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Yién nén bao phim Rosuvastatin 10mg

TrungTamThuoc.com

THANH PHAN

Mdi vién nén bao phim chira:

Hoat char: Rosuvastatin (dang mudi calei) 10mg.

Td duge: Lactose monohydrate, cellulose vi tinh thé (avicel PH ~ 101), tinh bt tién gelatin
héa, tinh bt natri glycolat, butylated hydroxytoluence, magnesi stearat, silica dang keo khan
(acrosil - 200), instamoisthield (Brown}, carnauba wax,

CAC PAC TINH DUQC LYC HQC

Rosuvastatin la mot chét e ché chon lgc v canh tranh trén men HMG-CoA reductase, la

men xuc tic qua trinh chuyén ddi 3-hydroxy-3-methylglutaryl-coenzym A thanh mevalonate,

mdt tién chit cia cholesterol, Cholesterol va triglycerid lwu théng trong tuén hoan dudi dang .
phirc hop véi lipoprotein. Khi siéu ly tdm, cac phirc hop ndy tach thinh céc phan HDL

(llpoprotem ti trong cao), LDL (lipoprotein ti trong thﬁp), va VLDL (lipoprotein 1i trong ral 14

thap). Triglycerid (TG) va cholesterol trong gan lién két véi VLDL va di vio huyét tuong dé { C/,r

phén bd 161 cac mo ngoai bién. LDL dugc hinh thanh tir VLDL va bj thoai bién chi yEﬂ

théng qua cic thy thé cé di lye cao véi LDL. Cic nghién cdu lam sang va bénh hge cho thiy

ndng d¢ cao trong huyét tuong cla cholesterol toan phan, cholesterol gén véi LDL (LDL-C),

va apolipoprotein B (ApoB) gdy bénh xo vita dng mach & ngudi va la cic yeu 16 nguy co -
lam phat trién bénh tim mach, trong khi lugmg cholesterol gén voi lipoprotein ti trong cao

{HDL-C) lién quan v&i vige giam nguy ¢o gay nén bénh tim mach.

CAC PAC TINH DUQC PONG HQC

Hﬂp thu:

Néng 44 dinh trong huyét twong cia rosuvastatin dat duge khoang 5 giér sau khi ubng. P§
sinh kha dung tuyét d6i khoang 20%.

Phin bo:

Rosuvastatin phan bo chit yéu trong gan, noi téng hgp cholesterol va thanh thai LDL-C. Thé
tich phén b6 clia rosuvastatin khoang 134 1it. Khoang 90% rosuvastatin két hgp véi protein
huyét tuomg, chil yéu 13 véi albumin.

Chuyén héa:

Trong co thé, rosuvastatin chuyén ho# rét it, chi khoang 10%. Céc nghién ciru in vitro ve
chuyen ho# ¢d sir dung cdc t& bio gan cia ngudi xéc dinh r.’mg rosuvastatin ld mét chit nén
véu cho sir chuyén hod qua cylochrom P450. CYP2C9 la chiit dong enzym chinh tham gia
vio qué trinh chuyén hoa, 2C19, 3A4 va 2D6 tham gia & mire d thap hon, Chat chuyén hoa
chinh duge xac dinh la N-desmethyl rosuvastain va rosuvastalin-lactone. Chat chuyén hoa N-
desmethyl ¢é hoat tinh yéu hon khodng 50% so véi rosuvastatin trong khi dang lacton khang
¢ hoat tinh vé mat 1am sang.

Thai trir:

Khodng 90% liéu rosuvastatin duge thai trir qua phin & dang khong doi va dang chét chuyén
héa; phan con lai duoc bai tiét ra nuée tidu. Khodng 5% duoc bai tiét ra nude tiéu dudi dang
khéng dbi. 'l‘ht‘n gian ban thai trong huyét tuong khodng 19 gi&. Thoi gian ban thai khong
lﬁng khi diing liéu cao hon. D¢ thanh thai trong hu_ycl tuong trung binh khoang 50livgidr (hé
s6 bién thién 1a 21,7%). Gidng nhur cdc chit (tc ché men HMG-CoA reductase khéc, sy dao




