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Thudc nay chi dimg theo dom cra bdc 57
 Doc ky huimg dan stk dung triedc khi ding.
Néu cdan thém théng tin xin hoi y kién cia bac si.

ORASTEN

Vién nén bao phim Rosuvastatin 10mg

THANH PHAN

Mdi vién nén bao phim chira;

Hoat chdt: Rosuvastatin (dang mubi calei) 10mg.

Td dugc: Lactose monohydrate, cellulose vi tinh thé (avicel PH - 101), tinh bot tién gelatin
héa, tinh bdt natri glycolat, butylated hydroxytoluence, magnesi stearat, silica dang keo khan
(aerosil - 200}, instamoisthield (Brown), carnauba wax.

CAC PAC TINH DUQC LUC HQC

Rosuvastatin 13 mot chit ac ché chon loc va canh tranh trén men HMG-CoA reductase, 12
men xuc téc qua trinh chuyén déi 3-hydroxy-3-methylglutaryl-coenzym A thanh mevalonate,
mét tién chét cia cholesterol. Cholestero! va triglycerid fuu théng trong tudn hoan duéi dang
phirc hop voi lipoprotein. Khi siéu ly tdm, cac phirc hop nay tich thanh cac phén HDL
(lipoprotein ti trong cao), LDL (lipoprotein ti trong thap) va VLDL (lipoprotein ti trong rat
thap). Triglycerid (TG) va cholesterol trong gan lién két véi VLDL va di vao huyet twong de
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phan bé téi cac md ngoai bién. LDL dugc hinh thanh tr VLDL va bi thoai bién chi yeu /

thdéng qua cac thu thé ¢6 4i luc cao véi LDL. Cac nghién ciru lam sang va bénh hoc cho thdy
ndng d¢ cao trong huyét twong clia cholesterol toan phin, cholesterol gin voi LDL (LDL-C),
va apolipoprotein B (ApoB) gdy bénh xo vira dong mach ¢ nguoi va la cic yéu td nguy co
lam phat trién bénh tim mach, trong khi lugng cholesterol gan véi lipoprotein ti trong cao
{(HDL-C) lién quan véi viée giam nguy co gdy nén bénh tim mach.

CAC PAC TiNH DUQC PONG HQC

Hap thu:

Néng @6 dinh trong huyet tuong cla rosuvastatin dat dugc khoang 5 gi¢r sau khi udng. B¢
sinh kha dl_mg tuyét dbi khoang 20%.

Phin bé:

Rosuvastatin phdn b chu yéu trong gan, noi tdng hop cholesterol va thanh thai LDL-C. Thé
tich phén b cia rosuvastatin khoang 134 lit. Khoang 90% rosuvastatin két hop véi protein
huyét tuong, chii yéu 13 véi albumin.

Chuyén héa:

Trong co thé, rosuvastatin chuyen ho# rét it, chi khoang 10%. Céc nghién ciru in vifro Ve
chuyen ho ¢6 sir dung céc té bao gan cua ngudi xéc dinh rang rosuvastatin 14 mot chdt nén
yeu cho su chuyen hoa qua cytochrom P450. CYP2C9 la chit dong enzym chinh tham gia
vao qud trinh chuyén hod, 2C19, 3A4 va 2D6 tham gia & mic do thdp hon. Chét chuyen hoa
chinh dugce xé4c dinh la N-desmethyl rosuvastain va rosuvastatin-lactone. Chét chuyén hoa N-
desmethyl c6 hoat tinh yéu hon khoang 50% so véi rosuvastatin trong khi dang lacton khdng
c6 hoat tinh vé mat 1am sang.

Thai trie:

Khodng 90% lidu rosuvastatin dugc thai trir qua phan ¢ dang khéng d6i va dang chit chuyén
héa; phan con lai duoc bai tiét ra nuéce tiéu. Khoang 5% duoge bai tiét ra nuée tiéu dudi dang
khong ddi. Thoi gian ban thai trong huyét tuong khoang 19 gid. Thoi gian ban thai khong
tang khi ding lidu cao hon. D¢ thanh thai trong huyét tuong trung binh khoang 50lit/gidr (hé
s6 bién thién 13 21,7%). Giéng nhur edc chét (e ché men HMG-CoA reductase khéc, st dao




thai rosuvastatin ra khoi gan cé lién quan dén chét vén chuyén qua mang OATP-C. Chit vin
chuyén nay quan trong trong viéc dao thai rosuvastatin khoi gan.

