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Thimh phén:

Méi vién chid rosuvastatin caleium tuong diromg 10 mg rosuvastatin

Ta dwge: tri calqrum phosphat. lactose, avicel PH 102, crosspovidon. butviated hydroxy toluu.ne
magnesium. titc, HPMC E13, propylene glycol taie, TiOy

Dang bio chi: Vién nén bao phim

mﬂm.*w Hop 3 vi x 10 vién.
Chi dinh: fl

1. Bé sung cho ché do dinh dwong dé lm gidm cholesterol toin phin, LDL — €, ApoB,
nonHDL - C, teiglycerid vii lam tang HDL — C & bénh nhin ¢b tang cholesterol — mdn
nguyén phat (dj hop tir cd va khong ¢6 tinh gia dinh) va i loan lsprd méu dang hin hop
(Fredrickson nhém IT a va 11 b),

2. Bo sung chu.mhé do dink dudng d¢ didu tri binh nhin ¢ ting ham lweng triglycerid
(Fredrickson nhém IV).

3. Lam giim cholesterol todn phin, LDI, - C va ApoB ¢ ngvis ting cholesterol - méu déng hop
tir o6 tink gia #é bd trg cho cic each didu tri gidm lipid — mdu khde (vi dy loe IDL - C)
hofic khi cdc ¢ gphépn.éykhéngoéhiﬁul\nc.

Udng rosuvastatin mbi ngaymnmmmg Ciin ding liéu tuy (heo ¢4 thé dya vio mye dich
didu trj va dip ﬁng ciia benh nhin. Liéu khai diu thuimg khuyén cdo 14 mbi ng&y 10mg.
Nhung véi ngu& khiong vdn giant nhidu LDL — C hofic ngudi ¢co ths €6 cic yéu 16 nguy co
bénh ca, thi nén khéi diu bang lisu S mg méi npay.
?wkhxkhhtﬁavdhcic»huaudqmumsﬁﬂmuinphﬁntwhnﬁngﬁplﬁ))d mm:tmng? -
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¥ Tré em; Tinh an 1odn vi higu qua & tré em chua duoc thiét lip. Kinh nghidm v& vise ding
thude & tré em chi gidi han & mit 56 1ré em (8 tudi hojc hon) bj ting cholesterol mdu ¢6
thﬂ:gm@ﬁhéud&nghqplu Do db, khong nén dimg rosuvastatin cho tre em.

¥ hgm’:unluu, L:mkhm&uimg&wc&hgchobgnhnmn > 70 tudi. Khing cin diéu

© chiinh liéu & cdc bénh nhin niy.

v Bénhnb&pmythm Khéng ciin didu chinh lidu & bénh nhin suy than tir nhg dén vira
Bénhnhq'mlythinmmd@vﬁxphéi(délhmhﬁﬁiaﬁhhxmmbplu)cwckhuyén
diing Itéqlkhm diu 5 mg nhung chong chi dinh & ligu 40 mg. C!:éngchl dinh ding
msuvaslﬂm cho bénh nhin suy thin ning (dfbth&nh thai creatinm < 30 m].fph.\!).

Liéu ding cdo khi ditng ddng thes vori cae thude e ché pratease ciia HIV va HCV:
" Ciceh i’cd!épmtuaecntmg:ﬁc Khuyén cdo ké doa
) (7 s vir = | Gifi han héu rosuvastatin oi da
* Lopinavir + ritonavir g 10mg mét lin/ngay.
. Aualm Vir + ritonavir
|
Nguhiqﬂémﬁniﬁ_ m véi cic thinh phin cia ché phim,
xhangdangmsqmmin”gwieamhmﬁénuﬁnmacmmtmdaim:rmhasc
trong hnyét thanh (ma khong ¢it nghia dirge).
Béni nlsin suy than niing (43 thanh thj creatinin < 30 mi/phat).
Bénh shin cé bénh Iy vé co.
Phu nit mang thiti va cho con bi, phy nit ¢o khit ning co-thai nhimg khing dimg cie bién phip
tranh thai thich
Triege khi diéu 1 voi Bonzacim cdin logi trir cae nguyén nhin gdy ting cholesterol mdu (vi dy
dii thio dwdmg kém kidm sodt. thiéu ning gidp, héi chimg thin b, rdi logn protein miu, bénh
gan tic mdt, do dung mét s6 thude Khae, nghign rugu) va ein dinh hegng cholesterol toan phin,
cholesterol LDL, cholesterol HDL vit frigycerid. Phii tién han dinh heeng lipid dinh ky, véi
khoing cich kiving duéi 4 tuin, va diéu chinh lidu lrgng theo dip (mg clia nguiri bénh vai
thube. Muye tiéu didu tri ki gidm cholesterol LDL vi vy phii sir dung ndng d§ cholesterol LDL
dé bt diu dicu wdinhgna'd@imgﬂiéumﬂukhikh&ngn&n&hﬁmmchohnml'm
méi sit dung cholesterol toin phin &4 theo ddi didutri,
Cén cin nhic khj dang thude thuge nhém statin d6i véi bénh nhin c6 nhimg véu td nguy co din
dén tén thirong ¢, Cin theo d3i chiit ¢h# cic phin img c6 hyi trong qué trinh ding thude.
Cmnhicﬂmd#nmalmkmase((.l()tmnghmglwp
- Trude khi diu tri. xét nghigm CK nén duoe tién hinh trong nhimg truomg hop: Suy
i hite nng thin, nhirge gidp, tidn sir ban thin hofe tién si gia dinh mic bénh co
n, tién sir bi bénh co do sit dung statin hodc fibrat trude d6. tién sit bénh gan
uéng nhicu nrgu, bénh nhin cao tdi (>70 tdi) c6 nhimg yéu 16 nguy ee b
viin, khi niing xay ra twong tic thude vi mét s6 déi temg bénh nhan dic bigt.
nhimg trirdmg hop niy nén cin nhic loi ich/nguy co va theo ddi bénh nhin trén
mwmmmnéummmw.cpsﬁnmmma
thwémg, khong nén bit diu dicu tri bing statin.
- Tmnsqmilrmhdi_éu!rihﬁngnaluybé:r&nh&ncnnthonghiokhig:édcbiéuhiénvé
wr dau co, cimg co, véu co...Khi ¢6 cde biéu hién niy, bénh nhén cin lam xét
CK dé c6 cde bién phép can thiép phit hop.

