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Hudng dan sd dung thudc

ROSUVAS HASAN 10

Rx Thuéc bdn theo ddn Vién nén

Thanh phién

- Hoegt chél: Rosuvastatin calci/ tuong duong Rosuvastatin 10 mg.

- T4 dugc: Ludipress LCE polymer, Avicel M102, Tricalci phosphal, Crospovidon, Magnesi
stearat.

Chidinh

- Tang cholesterol mau nguyén phét (logi lla) ké ca tang cholesterol mdu gia dinh kiéu dj hgp tJ
hodc r6i loan lipid mau hén hgop (logi l1b): 14 mot liéu phédp hd trg cho ché 36 &n kidng khi bénh
nhan khdng 4p ung d4y du vdi ché A8 &n kiéng va c4c ligu phap khdng dung thudc khac (nhu
t4p thé dyc, gidm can).

- Tang cholesterol mdu gia dinh kifu déng hgp ti: ding hd trg ché do &n kidng va céc bién phdp
didutrj gidm lipid khac (nhutrich ty LDL mdu) hodc khi cac lidu phéap nay khdng thich hgp.

Li€ulugng va cdchdung

- Trudc khi bAt d4u didu trj, b&nh nhan phai theo ché d0 an kidng chudn gidm cholesterol va tiép
tyc duy triché d0 nay trong sudt thdi gian didu trj.

- Didu chinh lidu theo myc tidu diéu tri va ddp Ung cua bénh nhan.

Lidu lugng:

- Liéu khdi d4u khuyén cdo 1A 5 mg hodc 10 mg. uéng ngay mot I14n cho cd bénh nhdn chua tung
dung thudc nhém statin va bénh nhan chuyén tu dung thudc Uc ch8 HMG-CoA reductase khac
sang dung Rosuvastatin. Viéc chon lya lidu khdi ddu nén luu y d8n muc cholesterol cua tung
bénh nhan, nguy co tim mach sau nady cling nhy kha n&ng xay ra cdc ta&c dyng khéng mong
mudn.

- Cdthétangliéu sau mdi 4 tudn néu cdn, t6ida 40 mg/ngay.

- D6ivdibénh nhan tAng cholesterol mdu ndng cd nguy co cao vé bédnh tim mach (dac bigt la cdc
bénh nhan tang cholesterol mdu gia dinh) ma khdng dat dugc hidu qud diéu trj 3 lidu 20 mg cd
thé tang iéu 18n 40 mg va phdi dugc bAc sy chuyén khoa theo d&i thudng xuyén.

- Gidi han lidu Rosuvastatin t6i da 10 mg/ngay khi dung phdi hgp vdi cac chét Uc ché protease
cua HIV va HCV nhu Atazanavir, Atazanavir va Ritonayir, Lopinavir va Ritonavir.

Céch dung: dung bit cd luc ndotrong ngay, trong hodc xa bda &n.

- Tré em:Tinh an toan va hidu qua 4 tré em chua dugc thiét Iap. Kinh nghiém vé viéc ding thudc
3 trd em chi gidi han trén mAt nhdm nhd 1rd em (= 8 tudi) bj lAng cholestero! mau gia dinh kidu
déng hgptd. Vithé, Rosuvastatin khdng dugc khuyén cdo dung cho tré em.

- Ngudicao tudi:Khdng cin diéu chinh liéu.

- Bénh nhdn suy th§n: Khéng cén didu chinh lidu & cdc bénh nhan suy than tU nhe dén via
Chéngchidinh ddi vdi bénh nhan suy than nang.

- Bénh nhén suy gan: Mic 40 ti€p xuc v8i Rosuvastatin tinh theo néng dg va thdi gian khéng
tAng @ nhiing b&nh nhan co diém s6 Child-Pugh =< 7. Tuy nhién, mudc dd tiép xuc vdi thubc
tAng |18n da dugc ghi nhan & nhing bénh nhan co diém s& Child-Pugh 8 va 9. o) nhdng bénh
nha&n nay nén xem xét dén viéc ddnh gia chuc ndng than. Chua co kinh nghiém trén cac bénh
nhan cé diém s& Child-Pugh trén 9. Khéng nén dung Rosuvastatin cho bénh nhan méic bénh
gantiéntrén.

