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ROSUVAS HASAN 10

Rx Thuéc ban theo ddn

Thanh phén
- Hoagt chat: Rosuvastatin calci/ tugng dudng Rosuvastatin 10 mg.
- T4 duge: Ludipress LCE polymer, Avicel M102, Tricalci phosphat, Crospovidon, Magnesi
stearat.
inh
- g chalesterol mau nguyén phat (loai lla) ké ca tang cholesterol mau gia dinh kifu di hop td
c réiloan lipid mdu hdn hop (loai Iib): 14 mt liéu phap hd trg cho ché d6 &n kiéng khi bénh
n khong dép lng ddy di véi ché A6 &n kiéng va céc ligu phap khdng ding thudc khac (nhu
thé dyc, giam can).
- @19 cholesterol mau gia dinh ki§u déng hap ti: ding hd trg ché d6 &n kiéng va cdce bién phap
digu trj gidm lipid khdc (nhu'trich fy LDL méu) hodc khi cdc ligu phép nay khang thich hgp.

L&ugng va céch ding

%« Khi b4t d4u didu trj, b&nh nhan phai theo ché A6 &n kigng chudn gidm cholesteral va tiép

Vién nén

duy triché d6 nay trong sudt thdi gian didu tri.
u chinh lifu theo myc tidu diéu trj va d4p dng cla bénh nhan.

u fugng:
'ﬁu khdi d4u khuyén c4o 14 5 mg hodc 10 mg, uSng ngay mét I4n cho cd bénh nhan chua ting
g thudc nhém statin va bénh nhan chuyén ti ding thudic dc ché HMG-CoA reductase khéc
g diing Rosuvastatin. Viéc chon lya liéu khdi ddu nén luu ¥ dén muc cholesterol cla ting
h nhdn, nguy cd tim mach sau ndy cling nhu kha néng xay ra c4c tac dyng khéng mong
n.
=54 thé tang liéu sau m&i 4 tudn néu cdn, 16i da 40 mg/ngay.
- di b&nh nhéan tAng cholesterol mdu ning cd nguy cd cao vé bé&nh tim mach (d&c bigt la cdc
nhén tang cholesterol mdu gia dinh) mé& khéng dat dugc higu qué didu trj 8 lidu 20 mg cd
tang liéu 18n 40 mg va phéi dugc bac s§ chuyén khoa theo dbi thudng xuyén.
- i han liéu Rost in 161 da 10 mg/ngay khi diing phéi hgp vdi céc chét dc ché protease
Tua HIV v HCV nhu Atazanavir, Atazanavir va Ritonayir, Lopinavir va Ritonavir.
h diing: ding bat cu luc ndo trong ngdy, trong ho#ic xa ba an.
“>~J¢é em: Tinh an toan va hidu qu & tré em chua dugc thiét I4p. Kinh nghiém vé viéc dung thudc
em chi gidi han trén mét nhom nhé tré em (=8 tuéi) bj téng cholesterol mau gia dinh kidu
ng hdptir. Vith&, Rosuvastatin khdng dugc khuyén céo ding cho tré em.
- i cao tudi:Khdng cén diu chinh liu.
- nhén suy thin: Khéng cdn diéu chinh liéu & cdc bénh nhén suy than ti nhe dén vira.
~=&X6ng chi djnh ddi vdi bénh nhén suy than néng.
h nhén suy gan: Miic 8 tiép xic vdi Rosuvastatin tinh theo néng d va thai gian khéng
g & nhiing bénh nhan c6 diém s& Child-Pugh < 7. Tuy nhién, mic dg tiép xuc véi thudc
tang 1&n da dugc ghi nhan & nhiing bénh nhan cé diém s& Child-Pugh 8 va 9. & nhiing bénh
nhén nay nén xem xét dén viéc ddnh gia chic néng than. Chua c6 kinh nghiém trén cdc banh
nhan cé diém s6 Child-Pugh trén 9. Khéng nén ding Rosuvastatin cho bénh nhan méc bénh
gantién trién.
Chiing téc: Tang mic do tiép xdc véi thuc tinh theo ndng d@ va thai gian da dugc ghi nhan a
bénh nhan Chau A. Biéu ndy nén dugc xem xét khi quyét dinh liéu diing cho bénh nhan gée
ChauA.
Chéng chidinh
- Bénh nhan quéa mén vdi Rosuvastatin hodc bat ky t4 dugc ndo cla thude.
Bénh nhan méc banh gan tign trién ké cé tang transaminase huyét thanh kéo dai va khéng 1o
nguyén nhén va khi néng d transaminase huy#t thanh tang hon 3 1&n gidi han trén cla mic
binh thudng (ULN).
Bé&nh nhdn suy than nang (d§ thanh thdicreatinine < 30 mlfphat).

Eé&nh nhan cd bénh ly vé ca.

