoc.com/

8o nfino dd Creatine kinase
Khng nén do ning d4 creatine kinase (CK) sau khi vin ddng gang suc hogc khi cd sy hign dign cus mgt nguyn nhan naa do co
thé lam tang CK vi diéu nay co thé lam sai léch k&1 qua.

Néu néng dg CK 1ang cao déng k& e khi diu i (lon hon 5 dn gidi hgn wén cla muc binh thuiing) thi nén thyc hign mot xét
nghigm 88 xéc dinh lai rong vong 5-7 ngay. Néu xét nghiém 1ap lai xac dinh ndng d8 CK wudc khi diéu i vén lén han 5 I4n gidi
han trén ctia muc binh thudng thi khing nén diéu tri bang rosuvastaun.
i g
Giding nhu céc thudc te ché men HMG-CoA reductase khac, phdl than tong khi dung Delorin cha nhitng bénh nhan cd céc yéu td
[am dé mac bénh co /tiéu co van. Cac yEu td nay ban gdm:
— suy thin
—  thidu ndng 1wyén gidp
— tién si ban than hay gia dinh co bénh di truyén vé co;
— 1iBn st bj dgc tinh trén co do diing céc thudc te ché men HMG-CoA reductase khac hodc fibrat;
— o6 tién st mac bénh gan va/hoac nghién nagu
— rén 70 wii
— céc tinh trgng cd thé géy 1ang niing di rosuvastatin wrang huydt wang (xem myc Bac tinh duge dgng hoc)
c6 kha ndng xdy ra wang 1éc thudc chang han st dyng ddng thin vai cac fibrat,
(Tnhung bénh nhan nay, cén phai can nhat giita nguy co va lgi ich cla vige digu i va cdn phai theo ddi 1m sang. Néu néing di CK
1ang cao dang k& e khi diéu i {ign hon 5 14n gidii hign wén cia mie binh thitgng} thi khong nén didu tri bang rosuvastatin,

3 i dié

Nén yéu céu bénh nhan thang béa ngay khi cd dau co, yéu co hay co oo ma khang idi thich duge. dac bigt khi co kem theo mé
mdi hodc sit. N&n do ndng d CK & nhimg bénh nhén nay. Phai nguna rosuvastatin néu ndng d9 CK tang cao dang ké (lon han 5
Ian gigi han 1rén cia mie binh thiring] hodc ndu céc triéu chimg vé co ram trong va gdy khd chiu hang ngay {ngay ca khi ndng do
CK < 5 13n gidi han trén cia mic binh thuig). Néu cac g chima thuyén giam va ndng d9 CK 1 vA binh thuiing thi nén xem xét
vigc dung lai rosuvastatin hay mot thudc tc ché men HMG-CoA reductase khac ¢ lidu thap nhét va thea dai chd ché. Viée theo déi
dinh ky ndng da CX & nhimg bénh nhian khing ca trigu ching khing dam bao phét hién benh co.

Rét hifm cd bao céo xdy ra bénh co hoai 1& trung gian mién dich vé! bigu hién [am sang 12 yéu co gén A6 dai déng va tang ndng 4
creatine kinase huyél thanh trong hodc sau khi digu try bng rosuvastaun, Tién hanh tham cac xét nghiém thén kinh oo va huyélt
thanh cd thé Ia cdn thigt. Ca thé phdi tién hanh difu 1 béng cae thude tc ché mién dich. (_:%
Trong cac thir nghigm 1am sang, khong ghi nhan thay sy gia téng anh hudng trén cor @ mgt s@ bénh nhan ding rosuvastalii W cac
thudc khéc ding ding thiri. Tuy nhign, 1y 1@ m3c bénh vidm co v bénh ca gia 1ng da duge thy & bénh nhén ding céc thudc e
ché men HMG-CoA reductase khac dng thai vdi cac dén xuét cia acid fibric ban gdm gemfibrozil, cyclosporin, acid nicatinic, cac
thudic tr) ndm nhom azole, cac thudc e ché men protease va céc khang sinh nham macrolid. Gemfibrozil lam tang nguy co bénh co
kni ding déng théi véi mot 6 thudc te ché men HMG-CoA reductase. Do véy, khing nén phéi hyp Delorin vai gemfibrozil. Lgi ich
cla viée lam giam ndng dj lipid béng cach phai hgp Delorin viri cac fibrat hay niacin phéi duge can nhic K vdi nhimg nquy oo co
thé xdy ra khi phdi hp céc thudc nay. Khong duye ding liéu 40 mg khi sit dyng két hyp véi fibrat (xem myc Tuong tc vdi cac
thude khac va céc dgng wong tac khéc vé myc Tac dyng khang mong muéin).

Khdng nén ding Delorin cho bénh nhén ¢ tinh trang nghiém trong cép tinh, nghi ngét do bénh co hoge co thé dén dén suy thén thir
phat sau tiéu co van (nhu nhiém khuan huyat, 11 huyét &p, phau thudt lgn, chdn thuong, cac rii loan nang vé chuyén héa, nii tiét
vi chat dién gii; hodc co gi&t khang kiém soat durc).

Anh hung irén aan

Gifing nhu vifi céc thudc te ché men HMG-CoA reductase khae, phéi thin trgng khi dung Delorin che nhiimg bénh nhin nghin nagu
va/hoac cd 1ién st bénh gan,

Nén lam cac xét nghiém men gan tnide khi diéu 14 vé rong teing hap chi dinh [3m sang yéu ciu xét nghigm sau dd. Nén ngung
hogc giam liéu Delorin néu ndng dg transaminase huyét thanh cao gap 3 Ién gidi han trén cua mae binh thidng, Trong theo ddi
hau mai, ty I béo cao cac tac dyng ca hai nghiém trgng @ yan (chl y&u |3 tang transaminase gan) 1ang Ién khi ding ligu 40 my.
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{ biénh nhan ting cholesterol mau tir phat do thidu nang tuyén giap hoge hili chitg thn b, thi phai didu i céc benh nay i
khi bat ¢8u didu trj béng Delorin,

Chuing e

Céc nghién cthu dege ddng hoe cho thy ed sy gia ting mic 4 tiég xue véi thudc ¢ cée bénh nhan nguii chau A so v nhing
ngui da 1ang fxem muyc Libu diing va cach ding va mye Bac tinh duge ding hocl.