- Chung téc: Tang muc dd tiép xuc véi thude tinh theo ndng 30 va thdi gian da dugc ghi nhan &
banh nhan Chau A. Diéu nay nén dugc xem xét khi quyét dinh lidu dung cho bé&nh nhan gbc
ChauA.

Chéngchidinh

- Bénh nhan qua mén vdi Rosuvastatin hoAc bat ky t4 dugc ndo cua thudc.

- Bénh nhan mic bénh gan tién trién ké ca tang transaminase huyét thanh kéo dai va khdng rd
nguyé@n nhan va khi néng 84 transaminase huyét thanh tang hon 3 14n gidi han trén cla muc
binh thudng (ULN).

- Bénh nh4n suy than nang (40 thanh thaicreatinine < 30 mi/phut).
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- Bé&nhnhancod bénh ly vé cg.

- Banh nhan dang dung cyclosporin, gemfibrozil, thudc ha cholesterol nhém fibrat, niacin liéu
cao (> 1 g/ngay). colchicin, thudc didu tri HIV va viém gan siéu viC.

- Phy nd cé thai va cho con by, phy nd cé th mang thai ma khéng dung cdc bién phdp tranh thai
thich hgp.

Th§ntrong
Anh hudng trén thén:
Protein nidu da dugc ghi nhdn & nhdng bénh nhan didu tr| bAng Rosuvastatin @ liéu cao. dac
biét & liéu 40 mg. phdn Idn tinh trang nay thodng qua hodc thinh thodng xay ra. Frotein nidu
khdng phai {a ddu hidu bdo trudc cua tinh trang bénh than c&p hodc tién trién. C4n danh gia
chuc nang than trong thdi gian theo ddi cadc bénh nhan A& dugc diéu tri vdiliéu 40 mg.

Anh hudng trén co xuong:

- Cdctdc d6ng trén co xuong nhu gay dau cd, bénh co va mét s§ hiém trudng hgp tiéu co van da
dugc ghinhan & nhing bénh nhan dugc diéutrj bAng Rosuvastatin d t4t ca cac li6u. dic biétia d
liéutrén 20 mg.

- Dondng dd crealin kinase (CK)

Khéng nén do n6ng d4 CK sau khi van ddng gang suc hodc khi cd sy hién dién cua mt nguyén
nhan nao dé céthé IAm tadng CK vi didu ndy cd thé 1am sai léch két qud. N&u két quad xét nghiém
néng 40 CK trudc khi Giéu trj cao hon (5 x ULN) va van 1ap lai sau 5 — 7 ngdy thi khdng nén bat
d4u didu tri bAng Rosuvastatin.
Cén nhdc theo ddi creatin kinase (CK) trong trudng hgp:
+ Trudc khi didu tri: xét nghid@m CK nén dugc tién hanh trong nhidng tryéng hgp:

Suy gidm chuc nang than

Nhugc giap

Tién sUbanthan hodctién sd gia dinh mac bénh coditruyén.

Tién sU bjbénh cd do sU dyng statin hodc fibrat trudc do.

Tién st bénh gan va/hodc udng nhidu rvgu.

Bénh nhan cao tudi (> 70 tudi) cé nhilng yéu t6 nguy co bjtidu co van.

Kha nang x4y ra tuong tdc thufc va mdt s§ d6i tugng bénh nhan dac biét.
o) nhdng bénh nhan ndy nén cdn nhic gila nguy co va Igi ich clua viéc didu trj va phditheo ddi
IAm sang. N&u két qua xét nghiém CK > 5 I1dn giGi han trén cia muc binh thudng thi khong nén
bAt d4u diéu trj bAng Rosuvastatip.
+ Trong khi didu Iri: Nén y8u cdu cac bénh nhan bdo cdo ngay cac triéu chung dau cd, cung co,
y6u co hodc vop bd khdng gidi thich dugc, dac bidt néu cé kém theo mét mdi hodc s6t. Nén do
néng 60 CK 3 nhilng bénh nhan nay. Nén ngung dung Rosuvastatin néu néng 44 CK tang cao
dang ké (> 5xULN) hodc cdc triéu chdng vé co trdm trong va gay khé chju hang ngay mac du
néng 40 CK (<5xULN). Néu c4c triéu ching nay khong con nda va néng dd CK trd lai mic binh
thudng thi nén xem xét dén viéc dung lai Rosuvastatin hodc 1 thu6c uc ché HMG-CoA
reductase khac § lidu thdp nhit va theo d&i chit ché.

