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3. T¢ huéng dan st dung:

| a GMP-WHD
| / AGIMEXDHARM
| Rx Thudc ban theo don
ROTINVAST 20
Thanh phdn: MBI vizn nén bao phim chia:
+ Rosuvastatin calcium (Tuong duong Rosuvastatin . ... ... ... 20 mg)

~TA e L L e ends swce w1V,
(Lactose, Croscarmellose sodium, Povidan, Microcrystalline cellulose, Magnesi
stearat, Hydroxypropyl methylcellulose, Talc, Titan dioxyd, Palyethylene giycol
6000, Polysorbat 80) .

Qui cdch déng ghi: HOp 3 vi x vi 10 vign nén bao phim

Chi dinh:

- Tang cholestarol mau nquyén phat (loai lla k8 ci ting cholesterol mau di truyén
gia dinh kidu df hop ti) hodc rBf loan lipid méu hn hap (loai Iib): 12 mit lidu phap
1d tra cho chd dp an kidng khi bénh nhan khong dp dng ddy di vii ch di dn
ki#ng va cac igu phép khong diing thuic khac (nhu tdp thé dyc, gidm cén).

- Tang cholesterol mau nguyen phét (loai lia), 161 loan lipia mdu hdn hap (logi 11b),
tang triglyceride mAu (loai IV): 1& mdt kigu phdp hd trg cho chE 49 dn kigng khi
bénh nhin khing dip dng ddy di) voi ché df &n kikng va cac ligu phdp khing
ding thuic khac (nh tip thé dyc, gidm can).

- Tang cholesterol mau di truydn gia dinh kifu dj hop t gdp & thidu nign nam hode
i (7t nhit 1 nam sau ky kinh nguyBt diu tién) ti 10 d&n 17 tudi: 12 mét lidu php
hd trg cho chd dd an kigng néu sau thii gian n kigng LOL-C > 130 mg/dL hodic >
160 mo/dL va o tin sif gia dinh mdc nénh tim mach s6m hodc cd 2 hay 3 yéutd
nguy cd bEnh tim mach khic,

- Téing cholesterol méu gia dinh kifu ddng hop 1l dng dan dbe hodc hd trg cho cdc
phugng phip didu tri gidm lipid khidc (nhu Iy trich LDL mdu) hodc khi cdc lidu phip
ndy khong m gidm LDL-Cholesterol, Cholesterol toan phin, va ApoB.

- LAm cham sy phit trién ching xd vila ddng mach: ligu phap ha trg cho ch 08 an
kitng a8 gidm Cholesterol todn phdn va LDL- Cholestercl dén gidi han
mong mudn.

Lidu diing va céch dilng:

~Truc khi bdt ddu diu 1rj, bénh nhan phii theo ch¥ d9 an kitng chudn gidm
cholesterol va ti€p tuc duy tri ché dg nay trong subt thai gian difu tri. SI dung cac
hudng din ddng thudn digu trj vé i toan lipid a8 didu chinh liu Rosuvastatin cho
timg binh nhan theo myc tidu digu tr va dap dng cla binh nhan.

 Lifu Rosuvastatin khdi diu duge khuyén cdo tir5 - 10mg, uiing ngay 11dn vé phdn
én bénh nhin duoe kigm sodt ngay § lidu khii ddu nay. N8u thdy cdn thiét oo thé
ting ddn liéu theo khodng cich 4 tudn lan dén 20mg.

- Nghign ciu dugc ddng hgc trén chiing thc chau A dupc thyc hign tal M§ cho thdy
kha nang hdp thu cao gdp 2 1n so vai ngudi da tring. Do d nén cn nhic idy
khdil ddu Smg khi ding thudc cho banh nhin chiu A,

+ Liu Rosuvastatin 40mg chi nén si dung cho cc bénh nhan tang cholesterol méu
n@ng cb nguy cd can vé banh tim mach méa khing dat dugc muc tidu didu tr 3 lidy
20mg. Cdc bénh nhdn ndy phdi duge theo dai chdt ché. Tuy nhign khing dudc
ding cho binh nhin c6 nguy cd cao vé bénh hé cg, bao gim nguii dang ding
thudic nhém fibrates, va bdnh nhin ngui chiu A.

] #Binh nhdn ting cholesterol mdu gia dinh kifu ddng nop i
Lidu khil ddu duge khuyén cdo la 20mg ding 1 14n/ngdy. Dap ng didu trf duge
ufic lugng 1 cde mic LOL-Cholestaral trudc khi ly trich.