CHI PINH
Bénh nhin co cholesterol mdu cao:
Orasten dugc chi dinh dé:
- 'Dif":u tri két hop ché do an dé 1am giam sir gia tang cua cholesterol toan phén, cholesterol
gan véi lipoprotein ti trong thip (LDL-C), apolipoprotein B, triglycerid va dé 1am ting lugng
cholesterol gin vai lipoprotein ti trong cao (HDL-C) & bénh nhén bi ting cholesterol mau
nguyén phat va rbi loan lipid mau hén hop (Fredrickson tuyp Ila va IIb);
- Didu tri két hop ché d¢ an khi bénh nhén bj ting lugng triglycerid trong huyét thanh
{Fredrickson tuyp IV)
- Lam giam lugng cholesterol toan phdn va cholesterol gin v6i lipoprotein ti trong thdp &
bénh nhén tang cholesterol mau gia dinh kiéu dong hop tir, dung dé diéu tri két hop vdi cac
li¢u phap ha lipid mau khac hoac néu khéng co diéu kién thye hién cac liéu phap dé.
- Diéu tri két hop ché dd #n dé lam giam luegng cholesterol toan phan cholesterol gin voi
lipoprotein ti trong thip, apolipoprotein B & nam va ni¥ sau ddy thi, tudi tir 10 dén 17, bi ting
cholesterol mau gia dinh kiéu di hop tir va sau mot dot diéu tri diy do bang ché d6 an céc xét
nghiém van cho két qua nhu sau:

a. Cholesterol gén vai lipoprotein ti trong thép (LDL-C) van > 190 mg/dL hodc

b. Cholesterol gin véi lipoprotein ti trong thép (LDL-C) van > 160 mg/dL va ./

- ¢6 tién sir bi bénh tim mach tir hi nho

- bénh nhén cé tir hai nguy co tr& 1én ¢6 kha ndng din dén bénh tim mach.
Phong ngwa cdc bénh tim mach:
V6i cac bénh nhén truéng thanh khéng c6 cac biéu hién 1dm sang vé bénh tim mach vanh,
nhung ¢6 nhiéu yéu té nguy co dan dén bénh tim mach vanh nhu tudi tic, hit thudc, cao
huyét 4p, ti &6 HDL-C (cholesterol gén vai lipoprotein ti trong cao) thip, hodc gia dinh ¢6 tién
sir bi bénh tim mach vanh sém, Orasten dugc chi dinh dé:
- Lam giE’Lm nguy co nhdi mau co tim
- Lam glam nguy co dot quy,
- Lam giam nguy co cia qua trinh tai tao mach va dau thit nguc
Diéu tri két hop ché do an kiéng dé giam cholesterol toan phén, LDL-C, lam chdm qua trinh
x0 vira dong mach & bénh nhan trudng thanh.

LIEU LU ()NG VA CACH DUNG

Khuyen cdo bt dau diéu tri voi liéu thdp nhdt ma thudc c6 tde dung, sau dé néu can thiét, c6
thé diéu chinh liéu theo nhu cau va ddp img ciia tieng nguci bang cdch tang lidu timg dot
cdch nhau khong dudi 04 tudn va phdi theo dbi cde phdn ting ¢6 hai ciia thude, dic bigt la
cdc phan itng 6 hai déi véi hé co.

Cde thubce vre ché protease cua HIV va viém gan siéu vi C (HCV} (nhue Atazanavir, atanazavir
+ ritonavir, lopinavir + ritonavir). Liéu t&i da rosuvastratin trong truong hop diéu tri ddng
thdi véi cac thude trén 14 10 mg/ 1 140/ ngay.

Nén hudng dan cho bénh nhan ché d6 an lam giam cholesterol mau theo tiéu chuin trude khi
dung Rosuvastatin va duy tri ché d6 &n nay trong sudt thoi gian didu tri.

Co thé ubng thude vao bat ctr thai diém nao trong ngay luc doi hogc no. Liéu dung thy thudc
timg cd nhén dua theo ndng d3 LDL-C, muc tiéu diéu tri, va dép img cia bénh nhan.