- TI14 méc bénh co va viém co gia ting di duge thdy d bénh nhan dung cac chét uc ché men
HMG-CoA reductase khac déng thdi vdi cdac din xudt coa acid fibric k§ cd gemlibrozil,
cyclosporin, acid nicotinic, thuéc khdng ndm nhém azol, cAc chét Uc ché men protease va
khang sinh nhom macrolid. Viéc sl dung két hgp Rosuvastatin véi cAc fibrat hoac niacin dé dat
dugc sy thay d6i néng a6 lipid nén dugc can nhic ky gida igi ich va nguy co cd thé xay ra do
nhing k&t hgp ndy. Phéi hgp giia Rosuvastatin va gemfibrozil khdng dugc khuyén cdo.

- Khéng nén dung Rosuvastatin cho bénh nhan ¢d tinh trang nghiém trong cép tinh, nghi ngd do
bénh co hodc cd thé diAn dén suy than thu phat do tiéu co van (nhy nhidm khufn huyét, tyt
huyét ap, dai phau, ch4n thuang. r6i loan didn gidi ndi 1iét va chuyén héa nang, holc co g/
khdng kiém soat dugc). o
Anh hudng trén gan: w

- Gifing nhu cAc chit ic ché men HMG — CoA reductase khac, c&n than rong khi dig
d banh nhan nghidn rugu nang va/Molc cotién st bdnh gan.

- LAm xét nghi@m enzym gan trudc khi bat ddu didu tri bAng Rosuvastatin va tro
dinh !am sang yéu cdu xét nghiém sau 6. Nén ngung hodc gidm liéu Rosu
dd transaminase huyét thanh gdp 3 l4n gidi han trén cia muc binh thudng.
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Poc ky hudng dan st dung trudc khi dung

- Bénh nhan tang cholesterol thu phat do thiu nang tuyén gidp hodc hdi chung than hu phéi
dugc didu trj trudc khi bt ddu dung Rosuvastatin.

Tuongtéc thubc

Cyclosporin: Dung déng thdi Rosuvastatin vdi cyclosporin, cac gid tri AUC cua Rosuvastatin

cao hdn trung binh g4p 7 14n so vdi trj s§ ndy  ngudi tinh nguyén khoé manh nhung khéng anh

hudng dén ndng dd cyclosporin trong huyét tuong.

Cédc chdt dbi khdng vitamin K: gi6ng nhu céc chit uc ché men HMG-CoA reductase khdc, khi
bét a4u diéu trj hodc taAng liéu Rosuvastatin @ b&dnh nhan didu trj déng thdi vdi cdc chat dé6i
khang vitamin K (nhu warfarin) ¢é th€ lam tang tri s6 INR. Ngung dung hoAc gidm (idu

Rosuvastatin ¢é thé |lam gidm INR. Trong nhing trudng hgp nhu vy, nén thea dbitr| sd INR.

- Gemfibrozil v cdc thuéc ha cholesterol mdu nhom fibrat khdc, niacin liéu cao (> 1 g/ngay),
colchicin: Dung d6ng thdi vai Rosuvastatin tdng nguy co tén thuong co.

- Thuéc khdng acld: Dung Rosuvastatin déng thdi vai hdn dich thu6c khéng acid chua nhom va
magié hydroxyd lam gidm khodng 50% ndéng d0 Rosuvastatin trong huyét tuong. Khi udng
thuéc khdng acid cach 2 gid sau khi ding Rosuvastatin thi néng 34 Rosuvastalin trong huyét
tuong s& gidm & han. M&i tuong quan vé mat 1am sang ciatuong tdc nay vin chua r5.
Erythromycin:ding déng thdi Rosuvastatin vdi erythromycin lam giam 20% AUC (0-1) va 30%
C___cua Rosuvasiatin. Tudngtdc nay cé thé 1a do erythramycin 1am 1ang nhu ddng rudt.

inmx

- Thudc vién uéng ngua thallligu phap thay th&€ hormon (HRT): dung ddng thdi Rosuvastatin
vdi thu6c vién udng ngua thai IAm tAng 26% AUC cula ethinyl estradiol va 34% AUC cua
norgestrel. Nén luu y dén mdc tang néng 60 cdc chdt ndy trong huyét tuang khi chon thudc
uéng ngua thai. Chua cé di ligu dugc ddng hoc trén nhing bénh nhadn ding ddng thdi
Rosuvastatin vdi HRT va vl vdy khong thé loaitris kha nling cé 1ac Adng tuong ty. Tuy nhidn, két
hgp ndy da dugc sU dyng rdng rdi & phy nd trong cdc thu nghiém lam sang va da dugc dung nap
tét.

