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Rosuvastatin (as Rosuvastatin calcium) 20 mg
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In-house standard
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Thong tin danh cho cdn bd y t&

RAVASTEL

san phdm nay bao gém hiuiéng déin sit dung cho thuéc cé nhiéu ham lugng khdc

Rosuvastatin (dudi dang Rosuvastatin calci) --eooooveereeeene 5 mg

T4 dugc: Lactose monohydrat, cellulose vi tinh thé, calci hydroxyd, povidon, natri starch
glycolat, magnesi stearat, hydroxypropylmethylcellulose, talc, titan dioxyd, polyethylen glycol
6000, mau oxyd sdt dé.

MJi vién nén bao phim RAVASTEL-10 chifa:

Rosuvastatin (dudi dang Rosuvastatin calci) «ooeeveeeeeenne 10 mg

T4 dudc: Calci phosphat dibasic khan, crospovidon, cellulose vi tinh thé, lactose monohydrat,
magnesi stearat, hydroxypropylmethylcellulose, polyethylen glycol 6000, talc, titan dioxyd, mau
erythrosin, mau sunset yellow.

Mdi vién nén bao phim RAVASTEL-20 chita:

Rosuvastatin (du6i dang Rosuvastatin calci) «oooevveeennens 20 mg

T4 dudc: Lactose monohydrat, cellulose vi tinh thé, calci hydroxyd, povidon, natri starch
glycolat, magnesi stearat, hydroxypropylmethylcellulose, talc, titan dioxyd, polyethylen glycol
6000, mau oxyd sdt dé.

Dang bao ché: Vién nén bao phim.

M0 ta san phim:

RAVASTEL-5: Vién nén dai, bao phim mau dé, mot mét cé dap logo ﬁ, mait kia c6 dip
gach ngang.

RAVASTEL-10: Vién nén tron, bao phim mau hong cam, mdt mit c¢6 dap logo ﬁ, mat kia
c6 dap gach ngang.

RAVASTEL-20: Vién nén dai, bao phim mau dd, hai mat tron.

Quy cach dong goi: RAVASTEL-5 ‘Hop 3 vi x 10 vién.

RAVASTEL-10 :Hop 2 vi x 14 vién.

RAVASTEL-20  :Hop 3 vix 10 vién. VAR
PAC TINH DUJC LUC HOC:

Nhém duge ly: Chong ting lipid huy€t (nhém chat e ch€ HMG-CoA, nhém statin).

Mi ATC: C10AAO07.

Rosuvastatin thudc nhém statin - thudc diéu hoa lipid huy&t. Rosuvastatin tc ch€ canh tranh

v6i HMG-CoA reductase, 1a enzym xiic tic chuyén ddi HMG-CoA thanh acid mevalonic,

mot tién than sdm cua cholesterol.

Uc ch&€ HMG-CoA reductase 1am gidm téng hgp cholesterol trong gan va lam gidm ndng do

cholesterol trong t&€ bao. Piéu nay kich thich lam ting cdc thy thé LDC-cholesterol trén
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mang t€ bao gan, do d6 lam ting thanh thdi LDL ra khdi tudn hoan. Statin lam gidm ndng d6
cholesterol toan phan, LDC-c va VLDC-c trong huyét tudng. Thudc ciing ¢ khuynh huéng
lam gidm ndng do triglycerid va lam ting HDL-c trong huy&t tuong.

Ngoai ra, statin cdn ¢6 tic dung chéng xd vita dong mach. Pa s6 di ching té 1am chdm qud
trinh ti€n tri€n va/hoic 1am thodi lui xd vira dong mach vanh va/hoac dong magch cdnh. Co
ch€ tdc dung hién nay chua bi€t diy dd, nhung tic dung nay cé thé doc 1ap d6i vdi tic dung
diéu hoa lipid huyét.

Tdc dung gidm huy€t dp: Statin [am gidm huyét 4p & ngudi ting huyét dp va ting cholesterol
huy&t tién phat. Tdc dung gidm huyét 4p ¢6 thé lién quan dén phuc hdi loan ning n6éi md do
statin, hoat h6a oxyd nitric synthase ndi mo6 va lam gidm ndng do aldosteron huyét tuong.

Tdc dung chong viém: O ngudi ting cholesterol huyét, kém hodc khong kém bénh dong
mach vanh cho thdy statin ¢6 thé ¢ hoat tinh chdng viém. Liéu phdp statin & nhitng bénh
nhin nay lam gidm nong dd huyét twong CRP (C-reactive protein). Nong do CRP ciing gidm
& ngudi bénh c6 cholesterol huyét binh thudng ¢6 ndng dd CRP cao trude khi diéu tri. Tdc
dung ddi véi nong do CRP khong tuong quan vdi thay ddi ndong do LDL-c. Cédc nghién cifu
gan ddy cho thdy 1am gidm ndng do CRP ¢6 thé 1am gidm nguy c¢d nhdi mau co tim tdi phat
hodc tf vong do nguyén nhan mach vanh.

PAC TINH DUQC PONG HOC:

Hap thu:

Rosuvastatin hidp thu khong hoan toan tir dudng tiéu héa. Sinh khd dung tuyét doi khodng
20%. Nong do dinh trong huyét tuong dat dugc khodng 5 gid sau khi udng.

Phédn bo":

Rosuvastatin phan bd rong rai & gan 1a noi chd y&u tdng hgp cholesterol va thanh thdi LDL-c.

Thé tich phin bd clia rosuvastatin khodng 134 L. Khodng 90% rosuvastatin k&t hgp vdi
protein huyé&t tudng.

Nong d6 rosuvastatin toan than ting ty 1€ véi liéu dung. Khong c6 su thay ddi duge dong hoc
khi stt dung liéu lip lai hang ngay.

Chuyén héa:

Rosuvastatin dugc chuyén héa it (khodng 10%). In vitro nghién cttu duge dong hoc § t€ bao
gan cho thiy rosuvastatin 1a c¢d chit y€u ctia cdc enzym CYP450. Rosuvastatin chuyén héa
chi y&u bdi cytochrom P450 isoenzym CYP2CY, céc isoenzym khdc bao gdm 2C19, 3A4 va
2D6. Chat chuyén héa chinh 1a cha't chuyén héa N-desmethyl va lacton. Chat chuyén héa N-
desmethyl ¢6 hoat tinh it hon 50% so v§i rosuvastatin va chat chuyén héa lacton khong c6
hoat tinh. Rosuvastatin chi€m hon 90% hoat tinh tc ché& enzym HMG-CoA reductase trong
tuan hoan.

Thdi tru:

Khoing 90% lidu rosuvastatin dugc thi trit § dang khong ddi qua phan (bao gom hoat chat
dugc hap thu va khong duge hap thu) va phan con lai dudc bai ti€t ra nudc tiéu. Khodng 5%
duge bai tiét ra nude tiéu dudi dang khong d6i. Thoi gian bdn thdi trong huyét twdng khodng
19 gid. Thoi gian bdn thdi khong ting 1én khi st dung liéu cao hon. Po thanh thdi huyét
tuong trung binh khodng 50 lit/ gig. Tudng tv véi cdc chdt dc ché enzym HMG-CoA
reductase khdc, hap thu rosuvastatin & gan nhd chat van chyén qua mang OATP-C. Chat van
chuyén nay quan trong ddi v4i sy thdi trif rosuvastatin & gan.

Déi tuong ddc biét \>/
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Tudi va gidi tinh: Tudi va gidi tinh khong dnh hudng dén dude dong hoc cla rosuvastatin &
ngudi 16n. Phoi nhiém & tré em va thanh thi€u nién bi ting lipid huyét gia dinh ddng hop tif
tuong duong hodc thap hon so véi ngudi 16n bi rdi loan lipid huyét.