Cac thufc e ché orotease

Ca s phei nhiém todn thén rosuvasiatin can hen ¢ céc bénh nhén didu 1) dfing thil rosuvastatin v céc thude Ue ché protease
kiidc nhau va ritonavir. Bén canh viée st dung rosuvastatin, ca lgi thé cda gidm lipid va sy gia téng ndng db rasuvastatin phai due
tinh dén & nhing bénh nhén by nhiém HIV dang diéu uj bang cac 1hudt te ché protease khi bat ddu digu uj wdi msuvastatin va
chudn libu cha bEnh nhan diéu 1] bang thude e ché protease. Khing chi dinh ding ddng thei thudc ndy vit mit sd thudc e ché
proteasa trit khi lige ding rosuvastatin duge diéu chinh (xem héng 1, mye Liéw ding va cach ding vA mue Tuong tac véi cac thude
khéc va céc dang wrang tac khic)

M4t s6 1rudng hgp Gac bigt cia bénh phdi kB da duge ghi nhidn khi dung mBt o8 statin, ddc biét 13 didu 1) dai ngay xem myc Tae
dung khang mang mudn). 8iéu hién thudng gap nhat bao gdm kho the, ho khan va suy gidm sie khde nél chung (mét mai, gism
cén va $6tl. Néu nghi ngé bnh nhén bi bénh phdi k&, nén nging st dyng statin,

Khono dung nep leglose ~

Khéng ding thuc nay che nhiing bénh nhan mac banh di truyén hiém gap khién khang dung nap dupe galiﬂf%ﬁu hyt men
Lapp lactase hadc kém hap thu glucose-galacrose.

Bai theo dining

Mgt s8 bng cating cho thdy cac statin lam rang ndng dd duimg huyét ¢ mat si bénh nhén cd nguy co cao mac bénh tigy duing,
0y 1ang dudng huyet cin phai didu 1. Tuy nhign, nguy co ndy khang dang ké so viti wiéc giam nguy or 1im mach g2 s1atin va do
46 khiing phai 13 Iy da 88 ngung didu 1 béng starin. Benh nhan cd nguy cer ting dueng huydt [duting huyét lic d 5,6 dén 6,9
mmol/L, chi s& khdi co thé (BMI) > 30 kg/m’, tang wiglyceric, g huy8t 4p) nén dugc then dgi ¢4 [4m sing w4 sinh héa theo cac
hudng 0dn quét gia.

Trong nghién cdu JURITER, tdn sudt dai thao dustng dirge béo cdo xay ra & 2.8% s0 bénh nhan dung rosuvastann va 2,3% déi vii
nhém gia duge, chi yéu la d nhitng bénh nhén cd ndng 86 duding huydt lac doi 17 5,6 dén 6.9 mmol/L.

Iidem

Vige danh gia sy phat widn wydn tinh {chidu cao), tong lugng, BMI {ehi s khdi oo 1), va ddc didm thir cdp cha sy tring thnh
tinh dyc bidi Tanner cho tré em 17 10 68n 17 wii st dyng rosuvastatin dirge gidi han wong khoang thai gian mét nam. Nghién ciu
sau 52 wén didu 1. khang phat hign thiy sy anh hutng dén @ng tnring, can ndng, BMI hodc sif tgng thanh 1inh dye (kem mye
Bac tinh duge lye hge), Kinh nghiém thit nghiém 1&m sang & tré em va thanh thidu nién cdn fign ché va dnh hidng lau dai cia
msuvastatin (> 1 nam} dfii véi wk day thi chua durge bige

Trong mét thif nghigm 1am sang cia té em vé thanh thiéu nign st dyng rosuvastatin trong 52 wén, ndng 4 €K 1éng trén 10 (En
gidi han 1rén cda mie binh thutmg va céc rigu ching co bap sau tap thé dyuc hodc tang hogt ding the ye duge bao cdo xéy ra
thuong xuyén hon sa véi céc thie nghiém |am sang & nguiri fdn (xem muc Tac dung khing mong mudn),

Tuong e vdi céc thudc khéc va cac dang weng tae khdc

Céc thudc e ché pratein vin chuyén: rosuvastatin 1 chdt nén clia mdt sd protein vin chuyén bao gém c DATP1B1 vén chuyén
hép th tai gan, BCRP van chuy@n ra ngaai. St dung dng thif rosuvastatin va eac (hudE te ché cac protein van chuyn lam 1ang
néing 43 rosuvastatin wrong huyét womg cd i gay 1ang nguy oo bénh co (xem bang 1, mye Liéu ding va céch dung va myc Canh
biao va thin trong dac bidt khi st dyng).

Cyclospanin: Khi dung ddng tha rosuvastaun va cyclosponn lam gia 1] AUC cla rosuvastatin cao han trung binh 7 lan so vdi i 6
nay & ngudi tinh nguyén khge manh {xem myc Chang chi dinh},

Sur dyng dng thei rosuvastatin va cyclosporin khivng lam nh huéng dén ning dd cyclosporin trong huyét teng.

Cac chat ddi khang vitamin K: Gidng nhy céc chét e chié men HMG-CoA reductase khac. khi bat 4u didu 1] hodc 2ng ligu Delonn
# hénh nhén didu 1 ding thén vei cac chdt d8i khang vitamin K {nhy warfarin hoac thudc chiing ding coumarin khic) ¢ the lm
tang trj s INR. Ngung ding hodc giam li8u Delorin cd 1hé lam gidm INR. Trong nhizng tiring hgp nay, can theo 081 1r] 6 INR.
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Gemfibrozil vA edc thudc ha lioid khac: St dyng #@ng thoi rasuvastatin va gemfibail lam 1ang gap 2 I&n cée chl sd G, va AUC
cia rosuvastanin fkem muc Canh bao va than trang dac hiét khi st dung).

Nhitng 56 ligu nghin oy v weng 1ac thufic cho thiy rosuvastatin khang 6 twung tac duge d3ng hoe vi fenafibret, tuy nhien co
1hé oi wang tée dugc lje ho,

Gemfibrozil, fenofibrat, céc fibrat khic va liéw lam giam lipid (= 1 g/nady] cda niacin {acid mcotinich vi colchicin [Bm tang nguy co
bi bk oo khi dang déng thi vii cac thudt 7z ché men HMG-CoA reductase, o6 thi 13 da cée thude ndy oo thé gay banh e khi
dlng riéng I6. Khang duge ding [i6u 40 mg rosuvastatin déng thai véi mat thudc fibrat, Nhdng bénh nhan ndy cing phai dung fity
khéri dau I3 5 mg.