- Digoxin: dya trén cAc di li@u ti cac nghién cuu vé tuong tdc thubc chuyén biét cho thdy khéng
c6 tuong tAc ddng ké vé mit IAm sang khi dung chung vdi digoxin.

- Men cytochrom P450: K6t qua tU thi nghiém in vitro va in vivo chung té rdng Rosuvastatin
kh&ng phdi I chat uc ché hodc cAm Ung men cytochrom P450. Hon nida. Rosuvastalin la chét
nén y&u cho c4c isoenzym ndy. Khong ghi nhan cd4c tuang tac lién quan vé 1am sang gida
Rosuvastatin vdifluconazol (chét uc ché CYP2C9 va CYP3A4) hodc ketoconazol {chdt yc ché
CYP2A6 vl CYP3A4). Dung déng thai itraconazol (ch&t dc ché CYP3A4) va Rosuvastatin land
1ang 28% AUC cUa Rosuvastatin. Sy tang nay khdng dugc xem la c y nghia vé mat |Iam sang.
Vivay. khdng cé tuong tac thudc do sy chuyén ho& qua trung gian cytochrom P450

- Chét uc ché protease cda HIV va HVC: su dyng déng thdi v8i Rosuvastatin ¢6 thé 1am tang
nguy cd gay tén thuong ¢, nghiém trong nhat la tiéu cd van, th@n hy d&n 66n suy thdn va co
thé gay tU vong.

Dugce lyc hoc
Coché téc dyng:

- Rosuvastatin 1a mot chdt uc ché chon lgc va canh tranh men HMG-CoA reductase, |a men xuc
tAc qud trinh chuyén déi 3-hydroxy-3-methyiglutaryl coenzym A thanh mevalonat, mét tién
chdt cua cholesterol. Vi tr tdc ddng chinh clia Rosuvastatin |& gan. cd quan dich lam giam
cholesterol.

- Rosuvastatin lam tang s6 lugng thy thé LDL trén b& mat té bao & gan, do vay 1am tang hdp thu

A Uc ché sy tdng hgp VLDL 4 gan, vi vdy 1am gidm cdc thanh phdn VLDL va
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Huéng dan su dung thuéc
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Hidu qua trj li¢u dat dugc trong vong 1 tudn sau khi bat d4u diéu trj va 90% ddp Ung t8i uu trong
2 Wwén. Dap ungtdi vu thudng dat dugc vao khodng 4 tudn va dugc duy tri sau d6.
Hi¢u qud 1dm sdng:

- Rosuvastatin dugc chung minh cé hiéu qua d nhém bé&nh nhan ngudi Idn tang cholesterol mau,
cé hay khong cé tang triglycerid mau, bdt ky chdng tdc, gidi tinh hay tudi tAc va & nhing nhém
bénh nhan dac biét nhu d4i thao dudng hoadc bénh nhan ting cholesterol mdu gia dinh.

- Tdcdcddligu nghién cuu phalll, Rosuvastatin chungtd cé hiéu qua trong diéu trj 3 hdu hét cac
bénh nhan tdng cholesterol mau loagi lla va lib (LDL-C trung binh trudc khi diéu tri khodng 4,8
mmol/1) theo cdc myc tiéu didu tn cla HOi Xo Via Mach Mau Chau Au (European
Atherosclerosis Society-EAS; 1998); khodng B0% bénh nhan diéu tri bAng Rosuvastatin 10mg
da dat dugc cdc myctidu dibu tricua EAS vé n6ng dd LOL-C(<3 mmolA),

- Trong 1 nghién cdu Idn, 435 b8nh nhan tAng cholesterol mau ditruyén gia dinh kifu dj hgp 1 da
dugc cho dung Rosuvastatin tu 20-80 mg theo thiét k& didu chinh tang li§u. Ngudi ta thdy 14 t4t
ca cAc li6u Rosuvastatin déu cé tac ddng cd Igi trén cdc thdng s6 lipid va dat dugc cac myc tidu
diéu tri. Sau khi chinh tdi lidu hAng ngay 40 mg (12 tuén @iéu trj), LDL-C gidm 53%. 33% bénh
nhan dat dugc cdc mycliducla EAS vé ndng 0 LDL-C (<3 mmolA).

