To Huéng din sir dung thudc

Ry~ Thube nay chi ding theo don thube

ROSUBOLIC-10
Vién nén bao phim rosuvastatin 10 mg
Khuyén cdo:
Boc kj heomg din si dung tredc khi ding.
Dé xa tim tay tré em.

THANH PHAN, HAM LUQNG CUA THUOC

Mbi vién nén bao phim chira:

Hoat chdr: Rosuvastatin calci twong duong rosuvastatin 10mg

Td dhege: Cellulose vi tinh thé, croscarmellose natri, silic dioxyd keo, talc, magnesi stearat,
tinh bét natri glycolat (type A), hypromellose, polyethylen glycol-6000, titan dioxid, oxyd sét
do.

DANG BAO CHE
Vién nén bao phim mau ndu do, hinh tron, hai m3t 161,

QUY CACH PONG GOI
Hop 3 vix 10 vién nén bao phim.

CHI BINH PIEU TR]

Tang cholesterol méu: Céc chit irc ché HMG - CoA reductase duge chi dinh hd try cho ligu
phap &n uc‘mg dé giam nong 4 cholesterol toan phén va cholesterol LDL & ngudi bénh ting
cholesterol méu tién phét (typ Ila va IIb) triglycerid giam it.

Du phong tién phat (cip 1) bién co mach vanh: O nguon ting cholesterol mau ma khing co
biéu hign 1am sang rd rét vé mach vanh, chi dinh céc chit irc ché HMG - CoA reductase
nhim:

- Giam nguy co nhdi médu co tim.

- Gidm nguy co phai lim cic thi thudt tdi tao mach vinh tim.

- Giam nguy co tir vong do bénh tim mach.

Xo vira dong mach: O nguir bénh tang cholesterol méu c6 biéu hién 1dm sang vé bénh mach
vinh, ké ci nhéi méu co tim trude do, chi dinh cac chit ic ché HMG - CoA reductase
nhim:

- Lamchim tién trién vita xo mach vanh.

- Gidm nguy co bién c6 mach vanh cp.

LIEU LUONG VA CACH DUNG
Thude ding duimg uéng. Ding theo sy chi din cia bic si.
Bénh nhin cin theo ché dp an it cholesterol, trudc khi uéng thube e ché HMG-CoA
reductase va phai tiép tuc duy tri ché 45 &n nay trong sudt théi gian diéu tri.
Khuyén céo bit dau diéu trj véi liéu thap nhit ma thude cé tac dung, sau d6 néu cin thiét, cé
thé diéu chinh liéu theo nhu céu va dap img cia timg nguoi bing cdch ting liéu timg dot cach
nhau khong duéi 04 tudn va phai theo ddi cc the dung khéng mong muén cia thude, dic biét
14 céc tac dung khong mong mudn 6i véi hé o,
Vi tong hop cholesterol & gan xdy ra chi yéu ban dém, ding thude vao budi 16i st lam ting
hiéu lyc thude.
Liéu khoi diu va liéu duy tri hang ngay ctia rosuvastatin:
Khii diu Duy tri
Rosuvastatin 5mg Téi da 40 mg

Lién quan giita li¢u ding cila rosuvastatin vi chimg teo co van cin lwu ¥: tht ca céc bénh nhin
bt diu véi liéu 10 mg/lin/ngdy va chi ting 1én 20 mg néu thiy cin thiét sau 4 tudn. Cin theo
ddi chit ché ddi véi nhimg tnrémg hop diing liéu 40 mg.
Theo nghién ciru duge djng hoc tai My trén nguéi Chau A, kha ning hép thu rosuvastatin &
ngudi Chéu A ting gép 2 lin so v6i ngudi da tring, do d nén cén nhc liéu khoi diém 5 mg
d6i véri nguoi Chau A,
Sir dyng thudc cho bénh phin suy than: Nguy co bénh co trong qué trinh ditu tri véi
rosuvastatin ting 1én & bénh nhén suy thin, ndng d rosuvastatin trong huyét tuong ting lén &
nhimg bénh nhén suy gidm nghiém trong. Tai Anh, chong chi djnh ding rosuvastatin & nhimg
bénh nhin suy thin ning (dj thanh thai creatinin < 30 ml/phit); véi nhimg bénh nhin suy
thén vira (49 thanh thi creatinin < 60 ml/phit) diing liéu khoi dau 1a 5 mg/lan/ngay va khong
dugc vugt qué 20 mg/lin/nghy. O My, bénh nhan suy thin ning (49 thanh thai creatinin < 30
ml/philt)) ding liéu khdi dau la S mg/lin/ngay vi khong dwgc vugt qué 10 mg/lin/ngay.
Phéi hop thude: cc statin vi nhya gin acid mat (cholestyramin, colestipol) cé co ché tic
dung bd sung cho nhau; phéi hgp céc nhém thude niy c6 tc dung cong Iye trén cholesterol
LDL. Khi ding cdc statin cing véri nhya gé,n acid mat, thi dy cholestyramin, phai ubng statin
vao liic di ngt, 2 gitr sau khi ubng nhira dé tranh twong téc rd rét do thudc gén vio nhya. Han
ché phoi hop statin v6i céc thude ha lipid khéc vi kha ning tang nguy co bénh co.
Téng nguy co thn thuong co khi sir dung rosuvastatin déng théi voi cac thude:

