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THANH PHAM: MBi vién nén bao phim chila '

Rosuvastatin 10mg 1
T4 duge: Anhydrous lactose, cellbose wi liﬁ thé, calci

hydrophosphat. magnesi stearat, PYP K30,

alycerol tnacetal, titan diwxid.

DUTC LUC HOG

S-hydroxy-3-meathylghutaryl coenzym A thanh mevalonat, mit

T‘(ll

Rosuastatin 14 mat chat dc chif chon e va canh tranh men

HMG-CoA reductase, A men xic the qué trinh chuyén odi | cdc igu phap khong ding thudc khdc (13p the duc. gidm

DUNG THUGC
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OATP-C. Ghat chuyén wan ndy quan trong trong viéc dao thai
rosuvastatin gqua gan.
CHi DINH

- Ting cholesterol mdu nguydn phét (loai lia k8 ci ting

hdin hop (logi 11b): La mijt i&u phap hd trg cho che df n kitng

khi bénh nhin khdng dip dng ddy o0 voi ché 40 &n kidng v

tifn chét cia cholasterol. Vi tri tic djng chinh cia mswh‘mﬁn L:TMQ cholesterol mdu gia dinh kifu ding hop 1 Ding hb trg

4 gan, co quan dich lim gidm cholestenl. l
Rosuvastatin Em t2ng s6 ung thy thif LOL trén bé m31 & béo
gan, do viy 13m ting hilp thu v di hia LDL, ic chi sy ing hop
VLDL & gan, vivdy lam gidm cdc thanh phdn VL.DLva LDL.

DUDC BONG HOC
. BN

" Hip thu: Ndng 80 dinh trong huyBt Tudng o rasuvastatin

duoe khodng 5 gid sau khi ubng. Sinh khad dung sau khi
khoding 20%.
Phdn bi: Rosweastatin phdn b ring rdi 4 gan, I nd chi

ting hop cholesterol v thanh théi LDL-c. Thé tich phin

1}

khodng 134 L. Khodng 20% roswastatin k€t hgpdi protein
\

huyEt tuong, chi yEu i véi albumin,

Chuygn hoa: Reswastatin it bj chuydn hda (khodng 10%), 1
miit chit nén yEu cho sy chuyén héa qua cylbehrom Py,
CYP 2C9 la chdt ddng enzym chinh tham gia vao qud tinh
chuyén héa. Chit chuyén hda chinh 1 N-desmedhyl va lacton.
Chat chuyéin hoa N-desmethyl b hoat tinh v5u hon khodng
50% so wii rosivastatin trong khi dang kacton khing of hoat
tinh v€ mat 1Am sang. Rosuvastatin chiim hen 90% heat tinh
i ché HMG-Col reductase trong tudn hodn.

Thii trir: Khodng 90% lifu roswvastatin duge thai it & dang
Khting ddi gua phn, phén con lai duse bai tiét ra nude tigh. Thoi
gian ban thdi treng huydt tuong khadng 19 gid. BG Ihanh‘;hﬁ.i
trong huySt tudng trung binh khodng 50 Iivgid. Ging ahu cic
chdt o chf men HMG-CoA reductase khéc, sy van chuyén

roswvastatin qua gan cdn dfn chdt chuyén vin qua mang

cho ohE 8 4n King v& chc bitn pihap tiu r GEim fpid kide
(nhu! by trich LDL mau) hege khi cdc B phip ndy khdng thich
hoip.

LIEU DUNG VA CACH SU DUNG

Trudic khi b4t ddu difu tri, benh nhin phdi theo chg df dn kiéng

thii gian didu tri.

Lidu khai du khuyén cio 1 5 mg hode 10 mg; ngdy 1 1n. Lidu
disng khdii dfu tiy thudc vao mic cholesterol cia ting bdnh
nhdn, nguy co lim mach sau ady cing nhy khd ndng xdy ra tic
néu cdn. Lifu ding 40 mg chi nén duc xem xét i céc binh

nhan ting cholesterol mdu ndng cb nguy co'cao vé bénh tim

| mach (d3c bigt 14 cde bitnh nhdn ting chokesterol méaw gia

dinh), mé khang dat duge muyc tigu digu irj & Ii8u ding 20 mg va
dn thio dbi thing xuydn & nhing bénh nhin néy.

Wt gid: Nén ding libu khii 04u5 mgingdy.
Banh nhdn suy thim,

- B thanh théi creatinin (CC) 30 - 60 miphit: Lifu ban adu
5 mginingay va lifu1di da 20 mgingay.

- B thanh thili creatinin (CC) < 30 mUphdt: Ching chi dinh.

T amy: Tinh an todn v higu qud chua dugc thist Bp.
Biffy tri phdi holp:
Gl han lidu rosuvastatin 85i da 10 mg/ Kningay khi ding déng
thohi Wi atazanavir, phéi hop atazanawir vi ritonavir, phii hop

| Ippinavir v ritonavir.

holesierol A g dinh ki 0 hop t) hod 10T Tcan fipid maw——— |

| chidn gldm cholesterol va tifip tye duy tri chif 09 ndy trong suil ‘
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- Cdn gidm 1iu & b4nh nhdn suy thin v theo dbi chic ning
thdn trong thisi gian theo dii cdc b§nh nhan da duge didu tj v
liéu 40 mg.