Cin 1am céc xétnghiém enzym gan trade khi bit diu didu trj bing statin va trong tnromg hep chi
clin xét nghiém sau db.

uvastatin cho ngudi suy thin nghiém trong (CLo< 30 mVphat/.73m’) s& lam
4 rosuvastatin trong huyét twong so v6i & ngudi tinh nguyén khoé manh.

tidu




Léc dung phu: : -
https://trungtamthtl @€ «€ @akns mo . puin img cb nw tnsoms nts v tom s i i dune

khéng mong mubn thutng glip phai i dau co, 4o bon, mét mdi, dau byng, budn nén,

Suy gidm nhin thirc (nhur mét tri nhé, 1 An...)

Ting dudng huyét,

Tang HbAlc.

Théng bio ngay cho bac sjj khi gdp phdi cac tdc dung khéng mong muin cia thube.

Luomg tic véi thube khic:

CYP 34, Cac du lidu in vitro va in vivo chnthivdélhuﬁloccﬁammastﬂmklwn;phu

thue vao CYP 3A; & mire ding trong 1am sang, didu niy duge khang dinh trong cac nghién

ciru véi cdc chiit ire ché CY P 3A4 quen biét (ketoconazole, erythromyein, itraconazole)

Ketoconazole: Phéi hop keloconazole (mdi lan 200mg, ngay 2 lin, dung trong 7 ngay) véi

rosuvastatin (80mg) khong lam ting ndng dd rosuvastatin trong huyét twong.

Erpthromyein: Phdi hop erythromycin (méi lin 500mg, ngay 4 1in, ding trong 7 ngay) véi

rosuvastatin lam giam 20% AUC vi 31% Cpay cilz Erythromycin nhimg nhl'lng sur gidm ndy

khéng ¢6 y nghia lim sing.

ltraconazole: itraconazole (mdi lin 200mg, ngay 1 lan, ding trong S ngay) lam ting 39% va

28% AUC ciia rosuvastatin vai fidu tuong tmg 1 10mg vi 80mg, nhimg sy ting nay khong

¢b ¥ nghia lam sang.

Fluconazole: Phéi hop fMuconazole (mdi ngay 1 lin 200:.13 ding 11 ngay) voi rosuvastatin

(30mg) lam tang 14% AUC ciia rosuvasiatin, nimg khéng ¢ ¥ nghia lim sang.

Cyelosporine: Phéi hop cyclosporine véi rosuvastatin [im thay d6i ri rét ndng d8 cyclosporine

trong huyét tuong. Tuy nhién, Cryx ctia rosuvastatin ting 11 lin va AUC tang 7 lin so voi dir liéu

da glip & ngwdri khoé manh, Nhifg sir ting nay 1 cé ¥ nghia lim sang, :

Rosuvastatin ¢6 thé lim ting tac dung ¢na warfarin. Phai xdc dinh théi gian prothrombin

trude khi bt diu ding statin va theo ddi thudng xuyén trong giai doan din didu irj & dam

bao khong ¢6 thay d6i nhiéu vé thoi gian prothrombin,

Céc nhyn gdn acid mat c6 thé lam gidm rd rét kha dung sinh hoc cia rosuvastatin khi udng

ciing. Vi viy thoi gian ding 2 thude nay phai cach xa nhau.