- Gemfibrozil

- Céc thude ha cholesterol méu nhém fibrat khéc,

- Niacin li¢u cao (> 1 g/ngdy)

- Colchicin
Liu khuyén cdo ké don ciia rosuvastatin voi cic chit ic ché protease cia HIV vi HCV
(Atazanavir, Atazanavir + Ritonovir, Lopinavir + Ritonavir) t0i da 14 10 mg mét lin/ngdy.
Ghi chii: V6i nhimg liéu 5 mg thi dang bio ché vién nén 10 mg khéng phi hop dé chia liéu,
Tham khio thém dang bao ché vién nén rosuvastatin 5 mg.

CHONG CHI BINH

Bénh nhén qué mdn véi rosuvastatin hay bét cir thanh phin ndo cia thude.

Bénh gan hoat déng hodc transaminase huyét thanh tang dai ding ma khéng giai thich dugc.

Phuy nir mang thai hoic nghi ngés ¢6 thai. Phy ni¥ cho con bi.

Téing nguy co ton thirong co khi sir dung rosuvastatin déng théri véi cdc thude:

- Gemfibrozil
Céc thude ha cholesterol méu nhém fibrat khac,
Niacin liéu cao (> 1 g/ngly)
Colchicin

Viée sir dung déng thoi rosuvastatin véi céc thube diu trj HIV va viém gan siéu vi C (HCV)
(atazavir, alazanavir + ritonavir, lopinavir + ritonavir) cé thé lam ting nguy co gy ton thuong
o0, nghiém trong nhét 14 tiéu co van, thin hu din dén suy thin va c6 thé gay tir vong.
CANH BAO VA THAN TRONG
Trude khi bt du didu trj véi rosuvastatin, cin phai loai trir cic nguyén nhin giy ting
cholesterol mau (thi du i thdo dudng kém kiém sodt, thidu nang gidp, héi chimg thin hu, i
loan protein méu, bénh gan tic mét, do ding mét s6 thubc khac, nghién negu) va cin dinh
lugng cholesterol toan phiin, cholesterol LDL, cholesterol HDL va triglycerid. Phii tién hanh
dinh hugng lipid dinh ky, véi khoang cich khéng dudi 4 tuin, v diéu chinh liéu luong theo
dép (mg clia ngwdi bénh véi thube. Myc tiéu diéu tri 13 gidm cholesterol LDL vi viy phai sit
dung nbng 4o cholesterol LDL dé bét diu diéu trj va danh gi dap img diéu trj. Chi khi khong
xét nghiém duge cholesterol LDL, mdi sir dung cholesterol toan phin dé theo doi didu tr.
Trong céc thir nghiém lim sing, mt sb it ngudi bénh truomg thinh udng statin thiy ting o
rét transaminase huyét thanh (> 3 lin gi¢i han binh thuémg). Khi ngimg thude ¢ nhimg nguoi
bénh nay, néng o transaminase thuong ha tir tir trd vé mirc truée diéu tri. Mot vai ngudi
trong s6 ngudi bénh ndy trude khi diéu tri voi statin da c6 nhimg két qua xét nghiém chirc
ning gan bét thuémg vivhodc ung nhiéu rugu. Vi viy cin tién hanh lam xét nghiém enzym
gan trude khi bit déu diéu trj bing statin vi trong trudmg hop chi dinh lim sing yéu cAu xét
nghi¢m sau 6. Cin sir dyng thubc than trong & ngudi bénh udng nhidu nrgu vi/hoge cé tién
sir bgnh gan.