Chiing t¢c: AUC va Cmay ting gp 2 1an & ngudi chdu A (Nhat Bin, Trung Qudc, Phillipin,
Viét Nam va Han Qudc) so v6i ngudi da tring. AUC va Cpux ting gap 1,3 14n & ngudi An D9.
Dugc dong hoc khong khdc nhau giita ngudi da tring va ngudi da den.

Suy thdn: Suy thidn nhe va trung binh khong dnh hudng dén ndéng do huyét tuong cda
rosuvastatin va chat chuyén héa N-desmethyl. Bénh nhin bi suy thdn ndng (Clcer < 30
ml/phiit), ndng dd huyét tuong cda rosuvastatin ting 1én 3 1an va cla chit chuyén héa N-
desmethyl 1&én 9 1an so vdi d6i tugng khde manh. Nong dd 6n dinh clia rosuvastatin  bénh
nhan thim phin mdu ting khodng 50% so v&i ngudi binh thudng.

Suy gan: O bénh nhan c6 chi s§ Child-Pugh < 7, khong thdy ¢4 st ting phoi nhiém. G bénh
nhin c6 chi s& Child-Pugh khodng 8 - 9, phoi nhiém hé thdng ting it nhat 2 1an so vdi doi
tugng c6 chi s6 Child-Pugh thdp. Chua ¢6 thong tin trén bénh nhan ¢6 chi s6 Child-Pugh > 9.
Da hinh kiéu gen: Su phian bd cdc chit tic ché HMG-CoA reductase trong cd thé, bao gdm
rosuvastatin, lién quan dén protein van chuyén OATPI1B1 va BCR. Ngudi c6 ki€u gen
SLCO1B1 (OATP1B1) va/hodic ABCG2 (BCR) c6 nguy co ting phoi nhiém rosuvastatin
(AUC). Ngudi c¢6 ki€u gen SLCO1B1 ¢.521CC va ABCG2 c.421AA giy ting phoi nhiém
rosuvastatin (AUC) so v6i ngudi ¢6 ki€u gen SLCO1B1 ¢.521TT hoic ABCG2 c.421CC.
Thong tin vé dnh hudng cia gen trén chua dudc thi€t 1ap trén 1dm sang. Tuy nhién & bénh
nhin di biét ¢6 nhitng ki€u gen trén, khuyén cdo nén sit dung rosuvastatin li€éu hing ngay
thap hon.

CHI PINH:

Diéu tri ting cholesterol huyé&t

HJ trd cho ch& do #n kiéng & ngudi 16n va tré em tir 6 tudi trd 1én bi ting cholesterol huyé&t
nguyén phdt (type Ila bao gdbm ting cholesterol huy€t gia dinh di hgp tt) hodc r6i loan lipid
hdn hop (type IIb), khi ch& do dn va cdc bién phdp khdc (tdp thé duc, gidm cén ...) khong
ddp ung.

HJ trd cho ché& dod #n kiéng va cdc bién phdp ha lipid khdc & bénh nhan ting cholesterol
huyét gia dinh dong hop tit hoic khi cdc bién phdp nay khong thich hgp.

Phong ngira bién ¢o tim mach

Rosuvastatin dugc dung hd tr¢g dé phong ngilra bién ¢d tim mach tién phdt & bénh nhan c6
nguy cd cao.

LIEU DUNG - CACH DUNG:

Cdch ding:

Bénh nhan nén thuc hién ché& dd in kiéng chudn it cholesterol trudc khi diing rosuvastatin va

nén ti€p tuc ch&€ do #n nay trong sudt thdi gian dung thudc.

Rosuvastatin ¢6 thé dung vdi li€u don bat cit lic nao trong ngay, ¢6 hodc khong k&m thifc dn.

Lié¢u ding:

Piéu tri tiing cholesterol huyé&t ‘U\/

Liéu khdi ddu khuyén cdo 1a 5 mg hoic 10 mg x 1 1an/ ngay, ting dén li€u 20 mg x 1 1an/

ngdy sau 4 tudn néu can thi€t. Viéc lya chon liéu khdi dau nén luu y d€n mic cholesterol

cda tirng bénh nhan, nguy ¢o tim mach sau nay ciing nhu khd ning xdy ra cdc tdc dung khong

mong mudn. Vi tn sudt tic dung khéng mong mudn ting khi dung liéu 40 mg so véi cdc li€u

thap hon, viéc diéu chinh liéu cudi ciing dén li€u t3i da 40 mg chi nén dugc xem xét cho cdc
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bénh nhén ting cholesterol huyét ning c6 nguy c¢d vé bénh tim mach cao (dac biét 1a cac
bénh nhin ting cholesterol huyét ¢6 tinh gia dinh) ma khong dat dugc muc tiéu diéu tri &
lieu 20 mg va cdc bénh nhan nay cin phdi duge theo doi thudng xuyén. Cin c6 sy theo doi
cla cdc bdc s§ chuyén khoa khi bit diu diing liéu 40 mg.

Phong ngita bi€n ¢4 tim mach: Liéu thudng diing 20 mg mdi ngay.

Tré em:

St dung & tré em nén dugc chi dinh bdi chuyén gia.

-Tré em tir 6 - 17 tudi:

O tré em bi ting cholesterol huyé&t gia dinh di hop tif, liéu khdi diu thong thudng 1a 5 mg/
ngay.

Tré em 6 - 9 tudi bi ting cholesterol huy&t gia dinh di hdp tif, khodng liéu thudng ding 1a 5 -
10 mg/ ngay. An toan va hiéu qud ctia thuc doi véi liéu trén 10 mg chua dugc nghién citu
trén nhém din sd nay.

Tré em 10 - 17 tudi bi ting cholesterol huyét gia dinh di hgp ti¥, khodng liéu thudng diing 1a 5
- 20 mg/ ngay. An toan va hiéu qué cla thudc ddi v6i li€u trén 20 mg chua duge nghién cdu
trén nhém dan sd nay.

G tré em, nén chinh lidu theo mic do ddp ung va dung nap cia tirng cd nhan. Nén cho tré em
thyc hién ch€ do dn kiéng it cholesterol trudc khi bit ddu diéu tri bing rosuvastatin; Ch& do
dn kiéng nay nén dugc ti€p tuc trong qud trinh diéu tri bing rosuvastatin.

Kinh nghiém st dung thudc trén tré em bi ting cholesterol huyét gia dinh ddng hop ti chi
gidi han & mot s6 lugng nhé tré em tir 8 - 17 tudi.

- Tré em dudi 6 tudi:

An toan va hi¢u qua & ré em dudi 6 tdi chua duge nghién citu. Khong khuyén cdo st dung
cho tré em dudi 6 tudi.

Nguoi cao tuéi: Liéu khdi ddu 5 mg duge dung cho bénh nhin > 70 tudi. Khong cin diéu
chinh liéu & cdc bénh nhan nay.

Bénh nhén suy thdn: Khong can diéu chinh liéu & ngudi suy thin nhe tdi trung binh. Liéu
khdi dau khuyén cdo 1a 5 mg & bénh nhan suy thin trung binh (d0 thanh thdi creatinin < 60
mL/ phiit). Chdng chi dinh dung liéu 40 mg & bénh nhin suy thin trung binh. Chéng chi dinh
dung rosuvastatin G bénh nhéan suy thdn ning.

Bénh nhan suy gan: O bénh nhan c¢6 chi s& Child-Pugh < 7, khong thdy c6 su ting phoi
nhim. & bénh nhin ¢6 chi s§ Child-Pugh khodng 8 - 9, phdi nhiém hé thong ting it nhat 2
1an so vdi ddi tugng c6 chi s Child-Pugh thap. Nén xem xét ddnh gid thém chifc ning thin &
nhém bénh nhidn nay. Khong c¢6 kinh nghiém st dung rosuvastatin & bénh nhin c6 chi sd
Child-Pugh > 9. Chong chi dinh dung rosuvastatin § bénh nhin c¢6 bénh gan tién trién.