»Banh nhan ting cholestarol mdu gia dinh kigu di hop ti {ti 10 dén 17 tudi):

+ Lify thdng thubing tif 5 - 20mg/ ngay. Lidu i da 12 20mg/ ngdy. Lifu duge xdc
dinh rigng cho tiing benh nhdn tiy theo myc tigu didu tri. Bidu chinh lidu phii thyc
hign vi kiodng cach it ahdt 4 ndn,

- B&nh nhin suy thin nang: (CrCl < 30 mL/min/1.73 m) khong thim tach mdu, lidu
rosuvastatin phai bt ddu tir Smg/dningdy vi khing dugc vugt gud 10mg 1 140
trong ngay.

+ Rostvastatin o6 thé ding bat o lic nao trong ngay, trong hodc xa bla dn.

- Cdn theo d6i ce phdn (ng cb hai clia thudc, d3c bidt 12 cdc phan tng cd hai ddi
Vi hé cd.

« Phi thin trong vi didu chinh 1€y Rosuvastatin khi ding phii hgp vl cdc chat b
ché protease ciia HIV v vigm gan siguvi C (HCV) .

A Atazanavir. Atazanavir + Ritonavir; Lopinavic + Ritonavir: T8i da 10mg

Rosuvastatin 110/ ngay.

Chéng chi diah:

- Bénh nhan qui mdn vii rosuvastatin hodc bt ky 14 duoc nao cla thudc.

- Bénh nhan méc bénh gan hoat ding k& cd tang transaminase gan kéo dai va
khdng cb nguyén nhdn.

- Bénh nhan ¢d bénh Iy vé co.

« Phy nil ¢6 thai vi cd thi c6 thai ma khing ding céc bién phdp tranh thai thich

o .= hope vi cdc chdt Gc ch€ men HMG-CoA reductase lam gidm sy ting hup
cholesterol v co thé cd sy téng hop cdc chdt oo hoat tinh sinh hoe khac 1 din
xudl cila cholesterol, rosuvastatin co thé gdy tae hai 18n thai nfi,

+Phy nil dang cho con bi: Cdc thuSc thude nhém statin oo thé vio sda me v cic
chdt dc ch& men HMG-CoA reductase co kha nang gy phdn dng khing mong
mudin nghiém trgng trén trd bl me. Ngudi me dang cho con bi khing dugc ding
thudic hodc nguge lal.

Than trgng:

- Banhmihdn odn bo cdo ngay cho bic s didu trj cde ddu higu hodc trigu ching dau
od, mét méi, sft, nude tidu sim maw, buln ndn hodc nin trong qud trinh st dyng
thude. -

»hnh huling trém.Ahda.e 2 e,

- Protern niéy, duge phat nién bing que thil va cb ngudn glc chink ti dng thin, 0a
dugc ghi nhin 3 nhing bénh nhan difu tri bing Roswvastatin 1@y cao, dic bkt d
fiéu 40mg, phdn It tinh trang ndy thodng qua hodc thinh thodng xdy ra. Protein
nigukhang phai 13 dfu hidu bao trubc clia finh trang benh than ¢&p hodc tigh tridn,
Cdn dénh gia chilc ndng thin trong thsi gian theo o8i cc bénh nhan da duge didy
tri lidu 40mg.

3 Anh hubing trén coxuong.

« Gidng nhu cic chil dc chd men HMG - CoA reductase khdc, céc tic ding trén co
uong nhu gay ra dau co va binh co khdng o6 bidn ching va rdt hifm truting hop
ti8u co vin ma ddi khi c Hen quan d&n sy tdn thuong chirc ndng thin 4d duge ghi
nhan & nhing b#nh nhan dutc didu tr| bng Rosuvastatin.

- Téc ding 1rén h@ co-xuong: gidng nhu cac chil Gc chif men HMG - CoA reductase
ke 83 o6 béo cao vé cac trubing hop dau oo vé tidu co vin kim theo suy thin cip
thil phat din d&n myoglobin nigw. Gae nguy co ndy cf thé xdy ra 8 bt cd lidu ndo
nhung gia tAng vl lidu cao nhat (40mg).
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| Tudng lac thuic:

- Nguy co bénh cg tang khi diing ddng thii rosuvastatin véi cac thudc ha lipid khac
(fibrates hodic niacin), gemfibrozil, cyclosporine, lopinavirfritonavir, or
atazanavir/ritanavir.