Céc nhya gan acid mat{vi dy cholestyramin, colestipol} cd thé l3m giam 16 rét sinh khd dung cua statin khi udng clng nhau. Vi vy
thiri ¢ ian ding 2 thudc nay phai cach ka nhau.

Fzatimibe: Khi dung déng thi msuvastatin va ezetimibe khing thiy co 1hey d3i vé AUC hodc C. cla ¢é hai thude nay. Tuy nhign
khiing thé lngi trif 1weny tac dute e hee, car tae dyng khaing mong mudn gita rosuvastatin va ezetimibe (xem mye Canh hao va
thén trgng dae bigtkhi st dyng),

Céc thufic e ché protease” Mie di co ché nmng tar chinh xdc chita duge bidt i, si dyng dong thal thude nay va thuds deet
protease 6 the [am tng mic df uép xuc vdi rosuvastatin, Trong mat nghién c¢u duec diing hoc & ngudi finh nguyén khoe manh,
sy dyna (8ng 1hi 20 mg rosuvastatin vdi mit thudz k&t hp cie hai chét oc ché protease (300 ma Inpinavir/100 mg titonasir)
trén nguiri tinh nguydn khie manh 3m gi3 1} AUCq24 cia rosuvastatin tang gap 2 4n va Cua ting g8p 5 1dn & trang thai & dinh.
Hen nita, trong mit aghign edu duge @dng hoo, st dung dong i 10 mg rosuvastatin va mét thude k&t hep coa hal chat de ché
protzase {300 mg atazanavir / 100 mg ritanavin & ngu tnh nguygn khae manh [am téng gia 1 AUC.ze & trang thai 6n dinh xap
i gap 3 lan, Sir dyng ddng thii rasuvastatin va mat s6 thude dc ché protease (chang han atazanavir) 6 the dirge xem xét sau khi
cén nhdc can thén vie didu chinh liéu rosuvastaiin dya vao mue 30 gia t3ng dy kidn mic U8p xic vili rosuvastatin {xem bang 1,
myc Lifu ding vé céch ding wa myc Canh bido va 1han ong dac bitt khi st dyngh. Viée st dung ding thai cac thude b lipid mau
nhom statin vet ¢4 thude ¢igu tn HIV vi viém gan sidu vi C{HCV) c6 thé lam 1ang nguy oot gdy @n thiong co, nghiém tong nhéi 13
tiéu o vén, than i dén din suy thin va oo tha géy W vang.

Do d6 khdng nén ding ddng thii rasuvastatin & nhirng fiénh nhan nhifm HIV dang st dyng céc thudc te chE protease (xem mue
Canh héo va (han trong dac big khi s dyng).

Thugc khang acid’ Dang ddng thei rosuvastatin véi mit hn dich khang acid cd chifa nhom vi magnesi hydroxyd sé lam gidm
khadng 50% ning 0 rosuvastatin trang huyt weng. Kni ung thudt khéng acid cach 2 gii sau kh ding rosuvastatin thi nng d
osuvastatin trong huy€t weng sé giam it hen. Mai wemg quan vé mat 13m sang cla g te ny van chua dugt biét,
Ervthromyein; Ding ddng thai rosuvastatin vé erythromyein [3m gidm 20% AUCy, va 30% ..., cla rosuvastatin, Tueng tac ndy ca
th 14 o erythremycin fm tang nhu déing rudt,

Thudic trénh thai dang udng/ Ligu phap thay thé horman: Ding ddng then msuvastatin véi thudt wanh thai dang uling lam tng
26% AUC clia ethinyl estradiol va 34% AUC cla norgestrel. Nen lvu  d8n muc téng nding @ cac chd1 ndy 1rong huyat 1omg khi
thon thude ngira thai dong udng. Chia ed dir By duge ddng hoe trén nhitng bénh nhan kh ding ddng thifi rosuvastatin v |y
phap thay thé hormon v3 vi vay khang the logi 1rir kha ning o6 1ac dng wang ky. Tuy nhidn, sif két hap d8 due sit dyng rong réi &
phiy nit rong e3c tha nghiém 1&m sang va d duge dung nap .

Cég thudc khdc. Dya trén cac di liGu nahién ciu vé tumg @ thude cho théy khing cd trong tac déng k€ vé mat lam sang khi
dung chung vai digoxin,

Men cytochrme PAB0: K&t qua tr thi nghiém in vitrg ¥4 in vive chitng 16 ring 1osuvastatin khang phéi a chét o hE hode cam
ting men cytochrome P450. Hon nira, msuvastatin 13 mdt chét nén véu cho céc enzym nay. Khing ghi nhén cé tvetng tac dang ké
vE mat lam sang gilra rosuvastatin vl fluconazel {chdt o ché CYP2C3 va CYP3A4) hoac ketoconazol (chit e ché CYP2AB va
CYP3A4). Sif dyng ddng hii itraconazal {chit ve ché CYP3A4) va rosuvastatin lam tang 28% AUC cia rosuvastatin. Sy ting nay
khdng dugc xem 14 cd § nghia vé mat lam sang. Du dd. khang cd trong tac thudt de sy chuyén ha qua trung gian cytochiome
Fa50.

Cdc wong e 61 hoi phai fifu chinh li6u rosuvastatin Ixem béng 1); Cén didu chirh liéu rosuvastatn néu rosuvesiatin
Guge sif dyng ddng thdr v cae thue gay 1ang mic 180 xue wii rosuvestarin, Nén ding lién khéi ddu 5 mg rosuvastatin mt n
méi ngay néu AUC tang 2 2 ln. Lifu tdi da héng nydy cla rosuvastain phai e digu chinh sao cho AUC dy kién cle
rosuvastatin knbng vugt gud gidi han wén khi dng idu hing ngdy 40 mg resuvastatin khi khang cd 1éc ahan gdy Ltng tac, vi dy
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ahir 20 ma rosuvastatin vili gemfibrozil {tang 1,9 10} ¥4 10 mg rosuvastatin vir chif pham két hap ritonavir/atazanevi {iang 3,1

[én).

Bang 1: Anh hudng cia thudc ket hp @61 véi muc tiép xic vai rosuvastatin [AUC; theo thi ty gigm dén wt cdc nghién

ciu Jdm sang.