Bénh nhdn chau A: Liéu khdi dau khuyén cdo 1a 5 mg va chdng chi dinh & liéu 40,mg.

Theo nghién cttu duge dong hoc tai My trén ngudi Chau A kha ning hip thu rosuvastatin
trung binh & ngudi Chau A ting gin gdp 2 ldn so v6i ngudi da tring. Nén can nhic sy gia
ting nay khi quyét dinh diing liéu khdi dau 5 mg rosuvastatin cho ngudi Chau A. Chong chi
dinh liéu 40 mg cho ngudi Chau A.

Pa hinh kiéu gen: Mot so ki€u hinh cda gen ¢6 thé lam ting phdi nhiém véi rosuvatatin. G
bénh nhan ¢6 ki€u hinh dic trung, khuyén cdo st dung liéu thap hon.

Bénh nhén cé yéu t6" nguy co bi tiéu co: Liéu khdi diu khuyén cdo 1a 5 mg. Liéu 40 mg c6 thé
bi chdng chi dinh & mot s6 b&énh nhin thudc nhém nay.

Rosuvastatin 13 c¢d chdt ctia cdc protein van chuyén khic nhau (vi du OATP1B1 va BCRP).
Nguy cd bi bénh cd (bao gdm tiéu co) ting lén khi diing ddng thdi vdi cdc ché pham thudc ¢
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thé 1am ting ndng do clia rosuvastatin do tudng tic vdi cdc protein van chuyén nay (vi du
cyclosporin va chat c ché protease bao gdm ca két hgp ritonavir v6i atazanavir, lopinavir,
va/hodc tipranavir). Can nhic khi st dung cdc thudc ding chung, n&u cin thiét, ngitng tam
thoi rosuvastatin. Trong trudng hgp viéc ding chung thudc khong thé tranh khoi, can nhic 1gi
ich, nguy co cda viéc diéu tri va can nhic diéu chinh liéu rosuvastatin.

CHONG CHi PINH:

- Bénh nhian man cdm vdi rosuvastatin hodc ba't ky thanh phin nao cda thudk.

- Bénh nhan c6 bénh gan ti€n ri€n bao gdm ting transaminase huyé&t thanh kéo dai ma
khong rd nguyén nhdn va ting transaminase huyé&t thanh hon 3 1an gidi han binh thudng
trén (ULN).

- Bé&nh nhén suy thdn nidng (dd thanh théi creatinin < 30 mL/ phiit).

- Bénh nhén ¢6 bénh ly vé co.

- Bénh nhin dang stt dung cyclosporin.

- Phu nlt mang thai va cho con b, phu nit ¢6 khd ndng mang thai nhung khong dung cac
bi€n phdp tranh thai thich hgp.

Liéu diing 40 mg bi chdng chi dinh & bénh nhan ¢6 cdc y&u 6 nguy cd bi bénh co/ tidu co,

bao gom: ‘

- Bénh nhin suy thdn trung binh < 60 mL/ phiit.

- Suy gidp.

- Tién sit gia dinh hodc bén thin c6 bénh 1y vé ¢d ¢6 tinh di truyén.

- Tién st ton thuong co trufc diy gy ra bdi cdc chat dc ch€ HMG-CoA reductase khic
hodc fibrat.

- Nghién rugu.

- Cdc tinh trang ¢6 thé 1am ting ndng do6 thudc trong huyét twong.

- Bénh nhin 1a ngudi chau A.

- Dung két hgp vdi fibrat.

CAC TRUONG HOP THAN TRONG KHI DUNG THUOC:
Trude va trong khi di€u tri v6i statin, nén két hop ki€m soat cholesterol huyét bing cdc bién
phdp nhu ch€ dd @n, gidm can, tp thé duc, va diéu tri cdc bénh c6 thé 12 nguyén nhan cia
tang lipid. Phdi ti€n hanh ki€m tra nong do lipid dinh ky va diéu chinh liéu lugng theo ddp
tng clia ngudi bénh vdi thude. Muc tiéu diéu tri 12 gidm LDL-cholesterol, vi vdy can sit dung
ndng do LDL-cholesterol d€ bit dau diéu tri va ddnh gid ddp ng diéu tri. Chi khi khong xét
nghiém dudc LDL-cholesterol mdi stt dung cholesterol toan phan dé theo doi diéu tri.

Tdc dong trén than:

Bénh nhin c6 thé bi protein niéu khi diéu tri & liéu cao rosuvastatin, dic biét liéu 40 mg, tuy
nhién trong hau hét trudng hop déu 1a nhit thdi va khong lién tuc. Protein niéu khong dugc
cho 12 tién dodn clia bénh than tién tri€n hoic cip tinh. Cdc ca bdo cdo bi bénh than ning
cht y&u 1a diing liéu cao hon 40 mg. Nén theo doi chifc ning than clia bénh nhan duge diéu
tri vdi liéu 40 mg.

Tdc dong trén co xuong:

Tdc dong 1én cd xuong nhu dau cd, bénh c¢d va hi€m khi bi tiéu c¢d dd dudc bdo cdo & bénh
nhan st dung rosuvastatin, dic biét v6i liéu > 20 mg. Céc trudng hgp bi tiéu co rat hi€m gip
da dugc bdo cdo khi st dung ezetimibe vdi cdc chit e ch€ HMG-CoA reductase. Khong thé
loai trlir khd ning x4y ra tuong tic dudc luc hoc, cin than trong khi sit dung phdi hgp cia 2
thudc nay. 7

A

Trang 5/11

Vo'

s Y

DIV I

TRy

o,



Nhu cdc chat tic ché€ HMG-CoA reductase khéc, tiéu c¢o rat hi€m gip va xdy ra & liéu > 40
mg.

Theo doi creatin kinase (CK)

Creatinin kinase (CK) khong nén do sau khi luyén tdp thé thao manh hoic c6 mdt nguyén
nhan khic ¢ thé gay ting CK. N&u ndng d6 CK ting dang ké (> 5 1an ULN: gidi han binh
thudng trén), xét nghiém xdc dinh lai trong vong 5 - 7 ngay. Néu két qud xét nghiém lai cho
thdy CK > 5 1an ULN, khong nén diéu tri véi rosuvastatin.

Trudc khi diéu tri

Nhu cdc chit ttc ch€ HMG-CoA reductase khdc, than trong khi diéu tri véi bénh nhan ¢ yé&u
t6 nguy cd bi bénh cd/ tiéu ¢d. Xem cdc y€u t6 nguy cd & muc “Chéng chi dinh”.

G cdc bénh nhin ¢6 y&u 10 nguy cd, can nhic 1gi ich/ nguy cd khi diéu tri va can cé bién
phdp theo doi thich hgp trén 1dm sang. N&€u ndng do CK ting > 5 1an ULN, khong nén diéu
tri v&i rosuvastatin. ’

Trong khi diéu tri

Bénh nhén can phdi thong bdo ngay vé dau co, yéu cd hoidc co ciing cd khong rd nguyén
nhan, ddc biét keém véi kho chiu va sot. Nén ki€m tra ndng d6 CK & bénh nhan. Ngirng thudc
né€u nong do CK > 5 lan ULN hoidc néu triéu chiing cd ning va giy bat tién cho sinh hoat
hang ngay (thim chi n€u ndng do6 CK < 5 1an ULN). N&u triéu ching dugc gidi quyét va
nong do CK tr§ vé mic binh thudng, cin nhic st dung lai rosuvastatin hoic chuyén ddi qua
cdc chat ¢ ch€ HMG-CoA reductase khdc & liéu thdp nhat va can theo doi chit ché.

Theo d&i dinh ky nong d6 CK cling khong thé didm bdo & cdc bénh nhin khong cé triéu
ching. P ¢6 bdo cdo cdc trudng hgp rat hi€m gip bénh cd hoai tif qua trung gian mién dich
(IMNM) trong va sau khi diéu tri véi statin, bao gdm rosuvastatin. IMNM trén 1am sang dic
trung bdi yéu co gan diy va ting creatin kinase huyé&t thanh kéo dai mic di bénh nhin da
ngig diéu tri vdi statin.