Liéu khai ddu khuyen cao la rosuvastatin Smg x 1 lanfngay va phén 1én bénh nhan dugc kiém
so4t ngay & liéu khéi dhu nay. Néu cin c6 thé tang lidu 1én 20mg sau 4 tudn. Viée tang lleu
1én 40mg chi nén sir dung cho cac bénh nhin ting cholesterol mau ning ¢é nguy co cao vé
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bénh tim mach (dac biét 1a cdc bénh nhén tang cholesterol mdu gia dinh) ma khéng dat dugc
muc tidu didu trj & lidu 20mg va cdc bénh nhén nay cin phai duge theo doi thudng xuyén.

Sau lidu khai dau va‘shoge da xac dinh lidu rosuvastatin, nén kiém tra céc chi sé lipid méau
trong vong 2-4 tuan, va diu chinh liéu theo két qua xét nghiém.

Trée em:

Tré em tur 10-17 tudi bi tang cholesterol méu gia dinh di hop tir, liéu khéi dau thong thuomg
la Smg mai ngdy. Pham vi lidu thong thudmg 5-20mg x 1 lin/ngay.

Nguoi cao tuoi:

Lidu khéi ddu 12 5mg x 1 1an/ngay.

Bénh nhdn suy thdn:

Khéng cén didu chinh lidu & bénh nhin suy than tir nhe dén vira. Bénh nhan suy thin mie d
vira phai (49 thanh thai creatinin < 60 ml/phiit) duge khuyén ding liéu khéi ddu 5 mg nhung
chéng chi dinh & liéu 40 mg. Chéng chi dinh dung rosuvastatin cho bénh nhén suy than ning.
Bénh nhdn chiu A:

Theo nghién ctru duoe dong hoc tai My trén ngudi Chéu A kha nang hép thu rosuvastatin
trung binh & ngudi Chau A tang gén gdp 2 lin so voi ngudi da trdng. Nén cén nhéc sy gia
tang nay khi quyét dinh ding liéu khai diu 5 mg rosuvastatin cho ngudi Chau A.

CHONG CHIi PINH

: A VTS -
Bénh nhan qua man v6i rosuvastatin hogc bét ky t4 dugce ndo cia thudc. g 2 e
Bénh nhin mdc bénh gan, bénh nhin suy thin ning (dd thanh thai creatinine < 30ml/phit). /

Bénh nhén cé bénh 1y v& co, bénh nhan dang ding cyclosporin.
Phu ni¥ ¢6 thai va cho con bu.

CANH BAO DAC BIET VA THAN TRQONG DPAC BIET KHI SU DUNG

Anh huéng trén thin: Protein niéu dugc phat hién bing que thir va cé ngudn gbc chinh tir dng
thin di duge ghi nhén & nhitng bénh nhén diéu trj bfmg rosuvastatin lidu cao, dac biét & liéu
40mg.

Anh huong trén co xwong: Giéng nhu cac chit e ché men HMG-CoA reductase khac,
rosuvastatin ¢6 thé gdy céc tic dong trén co xwong nhu dau co, yéu co. Khéng nén ding
rosuvastatin cho cac bénh nhén ¢6 yéu t6 nguy co nhu bénh nhén trén 70 tubi, bénh nhén bi
bénh thiéu nang tuyén gidp khong duge kiém soat, bénh nhén bi bénh than.

Anh huéng trén gan: Cén thin trong khi ding rosuvastatin & bénh nhin nghién nrou ngng
va/hodic ¢o tién sir bénh gan. Nén lam cac xét nghiém enzyme gan trude va khi bét déu diéu
tri bang rosuvastatin va trong trudmg hop chi dinh 14m sang y&u cau xét nghlem trudce do.
Nhimg bénh nhin ting cholesterol huyet thir phat do thiéu ning tuyén giap hodc hdi chiing
than hu, thi phai duge didu trj trudce khi bt dau ding rosuvastatin.

Can nhic theo dbi creatin kinase (CK) trong truong hop:

- Trude khi diéu tri, xét nghlem CK nén duge tién hanh trong nhimg truong hop: suy giam
chire nang thén, nhuge gidp, tién sir ban thin holc tién sir gia dinh mac bénh co dl truyén,
tién sir bi bénh co do su dung statin hodc fibrat trudc do, tién sir bénh gan vvholic ubng nhiéu
rugu, bénh nhén cao tudi (>70 tudi) c6 nhimg yéu td nguy co bj tiéu co vin, kha ning xay ra
tuong tac thudc va mot s6 dbi trong bénh nhan dic biét. Trong nhimg trudng hop ndy nén
can nhéc lgi ich/nguy co va theo ddi bénh nhan trén 1am sing khi diéu tri bang statin. Néu két
qua xét nghiém CK>5 lan giéi han trén cia muic binh thudng, khéng nén bit ddu diéu tri
béang statin.