Ché dg liéu cua cac thude 1wng e

Ché d4 lifu cla msuvastatin

Thay ddi AUC cla
rosuvastatin

Cyclosporin 75 my noay 2 4n- 200 mg ngay 2 lan,
g thang

Arazanavir

Arazanavir 300 mg/ritanavir 100 mg ngay 1 1an,
8 ngay

Lopinavir 400 mg/mtenavie 100 mg ngay Z lan,
17 ngay

Gemfibrozil 600 mg ngay 2 14n, 7 ngay
Eltrambopag 75 mg ngay 1 1n, 10 ngay

Darunavie 00 my/rronavir 100 mg ngay 2 13n,
1 nody

Tipranavir 500 mg/rionavir 200 mg ngay 2 Ién,
11 ngay

Oronedaron 400 mg ngay 2 1&n
Itraconazol 2000 mq ngay 1 ldn, § noay
Ezetimib 10 mg ngay 1 1an, 14 nody

Fozamprenavir 700 mo/ntonavie 100 mg ngay 2
lén, B ngay

Alaglitazar £.3 mg. 7 ngay

Silymarin 140 mg, ngay 3 1én, 5 ngay
Fenafibrar 7 mg ngay 3 18n, 7 nyay
Rifampin 450 mg ngéy | Bn, 7 npay
Ketocanazel 200 mg ngay 2 lan, 7 ngay
Fluconazol 200 mg ngay 1 1an, 11 ngay
Erythramycin 800 mg ngay 4 1an, 7 ngay
Baikalin 50 mg ngay 3 14n, 14 ngay

10 mo ngay 1 1An, 10 ngay

10 my, Nigu duy ahé
10 mg, ligu duy nht

20 mq ngay 1 1An, 7 ngay

B0 mo. liéu duy nhé
10 ma, ligu duy nha
10 mg ngay 1 1én. 7 lidu

16 mg, liéu duy nhér

Khing co thing tn
10 my, lidu duy nhAt

10 mg, ngay 11an, 14 nody
10 mg, liéw duy nhidt

40 my, 7 ngay
10 mg, liu duy nhét
10 mg, 7 ngay
20 my, lidu duy nhét
B0 o, lidu duy nhat
80 ma, ligu duy nhat
80 mag, liu duy nhat
20 mg, lidu duy nhat

Khdng co di hiéu

T7.11n

T3113
T2.11En

T 1.9 Bn
T1.60n
T1,51n

T14n

T 1400
T1.41n
T1.26n

L

: i S i

—
28% 4
47% .

Sy thay doi hiéu 1h] béi x 1 thé hign 1y 1 thay d8i cia viéc st dung dang this va viée sir dyng rosuvastatin dan ddc. Sy thay 46

bigu thi b % biu thy sy thay ddi weng @i tinh theo % sa wii sir dyng rsuvastatin don ddc

Tang * T2, khing thay ddi ">, giam “J.".

** Mgt 56 nghién ciru urmng téc d3 due the hién i BEu rosuvastatin khéc nhau, bang nay cho thiy céc 1 I8 quan gng nhit
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Tre em;
Cac nghién ciru vé wong téc midi chi duge tién hanh trén nguii lén. Sy wong tc thutc khi dung cho ué em chua duge bigt.

Phy ni¢ ¢4 thai vé cho con b

Khaing dung Delorn cho phy nit cd thai va cho con by,

Phy nit c6 thé co thai cdn ap dyng céc bién phap tranh thai thich hap.

Vi cholesterol va cac sén phim cua sy sinh téng hop cholesterol 1a cdn thiét cho sy phat ign cla thai nhi, nén nguy oo ¢d the cd
1ir viéc i ché men HMGCoA reductase vuut qua lgi ich clia viée digu 1 khi cd tha. Cac nghién cdu rén ddng vt cho thdy bang
chifng 6 gidi han vé de tinh trén sy sinh san. N&u binh nhén cd thai trong khi dang dung thudc, thi phai ngung sir dyng thudic
ngay 1ap wre.

Rosuvastatin dugc 18k vao sta cfia chuft. Chua cd di lidu vé vige thud 11 vao sira nguin (xem myc Chang chi dinh),

Anh hudng d&n kha ndng ldi xe va vén hanh méy mdc
Cac nghién ciiu vé anh hugng cla rosuvastatin dén kha nang I81 xe va vin hanh may mae chua dugt tién hanh. Tuy nhién, dya trén

dc tinh duge lyc hoe thi Delorin khdng anh hudng dén kha nang I4i xe va van hanh may mdc. Khi léi xe hodc van hanh may moc  /
nén luy v rang chang mét cd thé xay ra trong thit gian didu 1,
Téc dyng khdng mong mudn
Céc téc dyng khiing mang mudn cuia rosuvastatin thutmg nhe va thoang qua. Trong cdc thir nghiém |&m sang co ddi ching, co dudi
4% bénh nhan ding rosuvastatin phai nqung thudc do cac tac dyng khing mang mudn,
Céc 1éc dung khing mong mudn duge figt ké wong béng
Dua trén o lidy 1l cac nghién ctru 1am sang vé bao cdo héu méi, bang sau liégt k& cac tac dyng khdng mong mudn cla
rosuvastatin, Cac tc dyng khing mong mudn dugc sip xép theo tén sust va phan logi hé oo quan o thé,
Tén suft xdy ra cdc 1dc dyng khang mong mudn dugc phén loal nhy sau: thiang gap (=1/100 dén <1/10}; khong thuing gap
[=1/1000 dén <1/100); Hiém gap {=1,/10000 aén <!1/1000}, rit hiém gap (<1/10000); khing biét (khang thé vic hang 1ir cac
dii ligu hién ca).
Bdng 2. Cdc téc dyng khdng mong mudn thu dirge 1l cdc nghién ciu ldm séng va bdo céo hiu méi
H8 ca quan Thung gdp | Khéing thuging gdp | Hiém gdp R4t hiém gap Khéng biét
Réi loan hé mdu vé lympho Giam 1iéu tau
Adt loan hé mitn dich Phan ing mén cam

bao gém ca phi

mach
Rl lman ndr tiét Bal thao

duimg’