-+ Trong moOt nghién cudu mad, didu chinh liéu 1ang d4n, 42 b&nh nhan 1&ng cholesterol mau di
truyén ki6u d8ng hgp 1 Gugc danh gid vé ddp ung diéu trj vdi liéu Rosuvastatin 20-40 mg. T4t
cd bénh nhan nghién cuu déu cé dd gidm trung binh LDL-C 14 22%.

Trong cac nghién cuu lAm sang vdi mot s6 lugng b&nh nhan nh4t dinh, Rosuvastatin chungtd
c6 higu qua phy trg trong viéc 1am gidm triglycerid khi dugc sd dung phéi hgp véi fenolibrat va
lam tang néng d® HOL -C khi s dyng phdi hgp vdi niacin.

Rosuvastatin chua dugc chung minh la c6 thé ngan chan cic bién chung cd lidn quan dén sy
b4t thuding vé lipid nhu b&nh mach vanh vi cac nghién cuu vé gidm ty 18 tJ vong va gidm ty 18
bénh ly khi dung Rosuvastatin dang dugc thyc hién.

Juge déng hoc
Hép thu: Néng a6 dinh trong huyét tuong cla Rosuvastatin dat dugc khodng 5 gid sau khi
udng. D4 sinh kha dyng khodng 20%.
Phén b6:Rosuvastatin phan bd rdng rai 3 gan 1A ngi chi yéu téng hgp cholesterol va thanh thai
LDL-C. Thé tich phan b& cGa Rosuvastatin khoang 134L. Khodng 90% Rosuvastatin két hgp
véi protein huyét tuong, chd yéu ia vdi albumin.

Chuyén hod: Rosuvastatin il bj chuyén hoa (khodng 10%). C4c nghién cudu in vitro vé chuyén
hod cd su dyng cdc t6 bao gan cua ngudi xdc dinh r&ng Rosuvastatin la mdt chat nén yéu cho
sy chuy8n hod qua cytochrom P450. CYP2C9 1A chAt déng enzym chinh tham gia vdo qud trinh
chuyén hod, 2C19, 3A4 vaA 2D6 tham gia & muc d6 thdp hon. Ché&t chuyén hod chinh dugc xac
dinh 14 N-desmethyl va lacton. Chdt chuyén hoa N-desmethyl cé hoat tinh y8u han khodng
50% so vdi Rosuvastatin trong khi dang lacton khéng cé hoat tinh vé mat |am sang.
Rosuvastatin chiém hon 80% hoat tinh Uc chd HMG-CoA reductase trong tu&n hoan.

Thal tru: Khodng 90% liu Rosuvastatin dugc thai tns 8 dang khdng d8i qua phan (bao gém
hoat chdt dugc h4p thu va khdng h&p thu) va phdn cdn lai dugc bai tiét ra nudc tidu. Khoang 5%
dudc bai tiét ra nudc tiu dudi dang khéng déi. Thai gian ban thdi trong huyét tvong khodng 19
gio. Thdi gian ban thai khéng tang khi dung lidu cao hon. D9 thanh thdi trong huyét tuang trung
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binh khodng 50 Iit/gid (hé s6 bién thi&n 1a 21,7%). Gi6ng nhu cdc chél Uc ché men HMG-CoA
reductase khac, sy van chuyén Rosuvastatin qua gan c4n dén chét van chuy€n qua mang
OATP-C. Chit van chuyén nay quan trong trong viéc dao thdi Rosuvastatin qua gan.

Tinh tuyén tinh: Mdc d0 ti€p xuc cua Rosuvastatin tinh theo néng A0 va thdi gian tang ti 18 vdi
lidu dung. Khdng c6 sy thay d6i nao vé cac thdng s8 dugc ddng hoc sau nhidu liéu ding hing

ngay.

Cécnhémbénhnhan djc blét

Tudi téc va gidi tinh:tac dong cha tufitac hoAc gidi tinh trén duge ddng hoc cua Rosuvastatin
khdng lién quan vé mat1dm sang.