- Trong qua trinh dleu trj bang statin, bénh nhén cén théng bao khi c6 cac biéu hién vé co nhu
dau co, cimg co, yéu co... Khi ¢6 cac bidu hién ndy, bénh nhan cin lam xét nghiém CK & c6
c¢dc bién phéap can thi€p phu hop.
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TUONG TAC THUQC

Cyclosporin: Dung déng thoi cyclosporm va rosuvastatin, AUC cila rosuvastatin ting trung
binh cao hon 7 lan nhung néng db cyclosporin trong huyet tuong khdéng bi danh huwong.
Cac chat déi khang vitamin K: Giéng nhu céc thude e ché HMG-CoA reductase khéc, khi
bét dau diéu tri hay tang liéu rosuvastatin & bénh nhén didu tri déng thoi véi cac chit dbi
khang vitamin K (nhu warfarin hay céc thudc chéng déng coumarin khic) ¢6 thé lam ting tri
s0 INR. Ngung dung hoéc giam li¢u rosuvastatin c6 thé 1am giam INR. Trong nhimg trudng
hgp nhu vay, nén theo déi tri s6 INR.

Ezetimib: Dung dbng thori rosuvastatin va ezetimib khéng lam thay d6i AUC va Cmax cia ca
hai thuéc. Tuy nhién, trong tac dugc 1y gifta rosuvastatin va ezetimib, nhu tac dung phy,
khong thé loai trir.

Gemfibrozil: lam tang gp 2 l4n cac chi s6 Cmax va AUC cia Rosuvastatin, 1am ting nguy
co ton thuong co.

Céc thude ha cholesterol mau nhom fibrat, niacin lidu cao (>1 g/ngay), colchicin ciing lam
ting nguy co t6n thuong co khi sir dung dng thdi véi Rosuvastatin.

Viée su dung dong thdi cac thude ha lipid mau nhém statin véi céc thude didu tri HIV va
viém gan siéu vi C (HCV): Atazanavir, Atanazavir + Ritonavir, Lopinavir + Ritonavir c6 thé

lam ting nguy co gy tén thuong co, nghiém trong nhét la tidu co van, than hu din dén suy /f’///
than va o thé gy tir vong. {

Céc thube khang acid: Ding ddng thdi rosuvastatin voi hon dich thudc khang acid chia
nhom hydroxyd va magne hydroxyd lam gidm khoang 50% ndng dd rosuvastatin trong huyét
tuong. Tac ddng nay s& giam khi ding thudc khang acid sau rosuvastatin 2 gié.
Erythromycin: Dung ddng thdi rosuvastatin va erythromycin 1am giam 20% AUC va 30%
Cmax rosuvastatin.

Thudc tranh thai ding uong/lleu phap thay thé hormone (HRT): Dung dbng thoi rosuvastatin
va thube tranh thai dudng uong lam ting AUC cua ethinyl estradiol 1a 26% va cua norgestrel
la 34%. Nén luu y dén mirc ting ndng dd céc thude nay trong huyét tirong khi lira chon thude
ubng tranh thai. Chua cé dit lidu duge dong hoc trén nhimg bénh nhén ding déng thoi
rosuvastatin va HRT, vi vdy, khong thé loai trr kha néng c6 tac dong tuong tu.
Céc thubc khac: Chua thay tuong tac dang ké vé mat 1Am sang khi dung chung v6i digoxin.
Men cytochrom P450: Két qua tir thir nghiém in vitro va in vivo cho thdy rosuvastatin khong
phai la chét rc ché hosc cam {mg men cytochrom P450. Hon nita, rosuvastatin la chét nén
yéu ddi voi cac isoenzym ndy. Su gia ting nho nay xem nhur khong ding ké vé mat 1am sang.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Phy nit c6 thai: Cholesterol va cac ché pham cholesterol sinh téng hop khéc 1a cac thanh
phan thiét yeu dé phat trién phoi thai (bao gdm su téng hop steroid va mang té bao). Do céc
thuoc tre ché enzyme HMG-CoA reductase lam giam su tdng hop cholesterol va ¢ thé ca sy
téng hop cua cac thanh phan ¢6 hoat tinh sinh hoc khac tir cholesterol, cac thude nay ¢6 thé
gdy hai cho thai nhi khi dung cho phu nif ¢6 thai. Néu bénh nhan c6 thai trong khi didu tri
bing rosuvastatin thi nén ngung str dung thuoc

Phuy nit dang cho con bi: Chua c6 dir ligu v& viée bai tiét rosuvastin vao sita me. Khong nén
str dung rosuvastatin cho phu nit dang cho con bu.