»Bao nding d9 Creatine Kinase (CK).

- Gan nhéc theo ddi creatin kinase (CK) trong truting hop:
+Truic khi difu trj, xét nghiém CK nén dugc tién hanh trong nhiing truling hop:

Suy gidm chilc adng than, nhuge gidp, tién s bin than hodc tidn st gia dinh
méc banh co di truyén, tién sibj bénh cd do si dyng statin hoge fibrat frude a6,
tién sl bénh gan vi/Modc udng nhiéu rugu, bénh nhin cao tudi (> 70 tudi) co
nhiing y&u th nguy co bi tid cd van, khd nang xdy ra tung tac thudc va mit 6
46) tugng bénh nhan ddc bigt. Trong nhng trung hop nay nén can nhdc Iqi
fch/nguy cavi theo dai bénh nhan trén lam sang khi didu tri bing Rosuvastatin,
Ml k#t qud et nghigm CK > 5 1n gidi han trén clia méc binh thudng, khiing
nén bat ddu didu tri bing Rosuvastatin,

+Trong qué trinh didu tri bing Rosuvastatin, b&nh nhan cdn thong bdo khi cd cic

pifu hign vé co nhu dau cg, citng cd, y8U ¢d .. Khi cb cdc bidu hign ndy, bénh
nhén cdn 1Am xét nghigm CK € cb cc bign phdp can thidp phi hap.

- Khoing nén do ndng dd CK sau khi vin ddng gng sic hode kni cé su hién dign ciia
mdt nguyén nhan nao 66 ¢ th 1am tang CK VI didu nay co thé 1am sai léch ket
qud. NEu néng 49 CK ting cao dang kE trudc kni difu tr (> SxULN) thi nén thye
higm mit xét nghidm d€ xdc dinh lai trong véng 5-7 ngy, Néu xét nghigm lp lai
xac dinh néing d6 CK trude khi dide tri vin 16n han SxULN thi khiing nén bit ddu
didu trj bang Rosuvastatin,

»Trudc khi didu tri.

- Ging nhu céc chdt e ché men HMG - CoA reductase khdc, cdn thin trong khi
ding Rosuvastatin 3 bnh nhan oo cde ydutd cb thé ddn dén tiew ca van nhu:

+ Suy than.

+ Nhuge gidp.
+Tién sit bin thin hodc gia dinh 6 bénh di truyén v cd,

+ Tién st g4y 0dc tinh trén ca do cde chdl e ché men HMG - CoA reductase khic
hodc fibrate,

+ Nghi&n rugu.

+Trén 70 di,

+Cac tinh trang 6 thé gdy ra tang ndng dd thudc trong huy&t tuizng.

- {1 nhitng bénh nhin niy nén cn nhdc gla nguy oo va lgl feh cla vige diu trjva
phéi theo d6i 14m sang. Néu nbng a9 CK tng cao d4ng k 5o voi truc khi diéu tri
(> 5xULN) th khang nén bit dfu difu trj bing Rosuvastatin,

>Trong khi didutri.

« Nén yBu cdu bénh nhin bdo co ngay cic hign tugng dav co, yiu cd hodc vop bé
khdng gidi thich dugc, dic bigt néu cd kém mét mdi hofe sit. Nén do ndng 44 CK
& nhitng bnh nhdn nay. Nén ngung ding Rosuvastatin néu ndng dj CK ting cao
ddng k& (> 5XULN) hodc c4c tridu ching vé cd trdm trong va gy kho chiu hiing
ngdy (ngay ci khi ndng 04 CK # SxULN). NEu cac tridu ching nay khong con nia
va ndng dd CK tr i3l midc binh thuding ndn xem x&t d&n viée ding lgi Roswvastatin
hodc dung mdt chat dc ché men HMG - CoA reductase khc & lidu thdp nhit va
theo ddi chit chi. .