Nguy co 16n thuong co khi sir dung dong thoi véi cic thude: gemfibrozil, cac thude ha

cholesterol min nhém fibrat khac, niacin licu cao (>1g/ngy), coichicin. :

Vige sir dung dbng (hoi rosuvastatin v&i cdo thude didu trj HIV (e ché HIV-Protease) va

viém gan siéu vi C (HCV): Lam tang nguy co gay tén thuong co, nghiém trong nhit I3 tiéu

cor viin, thin hur din dén suy thin va co thé giy tir vong.

Sir dung cho phu ni¥ ¢ thai va cho con bu:

Mure d5 an toim trén phy nir mang thai chura dwge ghi nhin nén chi sir dung thude trong hic mang

thai khi tic dung mong muén hon hiln cic tic hai do thube gy fa.

Mét lwong nho thude vio trong sita me. Do thude ¢ khi ning trc ché HMG-CoA reductase do

46 c6 thé dnh hwimg nghiém trong dén tré dang bii me.

Do d6 chéng chi dinh véi phu nit ¢é thai v cho con b, phu nif ¢6 khd néing ¢6 thai nhung khong

dmgc:lc menp!npmnhmmumh hqp

‘l'huoclchbngm!lhumgdinkhduang Mlxev&vinhinh miy moc.
Biic tinh duoe luc hoc: : :
Rosuvastatin la chit &e ché chon Jpe va c6 canh tranh HMG — CoA - reductase 1a enzym e tic
cho chuyén 3-OH-3-methyl-glutaryl coenzym A sang mevalonat la tién chit cia cholesterol,
nghién cim in vitro trén dong vl va nghién cin in vitro trén 1¢ bio nudi eiy cia déng vt vi
ngwoi cho thiy rosuvastatin sip nhip manh va chon loc véi tac dung & gan, 1A mé dich cho s
giam cholesterol. Nghién ciru ¢4 in vitre v in vivo cho thiy rosuvastatin chong réi loan lipid —
mén theo 2 con dutmg, Thir nhat, lam ting s6 heong céc thy thé LDL - C & gan ¢ bé mit té bio
dé 1am ting thir thip va di hod LDL. Thir hai. rosuvastatin irc ché sy téng hop VLDL & gan, 1am
giam & hrong tong cong cde tidu thé VLDL va LDL.
Dic tinh duve ddng hoe:
Hip thu: Nghién ciru dwge 1Y Jdm sang trén ngwai, nong 46 dink trong huvét twong dat 3-5
gidr sau khi udng thubc. Ca nong 4§ dinh (Cru) vi dién tich dudi dwimg cong (AUC) déu
ting voi ty 1 gin gidng nhu khi tang 1én. Sinh kha dung tuyeét doi khoang 20%.
Udng rosuvastatin cing thire in 1am gidm tdc d8 hap thy thudc khodng 20% qua ddnh gid
Crax nhumg khong cé anh hréng dén mire hip thu qua dénh gia AUC. Néng dé rosuvastatin
trong huyét twong khéng khac nhau khi uéng sdng hodo chiéu. Su giam LDL - C rd rét khi
diing rosuvastatin lic d6i hodic lac no, khong ké thii gian ding thude trong ngay. :
Phan bé: Thé tich phan bd (Vd) trung binh fic én dinh cia rosuvastatin 1a khoang 134 lit.
___Rosuvastatin gin 88% vio protein - huyét tuemg, chia yéu 1 géin vao albumin. Sy gin nay co
hdi phyc v khdng phu thude va ndng dé thude trong huyét twong.
Chuyén hod: Rosuvastatin chuyén hoa yéu, khodng 10% chit thudc dinh ddu duge tim thiy
1d chit chuyén hod. Chit chuyén hoa chinh i N-desmethy! rosuvastatin qua xtic téc ciia CYP
2Cs va nghién ciru in vitro di chimg minh 14 N-desmethyl rosuvastatin chi ¢6 1/6 — 1/2 tac
dyng tre chié HMG — CoA — reductase ciia chit me rosuvastatin. Néi chung > 90% hout tinh
* e ché HMG - CoA - reductase 1a nho chit me rosuvastatin.
Dio théi: Sau khi udng, rosuvastatin va cac chit chuyén hoi dwoc thai chi véu qua phan
(90%). Thivi gian ban thai (T/2) khoang 19 giér,
Sau khi tiém tinh mach, kheang 28% d6 thanh loc ctia toan co thé i qua thin va 72% qua gan,
Oua lidu;
Khéng ¢6 cdch didu trj dic higu cho qud liéu. Khi gip qua liéw can diéu trj tri¢u chimg va cé
bién phap hd trg. Thim téch loc miu khong lam ting rd rét 4o thanh loe ciia rosuvastatin,

BAO QUAN: Béo quin noi khé mat, tranh dnh sing
HAN DUNG: 36 thing ke tir ngay san xudt. Khéng ding qua han sir dung.
Dé xa thm tay tré em
Nhi sin xufit
CELOGEN PHARMA PVT. LTD..
B-106. Techno city, X4/1, TTC Ind. Area, MIDC Mahape, Navi Mumbai 400 710, (M.S), India.