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC
Thude ¢o thé giy chong mit, nhin m& & mt s6 bénh nhédn (1 - 2%). Vi vy nén than trong
khi dang lai xe hay dang van hanh may moc.

TAC DUNG KHONG MONG MUON
Thuong gdp (>1/100, <1/10):




Tiéu hoa: Ia chay, tio bén, day hoi, dau bung, va budn nén, gip & khoang 5% bénh nhén.
Thén kinh trung wong: Dau dau (4 - 9%), chong mit (3 - 5%), nhin m& (1 - 2%), mét nga, suy

nhuoc.

Than kinh - co va xwong: Pau co, dau khop.

Gan: Cac két qua thir nghlem chirc nang gan tang hon 3 14n gidi han trén cua binh thuong, &

2% ngudi bénh, nhung phén Iém 14 khéng c6 tnf;u chimg va hoi phuc khi ngimg thudc.

It gap (>1/1000, <1/100):

Thén kinh - co va xuong: Bénh co (két hop yéu co va ting ham lugng creatin phosphokinase

huyét twong (CPK).

Da: Ban da.

Ho hap Viém miii, viém xoang, viém hong, ho.

Hiém gap (>1/10000, <1/1000):

Thén kinh - co va xuong: Viém co, tiéu co vén, dn dén suy than cdp thir phat do myoglobin

nigu.

Ngoai ra, con cac tac dung khéng mong mudn nhu la: suy giam nhén thic (nhu mét tri nhé, . 7

I 1an,...), ting dudmg huyét, ting HbAIc. /éfd/
Huéng dan cach xu tri ADR:

Céc thay dbi nong do enzym gan trong huyét thanh thuong xa‘y ra & nhitng thang dau diéu tri

bang statin. Ngudi bénh nio co néng d6 transaminase huyét thanh cao phai theo ddi xét

nghiém chirc né’mg gan lan thir hai de xé4c nhén két qua va theo ddi diéu tri cho tdi khi cc bét

thuong tré vé binh thuong. Néu nong d6 transaminase huyét thanh AST hodc ALT (GOT

hodic GPT) dai ding lén qua 3 14n gi6i han trén cua binh thudng, thi phai ngimg diéu tri bing

statin. Phai khuy€n ngudi bénh dung statin bao cao ngay bét ky biéu hién nao nhu .dau co

khéng r6 ly do, nhay cam dau va yéu co, dic biét néu kém theo kho chiu hodc sbt. Phai
ngimg li¢u phap statin néu ndéng d6 CPK ting rd rét, cao hon 10 lan giéi han trén cia binh
thuong va néu chin doan hoic nghi ngo la bénh co.

Ghi_chi: XIN THONG BAO CHO BAC ST CAC TAC DUNG KHONG MONG MUON
GAP PHAI TRONG QUA TRINH SU DUNG THUOC

SU DUNG QUA LIEU
Khéng c6 phuong phap diéu tri dic hiéu khi dung thubc qua lleu Khi qua lidu, bénh nh
nén dugc diéu tri triéu chimg va ap dung céc bién phép hd trg khi cin thiét.

TIEU CHUAN CHAT LUQNG
Nha san xuit
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HAN DUNG H
24 théng ké tir ngay san xuét.
KHONG DUNG THUOC QUA THOI HAN GHI TREN NHAN
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BAO QUAN
Bao quan thubc & nhiét dd duai 30°C T
GIU THUOC XA TAM TAY CUA TRE EM APt Y

TRINH BAY ¢
Hop 3 vi x 10 vién nén bao phim

NHA SAN XUAT
DELTA. PH{KRMA LI.MITED TUQ. CUC TRUONG
Pakundia, Kishoreganj, Bangladesh. P TRUGNG PHONG
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