- \i#c theo ddl dinh ki ndng d§ CK 4 cdc bénh nhan khing cb trigu ching khing
dam bio phdl hidn bérh oo,

- Trong céc thil nghigm 1&m sang, khding ghi nhdn thiy sy gia tng Anh hudng trén
g & mdt sd bénh nhan ding Rosuvastatin va cac thudc khic ding ddng thai. Tuy
nhién, ty & m&c banh viém cova binh co gia tang 43 duye thdy & bénh nhdn ding
cac chat ifc chE men HMG - CoA reductase khac ddng thai vii cac din xult clia
acid fibric ké ci gemfibrazil, cyclosperin, acid nicotinic, thufic khang ndm nhém
azole, cac chdt dc chd men protease va khang sinh nhbm macrolide. Gemfirozil
14m t3ng nguy co bénh cd khi ding dng thi vdi vii chit ic chd men HMG - CoA
reductase. Do vdy, sy phii hop gia Rosuvastatin va gemfibrozil khéng duge
khuyEn céo. Vige st dyng kEt hgp Rosuvastatin vi fibrates hodc niacin o2 dat
dugc s thay ddi hon nlia ndng d9 lipid nén dugc can nhde k gilia loi ich va nguy
co of thé xdy ra do nhiing kSt hop ndy.

- Knhng nén ding Rosuvastatin cho bénh nhdn c6 tinh trang nghiém trong cdp
tinh, nghl agh do bénh cd hodc cd th ddn d&n phdt trign suy than th phat do tidu
cd van (nhu nhigm khudn huydt, tut huyét dp, dai phiu, chdn thuong, rdi loan dign

iai, i tigt va chuydn hoa nang; hodc co gidt khong kifm sodt dugc).

=Anh huding trén gan

- Gifing nhu cac chdt Gc chd men HMG-CoA reductase khac, cdn thdn trong khi
diing Rosuvastatin & binh nhan nghién rugu ndng va/hodc cd tié sit binh gan.

- C4c thif nghi#m chic nang gan duge khuyén cdo thyte hidn trude khi didu triva 3
thang sau khi bt adu didu tri bAng Reswvastatin hodc khi ting lidu N&n ngung
hodic gidm lidu R in néu ndng 84 inase huy#t thanh gdp 3 1dn gidi
han trén clia mic binh thutng.

- i voi bennh nhn tang cholesterol huyét thi phét do thifu ning tuyén gidp hodc
hdi ching than hu, cic bdnh ndy phii duge difu trj trutic khi Dat ddu ding
Rosuvastatin, '

»Chiing tc.

Cac nghidn ciu dugc ding hoc che thiy 6 sy gia ing khodng 2 Hn mic 0 tipsss

xiit: trung binh v thuic tinh theo ndng d9 va thal gian & bdnh nhan khu vyc Chiu

A sovol nguii da trdng phuong Tay.

- Tang nguy co tn thuong co khi sit dyng Rosuvastatin dfing thi vai cic thudc sau:
Gemfibrozil, cdc thubc ha cholesterol mdu nhém fibrat khic, Niacin lifu cao
( > 1 p/ngdy), Colchicin.

- Vige sif dyng déng thii cc thulc ha lipid mdu nhom statin vi cdc thulc didu trj
HIV vA vidm gan siéu vi C (HCV) c6 thé 1am ting nguy co gay tdn thuong co,
nghiém trang nhat 14 tidu ca van, th3n hu ddn d&n suy than va do the ody tit vong.

- Cyclosporin: Ding ddng thdi Rosuvastatin vii cyclosporin, céc gid tri AUC cla
rosuvastatin cao han trung binh gap 7 14n se wii trf 58 ndy & ngudi tinh nguyén
khoé manh. Ding ding théi Rosuvastatin va cyclosporin khéng dnh huling dén
néng df cyclosporin trong huyél tugng.

« Chét khing d8ng coumarin: Gidng nhy cde chdt dc ch& men HMG - CoA reductase
khc, khi bdt ddu didu tri hodc tang li8u Rosuvastatin @ bénh nhin didu tri ddng
thisi vii céc chit khang dong coumarin (nhu wartarin) ¢6 thé 1am ting trj sG INR.
Ngung ding hodc gidm fiéu Roswastatin co thé 1am gidm INR. Trong nhing
trufing hop nhu vay, nén theo dai trf s8 INR.

- Gemfibrozil: Gidng nhu cdc chit dc ché men HMG - CoA reductase khic, ding
déing thisi Rosuvastatin val gemiibrozil lam tang gdp 2 1n cdc cni 58 Cmax va ALUC
ciia rosuvastatin, Tranh kit hop 2 loal thuc wai nhau, Néu phai ding thube liéu
rosuvastatin khiing dupc vupt qui 20 mg/ lningay.