Chdng téc: Céc nghién cdu dugc ddng hoc cho thay AUC tAng gdp khodng 2 14n & ngudi Chau
A so v8i ngudi da trdng s&ng & phuong Tay. Anh hudng cla cdc yéu t6 di truyén va moi trudng
d6i vdi sy thay di nay chua xdc djnh dugc. M3t phan tich duge ddng hoc theo quan thé dan cu
cho thdy khéng c6 sy khdc biét céd y nghia ldm sang vé dugc ddng hoc & cac nhém ngudi da
trdng va ngudida den.

Suy thén:Trong nghién cidu trén ngudi suy than § nhidu muc dé khac nhau cho thiy rdng bénh
thdn 1Y nhe dén vua khong dnh hudng dén néng A Rosuvastatin hodc chit chuyén hod N-
desmethy! trong huyét tuong. B&nh nhan suy than nang (dd thanh thdi creatinin huyét tuong
<30 mi/phut) cé néng A9 thudc trong huyét tuang tang cao gdp 3 14n va ndng d6 chét chuyén
hod N-desmethyl tang cao g4p 9 14n so vdi ngudi tinh nguy8n khoé manh. Néng d0 cda
Rosuvastatin trong huyét tuong 8 trang thdi n dinh & nhdng bénh nhan dang thdm phan mdu
cao hon khoang 50% s0 vdi ngudi tinh nguyén khoé manh.

Suy gan: Trong nghi@n cuu trén ngudi tén thuang gan 4 nhiéu muc A9 khac nhau, khong cé
bang ching vé tAng muc d§ tiép xuc clia Rosuvastatin tinh theo néng d6 va thdi gian & nhing
bénh nhan cé diém 56 Child-Pugh <7. Tuy nhién, 2 b&nh nhan vdi diém s& Child-Pughia 8 va 9
c6 muc 44 tiép xuc cua Rosuvastatin tinh theo néng 46 va thdi gian tang 18n ti thidu gdp 2 14n
so v8i ngudi c6 diém s& Child-Pugh thdp hon. Khdng c6 kinh nghi§m 3 nhdng bénh nhan vdi
diém sé Child-Pugh>9.

Sudyngchophyncdédthalva choconbu

Rosuvastatin chéng chidinh trén phy nd cé thai va cho con bu. Phy nd cé thé mang thai nén sd
dyng cédc bién phAp ngua thai thich hgp.

Vicholesterol va cac san phdm sinh téng hgp cholesterol khac 1a cdn thiét cho sy phat trién bao
thai, nén nguy co tiém nang do Uc ché men HMG-CoA reductase s& chi€mbuu thé hon Igi ich
cua viéc diéu tri bAng Rosuvastatin trong suét thdi gian mang thai. Cac nghién cdu trén déng
vat cho thdy cé nhdng bang chung gidi han vé ddc tinh trén hé sinh sdn. N&u b8nh nhan cé thai
trong khi diéu tr) bAng Rosuvastatin thin&n ngung thufc ngay l4p tuc.

O chudt. Rosuvastatin bai 1iét qua sda. Khdng co di lidu tuong Ung vé sy bai tiét qua sda &
nguai.

Tédc ddng cliathudc khivin hanh tau xe, may méc

Cdc nghién cdu 86 xac dinh anh hudng cia Rosuvastatin trén kha nang I4i xe va van hanh may
chua dugc thyc hién. Tuy nhién, dya trén nhing dac tinh cla dugc lyc thi Rosuvastatin khéng
thé anh hudng trén cdc kha nang nay. Khi lai xe hodc van hanh may nén Iuu y rdng chéng mat
c6 thé xady ratrong thai gian diéu trj.

Tacdyngphy

- Tdc déng trén thén: Protein niéu, dugc phal hién bdng que thit va cé nguén gdc chinh tu 6ng

Cédc phan Ung ngoai y dugc ghi nhan khi dung Rosuvastatin thudng nhe va thodng qua. Trong
c4c nghién cuu lIAm sang c6 d6i chung, c6 dudi 4% bénh nhan diéu tri bAng Rosuvastalin rut
khdi nghién cuu do bién cd ngoai y. Hiém gap cac phén ung quad méin ké cid phu mach.
R&i loan hd thén kinh: Thudng gap. nhuc ddu. chéng mat.

R&i loan hé tidu hod: Thudng gap. tdo bén, buén nén, dau byng.