Ciin nhiic theo ddi creatin kinase (CK) trong trutmg hop:

- Trudc khi diéu tri, xét nghiém CK nén dugc tién hanh trong nhimg truémg hop: suy giam
chitc ning than, nhuge gip, tién sit ban than hojc tién sir gia dinh méc bénh co di truyén,
tién sir bi bénh co do sir dung statin hodc fibrat tnrée d6, tién sit bénh gan va/hodic udng
nhiéu nrou, bénh nhin cao tudi (> 70 tudi) c6 nhimg yéu t& nguy co bj tidu cor vin, kha
niing Xy ra tuong téc thude va mot s6 i tugng bénh nhin dic bigt. Trong nhimg trurdmg
hop nay nén can nhic loi ich/nguy co va theo doi bénh nhén trén lam sang khi diéu trj
biing rosuvastatin. Néu két qu xét nghiém CK > 5 lin gi6i han trén cia mirc binh thuimg,
khdng nén bit diu diéu trj bing rosuvastatin.

- Trong qud trinh diéu trj bing rosuvastatin, bénh nhén cin thong béo khi ¢6 cdc biéu hign
vé co nhur dau co, cimg co, yéu co...Khi ¢6 cic bidu hign niy, bénh nhin cin lam xét
nghiém CK dé c6 cac bién phap can thiép phit hgp.

Cin cin nhic khi ding thubc rosuvastatin d6i véi bénh nhdn ¢6 nhimg yéu té nguy co din dén

ton thuong co. Rosuvastatin c6 nguy co gdy ra céc phan img c6 hai ddi véi hé co nhr teo co,

viém co, dic bigt ddi véi cac bénh nhin c6 yéu to nguy co nhu bénh nhan trén 65 tudi, bénh
nhén bj bénh thiéu ning tuyén gidp khong duge kiém sodt, bénh nhan bj bénh than. Cin theo

ddi chiit ché céc phén img cé hai trong qué trinh diing thube.

Liéu phép rosuvastatin phai tam ngimg hodic thdi hin & bt cir bénh nhin nio c6 biéu hién bi

bénhcucip va ning hoic c6 yéu to nguy co d& bj suy thin cip do tiéu co van, thi du nhu

nhiém khuin cdp ning, ha huyét 4p, phiu thudt va chin thuong I6n, bit thuimg vé chuyén
héa, nji tiét, dién giai hofic co gidit khong kiém sodt duge.

Bénh nhin cin bdo cdo ngay cho béc si diéu trj cac déu hiéu hodc triéu chimg dau co, mét

moi, sot, nurde tidu sim mau, budn non hodc non trong qua trinh sir dyng thudc.

Chi diing rosuvastatin cho phy nit & 46 Pﬁi sinh dé khi ho chiic chin khdng mang thai vi chi

trong trudmg hgp ting cholesterol méu rat cao ma khong dép img véi cac thuoe khic.

Ting nguy co tn thwong co khi sir dung rosuvastatin ddng thri véi céc thude:

Gemfibrozil

Cic thudc ha cholesterol mau nhém fibrat khie,
Niacin lidu cao (> | g/ngly)

Colchicin

Viée sir dung déng thoi rosuvastatin véi cdc thude diéu trj HIV vi viém gan siéu vi C (HCV)

(atazavir, atazanavir + ritonavir, lopinavir + ritonavir) ¢6 thé lam ting nguy co gy ton thuong

c0, nghiém trong nhét la tiéu co vén, thin hw din dén suy thin vé co thé giy tir vong. Litu

khuyén céo ké don cila rosuvastatin vi cdc chét ire ché protease cia HIV va HCV tham khéo
muc “LIEU DUNG VA CACH DUNG”".

SU DYNG THUOC CHO PHY NU €O THAI VA CHO CON BU

Phu nit ¢6 thai

Rosuvastatin Iam gidm ting hop cholesterol va co thé ca nhiéu chét khac c6 hoat tinh sinh hoc
din xudt tir cholesterol, nén thudc c6 thé gy hai cho thai nhi néu diing cho ngudi mang thai.
Vi viy chéng chi dinh ding rosuvastatin trong thi ky mang thai.

Phu nix cho con bt



Nhiéu statin phdn bd vio sita. Do tiém néing c6 téc dung khong mong mudn nghiém trong cho
tré nho dang b sita me, nén chdng chi dinh diing rosuvastatin & phy ni cho con b,

ANH HUOGNG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC
Cénlhénl:rongdn mwvmﬁncémégiyﬁcdungkhéng mong mudn: dau diu, chong mit,
nhin mé,

TUONG TAC, TUONG KY CUA THUOC

Hay gip viém co vi tiéu co vin hon & nguoi bénh diéu trj phdi hop rosuvastatin voi
cyclosporin, erythromycin, itraconazol, ketoconazol (do trc ché cytochrom CYP 3A4).