« Thufic khdng acid: Ding Roswvastatin ddng théti wdi hdn dich thudc khing acid
chifa nhBm vi magié hydroxid IAm gidm khoang 50% ndng dd rosuvastatin trong
huySt fuong. Khi udng thudic khang acid cach 2 gidl sau khi dung Rosuvastatin thi
néing 80 rosuvastatin trong huy8t tuong S8 giim it hon. MEi tuong quan v& mat lAm
s4ng cila tuong e nay vin chua .




- Erythromycin: ding ddng thi Rosuvastatin vai erythromycin 13m gidm 20% AUC
(0-t) v 30% Cmax clia rosuvastatin. Tuong tic ndy cd thé 14 do erythromycin 1am
tang nhu ddng bt
«Thudc vién udng ngira thai/ ligu phip thay thé hormen (HRT): ding ddng thai
Rosuvastatin voi thudc vidn ulng ngUa thai lam tang 26% AUC cla ethinyl
estradiol va 34% AUC ciia norgestrel. Nén luu v dér mic ting ndng 0§ cac chit
nay trong huy8t tugng khi chon thudc uing nglia thai. Chua cd il Higu duge ding
hoc trén nhing bénh nhan diing 48ng thii Resuvastatin va HRT vi vy khiing thé
logl trif khd ndng cé tac ddng tuong tw. Tuy nhidn, sy k&t hop 83 duge sU dung ring
rd1 & phy il trong cdc thil nghidm [m sang v 43 due dung nap 1ot
- Cdc thudic khac:
+Dua trén cac di [i8u tir cic nghidn ciu vE tudng tdc thulc chuy8n bigt cha thdy
khéing cf tuang tic déng k& v& mat lm sdng khi diing chung vl digoxin hode
fenofibrate.

+Men cytochrome P k8t qud i thir nghigm in vitro va in vivo chiing t6 ring
rosuvastatin khiing phdl 12 chat Uc ché hodc cdm Gng men cytochrome P450,
Hon nla, rosuvastatin 1 chat nén yéu che cac enzyma ndy. Khding ghi nhdn cd
tuong tic ddng kE vé mat l3m sing gida rosuvastatia véi fluconazole (chdt de ché
CYP,C, vd CYPA,) hodc ketoconazole (chil dc ché CYP.A, va CYPA,). Ding
ddng thiti itreconazole {chdt (o ch CYP,A.) va roswvastatin [am ting 28% AUC
cia rosuvastatin, Sy tng nay khang dugc xem Ia oo § nghia vé mit lim sang. Vi
vy, khong cd tuong tac thulc do sy chuyén hda qua trung gian cytochrome P,

Sir dyng cha phy nif ¢6 thai va cha con bi:

- Rosuvastatin chdng chi dinh trén phy nll c6 thai va cho con b,

« Phy nil c6 thé mang thai nén sil dyng cac bién phap ngiza thai thich hgp.

-\ cholestarol va cac sdn phdm sinh tdng hap cholestaral khdc 12 cin thist cho sy
phat trién bho thal, nén nguy cd tiém tang do dc ché men HMG-CoA reductase s&
chiffm w thé han ki ich cla vigc didu trj bing Rosuvastatin trong sullt thii gian
mang thai. Cdc nghin ciiu trén ddng vt cho thy b nhiing bing chitng gidi han
vé d0c tinh trdn hg sinh sdn. N&u bénh nhan cd thai trong khi didu trf bing
Rostvastatin thi nén ngung thulc ngay 14p e,

-4 chudt, rosuvastatin bai tift qua sifa, Khang c6 dil lidu tuang dng 4 su bal tidt qua
sia 3 ngutii,

Téc dung khdng mong mufin:

- Cdc phin iing ngoai ¥ duge ghi nhin khi ding Roswastatin thing thubng nhe va
thoang qua. Trong cac nghién ciu IAm sang o6 ddi ching, co dudi 1,4% bénh
nhan diéu trj béing Rosuvastatin rit khdi nghién cdu do bign cf ngoai .

- Tén sudt clia cde phdn dng ngoal § nhu sau:

+ il loan hé midn dich: Higm gdp: céc phin tng qud min ke ci phi mach,

+ Rffi loan hé thin kinh: Thudng gdp: nhirc ddu, ching mjt,

+ Rifli loan hé tidu hod: Thuting gdp: 1o ban, bulin ndn, dau bung.

+ Rbi loan da v md dutii da: ﬁ gdn: ngifa, phat ban vi mé day.