- Thin trong d8i vii b4nh nhin cao tudi.

tﬁﬁw nén dimg miaﬁl & bénh nhan n&-unh trang
nghiém trong cdp tinh, nghi ngif do bénh cd holic co thé din

d&n suy thin tha phat do tidu cd vin (nh nhifm khudn hevdt, | thi 1A doe

ha huy&t p, dai phiiu, ch&n thuong, i logn dign gidi, ndi tig va
chuyén hoa nang, hodc co gidt khong kiém soat dusc).

- Lam xet nghedm enzym gan trude ki bdt didu deéu i va trong
truing hop chil djnh 14m sang yéu cdu xat nghidm sau o,

- Gan nhiic theo ddi creatin kinase (CK) trang trubing hop:

+ Trufic khi difu trj, xét nghiém CK nén dugc tign hanh trong
nhiing truiing hop: Suy giam chic ning thin, nhuge gidp, tidn
st ban thin hodc t#én sif gia dinh mde bénh co di weyda, tin i
bj bgnh co do 50 dyng statin hodc fibrat trulic dé, tign si bénh
gan vivholc ufing nhify rupy, bénh nhdn cao i (> 70 wdi) oo
nhiling yiu 1 nguy co bi tiéu oo vin, khd nding wdy ra tuong tic
thulic vi mgt 58 d6i tugng bénh nhin d3c bi¥L Troag nhitng
truling bop néy nén cin nhde igi ich / nguy co va theo ddi bénh
nhén trén ldm sang khi didu tri bing statin. N8y k&t qud xét
nghig¢m CK > 5 Hn gidi han trén clia mie binh thuling, khoing
nén bt ddu didu trj bing statin.

+ Trong qué trinh diu trj bing statin, b&nh nhan cdn thang bio
khi ¢4 cdc bifu hign vé cd nhy dau e, ciing oo, vEu co.. Khi cb
c4c bigu hidn ndy, bénh nhin cin Bm xét nghigm CK d8 cb cic
bi#n phap can thigp phi hop.

CHONG CHI BINH

- B&nh nh&n min cim vai thanh phdn clia thudc,

~Bé4nh nhdn mdc bénh gan tign trifn k8 ci ting transaminass

taryt thanh kéo dai va khdng rd nguy&n nhan, vd khi ndng 06

transaminase hiy&t thanh lanﬁ_hlm"s I4n qﬁha_n trén clia mile
binh thuing (ULN).

= Suy thin ndng (df thanh thai creatinin < 30 mUphit).

- Bénh nhin cd bénh Iy vé co.

- Bang diing cyclosporin,

- Py n b thai v cho oon b,

TUONG TAC THUGE

- Ghit afii khang vitamin K (warfarin): C6 thé 1Am tang trj 5§

INR khi ditng déng thai.

thulic saw Gemfibrozil, céc thufc ha cholestersl mdu nhdm

fibrat khidc, niacin lifucan { > 1 g/npdy). colchicin,

- Thufic khdng acid: Ding ddng thisi véi hn dich thulic khing
id chia nhim va magnesi hydroxyd IlAm gidm khodng 50%

_tm 40 rosuvastatin rong huyt wong. )

yein: Ding ddng thii roswvastatin vii erythromycin

ang 20% AUC va 30% C., clla rosuvastatin, cb

yein lam ting nhu ddng ruft.

- Thudic ngiia thai / iy phdp thay the horman: S8 lim ting 26%

i

AUG ciia ethinyl estradiol vi 34% AUC clia norgestral khi ding’

Todng thai. T
= 5l dung ddng thii wi cdc thudc dc ch protease clia HIV v
wvigm gan sidu i C (HGV) eb thé 1am t3ng nguy co gdy tn
thugng cd, nghikm trgng nhét [ tidu oo van, thdn hu din d&n
suy than v o6 ihé gy tll vong: Gidi han li8u rosuvastatin ti da
_E_rﬂﬂ!rdﬂg!y_ll.t_ll ding dfing thii vii atazanavir, phéi nop
anLnaw v ritonavir, phii hpp Mpinavic vA ritonavir.

TAC BONG cla THUGC LEN KHA NANG LAI XE VA VAN

© HANHMAY MOC

Chang m3tcd th iy ra do d6 nén thdn trong khi I4i xe va vin
hénh mdy méc.

TAC DYNG KHONG MONG MUGN
Tde dyng khing mang mudin thilng gap ahu nhdc ddu, ching
mat, budn ndn, dau byng, dau cg, suy nhuge. Higm gip qud min
k€ ci phi mach, bénh ca, tiéu covin, dau khp, ting man gan,
bénh da diy thiln kinh, suy gidm nhén thirc (nhu m&t & nhd, 16

Jirt..), tang dung husyét, tang HDA,..

- Téing nguy o tfin thuong co khi sl dung ddng thil voi cic

Thong béo eho thdy thudc tic dyng khdng mong mudn g3p phii
khi sif dung thuse.

- OuA LIEU v X0 TRi

Khdng ¢ phudng phap difu tri ddc hidu khi ding thuc qud iy,

Khi qud lifu, banh nhdn ndn duge didu trj trigu ching va 4p

 dyng céc bén phdp B rg khi e thiét, Nen theo doi chic nang
gan va néing 5 CK. Vige thim phan méu o6 th khdng c6 ioi.
HANDUNG 36 thing ké tif ngay san .
BAOQUAN  Noi kho, mét (dutii 30°C). Trénh 4nh sdng.

TIEUCHUAN  TCES.

| TRINHBAY  Hp 2 i, vi 14 vitin,

cONG Tv cO PHAN PYMEPHARCO
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