]
- t a1 rosuvastatin ra khoi gan ¢6 lién quan dén chit viin chuyén qua mang OATP-C. Chét vin
ce n r yén ndy quan trong trong vige dao thii rosuvastatin khéi gan,

pharmacy
Hi PINH
UTTTENRETTIRCTUN, /) 11/1dn o6 cholesteral miu caos

Orasten duge chi dinh dé: )
- Didu trj két hop ché dg an d¢ lam giam sy gia ting cia cholesterol todn phin, cholesterol
gin voi lipoprotein ti trgng thap (L.DL-C), apolipoprotein B, triglycerid va ¢é lam tang lugng
cholesterol gin véi lipoprotein ti trong cao (HDL-C) & binh nhin bi ting cholesterol méu
nguyén phdt va réi loan lipid mau hdn hgp (Fredrickson tuyp Ila va 11b); )
- Diéu tri két hop ché dj &n khi binh nhén bj ting lugng triglycerid trong huyét thanh
(Fredrickson wyp 1V)
- Lam gidm lugmg cholesterol toan phiin vi cholesterol pén véi lipoprotein Ui trong thip &
bénh nhin tang cholesterol mau gia dinh kiéu ddng hop 1, dung dé diéu trj két hgp vai cde
li¢u phip ha lipid mdu khic hodc néu khéng cé diéu kién thye hign céc lidu phip dé.
- ﬂizu trj két hop chfé 4 4n dé lam gigm lugng cholesterol toan phetm. cholesterol gin véi
lipoprotein il rong thap, apolipoprotein B & nam vé nir sau diy thi, tudi tir 10 dén 17, bj ting
cholesterol méu gia dinh kiéu dj hop tir va sau mjt dot diéu tri diy di bing ché df an cdc xét
nghiém vén cho két qua nhu sau: .
a. Cholesterol géin v6i lipoprotein i trong thip (LDL-C) viin > 190 mg/dL hoiic 7 i
b. Cholesterol gin véi lipoprotein ti trong théip (LDL-C) viin > 160 mg/dL v / j
- ¢6 tién sir bj bénh tim mach tir hdi nho _
- bénh nhan ¢6 tir hai nguy o trd 1én ¢6 kha nang din dén bénh tim mgch,
Plidng ngica cdc bfnl tim mach:
Véi cdc bénh nhin truémg thanh khdng ¢4 cdc bidu hign lam sang vé bgnh tim mach vinh,
mhimg 6 nhi¢u yéu 16 nguy co din dén bénh tim mach vinh nhu twdi tdc, hit thube, cao
huyét dp, ti [¢ HDL-C (cholesterol gin véi lipoprotein Ui trong cao) thip, hojic gia dinh ¢é tién
sit bj b¢nh tim mach vanh sém, Orasten dugc chi dinh deé:
- Lam gidm nguy co nhdi mau co tim
- Lam giam nguy co djt quy .
- Lam giam nguy co cua qud trinh thi tgo mach va dau (hiit npye
Diéu trj két hop ché do an kiéng dé giam cholesterol toan phin, LDL-C, lam chim qué trinh
xor vira ding mach & bénh nhiin trurdmg thinh.

LIEU LUQNG VA CACH DUNG L
Khuyén cdo bét diu didu tri véi lidu thip nhdt ma thube c6 téc dung. sau dd néu cdn thiét, cd
thé diéu chinh liéu theo nhu 5‘(5:.* vit ddp ving cta tieng ngudi bang cdch rﬁn;g_!f@u tiemg dort
cdch nhau khong dwdi 04 tuan va phai theo doi ede phan tng cé hai cia thude, dic bigr la
cde phan img 6 hai @i voi hé co.

Ciic thude v ché protease cua HIV va viém gan siéu vi C (HCV) (nhwe Atazanavir, atanazavir
+ ritonavir, lopinavir + ritonavir). Liéu t5i da rosuvastratin trong trudmg hop diu uj déng
théi véi cdc thude trén 14 10 mg/ | in/ ngay. )

Nén hudmg ddn cho binh nhin ché d an lam giam cholesterol mdu theo tiéu chudn truée khi
ding Rosuvastatin vi duy tri ché df &n niy trong sudt thoi gian diéu trj.