+ R loan hé coxuong, md lign kit va xuong:

o Thudng gdp: dauca.
o Hifm gap; bénh ca, tidu covan.

+ Céc rdfi logn tng quat: Thubng gap: suy nhuge.

+ Giing nhw cdc chat e chi men HMG-CoA reductase khdc, tén xult xdy ra phin
{ing ngoai ¢ khuynh huting phy thude lidu,

+Tac ding trén thin: Protein nigy, duge phat hign bdng que thil va o6 ngudn glc
chinh tir dng than, 03 duge ghi nhdn & nhilng bénh nhdn didu tr blng
Rosuvastatin. Sy thay i lugng pretein nigu til khang ¢d hodce chi co vt dén
duong tinh™ hodic cao hon 43 duge nhin thay &< 1% bénh nhdn khi didu trj bing
Rosuvastatin 10 mg va 20 mg vA khodng 2% bénh nhan khi difu trj bing
Reswvastatin 40 mg. Lugng protein niBu ting nhe tir khitng b hodc cb v&t dén
duong tinh" dugic ghl nhdn & lidu 20 mg. Trong hdu hit cde truting hyp, protein
nigu gldm hodc b bign madt khi tidp tyc didu tri vi khiing phii 13 ddu hitu bio
tnidic clia bignh thin cip tinh hay tién trién,

+Tac 04ng trédn h@ co-xuang: gidng nhy cic chdt dc chd men HMG - CoA
reductase khic 03 of bdo cdo vE céc truding hop dau co va tidu cd vin kém theo
suy than cdp thir phdt ddn d&n myoglobin nidu,

+Téng ndng d CK theo liéu ding dugc quan sit thdy & mpt s it bénh nhin ding
rosuvastating phin 8n céc truling hop 13 nhe, khdng cf trigu ching v thodng
qua. Néundng a4 CK tang (> SxULN), vidc difu trj ndn ngung tam thii,

+ Téc d9ng trén gan: Cling gifing nhu cée chil de chE men HMG - CoA reductase
khac, tang transaminase theo lidu 03 duge ghi nhan & mdt sd it bénh nhdn ding
rosuvastatin; phin 1on cic trubng hop déu nhe, khéng ob tridu ching va
thodng qua.

+ Suy gldm nh&n thitc (nhu mat trf nhd, 16 @n ...).

- Tang duiing huyét

+Tang HeAte.

+Thong bdo cho Bic s§ nhing tic cung khdng mong muln gap phii khi sif
dung thulc,

Cac dgc tinh duge lyc hpe:

- Rosuvastatin 13 mot chdt Gc ch& chon loc vA canh tranh trén men HMG-CoA
reductase, 1 men xic tdc qud trinh chuyén ddi 3-hydroxy-3-methylghutary!
coenzyme A thanh mevalonate, mdt tign chat ciia cholestaral. Vi tri tc ding chinh
cia rosuvastatin 1 gan, cd quan dich lam gidm cholesteral.

- Rosuvastatin lam ting s& lugng thy thd LDL trén bé mat 12 bao & gan, do viy lAm
tang hdp thu va dj hda LDL va dc chd sy tng hep VLDL & gan, vi vy lim gidm
cdc thanh phén VLDL va LDL,

»Tac ding dugc lifc

Rosuvastatin lam gidm ndng d¢ LDL-cholesteral, cholesterol todn phdn va
triglyceride va lam tang HOL-cholesterol, Thulc ciing 1Am gidm ApoB, nen HOL-
C, VLDL-C, VLDL-TG va 1am ting ApoA-| (xem bdng 1) Rosuvastatin ciing lAm
gidm cdc ty 1@ LDL-G/HDL-C, C todn phdnMOL-C, non HOL-GHOL-C va
ApoB/Apoh-1.

Bing 1 - Bdp ng theo lidu & bénh nhin ting cholasterol mau tikn phit
(Loai l1a va l1b) {mifc thay di trung binh (%) so vt trudc khi didu tri)

oLc | ApeB| Apai-t |
7 0 )
-5 5| 4
10 17 52 -3 14 [90] a8 2| 4
20 17 55 40 8|23 & | 5
40 18 61 E 10 [ -8 | v

+ Higu quéd trj ligu dat duge trong ving 1 twdn sau khi bit diu didu trj va 90% bénh
nhdn dat dugc dép Gng 1 wu trong 2 tdn. Dép dng t81 U thubng dat due vao
khodng 4 tun va dupe duy Iri saudd,
#Hiduqud 1am sang
- Rosuvastatin duge chi

cholesteral mdu, o6 hay khang ot tng triglycerid mdu, bt ky ching the, gidi tinh
hay tudi tic w4 d nhiing nhém bénh nhan dic bigt nhu tiéu duding hodc bean nhdn
tAng cholesterol mau gia dinh.

