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Rx Thuéc bdn theo don
Dé xa tam tay tré em
BDoc ky Iurdng dan siv dung triwée khi diing
Néu cin thém thong tin, xin hoi y kién bdc si

ROSSUWELL 10

THANH PHAN: M3i vién nén bao phim chira:

Hoat chiit: Rosuvastatin Calci tuong duong voi Rosuvastatin................ 10 mg

Td dwgc: Cellulose vi tinh thé | lactose monohydrat, butylated hydroxytoluen, crospovidon,
magnesi stearat, instacoat sol 1C-S-5288 (Brown), isopropyl alcohol, dichloromethan (Methylen
clorid).

DANG BAO CHE: Vién nén bao phim.

DUQC LUC HQC

Rosuvastatin 14 chat irc ché chon loc va canh tranh men HMG-CoA reductase, ¢6 téc dung (rc ché
qué trinh chuyén héa 3-hydroxy-3- methylglutaryl coenzyme A thanh mevalonat, mdt tién chat
cta cholesterol. Rosuvastatin hoat dong chil yéu & gan, co quan dich dé giam lugng cholesterol.
Rosuvastatin lam ting s lugng thy thé LDL trén bé mat té bao gan, tang di héa va hip thu LDL,
va trc ché qua trinh téng hop VLDL & gan, do d6 lam giam s lugng VLDL va LDL.

DUQC PONG HQC gj)/
Hip thu: Nong do dinh trong huyét trong cia rosuvastatin dat duge sau khi ung khoang $ gic.
Sinh kha dung tuyét ddi khoang 20%. ) ;

Phin bd: Rosuvastatin dwoc phén b6 chi yéu O gan, la co quan chinh tong hgp cholesterol va
thanh thai LDL-C. The tich phan b6 cuia rosuvastatin khoang 134L. Khoang 90% rosuvastatin lién
két v0i protein huyét twong, chtt yéu 14 albumin.

Chuyen hoéa: Khoang 10% rosuvastatin bi chuyen hoa. Cac nghién ciru trén in vitro sir dung cac
té bao gan ngudi cho thiy rosuvastatin 1d chat nén yeu trong qua trinh chuyén hoa qua
cytochrome P450. CYP2C9 la isoenzyme chinh tham gia vao qua trinh chuyén héa, 2C19, 3A4 va
2D6 tham gia & mirc do thép hon. Chat chuyén hoa chinh 1a N-desmethyl va lacton. Chat chuyén
héa N-desmethyl co hoat tinh yéu hon rosuvastatin l(hoang 50%, trong khi dang lacton khong co
hoat tinh 1am sang. Hoat tinh chi yéu cla rosuvastatin 12 ac ché men HMG-CoA reductase tuén
hoan.

Thai trir: Khoang 90% rosuvastatin dugc thai trir qua phan ¢ dang khong doi (bao gom ca lugng
hoat chit hép thu va khéng hip thu), lugng con lai duge bai tiét qua nuéc tidu. Khoang 5%
rosuvastatin duoc thai tror qua nudce tidu & dang khong bién ddi. Thoi gian ban thai trong huyet
twong khoang 19 gid. Thoi gian ban thii khong ting khi ding lidu cao hon. P§ thanh thai trung
binh trong huyét twong khoang 50 l/gi¢r (hé s6 bién thién 1a 21,7%). Gibng nhu céc chit tc ché
men HMG-CoA reductase khac, su hép thu rosuvastatin & gan ¢6 su tham gia cua chét van
chuyén qua mang OATP-C. Chit nay dong vai tro quan trong trong viéc dao thai rosuvastatin
khoi gan.

Anh luwéng ciia yéu té chiing tic: Theo nghién clru duge dong hoc tai M trén ngudi Chiu A gia
trjf AUC va C,, clia rosuvastatin & ngudi Chau A gép trung binh 2 lén so véi ngudi da trang. Do
d6 nén dang liéu khai diu 5 mg rosuvastatin va chéng chi dinh dung liéu 40 mg rosuvastatin cho
ngudi Chau A

CHI PINH \
Rosuvastatin dwgc chi dinh di€u tri ting cholesterol méu nguyén phét va roi loan lipid méu hdn
hop khdng dép {ing véi céc ché d6 4n kleng, va duge dung hé tro céc bién phap didu tri giam lipid
khéc trong diéu trj ting cholesterol mau gia dinh kiéu déng hop tir.
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LIEU DUNG VA CACH DUNG

Liéu khoi dau khuyén céo 1a 5 mg hodc 10 mg rosuvastatin uorup [ 13n mdi ngay, va phan lon
bénh duoc kiém soat ngay & liéu khai dau. Néu cin co thé ting liéu dung 1&n 20 mg rosuvastatin
sau 4 tudn. Chi tang liéu dung 1én 40 mg rosuvastatin cho bénh nhn ting cholesterol mau ning va
cd nguy co cao v€ bénh tim mach.

Bénh nhén chiu A: Liu khoi diu khuyén ding 13 5 mg va chéng chi dinh & liéu 40 mg.