C6 thé ubng thude vio bt cir thai diém nao trong ngay lic d6i hoje no. Lidu ding tdy thude
timg cd nhin dva theo ndng dd LDL-C, mye tiéu didu tr, vA ddp img ciia bénh nhin, _
Liéu khéi ddu khuyén cdo |4 rosuvastatin Smg x | lan/ngdy va phén Iém bénh nhin dugc kiém
sodl ngay & liéu khoi diu nay. Néu cdn cé thé tang liéu lén 20mg sau 4 twiin, Vige ting liu
I&n 40mg chi nén sir dyng cho céc bénh nhin 1dng cholesterol mau ndng cé nguy co cao vé
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. bégh tim mach (dc biét 1a cac bénh nhan tang cholesterol mau gia dinh) ma khing dat duoe
cen tr@ {iéu diéu tri & lidu 20mg va cc bénh nhan niy cdn phai dugc theo ddi thuong xuyén,
pharmacy au liéu khoi dau vivhojic da xéc dinh lidu rosuvastatin, nén kiém tra cde chi sé lipid mau

trong vong 2-4 tudn, va dicu chinh liéu theo két qua xét nghiém.

TrungTamThuoc.com em: i

Tré em tir 10-17 wdi bj tang cholesterol méu gia dinh di hop tir, liéu khéi diu thng thuimg

la Smg méi ngdy. Pham vi ligu thong thuimg 5-20mg x | lin/ngay.

Ngieai cao fudi:

Liéu khéi diu 12 Smg x 1 1dn/ngay.

Bénh nhdn suy than:

Khéng can diéu chinh lidu & bénh nhén suy thén tir nhe dén vira. Bénh nhan suy thin mirc d

vira phai (49 thanh thai creatinin < 60 ml/phiit) duge khuyén ding liéu khéi dau 5 mg nhimg

chong chi dinh & liéu 40 mg. Chong chi dinh dung rosuvastatin cho bgnh nhan suy than niing.

Bénh nhdn chan A: )

Theo nghién et duge dong hoc tai MY trén ngudi Chéu A kba nang hap thu rosuvastatin

trung binh & ngudi Chau A ting gan gap 2 1in so véi ngudi da tring, Nén cin nhic sy gia

tang ndy khi quyét dinh ding liéu khéi ddu S mg rosuvastatin cho ngudi Chau A.

CHONG CHI PINH . Vi
Bénh nhin qué man v6i rosuvastatin hoje bat k¥ ta duge nio cia thube. Y i
Bénh nhan mic b¢nh gan, bénh nhén suy thin ning (dd thanh thii creatinine < 30ml/phit). /"/
Bénh nhan cé bénh 1¥ vé co, bénh nhin dang dung cyclosporin.

Phu ni¥ ¢6 thai va cho con ba.

CANH BAO PAC BIET VA THAN TRONG DAC BIET KHI SUDUNG _
Anh huéng trén thin: Protein ni¢u duge phat hién bang que thir va ¢é nguon goce chinh tir 6ng
thin di dugc ghi nhin & nhimg bénh nhan diéu tri bing rosuvastatin licu cao, djic biét & liéu
40my.

Anh huong trén co xuong: Gibng nhu cde chit éc ché men HMG-CoA reductase khic,
rosuvastatin ¢6 thé gay céc tic dong trén co xwong nhu dau co, yéu co. Khéng nén ding
rosuvastatin cho cic bénh nhan ¢6 yéu 16 nguy co nhu bénh nhén trén 70 tudi, bénh nhan bj
bénh thiéu ning tuyén giap khing duge kiém soét, bénh nhin bi bénh than.

Anh huong trén gan: Cén thin trong khi ding rosuvastatin & bénh nhin nghién nrgu ning
vi/hode €0 tién sir bénh gan. Nén lam cdc xét nghigm enzyme gan trude va khi bit dau diéu
tri bang rosuvastatin va trong tnedmg hop chi dinh ldm sang yéu cau xét nghi¢gm trude do.
Nhimg bénh nhin ting cholesterol huyét thir phét do thiéu niing tuyén giap hofic hji chimg
than hw, thi phai duge diéu trj truge khi bit diu ding rosuvastatin.

Cén nhic theo dbi creatin kinase (CK) trong trurémg hop:

- Trude khi diéu tri, xét nghiém CK nén duge tién hanh trong nhimg truimg hop: suy giam
chirc nang than, nhuge gidp, tién sir ban thin hofic tién sir gia dinh méc bénh co di truyén,
tién sir bj bénh cor do sir dung statin hodc fibrat truére dé, tién sir bénh gan vahodic ubng nhiéu
rugu, bénh nhén cao tudi (>70 whi) cé nhimg yéu td nguy co bj tidu co vin, kha ning xay ra
trong tic thude va mt s0 dbi twomg bénh nhin dic biét. Trong nhimg truémg hop nay nén
can nhic lgi ich/nguy co va theo ddi bénh nhin trén 1am sang khi diéu tri bing statin. Neu két
qua Xét nghiém CK>5 lan giéi han trén cua mirc binh thudng, khong nén bit dau diéu tri
bing statin. . -