Ting nguy co ton thuong co khi sir dung rosuvastatin ddng thisi véi cic thube: gemfibrozil,
céc thude ha cholesterol méu nhom fibrat khac, niacin liéu cao (> 1 g/ngly), colchicin.

Viéc sir dyng ddng thosi rosuvastatin véi cic thude diéu trj HIV vi viém gan siéu vi C (HCV)
(atazavir, atazanavir + ritonavir, lopinavir + ritonavir) ¢é thé lam ting nguy co giy ton thuong
co, nghiém trong nhdt 13 tiéu co vén, thin hw din dén suy than va c6 thé gy tir vong.
Rosuvastatin ¢6 thé lim ting tic dung cia warfarin. Phii xdc dinh thoi gian prothrombin
trudre khi biit diu ding statin va theo dai thudmg xuyén trong giai dogn dAu didu trj dé dim
bao khong c6 thay dbi nhiéu vé thér gian prothrombin.

Céc nhya gin acid mt ¢ thé lam giam o rét kha dung sinh hoc cia rosuvastatin khi ubng
cling. Vi vy thori gian diing 2 thudc ndy phai cach xa nhau,

Mic di khéng tién hanh cic nghién ciru vé tuong tc thubc trong lim sang, nhung khong thiy
¢6 biéu hi¢n twong téc cb hai c6 ¥ nghia 1am sing khi ding statin cling vdi cic chét e ché
men chuyén angiotensin, céc thudc chen beta, chen kénh calci, thude lgi tiéu va thubc chéng
viém khong steroid.

TAC DUNG KHONG MONG MUON:

Thirong géip, ADR > 1/106:

- Tiéu héa: Tiu chiy, tdo bén, ddy hoi, dau byng, budn non gip & khoing 5% bénh nhén.

- Thin kinh trung wong: dau diu (4% - 9%), chong mét (3% - 5%), nhin md (1% - 2%), mét
ngu, suy nhuge.

- Thén kinh - co va xuong: Pau co, dau khop.

- Gan: Cic két qua thir nghiém chirc néing gan ting hon 3 1in giéi han trén cua binh thwémg,
& 2% ngudi bénh, nhung phan lom T khong c6 trigu chimg va héi phyc khi ngimg thubc.

t gap, 1/1000 < ADR < 1/100:

- Thin kinh - co vi xvong: Bénh co (két hop yéu co vi ting him lrgng creatin
phosphokinase huyét twong (CPK).

- Da:banda.

- Ho hip Viém miii, viém xoang, viém hong, ho.

Hiém gap, ADR < 1/1000:

- Thin kinh - co vi xwong: viém co, tiéu co vin, din dén suy thin cip thir phat do
myoglobin nigu.

Ngodi ra, mt sé tac dung khéng mong muén nhr:
- Suy gidm nhn thirc (nhu mét tri nhé, I lAn...)
- Tang duong huyét
- Tang HbAlc.

QUA LIEU VA CACH XU TRi

Khéng c6 diéu trj dic hiéu ndo khi ding rosuvastatin qué liu. Néu cé qué liéu, tién hanh diédu
tri triéu chimg vi cic bién phdp b3 trg cin thiét. Do thube gin két manh véi protein huyét
tuong, thim tich méu khong dem lai higu qua ddng ké trong viéc ting do thanh thai
rosuvastatin,

PAC TiINH DU(IC LYC HOC
MA ATC: C10A A07
Nhém thude: Diéu hoa lipid huyét, ire ché HMG - CoA reductase.

~Rosuvastatin com goi 1 thudc e ché HMG = CoA reductase, vi thubc tc ché canh ranh voi

HMG-CoA reductase, 14 enzyme xiic tic chuyén ddi HMG-CoA thinh acid mevalonic, mdt
tién thin sdm cia cholesterol.

Uc ché HMG-CoA reductase lam giam tong hop cholesterol trong gan va lim gidm ndng do
cholesterol trong té bio. Diéu ndy kich thich 1am ting cic thy thé LDL-cholesterol trén mang
1€ bio gan, do d6 lam tang thanh thi LDL ra khoi tuin hoan. Rosuvastatin lam giam nong d3
cholesterol todn b, LDL~c va VLDL-c trong huyét iromg. Thuc ciing c6 khuynh huéng lam
giam nng d9 triglyceride vi lm ting HDL-c trong huyét fuong.