CHONG CHI PINH
Rosuvastatin chdng chi dinh trong cac truong hop sau:
e Bénh nhin man cam voi rosuvastatm hodc bat ky thanh phin néo cia thude
o Bénh nhan méc bénh gan tién lnen bao goém ting nong d6 transaminase huyét thanh kéo
dai va khong rd nguyén nhin, va ndng d¢ transaminases huyét thanh ting hon 3 lin gidi
han trén clia murc binh thuong (ULN).
e Bénh nhan bi suy thdn ning (d6 thanh thai creatinin < 30 ml/phut)
Bénh nhan c6 bénh 1y vé co _
Bénh nhdn dang dung cyclosporin. @/

CANH BAO VA THAN TRONG

Tac dfng trén thin: Protein niéu duge phat h1¢n bing que thir va cha yeu co nguon g,oc tr dng
than di dugc ghi nhan & bénh nhin diéu trj bang rosuvastatin Ileu cao, dgc bi¢t ¢ liéu 40 mg
rosuvastatin. Protein niéu khong phai 1a ddu higu ctia bénh than cap tinh hodc tién trién.

Cén danh gia chtic ning thin thuong xuyén trong thoi gian bénh nhin dung litu 40 mg
rosuvastatin.

Téc ddng trén hé co — xwong: Gidng nhu cic chat ic ché men HMG-CoA reductase khéac, dau
co va dau co khong bién chimg di dugc bao cdo & cdc bénh nhan diéu tri bing rosuvastatin.
Tron& cac thir nghi¢m lam sang, hiém gip trudng hop bénh nhan bi tiéu co van ma déi khi do suy
giam chure néng than khi dung lidu 80 mg rosuvastatin. Cac tinh trang trén déu dugc cai thién khi
bénh nhén ngung dung thudc.

Do ndng d9 creatin kinase (CK): Can nhic theo doi creatin kinase (CK) trong truong hop:

- Trudce khi diéu trj, xét nghiém CK nén dugc tién hanh trong nhitng truong hop: Suy giam
chirc néng than, nhugc giap, tién sir ban thin hodc tién st gia dinh mac b¢nh co di truyén,
tién sir bj bénh co do sur dung statin hodc fibrat trude do, ti€én sir bénh gan va/hodc uong
nhiéu rugu, bénh nhan cao tudi (> 70 tu01) ¢6 nhitng yéu t6 nguy co bj tidu co van, kha
ndng xdy ra tuong tac thude va mot sb dbi twgng bénh nhan dic biét. Trong nhitng truong
hop nay nén can nhic lgi ich/nguy co va theo ddi bénh nhan trén lam sang khi diéu tri
bang rosuvastatin. Néu két qua xét nghiém CK > 5 lan gi61 han trén cua mirc binh thudng,
khéng nén bit dau diéu tri bdng rosuvastatin.

- Trong qua trinh diéu tri hang rosuvastatm bénh nhén cin thong bao khi co C’lC biéu hién
vé co nhu dau co, cung o, yeu ¢o ... Khi c6 cac biéu hién nay, bénh nhén can lam xét
nghi¢m CK dé c6 céc bign phép can thlep phu hgp.

Tac dong trén gan: Gidng nhu céc chit ic ché men HMG-CoA reductase khac, can thén trong
khi dung rosuvastatin cho bénh nhén nghién ruou ndng, va’hodc co tién sur bénh gan. Cén tién
hanh lam xét ng,hlq:m enzym gan trudc khi bét dau dleu tri bang rosuvastatin va trong truong hop
chi dinh 1am sang y€u céu xét nghi¢ém sau do. Néu ndng d transaminase huyét thanh gp 3 lan
gioi han trén ctia mac binh thudng, can ngung hodc giam ligu dung rosuvastatin. 0 bénh nhan
tang cholesterol méu thir phét do thiéu ning tuyén giap hodc hdi ching viém than, tién hanh diéu
tri bénh trude khi bit diu duing rosuvastatin.

TUONG TAC THUOC
Cyclosporin: Khi diéu lrl ddng thoi rosuvastatin va cyclosporin, gia tri AUC clia rosuvastatin
trén mitc trung binh 7 lan cao hon so vai gia tri AUC theo ddi duge & ngudi tinh ni,uycmrt!m
manh. Ding dong thoi rosuvastatin va cyclosporin khéng lam anh hudng dén g

cyclosporine huyét twong.
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Cac Chdt khang vitamin K: Gidng nhu cac chét ic ché men HMG-CoA reductase khéc, khi bét
ddu diéu tri hodc ting liéu rosuvastatin ¢ bénh nhan dung ddng thai vai cac thude khang vitamin
K (vi du: warfarin) ¢6 thé lam ting gia tri INR. Ngung diéu tri hodc giam liéu rosuvastatin c6 thé
lam giam gia tri INR. Trong trudng hop nay cdn theo doi gié tri INR.