Aéi loan chuyeén héa vé Tang duimg huyét
dinh dirdng
Réi loan tém thén Trdm cam

Suy giam nhén thic
{nhur mar 1ri nhd, |

lan ..}
Rél loan hé thén kinh Bau du, chong Bénh da than kinh | Rdi logn gidc ngt
mal {bao gdm ca mat nol
va 4c mong)
Rdi loan hé ha hap, fing Ho, kho th
ngire va trung that
Rl loan tidu hda Tao ban, budn Vigm wy Tiéu chay

ndn, ndn, dau
byng
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Rdi foean gan md! Tang transaminase | Vang da, viém gan
gan
Réi fogn ofa va mé dvei da Nita, ban da, may Hén chimg Stevens-
ay Jahnsun

B3 foan hé eoxwangvi | Bauto Rénher ibaa gbm cd | Bau khop Bénh co hoai 1 trung
g e kit viém oo, U o vdn gian mien dich
Efm thén v 1t by Bi tiéu ra méau ;
Rét loan hé sioh sén vé Chimg to vil & dan W'/
ngue bng W
A7 loan toan thin va &giwi | Suy nhure Phi (;r

iri diing thude

Két qué xét nghiém Tang HbAlc

" T sudt phy thudc vao su to mét hay kndng cd Mt clia cac yéU 16 nquy co (ndng 69 dwang huyat lic doi > 5,6 mmal/L, chi 6 khéi co
thé »30 kg/m’, 1ang triglycend, cd tién sit tang huyé1 ap).

Gidng nhy céc thude o ché men HMGCoA reductase khac, ty 16 xay ra cér tac dung khéng mang mudn oo khuynh hudng phi
thudc ligy,

Anh furino 1én than:

Protein niéu, duge phat hisn qua gue thir va c6 ngodn gfic chd yiu 10 ding thén, d3 duge ghi nhan & binh nhdn ding rosuvastatin.
Sy thay 06 ctia protein trong medc tiu 1ir khong ¢l hay o v81 cho d8n ++ hay nhigu hon dige ghi nhan & dudi 1% 56 benh nhin
dung lidu 10 va 20 mg, va trong khoang 3% s@ bénh nhan ding liéu 40 mg. Sy gia tang nhe i khing cd hay co vet cho dén +
duge bao céo vdi ity 20 mg. Trong da 56 cac tuing hop, protain nigu s8 gidm hay ién m&t khi i8p we ditu ir. Xem xér cac dit
li8u wt nhing thit nghiém 13m sang vé theo déi hau mai cho dén nay khang thay co mdi lién hé nhan qué gidia pratein nidu va bénh
odp tinh hoiic 1iEn viln & than.

Tidu rién ra mau 0 duge ghi nhan & bénh nhan ding rosuvastatin v edc di lidu 1 nghigm [am séng cha thiy 1 18 xdy 1a thip.
Anh turéng trén ¢ xona:

Anh huting dén o xong nhy dau o, binh oo bao gim viem co), va higm hon Ja tidu oo vin oo kim hear khing kem then viém
thin ¢4p da duirc bdo céo & nhing bénh nhén ding rosuvastatin a moi lizu va d3c biér & lidu I han 20 mg.

Ba théy cd s gia tang ndng @ CK co lien quan vt liéu lugng & bénh nhén dang msuvastatin: phén lén tang hep déu la nhe,
khtng cd 1w ching va thodng yua. Néu ndng di CK 1ang can {uen 5 [dn gioi han vén cla mic binh thagng), thi phai ngung thudc
(xem mye Canh baa va than rgng dac biét khi sit dynof.
Giding nhur cdc thude e ché men HMIG-CoA reductase khac, 42 quan sét thiy oo sif gia tang wansaminase ¢f lién quan d8n lidy
lugng  mit 58 ugng nhd bénh nhan ding msuvastatin; phén lin cac triing hap d8u nhe, khong ¢ trigu ching va thedng qua
Ngoai nhimg téc dyng khiing mong mudh ndu 1ién, ¢éc tac dyng khing mong mudn sau day d& duqr bao cio rong thea dbi hau
Ml cua rosuyastann

ac tac duno khire mong mudn cia cic slatin:
Rai loan tinh duc
ML vai ieitng hap ody bénh phifi K, dac bit khi didu o] dai han (xem phén Canh bao va thin trong dée bigt khi st dyngl.
Rl lnan o&n, a5 khi tin cheing dirt gin
Ty 18 xdy ra tiéu co vin, cde 1ac dung c6 hai nghiem Tong 1én than va cic ta ayng ¢ hai nghiém trgng én gan [chd yéu bao
gdm 1ang transaminase ganj tang lén 4 ligu 40 mg,
Tizem
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Trong mg thit nghiém I3m sang kéo dai 52 twén trén b em va thaoh thidu nién, ndng 6 Creatine kinase tang > 10 Ién gift han
trén cia mue binh thing va cac riéu chung oo sau tap the dye hodc téng hoat ding thé liye xay ra thistrng xuyén han so v ngudi
Ién (xem mye Canh bao va than rong dac bigt khi sif dyng). Trén cdc khia canh khac, do ligu an toan cia rosuvastatin trén té em
va thanh thiu mién cling weeng ty nhy ngudi e,

Théng béa cha bac sy biét céc téc dyng khdng mong mudn gép phé| trang qud trinh sd dyng thude

Qud lidu
Chira ¢6 diéu T dac hiéu khi bi qua libu. Trang trsing hap qua fidu, cén tién hanh diéu tr wigu ching va didu i) ho trg, Ph) theo
41 chit n&ng gan v ndng 9 CK. Thim tach mau khing gidp loai b6 duye nding df thudc khi co the.,

CAC BAC TINH DUTC LY

Bic tinh dvge lye hoc

Nham duge ti ligu: thudc e ché men HMG-CoA reductase, ma ATC: C10A ADY

Co ché 1ac dung

Rosuvastatin 18 mgt chat dc ché chon loc va canh tranh HMG-CoA reductase, ka men xdc tac qua trinh chuyén d8"-hydroxy-3-

methylglutaryl coenzym A thanh mevalonat, mit tién chér cha cholesteral. Noi téc dyng chu yéu cla rosuvastaun 13 gan, o quan
dich d# lam giam hrung chalesterol,

Rosuvastatin lam tang s& lugng thy th LDL & bé mét 16 bao tai gan, lam tang sy hip thu va di hda LDL va dc ché sy tong hgp VLDL
& gan, qua d6 lam giam t8ng s& phan ¢ VLOL va LDL.