- Trong qua trinh diéu trj biing statin, bgnh nhén cin théng béo khi ¢6 cée biéu hi¢n vé co nhu
dau co, cimg co, yéu co... Khi c6 cic biéu hién niy, bénh nhén cin lam xét nghiém CK dé ¢6
cac bién phap can thiép phi hop.
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—.‘ic chit doi khdng vitamin K: Gidng nhu cde thube ire ch
TrungTamThuoc.com THETHETIRTE hay ting liéu rosuvastatin & bénh nhén diéu trj déng théi véi cde chit déi

UONG TAC THUOC
closporin: Ding dong théd cyclosparin v rosuvastatin, AUC cla rosuvastatin ting trung
binh cao hon 7 lan nhung néng dé cyclosporin trong hu gEt weng khong bj dnh hudng.
HMG-CoA reductase khidc, khi

khéng vitamin K (nhu warfarin hay cic thude chong dong coumarin khie) cé 1hé 1am tang trj
56 INR. Ngb.rng dimg hofie giam Ilg rosuvastatin c6 thé lam giam INR. Trong nhimg trudng
hop nhu vay, nén theo dbi tri s6 INR. i
Ezetimib: Ding diing thiri rosuvastatin va ezetimib khong 1am thay i AUC va Cmax cia ci
hai thude. Tuy nhién, trong tic duge 1y gilta rosuvastatin va ezetimib, nhu tic dung phy,
khong thé loai trir, )

Jemfibrozil: lam tang g4p 2 Iin céc chi 6 Cmax va AUC ciia Rosuvastatin, lam ting nguy
cor ton thuong co.
Cac thube ha cholesterol méu nhom fibrat, niacin liéu cao (>1 g/npay), colchicin cling lam
ting nguy co ton thuomg co khi sir dung ddng thév véi Rosuvastatin,
Viée sir dung d&ing thai cde thude ha lipid mau nhom stalin v&i ede thude ditu tri HIV va
viém gan siéu vi C (HCV): Atazanavir, Alanazavir | lenawr, Lopinavir + Ritonavir co thé

lam tang nguy co gy ton thuong co, nghiém trong nhit 13 tiéu co vin, thin hu din dén suy A 11
thin va cd thé gy 1 vong. A=

Céc thude khing acid: Ding dong thoi rosuvastatin voi hén dich thudc khang acid chira
nhom hydroxyd vi magne hydroxyd lam giam khoéng 50% nong d rosuvastatin trong huyét
tueng. Tac ding nay s¢ giam khi ding thude khing acid sau rosuvastatin 2 giér.

Erythromycin: Ding dong théri rosuvastatin vi erythromycin lim giam 20% AUC va 30%
Cmax rosuvastatin.

Thude tranh thai ding uungfll;eu phip thay thé hormone (HRT): Dung ding thoi rosuvastatin
vi thude tranh thai dm‘mg uong lam ting AUC cia ethinyl estradiol 1a 26% va ctia rl.or&.esl.re]
l& 34%. Nén luu ¥ dén mire ting ndng d§ cdc thude nay trong huyét twong khi lya chon thube
uong tranh thai, Chua ¢6 dit li¢u duge déng hec trén nhimg bénh nhin ding déng thii
rosuvastatin vA HRT, vi vay, khong thé logi trir khda ning o6 téc dfng tuomg tu.
Cac thude khée: Chua thiy tuong tic ddng ké vé ml lim sing khi ding chung véi digoxin,
Men n;mchmm P450: Két qua tir thir nghiém in vitro va in vivo cho thay rosuvastatin kh-&ng
ph.’u li chét trc ché hofic cam (mg men cytochrom P450. Hon nira, msuva.statm 14 chét nén
yéu ddi véi cdc isoenzym nay. Sy pia ting nhd ndy xem nhur khong ding ké vé mit lam sang.