Trong thif nghiém lam sang, khong c6 bing chitng cho thay ting tdc dong 1én cd xudng & mot
lugng nhd bénh nhan st dung rosuvastain va cdc thudc dung chung. Tuy nhién, da thdy
trudng hop bi viém cd va bénh ¢ & bénh nhan stt dung cdc chat itc ch€ HMG-CoA reductase
khdc vé6i cdc din chat cda acid fibric bao gdbm gemfibrozil, cyclosporin, acid nicotinic, thudc
khdng nAm nhém azol, chat tc ch€ protease va khang sinh nhém macrolid. Gemfibrozil 1am
ting nguy cd bi bénh co khi sit dung chung v6i mot sd chat ¢ ché HMG-CoA reductase. Do
d6, khong khuyén cdo st dung rosuvastatin chung véi gemfibrozil. Can nhic giita 1gi ich diéu
tri roi loan lipid huy€t vdi nguy cd khi st dung rosuvastatin phdi hgp véi fibrat hodc niacin.
Chong chi dinh sit dung liéu 40 mg khi dung chung vdi fibrat.

Khong khuyén cdo st dung chung rosuvastatin v4i acid fusidic. Pa c¢6 bdo cdo tiéu cd (bao
gdm cdc trudng hgp tif vong) & bénh nhéan st dung phdi hgp nay.

Khong nén st dung rosuvastatin @ bénh nhian bi bénh co ning, cap tinh hodc c6 y&u t6 nguy
co suy than thi phdt do tiéu cd (vi du nhu nhiém tring huyét, dai phdu, ha huyét 4p, chin
thuong, r6i loan chuyén héa, noi ti€t va dién gidi nghiém trong hodc co gidt khong ki€m soat
dugc). /

Anh huéng trén gan @

Giong nhu cdc chat e ch€ enzym HMG-CoA reductase khdc, can than trong khi ding
rosuvastatin & bénh nhin nghién rugu ning va/hodc ¢6 tién sit bénh gan. Cic xét nghiém
chic ning gan dugc khuyén cdo thuc hién truGe khi diéu tri va trong trudng hgp chi dinh 1am
sang yéu cAu xét nghiém sau d6. Nén ngung hoic gidm liéu rosuvastatin n€u nong do
transaminase huyét thanh gap 3 lan gidi han binh thudng trén.
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Cdc ca suy gan ning dudc bdo cdo khi sit dung liéu trén 40 mg.

3 bénh nhan tang cholesterol huyé&t thi phdt gay bdi suy gidp hoic hdi chitng thin hu, can
diéu tri cdc bénh nay trudce khi bit diu dung rosuvastatin.

Chiing toc

Theo nghién citu duge dong hoc tai My trén ngudi Chau A, kha ning hap thu rosuvastatin
trung binh & ngudi Chau A ting gan gdp 2 1dn so v4i ngudi da tring. Nén can nhic sy gia
ting nay khi quy€t dinh ding liéu khdi ddu 5 mg rosuvastatin cho ngudi Chau A Chong chi
dinh liéu 40 mg cho ngudi Chau A.

Chat iic ché protease

Tang phdi nhiém toan thin vdi rosuvastatin di dugc quan sit & bénh nhin st dung
rosuvastatin cting vdi cdc chat e ché protease khdc trong phSi hgp vdi ritonavir. Can nhic
vé 1¢i ich cda viéc ha lipid huyét clia rosuvastatin & nhitng bénh nhan nhiém HIV dang st
dung chat c ch€ protease va khd ning ting nong do rosuvastatin huyét tuong khi bit diu

diéu tri va diéu chinh ting liéu rosuvastatin ¢ bénh nhan dugc diéu tri v4i chdt e ché

protease. Khong khuy€n cdo st dung chung rosuvastatin v6i cdc chi't tic ché protease trir khi
diéu chinh liéu cda rosuvastatin.

Bénh phdi ké

Céc trudng hgp ddc bi€t bénh ph(?i k& da dugc bdo cdo khi ding mot s statin, dic biét trong
di€u tri kéo dai. Triéu ching c¢6 thé bao gdm khé thd, ho khan va suy gidm sitc khde (mét
mdi, sit can va sot). NEu nghi ngd bénh nhan bi bénh phdi k&, nén ngirng statin.

Ddi thdo duong

Mot vai biing chitng cho thiy statin gdy ting ndng do glucose huy&t & mot s§ bénh nhan, gay
nguy cd cao bi ddi thdo dudng trong tuong lai hodc lam ting dudng huyét & bénh nhan ddi
thdo dudng da dudc diéu tri thich hgp. Tuy nhién, 1di ich cia viéc gidm nguy cd bénh mach
mdu khi st dung statin vugt trdi hon so véi nguy cd ting dudng huyét, do d6 khong ¢6 i do gi
dé ngirng statin. B&énh nhin ¢6 nguy cd (dudng huyét déi 5,6 - 6,9 mmol/ L, BMI > 30 kg/ m?,
ting triglycerid, ting huyé&t 4p) nén dudc theo ddi chit ché trén 1am sang, bao gdm cid xét
nghi€ém sinh hoa.

Bénh nhi

Nghién cttu dinh gid su ting trudng vé chiéu cao, cin ning, BMI va sy phdt tri€n vé gidi
tinh & bénh nhi tir 6 d&€n 17 tudi cho thiy rosuvastatin khong c6 4nh hudng dén cédc chi sd trén.
Trong nghién cfu 1dm sang & tré em va thanh thi€u nién st dung rosuvastatin 52 tudn,
ting > 10 1dn ULN va triéu chiing co sau khi tap luyén hoic ting hoat dong thé chit xdy ra
thudng xuyén hon so véi nguoi 16n.

Khong dung nap lactose

RAVASTEL ¢6 chia lactose, bénh nhan khong dung nap galactose, thi€u Lapp lactase hodc
101 loan hap thu glucose - galactose khong nén ding RAVASTEL.

St dung cho phu nit ¢é thai va cho con bu:

Céc chat @c ch€ HMG-CoA reductase chong chi dinh dung cho phu nit ¢6 thai va cho con bu.
Thoi ky mang thai

Vi cholesterol va cdc sian pham khéc clia qud trinh sinh tdng hgp cholesterol can thi€t cho su
phdt trién clia bao thai, do d6 nguy cd nhi€u hon so vdi 1gi ich clia thudc mang lai trong thdi
gian mang thai. Nghién cifu trén dong vat cho thdy biang ching doc tinh trén sinh sdn.

Né&u bénh nhin ¢6 thai khi dang diing thudc, nén ngling thudc ngay lap tifc va bénh nhin nén
dugc bi€t vé mdi nguy hi€m tiém tang ddi vdi bao thai. w&\/
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Thoi ky cho con b
Rosuvastatin ti€t trong sita chudt. Khong c6 dir liéu nghién cttu vé su bai tiét ciia rosuvastatin
trong sita ngudi. '

Anh huéng cta thuéc ddi vai cong viéc (ngudi vin hanh mdy méc, dang l4i tau xe, ngudi
lam viéc trén cao va cdc trudng hgp khéc):

Cdc nghién ciu dé xdc dinh dnh hudng cia rosuvastatin trén kha nidng ldi xe va van hanh
mdy chua dugc thyc hién. Khi 14i xe hodc vin hanh mdy nén luu ¥ ring chéng mit c6 thé
xdy ra trong thoi gian diéu tri.

TUONG TAC CUA THUOC VGI CAC THUOC KHAC VA CAC LOAI TUGNG TAC
KHAC:

Chdt ic ché protein van chuyén: Rosuvastatin 1a cd chat clia mot s3 protein van chuyén bao
gdm OATP1B1 va BCRP. St dung rosuvastatin v6i cdc ch€ phim c6 chita cdc chat dc ché
protein van chuy€n nay ¢6 thé 1am ting ndng do rosuvastatin huyét twong va ting nguy cd bi
bénh co.