- Tif céc dii 1igu nghidn ciu pha |11, Rosuvastatin chimg t& ¢6 hidu qud trong didu trj
& hidu bt cdc banh nhan ting cholesteral mau loai 112 v& 11b (LDL-C trung binh
truic khi didu tri khodng 4,8mmolA) theo cc myc tiu didu tri cha Hi Xo Vi
Mach Mau Chau Au (European Atherosclerosis Society- EAS: 1998); khodng 80%
bénh nhan dugc difu trj bing Rosuvastatin 10 mg da dat dugc cdc myc-tidu didy
tri ciia EAS vé ndng 00 LDL-C (< 3 mmol).

- Trong 1 nghidn cliu kn, 435 bénh nhn tang cholesteral mdu di truyén gia dinh
kidu di hop 1 d& duc cho dung Rosuvastatin i 20-80 mg theo thidt k& didu chinn
tang liéu. Ngudi ta thay Ia tdt cé cac Iiéu Roswvastatin déu ob ticddng cd Igi trén
céc thong 58 lipid va dat dupc cdc myc tigu didu tri. Sau khi chinh dén 1idu hing
ngdy 40 mg (12 udn didu tri), LDL-C gidm 53%. 33% bénh nnan dat duge céc
mue tidu clia EAS v& nfing d6 LDL-C (< 3 mmold).

+Trong mdt nghidn ciu md, diéu chinh liéu tAng ddn, 42 bénh nhin Mng
cholesterol mau di truyén kifu ddng hop tir duge danh gid vé dap Gng didu tr val
liu Rosuvastatin 20-40 mg. T4t cd bénh nhan nghién city déu co 49 gidm trung
binh LOL-C 1 22%.

~Trong cic nghign ciu ldm sdng vii mdt s8 lugng binh nhin nhdl dinh,
Rosuvastatin ching 19 co higu qud phy trg trong vidc lam gidm trigiyceride khi
duge sit dung phél hop véi fencfibrate vi 1am tang néng 89 HOL-C khi sif dung
phdl hop vil niacin. .

- Rosuvastatin chua dugic chiing minh 12 ¢6 thé ngan chan céc bign ching cf lién
quan dén sy bit thuling v& lipid nhu b&nh mach vinh vi cdc nghign clu vé gidm ty
18 tii vong va gidm ty 18 bgnh Iy khi ding Rosuvastatin dang durc thife hign.

Cdc dac linh duge ding hoe:

»Hap thu:

Néng dd dinn trong huyft tuong clia rosuvastatin dat duge khodng 5 gid sau khi
wiing. B sinh kha dung tuyt 6di khodng 20%.

#Phin b:

Rosuvastatin phin bl rdng r3i & gan 14 noi chii yéu tng hop cholesterol va thanh
thdi LDL-C. Thé tich phdn b clia rosuvastatin khodng 134L. Khodng 90%
rosivastatin két hop vii protein huy8t tuong, chil yEu 1 vai atbumin,

> Chuyn hoa:

Rosuvastatin it bi chuyfn hod (knnéng 10%), C4c nghign cdu in vitro vé chuyén
hod oo sif dyng cdc 16 bao gan cla ngudi x4c dinh ring rosuvastatin 3 mjt chdt
nén yéu cho sit chuyén hod qua cytochrome P, CYP.C, 14 chdl ddng enzyme
chinh tham gia vao qué trinh chuyén hod, 2C.,, 34, va 20, tham gia § mic d9 thip
hon. Chdt chiyfn hod chinh duge xdc dinh 13 N-desmethyl vi lactone. Cndt
chuyén hoa N-desmethyl c6 hoat tinh y&u hon khodng 50% so vii rosuvastatin
trong khi dang lactone khing co hoat tinh vé mat lam sang. Rosuvastatin chidm
hon 0% hoat tinh i ché HMG-CoA reductase trong tulln hodn.