Bénh nhén dang ding cyclosporin, g il, thudc ha ch

cao (> 1 g/ngay), colchicin, thudc didu tri HIV va viém gan siéu vi C.
Phuy nii ¢6 thai va cho con b, phy nid ¢t thé mang thai ma khéng ding cédc bign phép trdnh thai
thich hgp.

ol nhém fibrat, niacin lidu

Thén trgng

"

v

Anh hugdng trén thén:
Protein nigu da dugc ghi nhan & nhiing bénh nhan diéu tr bing Rosuvastatin & liéu cao, dac
biét & lidu 40 mg, ph&n Idn tinh trang ndy thodng qua hodc thinh thodng xay ra. Protein niéu
khéng phdi 14 d&u higu bdo trudc cla tinh trang bénh than cdp hodc 1ién trién. C4n dédnh gid
chicndng thdn trong thai gian theo ddi cAc bénh nhan da duge didu trj vdi lidu 40 mg.
Anh hudng trén co xuong:
Céc tAc d6ng trén cd xudng nhu gy dau cd, bénh co va mét sd hiém truding hop tiéu co van da
duigc ghi nhan & nhilng bénh nhan dugc didu tri bAng Rosuvastatin d tAt cd céc ligu, ddc bigt1a &
lidu trén 20 mg.
in
Khéng nén do néng dd CK sau khi van dong géng siic hodc khi cé sy hién dién cha mdt nguyén
nhénnao dé cé thé lam ting CK vididu ndy cd thé 1am sai léch két qua. N&u ket qua xét nghiém
néng d8 CK trudc khi didu trj cac han (5 x ULN) va viin 1&p lai sau 5 — 7 ngdy thi khong nén bt
ddu didu tri biing Rosuvastatin.
Can nhic theo d&i creatin kinase (CK) trong trudng hgp:
+ Trudc khi diéu trj: xét nghiém CK nén dugc tién hanh trong nhiing trudng hgp:
Suy gidm chuc ndngthan
Nhugc gidp
Tién sif bAn than hodic tién si gia dinh méc bénh coditruyén.
Tién s{ bj bénh co do sl dyng statin hodc fibrat trudc dé.
Tién s bénh gan va/hodic udng nhidu rugu.
Bénh nhan cao tudi (> 70 tudi) ¢é nhiing yé&u t& nguy cd bj tiéu cd van.
Kha nang xay ratudng tAc thudc va mdt sd dditugng bénh nhan dac biét.
@ nhiing bé&nh nhan nay nén cén nhic gilla nguy cd va Igi ich cla viéc diéu tri va phdi theo d&i
1am sang. N&u k&t qué xét nghiém CK > 5 1&n gidi han trén clia mdc binh thudng thi khéng nén
bt d4u diéu tri bAng Rosuvastatip.
+ Trong khi diéu trj: Nén yéu cu c4c bénh nhan bdo cdo ngay céc trigu ching dau cd, cdng cd,
y&u co hodc vop bé khéng gidi thich dudc, dic biét néu cé kém theo mét mdi hodc sét. Nén do
néng 46 CK & nhiing bénh nhan nay. Nén ngung dung Rosuvastatin néu néng d CK tang cao
déng ké (> 5xULN) ho#c cdc triéu ching vé co trdm trong va gdy khé chiu hang ngay méc dU
néngdé CK {<5xULN). Néu cdc trigu ching nay khéng con nda va néng a4 CK trd lai muc binh
thudng thi nén xem xét dén viéc ding lai Rosuvastatin hodc 1 thudc ic ché HMG-CoA
reductase khéc d li#u th&p nhét va theo dai chit ché.
Ti1& méc bénh co va viém co gia ting d& dugc thdy & bénh nhan ding céc chat Uc ché men
HMG-CoA reductase khdc déng thai vdi cdc din xu#lt cla acid fibric k& c& gemfibrozil,
cyclosporin, acid nicotinic, thuSc khang ndm nhém azol, cac chét Uc ché men protease va
khdng sinh nhém macrolid. Viéc sif dung két hgp Rosuvastatin vdi cdc fibrat hodc niacin dé dat
dudc sy thay adi néng do lipid nén dugc can nhic k§ gitla Igi ich va nguy cg c6 thé xay ra do
nhiing k&t hop nay. Phéi hgp gila Rosuvastatin va gemfibrozil khéng duge khuyén céo.
Khéng nén ding Rosuvastatin cho bénh nhén ¢4 tinh trang nghiém trong cédptinh, nghi ngd do
bénh co hodc cé thé ddn dén suy than thd phét do tiéu co van (nhu nhidm khudn huyét, tut

khéing kifm sodt dugc).
Anh hudng trén gan: w
Gifing nhu cAc chat c ch& men HMG — CoA reductase khac, c4n than trong khi d{ ‘5{ sfp
& bénh nhan nghién rugu ndng v/hodc cd tién si bénh gan. Z
Lam xét nghiém enzym gan trudc khi bét ddu diéu tri bAng Rosuvastatin va tro hg
dinh 1am sang yéu c4u xét nghiém sau d6. Nén ngung hodc giam liéu Rosuvasiati

d6 transaminase huyét thanh g&p 3 I4n gidi han trén clda muc binh thudng.
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/y ~ ] .
pét tay’clia tré em

- Bénh nhan tang cholesterol thd phat do thiéu ndng tuy&n gidp hodc hoi chung than hu phai

dugc didu tri trude khi bit ddu ding Rosuvastatin.