Cyclosporin: Khi dung chung rosuvastatin véi cyclosporin, gid tri AUC clia rosuvastatin ting
trung binh 7 1an so v4i ngudi khée manh. Chong chi dinh sit dung rosuvastatin & bénh nhan
dang st dung cyclosporin. Viéc st dung chung khong 4&nh hudng dén ndng dd cia
cyclosporin.

Chdt iic ché protease: Mic du co ch€ chinh xdc chua 16, st dung chung véi cdc chat e ché
protease c6 thé lam ting manh ndng do rosuvastatin. Vi du, trong mot nghién cttu dugc dong
hoc, st dung 10 mg rosuvastatin chung v6i ché phdm bao gém hai chit tc ché protease (300
mg atazanavir/ 100 mg ritonavir) ¢ ngudi tinh nguyén khde manh, AUC cia rosuvastatin ting
khodng 3 1an v Cpax ting khodng 7 1dn. C6 thé st dung rosuvastatin chung vdi cic chat wc
ché protease sau khi cin nhic diéu chinh liéu rosuvastatin.

Gemfibrozil va cdc chdt lam ha lipid huyét khdc: St dung chung rosuvastatin véi gemfibrozil
lam ting Cmax vd AUC clia rosuvastatin 1én 2 1an.

Duva trén dir li€u da nghién cttu, khong c6 tuong tdc nao li€én quan vdéi fenofibrat, tuy nhién
tuong tac duge dong hoc ¢ thé xdy ra. Gemfibrozil, fenofibrat, cdc din chat fibrat khdc va
niacin (acid nicotinic) dang nhiéu liéu (> hoidc tuong duong 1 g/ ngay) lam ting nguy cd bénh
c¢d khi stt dung chung vdi chdt tc ché enzym HMG-CoA reductase, c6 thé vi ban than céc
thudc nay c6 thé gay bénh co khi sit dung mot minh. Chong chi dinh sit dung liéu 40 mg khi
dung chung véi fibrat. Nén khdi dau vdi liéu 5 mg.

Ezetimibe: St dung 10 mg rosuvastatin chung vdi 10 mg ezetimibe lam ting AUC cia
rosuvastatin 1én 1,2 1an & bénh nhén bi ting cholesterol huy&t. Khong thé loai trir khd ning
tuong tac dude luc hoc clia hai thudc nay c6 thé din dén tdc dung khdng mong mudn.
Erythromycin: Dung dong thdi rosuvastatin v6i erythromycin lam gidm 20% AUC va 30%
Crax clia rosuvastatin. Tuong tdc nay ¢6 thé 1a do erythromycin 1am tdng nhu dong rudt.
Thudc khdng acid: Dung rosuvastatin dong thdi v6i hdn dich thudc khdng acid chita nhom va
magnesi hydroxyd 1am gidm khodng 50% ndng do rosuvastatin trong huyé€t tuong. Khi udng
thudc khdng acid cdch 2 gid sau khi ding rosuvastatin thi ndng do rosuvastatin trong huyét
tuong s& gidm it hon. M&i tudng quan vé& mit lam sang cla tudng tdc nay van chua rd.

Enzym cytochrom P450: Rosuvastatin khong &c ché hodc cdm tdng cytochrom P450,
rosuvastatin 12 mot co chit y&€u cla cdc enzym trén. Do d6, du dodn khong c6 tudng tic do
chuyén héa qua trung gian cytochrom P450. Chua c¢6 bdo cdo lam sé.]r;?vé\ tuong tac gilta
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rosuvastatin va fluconazol (chat iic ch€ CYP2C9 va CYP3A4) hoic ketoconazol (chat e ché
CYP2A6 va CYP3A4).

Colchicin: Sit dung dong thdi rosuvastatin vdi colchicin 1am ting nguy co tdn thuong co.

Cdc chdt doi khdng vitamin K: Gi6ng nhu cdc cht tc ché enzym HMG-CoA reductase khic,
khi bdt dau diéu tri hodc tang liéu rosuvastatin & bénh nhan diéu tri dong thdi vdi cdc chat
doi khang vitamin K (nhu warfarin) ¢6 thé lam ting tri s& binh thudng héa qudc t€ - INR.
Ngung diing hodc gidm li€u rosuvastatin ¢6 thé 1am gidm INR. Trong nhitng trudng hgp nhu
vay, nén theo ddi tri s6 INR.

Thudc vién udng ngira thai/liéu phdp thay thé hormon (HRT): Ding déng thdi rosuvastatin vdi
thudc vién udng ngira thai lam ting 26% AUC cia ethinyl estradiol va 34% AUC cia
norgestrel. Nén luu y dén mic ting ndng do cdc chit nay trong huyét twong khi chon thudc
uong ngira thai. Chua ¢6 dif liéu duge dong hoc trén nhitng bénh nhan ding ddng thdi
rosuvastatin va HRT. Vi viy khong th€ loai trir khd ning c6 tic dong tuong tu. Tuy nhién, sy
k&t hgp da duge sit dung rong rdi & phu nit trong cédc thit nghi€ém lam sang va da dugc dung
nap tot.

Digoxin: Dua trén dit licu nghién citu, khong c6 tuong tdc nao giita digoxin va rosuvastatin
trén lam sang.

Acid fusidic: Nghién cttu tudng tdc gilta rosuvastatin va acid fusidic chua dugc ti€n hanh.
Tuong ty nhu cdc statin khdc, cdc bi€n ¢d vé cd, bao gobm tiéu co, dd dudc bdo cdo khi sit
dung rosuvastatin vdi acid fusidic.

Do d6, khong khuyén cdo dung chung rosuvastatin vdi acid fusidic. N€u ¢6 thé, tam thdi
ngling di€u tri rosuvastatin. N&u budc phdi ding chung, theo doi chit ché bénh nhan.

Tré em: Nghién citu tuong tdc chi thuc hién ¢ ngudi 16n. Tudng tdc thudc & tré em van chua
dugc biét rd.

Cdc tuong tdc can phdi diéu chinh liéu rosuvastatin (xem bang bén dudi): Piéu chinh liéu
dung rosuvastatin khi cin thi€t phdi phdi hgp vdi nhitng thudc da biét 1am ting ndng do
rosuvastatin. Bdt dau diang 5 mg rosuvastatin mot 1an/ ngay néu thudc phdi hop lam ting
AUC = 2 lan. Liéu t3i da rosuvastatin nén duge diéu chinh &€ AUC khdng vugt qua AUC
ctia liéu 40 mg khi khong ¢6 tuong tic.