>Baothil;

Khodng 90% lifu rosuvastatin duge thii tri 3 dang khong ddi qua phin (bao gdm
hoat chift duge hifp thu vi khing dugc hdp thuj va phdn con lal duge bai tift ra
nuc tif. Knodng 5% dutic bai ift ra nudc tiéu dutii dang khong di. Thai gian ban
thdi trong huy€t twong khodng 19 git Thii gian ban thi khing ting khi ding lidy
cao han. B9 thanh thi trong huy&! tueng trung binh khodng 50 lit/gly (hé 58 bidn
thién I2 21,7%). Gidng nhu cic chat de chif men HMG-CoA reductase khdc, su
o thil rosuvastatin ra khéi gan o6 li8n quan d8n chdt vin chuyn qua mang
OATP-C. Chdt van chuyfn ndy quan trong trong vidc ddo thdi rosuvastatin
khdi gan.

> Tinh tuy&n tinh:

Miic & tifp xic cla rosuvastatin tinh theo ndng d0 va théi gian tag t 18 vai gy
ding. Khing oo sy thay ddi ndo v# cdc thiing s§ duge ddng hoc sau nhidu lidy
diing hing ngay.

»Cdc nhém bdnh nhin dic bigt:

- Tudi tc va gidi tinh: tac ddng cla tudi thc hodc gioi tinh trén dugc ddng hoc cia
rostrvastatin khéng ddng ké vé matim sang.

- Ching thc: Cdc nghiln clu duge dng hge cho thdly AUC vi Cmax ting khodng 2
1dn & cdc adi tugng chdu A (Nn81, Trung quic, Philipin, Viet Nam va Hin quic) so
i ngutti da tedng phuging Tay, Anh huing ciia cac y8u 16 di truy$n va mbi trubing
8 véi sy thay ddi ndy chua xdc dinh duge, Mat phin tich duge dong hoc theo
quiin thé dan cu cho thiy khing 6 sy khéc bikt ¢ ¥ nghia lim sang vé dupe djng
hpe & cac nhom nguti da tring vi ngudi da den.

« Suy than:

- Trong nghién ciiu trén ngudi suy than & nhidu mic dd khac nhau cho thdy ring
bénh than tif nhe dén vita khéng Anh huling dén nbing d9 roswvastatin hodc chit
chuyén hod N-desmethyl trong huylt twong. BEnh nhdn suy thin ndng (dd thanh
thai creatining huyt tudng < 30 ml/phiit) cd ndng 89 thudc trang huy8t tuing ting
cao gdp 3 14n va niing a4 chat chuyén hod N-desmethy! tang cao gfp 9 in so véi
ngubi tinh nguyén khoé manh, kdng dd clia roswvastatin trang huy8t tuong & trang
thai 8n dinh @ nhiing b#nh nhin dang th3m phin méu cao hon khodng 50% so vdi
ngubi tinh nguyén khoe manh,

+ Suy gan:

- Trong nghi&n ciu trén ngubi tdn thuong gan & nhidu mic d9 khic nhaw, khang o6
béing ching vé ting mic tidp xic cha rosuvastatin tinh theo ndng A va thdi gian &
nhiing banh nhén co digm 4 Child-Pugh = 7. Tuy nhién, 2 bénh nhin vdi diém 58
Child-Pugh Ia 8 va 9 6 mire d tidlp xic cika rosuvastatin tinh theo ndng dé va thai
gian tang 18n 1 thifu gdp 2 1n so Wi ngut oo difm s6 Child-Pugh thip hon
Khdng cd kinh nghi&m & nhing bénh nhin vii didm <8 Child-Pugh > 9.

Oud lidu va cdch xil tri:
Khiing cd phudng phdp diéu tr dac higu khi ding thudc qué [1&u. Khi qus lidu, bénh
nhdn nén dugc didu tr trigu chimg va &p dung cic bin phap h trg khi cdn thigt
Nén theo ddl chic nang gan v ndng dd CK. Thim phin miu khdng tang cubing
thanh thii Rosuvastatin.
oF XA TAM TAY TRE EM
OC K¥ HUONG DAN SU DYNG TRUGC KHI DUNG
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Béo quén: DE & nhilt A9 duti 30°C, trdnh dm va dnh sdng.
Han diing: 36 thing kd tif ngiy san xudt.
Khiing diing thulc qud thisl han s dung ghi trén nhan.
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27 NguyBn Thai Hoc, P. M§ Binh, TP. Long Xuyén, An Giang.
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