Tac dun e h

Delorin lam gidm su gia tng LOL-cholesterol, cholesterol (an phén vé triglycerid va lam tang HOL-cholesterol. Thude clng fam
giam ApoB. nonHDLLC, VLDL-C, VLDL-TG vé lam tang ApoAd (xem béng 3). Delorin ciing lam gidm LDL-C/HDL-C, C toan phén/HDLC
v& nonHDLC/HOLLC va 1y 18 ApoB/ApoAd.

Bang 3. Bap g vei liéu lugng & bénh nhan 13ng cholesterol mau nguyan phat {type lla va llb} {1y 1& phan tram thay dai trung hinh
da higu chinh so vdi muc ban ddu)

Liéu lugng N LOLC | Crodnphan | HOLC TG nonHOLLC ApoB Apoh|
Gia duge 13 -7 5 3 3 -7 3 0
Smg 17 45 -33 13 -35 44 -38
10mg 17 -52 -36 14 -10 43 47 4
20 mg 17 -55 40 8 -23 b1 46 b
40 mg 18 63 46 10 -28 0 -b4 0

Téc dyng didu 1 dat duge wong vong | tudn sau khi bat ddu dung thudc va 90% cua sy dép ung 16i da dat duge trong 2 twan,
Thireng su dép ing tai da sé dgt duge trong 4 twln va sé duy tri 18p sau dd.

Hiéu gua va an 1oan lam sang

Delorin c6 hidu qua & nguii ldn tang cholesterol mau, cd hay khing kém theo tng wiglycerid may, bt ké ching tic, gidi tinh, hay
i téc va & nhitng nhom bnh nhdn ddc biét nhu déi thép duimg, hay bénh nhén tang cholesterol mau cd tinh gia dinh.

Tir cac s6 ligu 16ng hgp cia nghién citu giai doan Nl cho théy rosuvastatin ¢o hidu qua trong didu tr phdn ldn cc bénh nhén o
1ang cholesterol méu type lla va llb {muc rung binh ban déu LDL-C khodng 4.8 mmol/l) theo cac mye tiéu trong hudng dén duge
chép nhén cla HGi Xo vita ddng mach Chau Au (EAS: 1398); khodng 80% cac binh nhan didu u vdi liéu 10 mg dat dvge céc myc
1igu cia EAS vé néng d9 LOL-C (<3 mmal/l).
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Trong mét nghién e ldn, 435 bixnh nhan tang chotesterol mau o tinh gia dinh kiéu di hap ti duc diéu ] biing rosuvastatin lidy
70 mg dén 80 mg thea mot thiét k wong o 6y hagng taing dén. T8t cd moi liéu lugng déu cho tée dyng tich cye vé mat thiing s
clia lipid va muc u didu 1, Sau khi chudn €6 Iéu dén 40 mg wang ngay {12 wan didu vi), 1DLL gidm duge 53%. Cd 33% s
bénh nhan dat duge céc huing dén cia EAS vé ndng 66 LOLC (= 3 mmol/},

Trong mot nghién cdu mé co @ng 44n figu hgno, 42 blah nhan 18ng chokesterol mau o6 tinh gia dinh kigu ddng hyp U duge danh
gid mifc 86 dap ing voi 20-40 mg rosuvastatin. Trong nhdm banh nhan ndi chung, LOLL giém rung binh 22%.

Trong cac thir nghiém Iam sang véi s lugng bénh nhan gidi han, rosuvastatin ¢ tac dung cdng lyc lam giam tglycend khe phdi
horp véi fenafibirat vi 13m tang nfng da HOLC khi phét hep vi macin {xem muc Canh bao va thén trong @3¢ bidt khi sir dyng).
Trong mt thif nghiém 13m sang da trung tam, mu d0i va co di ching vti gid duge (METEOR), 984 banh nhén tir 45 dén 70 1oi
o it nguy ¢ méc bénh mach vanh {due dinh nohia qua ol 55 nguy ca Framingham <10% trong 10 ndmj, vit LOLL trung binh
4.0 mmol/1 {154,5 mg/dl}, nhung ¢ 0 vifa dong mach cin [am sang (phat hign qua 40 déy ndr mec mach cda ding mach canh -
CIMT). diroc diée tri ngdu nhién vti 40 ma rosuvastatin mat ln wong noay hodc bl gid due rong 2 nam. So wdi gid dige,
rosuvastatin lam cham cd § ngfia thiina ké tdc 06 idn vidn cla CIMT (i da o 12 digm cla ding mach cénh vdi mic -0.0145
mm/nam [khodng 1in cdy 95% -0.0196,-0,0093; o <0,0001]. Su thay 041 so véi mic ban dau 2 -0.0014 mm/nam (-0, 12%/nam
(khding ca ¥ nghia thiing kaj] d i vdi rosuvastatin khi 5o sanh yii mat s uén trién +0,0131 mmy/nam; (1,12%/nam {p <0,0001)) o
nhém dung gid duge. Cho dén nay chua ching minh duge sy weng quan iyt 1ép oiva v éc giam CIMT vii viég giam nguy <r 1ai
bién tim mach. Nham bénh nhan nghién citu trong METEOR cd it nguy oo b hénh mach vanh va khang dai dign chn nhdm bénh
nhén dich cda rosuvastatin 40 mg. Ligu 40 mg chinén duge st dyng cho bénh nhan tang cholestarl mau nang £6 nguy co 181 bign
1im mach caa txem myc Ligu dung vé cach dingl. fo |