Cdc tuong tac can phai diéu chinh liéu rosuvastatin

Liéu diing clia thudc tuong tdc Liéu ding clia | Su thay d6i AUC cia
rosuvastatin rosuvastatin

Cyclospon/n 75 mg - 200 mg, 2 lan/ lO\mg x 1 lan/ngay, 10 Tang 7.1 lin

ngay, 6 thidng ngay

AtazaniV1r 30f) mg/rltf)nawr 100 10 10, Tl dein Tang 3,1 lin

mg, 11an/ngay, 8 ngay

Slrfleprewr 150 mg, 1 lan/ ngay, 7 10 e, Tibn Ao Ting 2,8 lin

ngay

LoPinavir 400 mg/ritonavir 100 mg, 20\mg x 1lan/ngay, 7 Tang 2,1 lin

2 lan/ ngay, 17 ngay ngay 'w/

Clopidogrel 300 mg li€u 'lfhdl dau, 20 mg, lidu don Tang 2 I4n

sau do6 1a 75 mg sau 24 gig

Gemfibrozil 600 mg, 2 lan/ ngay, 7 80 mg, lidu don Tang 1,9 lin

ngay
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Eltrombopag 75 mg, 1 1an/ngay, 5
ngay

10 mg, liéu don

Ting 1,6 1an

Darunavir 600 mg/ritonavir 100 mg,
2 1an/ ngay, 7 ngay

10 mg x 1 lan/ngay, 7
ngay

Ting 1,5 1an

Tipranavir 500 mg/ritonavir 200
mg, 21an/ ngay, 11 ngay

10 mg, liéu don

Ting 1,4 1an

Dronedaron 400 mg, 2 lan/ ngay

Khong ¢6 dit li€u

Tﬁng 1,4 1an

Itraconazol 200 mg, 1 1an/ ngay, 5
ngay

10 mg, liéu don

Ting 1,4 1an ©

Ezetimibe 10 mg, 1 1an/ ngay, 14
ngay

10 mg x 1 lan/ngay, 14
ngay

Ting 1,21an ©

Fosamprenavir 700 mg/ritonavir

(000, 2 inkaghy: 8 ngky 10 mg, liéu don Khong thay doi
Aleglitazar 0,3 mg, 7 ngay 40 mg, 7 ngay Khong thay doi
Silymarin 140 mg, 3 14n/ ngay, 5 8 !
ESRIEEE S s S 10 mg, liéu don Khong thay ddi
ngay
Fenofibrat 67 mg, 3 1an/ ngay, 7 i
. & ningay 10 mg, 7 ngay Khong thay d6i
ngay
Rf . 450 . l l,’} / A , 7 s 5% 2.
tampin 25U mg, 1 1an/ngay 20 mg, liéu don Khong thay doi.
ngay
Ket 1200 mg, 2 1an/ ngay, 7 3 i
e\ oconazo mg, 2 lan/ ngay 80 mg, liéu don Khong thay doi
ngay
Fl 1200 mg, 1 1an/ ngay, 11 A 5i
uconazol 200 mg, 1 lan/ngay 80 mg, lidu don Khong thay d6i
ngay
in 50 41a 2 A
Erytl\lromycm 0 mg, 4 1an/ ngay, 80 mg, lidu don Giam 20%
7ngay
> ' A 3 14 A * 2
Baicalin 50 mg, 3 lan/ ngay, 20 mg, lidu don Gidm 47%

ngay

*: vai nghién citu dudc thuc hi€n véi cdc liéu rosuvastatin khdc nhau, bdng trén cho ti

1é quan trong nhat.

TAC DUNG KHONG MONG MUON:

Thuimg gdp, 1/1 00 < ADR < 1/10

- Hé ndi ti€t: Ting dudng huyét, ting HbAlc.

- Than kinh: Nhic dau, chéng mit.

- Tiéu hoa: Tdo bén, budn ndn, dau bung.

- Cd, xuong khdp: Pau co.

- R&i loan chung va tai vi trf st dung: Suy nhugc.

it gap, 171 000 < ADR < 1/100
- Da: Ngita, phdt ban va may day.

Hi&€m gip, 1/10 000 < ADR < 1/1000

- Madu va hé bach huyét: Gidm tiéu cau.
- Hé mién dich: Cic phdn ing qud min ké cd phit mach.

- Tiéu hoda: Viém tuy.

- Gan mit: Tang transaminase gan.

- Co, xuong khdp: Bénh cd, ti€u cd van.
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Rd't hiém gap, ADR < 1/10000

- Than kinh: Gidm tri nhd, bénh da day than kinh.

- Hb6 hap: Ho, kho thd.

- Gan mat: Vang da, viém gan.

- Co, xuong khdép: Pau khép.

- Than va ti€t niéu: Ti€u ra mau.

- Heé sinh sdn: Nt hda tuyén vd.

Chua ro

- Tam than: TrAim cdm.

- Than kinh: Bénh ly than kinh ngoai bién, r6i loan gidc ngli (bao gdm mat ngl, 4c mong),
suy gidam nhin thitc (nhu mAt tri nhd, 1d 14n...).

- Tiéu hoa: Tiéu chay.

- Da: Hoi chitng Stevens-Johnson.

- Cd, xuong khdp: Roi loan day ching, doi khi bién chitng ditt day chiing; bénh ly hoai tif ca.

- R&i loan chung va tai vi trf st dung: Phu né.

QUA LIEU VA CACH XU TRI:

Khong ¢6 phuong phdp diéu tri dic hiéu khi dung thudc qud liéu. Khi qud liéu, b&énh nhan
nén dugc diéu tri triéu chiing va 4p dung cdc bién phdp hd tr¢ khi can thi€t. Nén theo ddi
chifc ning gan va ndng do CK. Viéc thim phan mdu c6 thé khong c6 16i.

Piéu kién bdo quan: Ndi kho rdo, tranh dnh sdng, nhiét do khong qud 30°C.
Han dung cia thudc: 36 thang ké tir ngay sdn xuat. )

San xuit tai:

CTY TNHH DUGC PHAM PAT VI PHU

(DAVI PHARM CO., LLTD)

L6 M7A, Puong D17, Khu CN My Phudc 1, Phudng Théi Hoa, Thi xa Bén Cit, Tinh Binh
Dudng, Viét Nam

Tel: 0650-3567689  Fax: 0650-3567688

Ngay xem xét stra doi, cAp nhat lai ndi dung hlré’n

PHO GIAM BOC
DS.Muyén i Fheong

WV
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Thong tin danh cho bénh nhan

RAVASTEL

To thong tin san phdm néy bao gom hudng dén sit dung cho thuéc cé nhiéu ham lugng khdc
nhau.

THANH PHAN:

MJi vién nén bao phim RAVASTEL-5 chifa:

Rosuvastatin (dudi dang Rosuvastatin calci) «oveeveeeveenne 5 mg

T4 dugc: Lactose monohydrat, cellulose vi tinh thé, calci hydroxyd, povidon, natri starch

glycolat, magnesi stearat, hydroxypropylmethylcellulose, talc, titan dioxyd, polyethylen glycol
6000, mau oxyd sdt dé.

Mdi vién nén bao phim RAVASTEL-10 chifa:

Rosuvastatin (dudi dang Rosuvastatin calci) «oeeeeeeeeeeneen 10 mg

T4 dudc: Calci phosphat dibasic khan, crospovidon, cellulose vi tinh thé, lactose monohydrat,
magnesi stearat, hydroxypropylmethylcellulose, polyethylen glycol 6000, talc, titan dioxyd, mau
erythrosin, mau sunset yellow.

MJdi vién nén bao phim RAVASTEL-20 chia:

Rosuvastatin (dudi dang Rosuvastatin calci) «eeoeeeeeneenne 20 mg

T4 dudc: Lactose monohydrat, cellulose vi tinh thé, calci hydroxyd, povidon, natri starch
glycolat, magnesi stearat, hydroxypropylmethylcellulose, talc, titan dioxyd, polyethylen glycol
6000, mau oxyd sdt dé.

Mo ta san phim:

RAVASTEL-5: Vién nén dai, bao phim mau dd, mdt mat cé dap logo ﬁ, mait kia c6 dip
gach ngang.

RAVASTEL-10: Vién nén tron, bao phim mau hdng cam, mot mit ¢6 dip logo ﬁ, mit kia
c6 dap gach ngang.

RAVASTEL-20: Vién nén dai, bao phim mau do, hai mat tron.

Quy cach dong goi: RAVASTEL-S :Hop 3 vi x 10 vién.
RAVASTEL-10 :HOp 2 vi x 14 vién.
RAVASTEL-20 :Hop 3 vi x 10 vién.

Thudc diung cho bénh gi?

San phim Ravastel chita thinh phan chinh ¢6 tac dung dugc 1y la rosuvastatin. W

Ravastel thudoc nhom thudc ¢ tén 1a statin.