Réi loan da va m6 dudi da: t gdp. ngua, phat ban va mé day.

R&i loan hé ca xuong, mo lidn két va xuong: Thudng gap. dau cd. Hiém g4p: bénh co. tidu co van.

Cdc r&i loan 18ng quét. Thudng g4p: suy nhugc.
Gidng nhu céc chat Jc chd men HMG-CoA reductase khdc, t4n sudt xdy ra tdc dung khéng
mong muén lidn quan dén thudc cé khuynh hudng phy thudc liéu s dung.

Dé thudc xa tam tay cla tré em
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Poc ky hudng dan sl dung trudc khi dung

than da dugc ghinhén d nhdng b&nh nhan didu tri bAng Rosuvastatin. Sy thay déi lugng protein
ni@u tu khdng cd hoac chicéd vét dén duong linh ++ hodc cao hon da dugc nhan thdy & < 1%
bé&nh nhdn khi didu tri bAng Rosuvastatin 10 mg va 20 mg va khodng 3% bénh nhan khi didu trj
bang Rosuvastatin 40 mg. Lugng protein nidu tang nhe W khong c6 hodc cb vét dén duang tinh
+ dugc ghinhan & lidu 20 mg. Trong h4u hét cac trudng hgp. protein nidu gidm hodc ty bién mAt
khi ti€p tyc didu trj va khong phai 1a d4u hidu bao trudc clia bénh than cAptinh hay ti€n trién.

- Tdc dong trén hé co-xuong: nhu dau cd. bénh co va mot s8 hiém trudng hgp tidu co van da
dugc ghinhén & nhiling b&nh nhan dugc diéu tri bAng Rosuvastatin 8 t4t ¢4 céc lifu va dic bidt &
lidu >20 mg.

Tang néng d6 creatin kinase theo lidu dung dugc quan sat thdy & bénh nhdn ding
Rosuvastatin; phan Idn cac trudng hgp nhe, khong cé tridu ching va thodng qua. Néu néng dd
creatin kinase tang (>5xULN), viéc diéu tri ngung tam thai.

- Tdc dgng trén gan: Cling gidng nhu cdc chit Uc ché men HMG-CoA reductase khac, ting
transaminase theo lidu 84 dugc ghi nhan d mot s6 t b&nh nhan dung Rosuvastatin; phén Idn
cdc truong hgp déu nhe, khong cé tridu ching vathodng qua.

- Kinh nghi¢m trong qué trinh luu hanh thuéc: Ngodi cdc phan ung dé clp & trén, cac bién c§
khdng mong mudn sau cing dugc ghi nhan trong qué trinh luu hanh thu6c Rosuvastatin:

Rdi loan hg gan mat. R4t hiém gap. vang da, viém gan; hiém gdp tAng men gan.
R&i loan co xuong. Hiém gap. dau khap.
Rd&i loan hé th4n kinir. RAt hiém gap. bénh da day th4n kinh.

- Nhing tdc dyng phy khdc 43 dugc bdo cdo bao gédm: suy gidm nhan thuc (m4t tri nhd, 10 1&n),

tang dudng huyét, tdng HbA1c.

Qué ll€éuva cach xdtri
Khong cé phuang phap didu tri 6ac hidu khi dung thufc qua liéu. Khi qua li§u. bénh nhan nén
dugc didu trj tridu chung va dp dyng cac bi@n phap hd trg khi cdn thist. Nén theo ddichuc nang
gan va néng dd creatin kinase. Viécth&m phan mdu cé thé khdng cd {gi.

Trinh bay: HOp 02 vix 14 vién nén. ViAl - Al
Bdoquidn: Bdo quin noikhé, dudi30°C.
Tiéuchufin: Tidu chudn co sd.
Hen ding: 36 thang ké tU ngay sdn xut.
Luuy
Thudc nay chidung theodon cla thfy thuéc.
Khéng dung thuéc qud lléu chidinh.
Khéng dugec dung thubc qué hqqdiqp&ll;:bao bil.
Théng béocho béc sinh@ngtécdyng ong mudn gdp phai khidungthuéc.

Né€ucénthémthén Ill}lll‘l hélylﬂe’n csi.

CONG TY TNHH HASAN - DERMAPHARM
Dudng so 2 - Khu cdng nghiép Bbéng An,
Binh Duong, Viét Nam
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