¥
fanh gia cho viéc s dyng statin rong phang ngla ban dau: Mt nghién citu thi nghigm can thﬂm rosuvasiaun
(JUPITER}, hifu qua cua rosuvastatn dai véi viéc xay ra cc ta) bidn tim mach chinh cd nquyén nhan tr xr vita déng mach dugc
danh gid & 17.807 nam gidi {2 50 tdi] va ni {= 60 woi),
Cac 44 wyng tham gia aghién citw ditge Ita chon ngAu thign cho ddng 04 dige (n=89011 hoic rosuvastatin 20 mg ngay 1 én
[n=B90 1) vong thir gian trung binh 2 nam.
Nong dd LDLcholesteral gidm 45% {p < 0,001 1rong nhém dung rosuvastatin so v nhém gia duge,
Trong mdt phén tich cla mdt nhdm bénh nhan £ nguy o cao €6 didm danh gia nguy co Framingham > 20% {1.558 bénh nhén)
cho théy o sy giam dang ké s& hang 1 vong do tm mach, dir quy va nhdi méu co im {p = 0,028 ) & nhom didu uj bang
iosuvastatin 5o vdi 0ia dugc, Mif gidm nouy oo wyt dil trong 1y 1€ tai bién tén 1000 bénh nhannam 14 B,8. Ting sd 1 vong
1mng nhom o nguy o cao ndy khdng thay ddi (p = 0,183). Trong mét phén tich cda mat nhém banh nhén cd nguy co can {1fing 56
9302 bénh nhanj cd didm nguy cu ban dau 2 5% (ngogi suy d8 bao gdm cac 48i wng bénh nhan tén 65 tudi) ch rhdy co sy
gidm dang k€ hign tugng 1l vong do tim maeh, 40t quy va nhdi mau cr tim {p - 0,0003) & nham didy t bdng rosuvastatin so véi
gia duge. Mic giam nguy co taydt dii wong 1 18 tai bign la 5,1 vén 1000 bénh nhanném. Téng s6 i vang trong ahém co nguy oo
cao nay khong thay doi {p = 0,078).
Trong thir nghiém JUPITER ¢4 cd 6,6% bénh nhan trang nhom dung rosuvastatin vé 6,2% bénh nhan 1rong nhém diing gid duye
nging dung thufic nghién ciru da 136 dyny khang mong mudn, Cac tée dung khing mong mudn phd bidn nhét dan dén ngung diéu
1 Ia: dau oo {(,3% nham diing rosuvastatin; 0,2% nhom ding gid dugc), dau byng (0,03% nham ding resuvastatin, 0,02% nhom
ding gia dugel vé phét ban (0,02% nhém ding rosuvastatin: 0,03% nhom ding gi# dutc). Cée tic dung phy thutng gap nhat vi
1y 1 cao hen hodc bang gid duge bao gbm tdc dyng phy én duang 16 niéu (8. 7% ahém ding rosuvastatin; 8,6% nhom dang gid
duye), viem mi hgng (7 6% nham rosuvastatin: 7,2% nhom ding gid dwrc), dau lung {7,8% nhidm dung rasuvastatin: ,9% nhém
dong gia dugc} va dau oo (7,6% nhom diing rosuyastatin; 6,6% nham ding gié duoe)
Ikem
Trong mét nohién ciu m ddi, ngau nhién, da 1rung 1ém, cd ddi chimg gia duyc, kéo i 12 wan in = 176; 87 nam va 78 nif 1iép
then 18 40 1wén {n = 173; 98 nam v& 77 nif), giai dogn chuan d6 8y rosuvastatin dire uEn hanh rén céc bénh nhian 10-17 )
Tanner giai doan IFY, 1ré gai it kit 13 1 ndm sau khi o6 kinh nguyét) 1ang cholesterol mau ed yéu 1 gia dinh kidu di hp 1 duge
diing rosuvasiatin vdi ligu 5, 10 hogc 20 mg hodc gié duge méi ngdy trong 12 win va seu @6 141 ¢ due diée 1 bang
rsuvastatin hang ngay trong 40 wdn, Lic b d8u nohizn o, o6 khodng 30% bénh nhén wr 10-13 i va knodng 17%, 18%,
4%, va 25% bénh nhan thudc Tanner giai doan Il 111, 1¥ vé ¥, weng dng,
Nfing 43 DL gidm 38,3%, 44,8%, va 50,0% wenq tng d nham dung msuvastann 5, 10 va 20 mg, so vir 0,7% nhom gia durge.
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Van cudi 40 1wdn, ligu dege chudn d6 oén liéu tfi da 20 mg mit lan méi ngay, 70 tong tiing s3 173 biénh nhén (40.5%) da dar
duoe muys tiéw néng 4 LOLL dudi 2,8 mmal /1.

Sau 52 tun nghién cizu, khing quan sit thy sy dnh hudng dén rang mdg, can nang, chi s§ khé co thé hoac sy truiing thanh
tinh due {xem myc Canh bao va thin wrong dac hiét kh sir dyngl. Kinh nghigm thit aghigm 13m sang & tré em va thanh thidu rién
cOn han ché va énh hudng Fu dai cia rosuvastatin {> 1 nam) dén tubi déy thi chua duge bigt. Tht nghiém nay {n = 178) khang
phix hop @8 50 sanh céc 3 dung khéng mang mudn higm gap.

B§c tinh dugc dgng hoc ‘ .
Haw thu: Nong @6 dinh cia rosuvasiatin trong huy#t tifeng dat duge véo khoang & gid sau ki uding thudc. Sinh khd dyng twyét doi
xép xl 20%.

Phén b, Rosuvastatin tap tung nfidu d gan, noi chi yéu ting hop chalesterol va thanh thi LDLC. The tich phén b cla
rosuvastatin xdp xi 134 L

Khoang 90% rosuvastatin dugc gdn vao protein huy8t tong, chi yéu gdn v albumin,

Chuvér hoa:

Rosuvastatin it bi chuyén hoa {khodng 10%. CAc nghitn cuu i witeo vé chuyEn hea co st dung céc (8 bao gan cda nguir xac dinh
rang rosuvastatin 13 mt chdt nén y&u cho sy chuyan hda qua eyinchrome PA50, CYPZCY 13 soznzym chinh tham gia vao qué tinh
chuyén hoa, 2C19, 344 va 2D6 tham gia ¢ mic g9 it hon. Chat chuyén hoa chinh duge xac dinh la N-desmethyl va Iactlr,m.

Chat chiuyén hiba N-desmethyl o0 hoat tinh yéu hon khodng 50% so véi rosuvastatin, trong khi dang lacton khéng cé foat tinh rén
|3m sang. Rosuvastatin chiém hon 90% hoat tinh e ché HMG-CoA reductase trang (udn hoan,

Thai r; Khodng 90% lidu rosuvastatin duge thai U ¢ dang khdng bién ddi qua phan (bao gam hoat ¢hl
dupe hap thu} va phan con far duge bai tiét ra nude tidu. Khodng 5% dutc bai et ra nudc tiéy dudi dang ihung bitn ddi. Thoi gian
bian thai wang huyé1 wong khodng 19 gio. Thin gian bén (h&1 khang tng khi ding liéu cao hon. Bg thanh théi ong huyét weng
tung binh khoang 50 /g (hé s bién thign la 21,7%),

Giding nhis cdc chét Ue ché men HMG-CoA reductase Khat, sy 6ao thél rosuvastatin ra khdi gan co lién quan dén chat vén chuyén
nua méang OATP-C. Chilt vn chuyén néy od val 1ro uan 1gng trong viée dae thai rosuvastatin ra khéi gan.