Ban dudc chi dinh Ravastel vi:

« Ban c¢6 ndng dd cholesterol trong mdu cao. Diéu d6 ¢6 nghia la ban dang c6 nguy cd bi dau
tim hodc dot quy. Ravastel dugc sit dung & ngudi 16n, thanh thi€u nién va tré em tif 6 tudi
trd 1én d€ diéu tri ting cholesterol mdu.
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Ban dugc khuyén sit dung statin bdi vi viéc thay d6i ch& do in va tip luyén khong di dé

diéu chinh ndng do cholesterol ctia ban. Ban nén ti€p tuc ch& do in it cholesterol va tap

luyén trong khi ding Ravastel.

Hoic

¢ Ban c6 cdc y€u t6 lam ting nguy cd bi dau tim, dot quy hodc van dé lién quan dén tim
mach.

Pau tim, dot quy va cdc van dé khdc c6 thé giy ra bdi mot bénh goi 1a xd Vﬁ’aAdC)ng mach.

X0 vita ddng mach dugc hinh thanh do chdt béo du thira trong ddng mach.

Nén dung thuéc nay nhu thé nao va liéu lugng?

Ludn ding thudc chinh xdc nhu huéng din cla bac s§ hoic dugce sy. Néu ban chua 13, hiy

hoi lai cho chic chin.

Liéu dung:

> Liéu thong thudng & ngudi 16n:

Néu ban sit dung Ravastel dé diéu tri tdang cholesterol mdu:

Liéu khdi dau 1a thudng 5 mg hodc 10 mg, ngay cd khi trudc d6 ban da timg st dung statin

li€u cao hon. Luta chon liéu khdi ddu phu thude vao:

« Nong do cholesterol trong mau ctia ban.

« Muic do nguy cd ban c6 thé bi dau tim hay dot quy.

« Ban ¢6 y€u t8 nguy c6 ¢6 thé 1am ban nhay cdm hon véi tic dung khong mong mudn cla
thudc. ‘

Bic s§ sé& chi dinh liéu phil hop cho ban.

Bic s§ 6 thé quyét dinh chon liu thdp nhat (5 mg) néu:

o Ban la ngudi chau A (Nhat Bin, Trung Qudc, Phillipin, Viét Nam, Han Qudc va An bo).

« Ban 16n hon 70 tudi.

Ban bi suy thin trung binh.

e Ban c6 nguy cd dau co (b€nh 1y c0).

Tang licu va liéu t6i da hang ngay

Bic s§ ¢ thé sé ting liéu thudc ban st dung. N&u ban bit diu véi liéu 5 mg, bic s§ c6 thé

ting gdp doi liu 1én 10 mg, sau d6 20 mg va ting 1én 40 mg néu can thi€t. Néu ban bit dau

v6i liéu 10 mg, bdc s§ c¢6 thé ting gip doi liu 1én 20 mg va sau d6 12 40 mg néu can thiét.

Khodng cdch giita cdc 1an ting liéu 1a 4 tuin.

Liéu t6i da cia Ravastel 1a 40 mg. Chi st dung liéu 40 mg khi bénh nhin c¢6 ndng dd

cholesterol mau cao ¢6 nguy cd cao bi dau tim hodc ddt quy do khong thé ha cholesterol mau

vdi liéu 20 mg.

Néu ban sit dung Ravastel dé gidm nguy co bi dau tim, dét quy hodc cdc vén dé lién quan dén
tim mach.:

Liéu khuyén cdo 1a 20 mg/ ngay. Tuy nhién, bac s§ c¢6 thé chi dinh liéu thdp hon néu ban
khong c6 cdc yéu td nguy cd trén.

> St dung & tré em 6 - 17 tudi:

Liéu khdi ddu thong thudng 1a 5 mg. Bic s§ ¢6 thé ting liéu d€ tim dudc liéu lugng thich hgp.

Liéu ding t6i da cho tré em 6 - 9 tudi 1a 10 mg va cho tré em 10 - 17 tudi 12 20 mg. St dung

thudc mot 1an mot ngay. Khong nén sit dung liéu 40 mg & tré em. Y,
Cédch dung:

Udng nguyén vién cling véi mot ly nudc.
Ban c6 thé uong Ravastel vao bat ky lic ndo trong ngdy cing hodc khong cing vdi thifc dn.
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C6 gdng udng thudc vao ciing mot thdi diém trong ngay dé ban dé dang ghi nhé viéc udng
thudc.

Than trong n€u ban udng rugu trong khi dang dung thudc nay.

Kiém tra cholesterol mdu thuimg xuyén

Ban cin phdi di khdm lai va kiém tra cholesterol mdu thuong xuyén dé diam bio mifc
cholesterol ciia ban dat muc tiéu va s& giit vitng & mic dé.

Ban sy c6 thé s& quyét dinh ting liéu lugng thudc ban sit dung dé phd hgp véi tinh trang
bénh cia ban.

Khi nao khéng nén dung thuéc nay?

Khong nén ding thudc nay néu ban:

- Man cdm v6i rosuvastatin hodc v6i bat cif thanh phin nao cia thudc.

- Bibénh gan.

- Suy thdn ning.

- Bidau cd khong rdo nguyén nhan va lap lai.

- DPang st dung cyclosporin.

- Phu nit mang thai va cho con bu, phu nit ¢6 khd ndng c6 thai nhung khong ding cdc bién
phdp tranh thai thich hgp.

Khong nén st dung liéu 40 mg (liéu tdi da) néu ban:

- Bi suy than trung binh (n€u nghi ngd, hdy héi béc s§).

- Tuyén gidp clia ban hoat dong khong tot.

- Bi dau ¢o khong rd nguyén nhan va lidp lai, tién st gia dinh hodc c4 nhan bi bénh 1y vé co

hodc truéc d6 bi bénh 1y ¢o khi sit dung cdc chit ha cholesterol khdc.

- Ban thudng udng rugu nhiéu.

- Ban la ngudi chdu A (Nhat Ban, Trung Qudc, Phillipin, Viét Nam, Han Qudc va An Pj).

- Pang st dung cdc thudc ¢6 tén 1a fibrat d€ gidm cholesterol.

Né&u ban chua chic chidn vé cdc van dé trén, hdi ¥ ki€n bac s§.

T4c dung khéng mong muén

Nhu cdc thudc khdc, Ravastel ¢6 thé gdy tic dung khong mong mudn, nhung khong phai ai
cling gap phai.

Ngung dung thudc va lién hé trung tdm y t& gdn nhdt néu ban gdp cdc phdn ung sau:

- Kh6 thd, kho khé, ngita ngdy, phdt ban, sung phu. Cdc phdn @ng di ng ndy hi€m gip khi st
dung thudc.

- Pau ba't thudng & ¢o lién tuc hoic kéo dai. Triéu chitng co thudng xdy ra § tré em va thanh
thi€u nién hon ngudi 16n. Tuong ty nhu cdc statin khdc, mot sd lugng rat nhd bénh nhan bi
cdc tic dung khong mong mudn & cd va hi€m khi bi tén thuong co de doa tinh mang (tiéu cd).

Cdc tdc dung khong mong mudn khdc:

Thuong gdp: Nhidc dau, chéng mit, tdo bén, budn non, dau bung, dau co, suy nhugc.

Pdi thdo dudng. Ban sé& dé bi hon néu ban c6 nong do dudng va lipid trong mdu cao, thira
cin va bi ting huyét dp. Bdc s sé& theo ddi ban khi ban st dung thudc.

It gap: Ngita, phdt ban va may day, ting protein niéu - thong thudng s& quay vé gid tri binh
thudng khi ngirng thudc. ‘

Hiém gap: Gidm tiéu cau, viém tuy, ting transaminase gan, bénh ly cd, ti€u cd van.