st DYNG THUOC CHO PHU NU"CO THAI VA CHO CON BU

Pliy niz ca thai: Cholesterol va cac ché phﬁm cholesterol sinh tong hop khdc 14 cic thanh
phan thiét yéu dé phat trién phéi thai (bao gdm sy 1bng hop steroid va mang 1€ bo). Do cdc
thude ire ché enzyme HM(.:&A reductase lam gidm sy tong hop cholesterol vi ¢6 thé ca sy
tong hop cia cdc thanh phin 6 hogt tinh sinh hoe khic ur cholesterol, cac thude nay ¢6 thé
giy hgi cho thai nhi khi ding cho phy nlr ¢6 thai. Néu bénh nhin ¢6 thai trong khi diéu trj
biing rosuvastatin thi nén ngung sir dung !huoc

Phu nix dang cho con bii: Chua ¢6 dir ligu vé viée bai tiét rosuvastin vao sita me. Khong nén
str dung rosuvastatin cho phy nir dang cho con bi.

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC
Thude ¢o thé gay chonpg mat, nhin mé & mét 0 bénh nhén (1 - 2%). Vi viy nén thin trong
khi dang 141 xe hay dang vin hanh méy méc.

TAC DUNG KHONG MONG MUON
Thuome gap (= 17100, < 1710);



Tiéu hod: ia chiy, téo bén, ddy hoi, dau bung, v budn non, gip & khoang 5% bénh nhin.
ce n traIa‘n kinh trung wong: Bau dau (4 - 9%), chong mat (3 - 5%), nhin mé (1 - 2%), mét ngu, suy
o

pharm acy 'l'hfm kinh -ICG Vi Xuomg: BPau co, dau k_h['!]}‘
Gan: Cic ket qua thir nghi€ém chire niing gan tng hon 3 14n giGi han trén cia binh thuimg, &
QT ETTECRTIMo ngudi bénh, nhung phin [on 1 khong ¢6 thigu chimg va hoi phye khi ngimg thude.
It gap (>1/1000, < 1/100):
Than kinh - co vl xuong: Bénh co (két hop yéu o vi ting ham lugng ereatin phosphokinase
huyét tuong (CPK).
Da: Ban da.
Hé hﬁp: Viém mii, viém xoang, viém hong, ho,
Hiém gap (>1/10000, <1/1000): ) )
Thiin kinh - co v xuong: Viém co, tiéu co vén, ddn dén suy thin ¢dp thir phit do myoglobin
nigu.
Ngoii ra, con céc tic dung khong mong mubn nhu Id: suy giam nhén thire (nhu mét tri nha,/f, >

1t 1an,...), tang dudmg huyét, ting HbAlc. {_};’/
Hieomyg ddn cdch xir tri ADR: :

Céc thay ddi nong d enzym gan trong huyét thanh thuémg xdy ra & nhimg thang déu diéu tri
bang statin. Ngudi bénh ndo ¢b nong 4§ lransaminase huyét thanh cao phii theo doi xét
nghi¢m chirc nang gan lan thir hai dé xac nhin két qua va theo dai diéu tri cho 161 khi cée bat
thudng tré vé& binh thudng, Néu ndng o transaminase huyét thanh AST hodc ALT (GOT
hogic GPT) dai ding Ién qua 3 lan gidi han trén ciia binh thuémg, thi phi ngimg diéu trj biing
statin. Phai khuyén ngudi bénh ding statin bdo cao ngay bat ky biéu hién nao nhu dau co
khiing rd 1y do, nhay cam dau va yéu co, dic biét néu kém theo khé chiu hofic sbt. Phai
ngimg li¢u phap statin néu néng dé CPK tang rd rét, cao hon 10 lan giGi han trén cia binh
thudmg va néu chin dodn hodc nghi ngdr la bénh co. i

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

SUDUNG QUA LIEU &
Khong c6 phuong phap didu tri dic higu khi ding thudc qua lidu. Khi qua lidu, bénh n
nén duge diéu tri tri¢u chimg vé ap dung cdc bién phap h trg khi can thiét.

TIEU CHUAN CHAT LUQNG
Nhi sin xudt

HAN DUNG )
24 thang K€ tir ngdy san xuat. ~
KHONG DUNG THUOC QUA THOI HAN GHI TREN NHAN

BAO QUAN.
Bio quan thude ¢ nhigt d§ dudi 30°C AT
GIU THUOC XA TAM TAY CUATREEM 7~ ™

TRINH BAY
Hép 3 vi x 10 vién nén bao phim

NHA SAN XUAT
DELTA PHARMA LIMITED TUQ. CUC TRUONG
Pakundia, Kishoreganj, Bangladesh. PTRUONG PHONG
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