Tinh wyén tinh; Mt 89 uép xilc clia rosuvastatin tang ty & vt héu dung, Khiing co sir thay doi nao vé cac thing s& dugt dong hoe
sau ahiga [igu ding hing ngay.

a0 phom he an dac bigy
Tubi tae va it tinh: Tac ddng cha wéh téc hot 0/ tinh 1rén dwge d9ng hoe cla rosuvastatin khing dang ke vé mat 13m sang.
Duze ding hoc cda rosuvastatin & g em va thanh thifu nign ting cholesierol méu cd inh gia dinh kiéu dj hyp 1 tweng ty nhy &
nqutii I tinh nguyén (xem myc “Tré em™ bén dudi),

Ching the; Cac aghién ciu dige ding hoc cho thiy AUC va C,,, 1éing khodng 2 Bn & nquin chdu & (ngudi Nhar, Trung Quéc,
Philligin, Vigt Nam va Han Quic} so v nguii da 1dng; AUC and Gy, téng khodng 1.3 1an & nguti An B3,

Mt phén tich dvgc déng hoc theo quén thé dan cv che théy khiing co sy khac bigt ca ¥ nghia 13m sang vé due ddng hoc § céc
nhom nquiti da wang va ngui da den,

Suy thén; Trong mat nghién ciu trén ngudli suy than & nhidu mic dg khac nhau cha théy bénh than 1 phe dén vita khing anh
hudng dén ndng 44 rosuvastatin hode chdi chuyén héa Ndesmethyl. Bgnh nhn suy thin ndng {thanh thai creatinin <30 m|/phit)
¢d nong ) thuBe 1rong huy8t weng cao gdp 3 ln va nling dg chdt chuyBn hda N-desmehyl 1ang can odp 9 Ién so vil nguii tinh
nguyén khoe maah. Nong d3 cia rosuvastatin o trang théi 6n dinh & nhizng bénh ahan dang tham phan méu cao han khoang 60%
so et nguti tinh nguyén khoe manh,

Suy 0an; Treng nghitn ciu rén nguti 18n thueng gan @ nhidu mue 68 khdc nhau, khéng co bang ching vé tang mue 1ép xic cla
rosuvastatin tinh thep ndng dg va thii gien o nhiing bénh nhén o diem s3 Child-Pugh < 7. Tuy nhién, 2 bénh nhan vei diém s3
Child-Pugh 8 va 8 cd myr ¢ tifp xic cla rosuvastatin 1ang &n it nhét 2 [an s vdi ngui co diém s8 Child-Pugh thép han.

Chua co kinh nghigm ding thude & nhitng bénh nhén cd didm s& Child-Pugh lon hen 9.

B3 hinn gen

Cac protein vén chuyén nhe DATP1B1 va BCRP c6 vai td quan trong trong viée dao thai cac chit tic ché men HMG-CoA reductase
nhir rosuvastatin, Nouy oo 1ang 1Ep xdc vol esuvastatin tin (3i & nhing bénh nhén da hinh gen SLCO1B1 (DATPIBY) vé/hade
ABCG? {BLRP). Bénh nhan cd da hinh gen SLCO181 £.521CC va ABCGZ £.42 1AA ¢f murc 1gp xuic vill rosuvastatin {AUC) cag hon
1.7 18n hodc 2,4 1an so vl kidu gen SLCO1B1 c.5217T hodo ABCG? ¢.421CC.




https://trungtamthuoc.com/

T
Cac thong s8 duge dbing hoc & 18 em tiing cholesterol mau cd yéu 1@ gia dinh kiéu di hgp & vong 89 wdi 10 dén 17 twéi chira
duge xac dinh day do. Mgt nghién ciiu nho si dyng rosuvastatin cho 18 bénh nhi cho thdy muc 1i€p xic vei rosuvastatin & e em
wseng 1y nhu & nguii Idn. Han nda, két qué nghién ot cho thy khing cd sy khac bidt ldn vé ty I8 héu ding.

Céc d liéu an toan tién lam sang

Cac dir lidu tién dm sang cho thiy khiing c6 nguy hai déc biét ndo cho ngudi dya trén nhimg nghién ctiu thing thubing vé an 10an
duc 1y, dic tinh d8i véi gen va kha ndng gdy ung thy. Cac thir nghigm dc hidu vé dnh hudng trén hERG chira duoe danh gid. Cac
tac dyng kndng mong mufin khing xudt ién trong thir nghidm lam séng, nhumg xudt hign ¢ ddng véT vii mife tidp xiic tweng 1 nhy
mire tiéip xtc wrang am sang nhy sau: Trong nghién ciu vé doc tinh vdi liéu lap lai, cdc thay G6i md bénh hoc ¢ gan cd thé do téc
dung dugc Iy cla rosuvastatin dugc quan sat thay & chudt nhat, chufit cdng, va ¢ mic dg thap hon |3 anh hudng dén wi mat cla
ch, nhung khong théy & khl. Ngodi ra, dbc tinh trén tinh hodn duge quan sét thiy & khi va chd khi duna liéu cao. Bc tinh dii vdi
s sinh san duge ghi nhdn & chudr, vii sy suy giam sd lugng con rong mit Ida d8, cin néng cla con v ty 1& sdng sbi cia con khi
ding liéu gay déc cho chudt me khién sy 1iép xdc 1wan than cao gap nhifu [dn mic tép xic rong diéu .

CAC BAC TINH DUgC HQC
Tinh wong ky
Khéing ap dyng,

Han ding
24 thang ké t ngay san xuat.

Bdo qudn
Bao quan ¢ nhiét 4 dudi 30°C.
Giir thudc trong bao bi gfic

Bdng goi
7 vién nén bao phim ddng 1rong vi 0PA/Al/PVC/ /AL Mi hop gidy chifa 2 hodc 4 vi ciing 1 huding dén sif dyng thudc.
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