Rdt hiém gdp: Giam tri nhd, bénh da day than kinh, ho, khé thd, vang da, viém gan, dau khdp,
ti€u ra mdu, nit héa tuyén vi. (\&\/
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Chua ré: Trim cdm, bénh 1y than kinh ngoai bién, rdi loan gidc ngd (bao gdm mat ngd, dc
mdng), suy gidm nhan thic, tiéu chdy, roi loan ddy chiing, doi khi bi€n chitng dit day chiing;
bénh Iy hoai tit co.

Thudc ¢6 thé gy ra cdc tdc dung khong mong mudn khdc. Thong bdo cho béc s§ nhitng tdc
dung khong mong mudn giip phdi khi sit dung thudc.

Nén tranh dang nhitng thudc hoiic thu'c phadm gi khi dang sit dung thuéc nay?

Mot 8 thude ¢6 thé tuong tdc véi rosuvastatin nén phai thong bdo cho bac s§ hodc dugc s§
clia ban vé tat cd cdc loai thuSc ma ban dang st dung, bao gdm ci cac thudc ké don hoic
khong ké don, cdc vitamin hodc thudc tir dudc liéu. :

Thong bdo cho bac s§ néu ban dang sit dung cdc thudc sau: cyclosporin (cé thé ban dugc ké
sau khi ghép cd quan), warfarin hodc clopidogrel (hodc cic thudc khdc diung dé chdng dong),
fibrat (nhu gemfibrozil, fenofibrat) hoic cdc thudc khdc diung d€ ha cholesterol (vi du:
ezetimibe), thudc tri khé tiéu (ding d€ trung hoa acid trong da day), erythromycin (mdt loai
khdng sinh), acid fusidic (mot loai khdng sinh), thudc trdnh thai dung dudng udng, liéu phdp
thay th€ hormon hodc thudc khdng virus nhu ritonavir + lopinavir va/ hodc azatanavir hodc
simeprevir (ding diéu tri HIV, bao gdm nhiém HIV kém viém gan siéu vi C), colchicin
(thudc ding diéu tri gout). Cdc thudc ké trén c6 thé lam 4nh hudng dén tic dung cia
Ravastel.

Ban c6 thé udng thudc nay cling hoic khdng cung thic in.

Rit thin trong néu ban udng rugu trong khi dang dung thudc nay.

CAan lam gi khi mot 1an quén khong dung thudc?
Khong diing liéu di quén ma dung thudc theo ding lich trinh cii. Khong udng gap doi liéu.

Can bao quan thudc nay nhu thé nao?

Giit thudc trong bao bi gdc clia nha sdn xuat, day kin.

P& thudc ndi kho rdo, trdnh dnh sdng, nhiét dd khong qud 30°C, va ngoai tAm véi clia tré em.
Khong st dung thudc sau ngay hét han ghi trén bao bi (hdp va vi thudc).

Nhitng d4u hiéu va triéu chitng khi ding thuéc qui liéu
Diing thudc chinh xdc nhu huéng din ctia bac s§. Néu ban v § dung qud liéu, ngung dung
thudc va lién lac ngay vdi bdc s§ hodc trung tim y t€ gin nhat.

Can phai lam gi khi ding thudc qué liéu khuyén cdo

Ngung ding thudc va lién lac ngay vdi bac s§ hodc trung tim y t&€ gan nhat.

Mang theo vién thudc cling vdi bao bi d€ bdc sy bi€t ban da udng thude gi va c6 bién phdp
X\t 1y kip thoi.

Nhitng diéu cAn thin trong khi dung thudc nay

Trudc khi diing thudc nay, thong bdo cho bdc sy néu ban cé nhitng van dé sau:

- Ban c6 van dé vé than hoidc gan.

- Ban bi dau cd lip lai hodc khdng rd nguyén nhén, da ting bi hodc co tién st gia dinh bi
van dé vé cd, hoic tién st trude d6 bi van dé vé co khi st dung cdc thudc ha cholesterol
khdc. Thong bdo cho bdc s§ né€u ban bi dau cd khdng rd nguyén nhan dic biét khi ban cdm
thiy khong khde hoic bi s6t. Thong bdo cho bac s§ hodc duge s§ n€u ban bi yéu cd kéo
dai.

- Ban thudng xuyén udng nhiéu rugu. /“/

Trang 4/6

o o R Lol .



- Tuy€n gidp clia ban hoat dong khong tot.

- Ban udng thudc ¢6 tén 1a fibrat d€ ha cholesterol. Poc k§ hudng din trudce khi sit dung, c6
thé trude d6 ban di sit dung cdc thudc diéu tri cholesterol mau cao.

- Ban stt dung thudc diéu tri HIV vi du: ritonavir + lopinavir va/ hodc atazanavir.

- Ban c¢6 tién st bi gout hoic dang st dung colchicin.

- Ban dang stt dung khédng sinh ¢6 tén 1a acid fusidic.

G mot s8 ngudi, statin ¢6 thé anh hudng dén gan va ¢ thé xdc dinh thong qua viéc xét

nghiém mdu. Vi li do nay, bdc sy s& thudng xuyén ki€m tra mau trude va trong thdi gian diéu

tri véi Ravastel.

Trong thdi gian di€u tri v6i Ravastel, bac s§ sé& theo ddi viéc ban c6 bi ddi thdo dudng hoic

¢6 nguy cd bi ddi thdo dudng hay khong. Ban dudng nhu dé c6 nguy co bi ddi thdo dudng hon

néu ban c6 ndng dd dudng va chit béo trong mdu cao, thira cin va ting huyét 4p.

Sdn pham Ravastel ¢6 chia lactose. Néu ban khong dung nap mot loai dudng nao do, hiy

thong bdo cho bac sy.

Ding thudc cho tré em

Tré < 6 tudi: Khong nén str dung Ravastel cho tré em < 6 tudi.

Tré < 18 tudi: Liéu 40 mg khong thich hgp dé stt dung cho tré em < 18 tudi.

Phu nit mang thai hodc cho con b

Chong chi dinh stt dung Ravastel néu ban c6 thai hodc dang cho con bi. Néu ban mang thai

khi dang dung Ravastel, ngiing thudc ngay va :hong bdo cho bdc sy. Nén trainh mang thai

trong thdi gian st dung Ravastel bing cdch sit dung bién phép tranh thai thich hgp.

Hoi y ki€n bdc s§ hodc dudce s§ trude khi stt dung bat ky thudc nao.

Ldi xe va van hanh mdy mdc

Thudc nay hau nhu khong dnh hudng dé€n kha niing 14i xe va van hanh mdy méc. Tuy nhién,

mot vai ngudi cdm thdy chéng mit trong thdi gian diéu tri v6i rosuvastatin. Néu ban thay

chéng mit, tham khdo y ki€n bac s§ trude khi 14i xe hay van hanh mdy méc.

Khi niao can tham van béc s§, dugc s§.

Cin lién lac ngay vdi bac sy hodc trung tim y t& gan nhat khi dung thudc qué liéu chi dinh.
Thong thudng, bao gidy ciing phdi hdi ¥ kién bac s§ hodc dugc s§ trudc lic dung bat ky thudc
nao khi mang thai hodc cho con bu.

Thong bdo ngay cho bdc s§ hodc duge s§ nhitng tdc dung khong mong mudn gip phdi khi st

dung thudc. -
Néu can thém thong tin xin hdi ¥ ki€n bac s§ hodc dudgc s§.

Han ding cua thudc: 36 thing ké tif ngay sdn xuat.

v
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S4n xuit tai:

CTY TNHH DUQC PHAM PAT VI PHU

(DAVI PHARM CO., LTD)

L6 M7A, Pudng D17, Khu CN My Phudc 1, Phudng Théi Hoa, Thi xa Bén Cét, Tinh Binh
Duong, Viét Nam

Tel: 0650-3567689  Fax: 0650-3567688

Ngay xem xét sira ddi, cap nhat lai noi dung huéng din sit dung thudc:

PHO GIAM PAC
DS.:/VM%M

TUQ.CYC TRUONG M
P.TRUONG PHONG

Yé Minks Hiig
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