Ngodi ra, rosuvastatin con co tac dung chong xo vira dgng mach. Pa s6 di chimg 1o lam cham
qué trinh tién trién va/hojc lam thodi lmxamdougmcnmhvmaaugmch canh,
Co ché tic dung hign nay chua biét dly di, nhung téc dyng ndy co thé djc Iip dbi voi the
dung diéu hoa lipid huyét,

Tic dyng mach méu: rosuvastatin lam gidm huyét 4p & nguéi ting huyét dp v ting
cholesterol huyét tién phat. Tc dung gidm huyét 4p c6 thé lién quan dén phuc hdi logn nang
ndi mé do statin, hogt hoa oxydnitric synthase ndi md va lam giim nong d¢ aldosteron huyét
trong,

Tic dung chong viém: O ngwi ting cholesterol huyét, kém hodic khéng kém bénh dgng mach
vinh cho thy rosuvastatin c6 thé cé hoat tinh chéng viém. Ligu phip rosuvastatin ¢ nhimg
bénh nhin ndy lam gidm nong d¢ huyét wong CRP (C-reative protein). Néng 4o CRP ciing
gidm & ngwdi bénh cb cholesterol huyét binh thuémg cé ning dé CRP cao trnrée khi diéu tri.
Téc dyng dbi véi ndng do CRP khéng twong quan véi thay 86i néng d9 LDL-c. Céc nghién
ciru gin diy cho thiy lim giam ndng do CRP c6 thé lam gidm nguy co nhdi mau co tim téi
phat hodic tir vong do nguyén nhan mach vanh.

Téedung d6i véi xwong: rosuvastatin ¢ thé lm ting mit dg xwong.

Hiéu lyc twong dbi ciia cac statin: trén co s tinh theo mg/kg, hi¢u lye twong déi lam gidm
néng 89 LDL-< vi triglycerid. 10 mg rosuvastatin ldm gidm ndng 4o LDL-c tuong duong véi
20 mg holic 40 mg atorvastatin, hodc tuong dwong véi 40 mg pravastatin, hoc 40 mg
simvastatin. C6 nghién ctru lai théy simvastatin marh gip 3 ldn lovastatin hodc pravastatin v
manh gp § lin fluvastatin.

Tic dung diéu hoa lipid méu twong quan véi liéu lugng hon 14 véi ndng 6 thude trong huyét
tuong.

PAC TINH DUGC PONG HQC

Hap thu

Sau khi udng, rosuvastatin hép thu nhanh va chuyén hoa budc dau ¢ gan. Sinh kha dung
tuyét dbi ciia rosuvastatin la 20%. Rosuvastatin thutmg cho két qua diéu trj 13 trong vong 1-2
tudn sau khi bit dau di¢u tri, va lam thay doi toi da ndng d9 lipoprotein va apolipoprotein
trong vong 4-6 tuin.

Dbi véi ngudi cao tudi, tir 65 tudi trés lén, ndng d§ trong b
thé cao hom so véi ngudi tré tudi nhung khéng lam thay déi ti¢ dung diéu hoa lipid huyét.

Déi véri ngudi suy thin nhe (hé sd thanh thii creatinin 61-90 mlphit): Duge déng hoe ciia
rosuvastatin khong thay déi nhiéu. Tuy nhién, néu suy thin nang (hé s6 thanh thai creatinin
10-30 ml/phit), ndng d trong huyét tuong rosuvastatin ting,

O nguri suy gan, rosuvastatin cé thé tich lily trong huyét

Phdn bé

Rosuvastatin duge phin bd chi yéu vio gan. Rosuvastatin lién két 88-99% véi protein huyét
twong, chi yéu 13 albumin. Rosuvastatin ¢6 thé qua nhau thai va phén bo vao sita me.

Chuyén hoa

Rosuvastatin khéng chuyén héa manh, khodng 10% thudc chuyén héa & gan, chi yéu do CYP
2C9. [

Thai trie

Da 56 statin ¢6 nira ddi thai trir trong huyét twong ngén (0,5-3 gid), trir atorvastatin (14 gio) va
rosuvastatin 6 nira ddi thai trir trong huyét twong 19 gio. Chwa c6 ddu higu nio chimg t
thude tich lity trong co thé khi ding liéu 13p lai nhiéu lin. Rosuvastatin dwge dio thai qua
nudc tiéu (2-20% liéu) va phan (60-90% licu).

t trong cla da s6 céc statin ¢

PIEU KIEN BAO QUAN: Bio quin o nhiét dp dudi 30°C, trfinh dnh sing.
HAN DUNG: 24 thing ké tir ngay sin xuét,
TIEU CHUAN CHAT LUQNG: Tiéu chun co so.
"urﬂn:\
TEN, PJA CHI CUA CO SO SAN XUAT THUOC

G.D. LABORATORIES (INDIA) PVT. LTD.
P.W.D. Rest House Road, Nohar, Distt.: Hanumangarh, Rajasthan, (An Dj).