Gemfibrozil: Giéng nhu céc chat tc ché men HMG-CoA reductase khac, ding dong thoi
rosuvastatin va gemfibrozil 1am ting gié trj Cyax va AUC cuia rosuvastatin 1én 2 lan.

Thudc khang acid: Dung ddng thoi rosuvastatin cung voi hén dich thudce khang acid chira nhom
va magnesi hydroxyd lam giam khoang 50% ndng do rosuvastatin trong huyét twong. D¢ tranh
tuorng tac thudc nén ubng thude khang acid cach 2 gi¢r sau khi udng rosuvastatin. Chua c6 bao cdo
v¢ y nghia ldm sang cua tuong tac nay.

Erythromycin: Dung ddng thoi rosuvastatin va erythromycin lam giam 20% gia tri AUCo-i va
30% nong dd Cpax clia rosuvastatin. Tuong tac thudc xdy ra ¢o thé 1a do erythromycin lam tang
nhu dong rudt.

Thubc tréanh thai dang uongf lidu phdp thay thé hormon (HRT): Ding ddng thoi rosuvastatin
va thubc tranh thai dang udng lam tang 26% AUC cua ethinyl oestradiol va 34% AUC cua
noré,estrel Cin cht y muc ting ndng d6 cua cic chit ndy trong huyét tuong khi lya chon thude
udng tranh thai. Chua c6 cac dir li€u dugc dong hoc trén bénh nhén ding dong, thdi rosuvastatin
va thudc tranh thai dang ubng, do do khong thé loai trir kha niing xay ra céc tic dong twong tu.
Tuy nhién, sy két hop nay da dugc sir dung rong rai & phu nit trong cac thr nghiém 1am sang va
cho két qua dung nap tét.

Enzyme Cytochrome P450: Céc két qua nghien clru in vitro va in vivo cho thdy rosuvastatin
khong phai Ia chat (rc ché hodic cam mg cac isoenzym cytochrom P450. Hon nita, rosuvastatin la
chét nén yéu cho cac isoenzym nay Khong quan sat thiy twong téc ¢6 y nghia lam sang giia
rosuvastatin va fluconazol (chét (rc ché CYP2C9 va CYP3A4] hoac ketoconazol (chét trc ché
CYP2AG va CYP3A4). Ding déng thoi itraconazol (chit trc ché CYP3A4) va rosuvastatin lam
ting 28% AUC ctia rosuvastatin. Su téng gia tri ndy khéng c6 y nghia vé mit lam sang. Vi vay,
khong xa 21 ra tuong tac thudc do sur chuyen hoa trung gian qua cytochrom P450.

Cic thuoce khic: Theo dir liu tir cac nghién ciru tuong tac thube dic bigt cho thay khong co
twong thc v& mit 14m sang khi ding ddng thdi rosuvastatin va digoxin hodc fenofibrat. Dung dong
thoi rosuvastatin vgi gemfibrozil, cac thude ha cholesterol méu nhém fibrat khac, niacin (acid
nicotinic) lleu cao (> | g/ngay) va colchicin lam tang nguy co ton thuong co.

Str dung dong thoi cac thude ha lipid mau nhém slatin véi céc thude diéu trj HIV va viém gan
siéu vi C (HCV) c6 thé lam ting nguy co gay tén thuong co, nghiém trong nhit 1 tiéu co vén,
thén hu dan dén suy than va co thé giy tur vong.

Liéu diing rosuvastatin lchong duge vugt qué 10 mg/lan/ngay khi ding dong thai vai cac chit tic
ché protease cua HIV va HCV (bao gdm: atazanavir, atazanavir va ritonavir, lopinavir va
ritonavir),

SU DUNG CHO PHY NU CO THAI VA CHO CON BU

Phu nir ¢6 thai: Rosuvastann chong chi dinh cho phu nit co thai. Néu phét hién b&nh nhin mang
thai trong qua trinh didu trj b’m&, rosuvastatin cin ngung dang thude ngay lip trc.

Phy nir cho con bu: Rosuvastatin chong chi dinh cho phu nir cho con ba. Chua ¢6 dir liéu cho
thiy rosuvastatin durgc bai tiét trong sita me.

ANH HUGNG PEN KHA NANG LAI XE VA VAN HANH MAY MOC
C6 thé xay ra hoa mit, chong mét khi lai xe hodc van hanh mdy moc.

TAC DUNG KHONG MONG MUON
Cac tac dung khéng mong muédn duge ghi nhan khi dang Rosuvastatin thudng nhe va thoang qua.
Trong cac nghién ciu lam sang, co déi chimg, ¢o dudi 4% bénh nhan diéu tri bing rosuvastatin
phai ngirng diéu trj do bién ¢6 ngoai ¥.

Tén suit cta cic tic dung khéng mong mudn nhu sau: thudng gip (> 1/100, <
1/1000, < 1/100), hiém gap (> 1/10000, < 1/1000)

Réi logn hé mién dich: Hiém giip: cdc phan ing qua man ké ¢a phu mach.
Réi loan hé thin kinh: Thudng gip: nhirc diu, chong mit.
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