Tuongtic thudc

- Cyclosporin: Dung déng thdi Rosuvastatin vdi cyclosperin, céc gid tri AUC cla Rosuvastatin

cao hon trung binh g&p 7 14n so vdi tri s6 nay & ngudi tinh nguyén khoé manh nhung khéng dnh

huding dén néng A cyclosporin trong huyét tudng.

Céc chét d6i khéng vitamin K: giéng nhu céc chét tc ché men HMG-CoA reductase khac, khi

bét d4u didu trj hodc tang liéu Rosuvastatin & bénh nhan didu trj adng thdi vdi cée chét ad

khang vitamin K (nhu warfarin) ¢é thé 1am tang trj s6 INR. Ngung ding hodc gidm lidu

Rosuvastatin ¢6 thé 1am gidm INR. Trong nhiing truéing hgp nhu vay, nén theo ditriss INR.

Gemfibrozil va céc thuéc ha cholesterol méu nhom fibrat khéc, niacin liéu cao (> 1 g/ngay),
colchicin: Diing d6ng thai véi Rosuvastatin tang nguy cd tén thudng cd.

- Thuéc khdng acid: Ding Rosuvastatin déng thdi véi hén dich thudc khdng acid chia nhdm va

magié hydroxyd lam gidm khodng 50% néng dg Rosuvastatin trong huyét tuong. Khi udng

thuéc khdng acid cach 2 gid sau khi ding Rosuvastatin thi néng do Rosuvastatin trong huyét
tudng s& gidm ft hon. Mdituong quan vé mét 1am sang cia tudng tc nay véinchua rg.

Erythromycin: ding déng thdi Rosuvastatin vdi erythromycin lam gidm 20% AUC (0-t) va 30%

Cax Clia Rosuvastatin. Tudngtéc nay c6 thé 14 do erythromycin lam tang nhu dgng rudt.

Thudc vién uéng ngura thal/ligu phap thay thé hormon (HRT): ding ddng thai Rosuvastatin

véi thudc vién udng ngifa thai 1am tang 26% AUC ciia ethinyl estradiol va 34% AUC ciia

norgestrel. N&n luu § d8n muc tang néng dé cdc chét nay trong huyét tudng khi chon thuc
uéng ngila thai. Chua c6 di ligu dugc dong hoc trén nhing bénh nhén ding déng thdi

Rosuvastatin vai HAT va vivay khéng th& logi trif khd nng c6 tdc ddng tuang ty. Tuy nhién, két

hgp ndy da dugc sif dyng réng rili & phy ndtrong céc thif nghiém 1Am sang va da dugc dung nap

tit.

- Digoxin: dya trén cAc di lidu tif cdc nghién ciu vé tudng tac thudc chuyén biét cho théy khéng
6 tudng tdc ddng ké vé mat 1am sang khi dung chung vdi digoxin.

- Men cytochrom P450: K&t qua tif thil nghiém in vitro va in vivo ching té ring Rosuvastatin

Kkhéng phai 4 cht tic ché hodic cdm dng men cytochrom P450. Hon niia, Aosuvastalin 1 chal

nén y&u cho céc isoenzym nay. Kndng ghi nhén cde tudng tdc lién quan vé lam sang gida

R vdifl zol (chét dc ché CY P2C8 va CYP3A4) hodic ketoconazol (chét dcché

cyP2A6 vl CYP3A4). Dung déng thai itraconazol (chét Uc ché CYP3A4) va Rosuvastatin lard

tang 28% AUC ciia Rosuvastatin. Sy tdng nay khéng dugc xem 12 c6 § nghia vé matlam sang.

Vivdy, khdng cé tugng téc thufc do sy chuyén hod quatrung gian cytochrom P450.

Chét uc ché protease cila HIV va HVC: sl dyng déng thai véi Rosuvastatin cé thé 1am tang

nguy cd gdy tén thuang cd, nghiém trong nhdt I tidu o van, théan hu din dén suy than va cd

thé gy tdvong.

Duge lyc hoe
Coché téc dyng:

- Rosuvastatin I mét chét dc ché chon lgc va canh tranh men HMG-CoA reductase, [a men xic
t4c qué trinh chuyén déi 3-hydroxy-3-methylglutaryl coenzym A thanh mevalonat, mdt tidn
chét cia cholesterol. Vij tri tdc ddng chinh clia Rosuvastatin 14 gan, cd quan dich lam gidm
cholesterol.

- Rosuvastatin lam tang s lugng thu thé LDL trén bé mat té bao & gan, do vay lam ting h&p thu

oA s sy téng hgp VLDL & gan, vi vay lam gidm céc thanh phédn VLDL v
.5 0%

néng dé LDL-cholesterol, cholesterol todn phén va triglycerid va lam
hudc cling lam gidm ApoB, non HDL-C, VLDL-C, VLDL-TG va lam
| 1). Rosuvastatin cOng lam gidm céc tj 18 LDL-C/HDL-C, C toan
/HDL-C va Apo A-l.

59 & bénh nhan tang cholesterol mdutién phat (loaillava Iib) {muc thay
rudc khi didu tri).
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