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DANG BAO CHE: Vion nén bao phim.

DUQC LYC HOC
Co o ke dang:

wo-ryvastatin Saw 10

|1

Rosuvastatn i mit chlt Ue ehé chon ioc v canh ranh enzym HMG-CoA reductass, ld |

ennym xic e qud inh chuyda 04 3-Bpdroxy-3-methylgitand cosnzym A mash
mavalonal, mét tdn chil cia cholestercl V) trf thc dfng chinh cla roswvastatn W pan, &g
Quan dich L glim cholesterol

Rosuvastatn m ting 88 Wiong Ty thd Lipoprotein t trong thia (LDL: Low Densty
Lipoprotesn) trén bé m3t o bao & gan, &3 vy lam tng hip th vh of bda LDL vi dc ché
sy ¥ng nop Lipoproten ty trong rit h8p (VLDL: Viry Low Densty Lipoproten) & gan, vi
vily lam gibm cic minh phdn VLDL va LDL. .

Tac ddng aupe he: i Ny Ty
Acsuvastatn Wm gudm ning A4 Low Densaty Lipoproten - chosasercl (LDL-C), cholester
ol todn phin v trighcend va lbm tirg High Denaity Lipoprotein - chelesterol (HDL-C).
Thulic cing Wm gidm ApcB, nen MDL-C, YLDL-C, VLDL-TG v& e tng Apod:| (e
Bling 1). Rosuvastatn cOng Wm gidm cdc t ) LDL-CHDL-C, C todn phdnMDL-C, nen
HOL-CHOL-C via Apol/Apod-1.

Blng 1 - Dap dng theo léu & bnh nhlln thng cholestercl mau nguydn phdt (logl la va
1) (e thay 08 trung binh (%) 50 vOi trudc Khi didu tri).

Lide ki ABLE | Cwbaphds | MLL ™ ey g Baak i
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Hiju qud Iri Mu dat duoc trong vdng 1 tudn tau khi b1 dlu Gdu b vi DO% ddp Ung 150
da dal duge trong 2 ludin. Dap Ung i vu thudng dat dugc viio khodng 4 fudn vi duge duy
il sau A3,
Meu qud ldm sang:
Rosuvastabin duge chidng minh ¢4 hidu qull & nhéen binkh rhlin ngudi idn 1ing chalesternl
midu, €5 hay khdng o ting tghycend mau, bt ki ching ¥e, gad tinh hay tuli tie va &
nhing nhdm Bynh rhdn dic bt nhu dii thio dudng holdc bAnh nhdn thng cholestanol
méu gla Snh.
T ¢ée &2 Bu nghidn ciu pha 11l rosuvasiatin ching 1 cd higu qull treng Gdu o & niy
héit cdc bdnh nhdn ting cholessero! miu log! la vA 1B (LDL-C trung binh trude ki diby
i khodng 4.8 mmolT)) 0 ede myc thu ddu tr] cda Hi Xo Via Mach Miu Chdu Au
(EAS: Eurcpean Ahrosclernsis Socsty, 1938); khodng B0% bdnh nhdin dudc didu tj
hll;gm:-m 10 mg &3 dat dugc cde muc téu Sdu trf cda EAS v ndag 8
(= 3 mmedT).
Trong mat nghidin cu kn, 435 binh nhin thng ehaleaterol miu di ruydn gla dnh kdu d|
hop W &) dugc cho clng rosuvasiatin 1 20-B0 mg Beo tilt ki &fu chinh 1Ang ifu.
Tihﬂﬂﬂrﬂ“!ﬂﬁ:ﬂuﬂwtﬂh Sl o thc S9ng od kol trin cde ™ing
Spid va dat Suge cdc muc thu dWu trl. Sau khi chih & Iy hing nody 40 mg (12
eafin Sy tr), LDL-C gdim 53%, 33% Bdah nhdln a3 e cae myc Bbu cia EAS v rdng
85 LDL-C (< 3 menolt),
Trong mit aghidin cou md, didu chish ldu ting din, 42 binh nhin tng cholesters! miu
di truplin éu 88ng hap 1 duge dénh gid vl dip Ong debu tr) v By rosuvastatn 20-40
mg. Tl cd bdnh radn nghibn clu ddu od 69 glbm trung bink LDL-C 1 22%,
Trong c4c nghidn cCu Am sing vii =4t 88 igng Binh nhin nhit Snh, rosuvastatn
ching # c6 hidu qud phy trg trong vibs WM gilkm Fighcead ki Gugc sl dung phéi hap
v fenofibrat v lam ting ndag 8 HOL-C khi sl dyng phéi hop vdi niacin,
Rosuvasiatin chua dugc chdng minh W ¢& ™ ngdn chin cdc bilin ching &8 Bin quan
@ sy bt Bdng v lipid nhu biinh mach vanh vi cde nghibn cou vé gdm 1) 1§ B vong
vA gdm ty 1 binh Iy kN dlng retuvastatn dang duge thye hign.
DUGC DONG HOC
Hdp thw:

N&og 83 dinh trong huyét huong cia rosuvastatin dat duge kholng § pid sau kN udng.
Sinh ihil Gung lydt 851 khodng 20%. :
Phin bS:

Rosuvastatin phiin b8 rdng ril & gan 14 nol chd ydu ¥ng hap cholestorol vi thanh thil
LOL-C. Thé tich phin b6 cda rosuvastatin khodng 134 I Kiokng 00% rotuvasiatin kit
Mpmwmmﬁﬂuumnm

Rotuvastetin i bl chuyén héda (kholing 10%). Cae nghidn c0u in vitro vk chuydn héa cb
ldwnnmcﬂuuwa}lm:grmflngmnmmmlmmnw
ehuylin ha qua cytochvom P450, P2C% W soenrym chind tham gla vho qud trinh
chuyén haa. 2C19, 3A4 vA 206 tam gia & mdc 65 thilo hon. CRE! chuydn hda chinn
Mmmuummmmwumwmmmm
hon khodng 50% 80 oI rosuvastatin trong ki dang kacton khing ¢ hog! tinh v mit ldm
sdng. Rosuvastatin chifm hon 80% hoat tinh ¢ ¢hé HWG-CaA reductase bong tudn
Pobin.

Thili inr:

Khodng 90% Iu rosuvaatazn duse thal Ird & dang khang 65 qua phin (bao gbm hoat
chiflt duge hip th vl khdng duge hip Bw) va phdn con lgl Auge bl Bt ra nude Béu.
Khedng 5% duge bl téit ra nude tu dudi dang khing i Thai glan biln thii trong huydt
Tuong khodng 19 gid. This glan bin mdi khdng ting khi ding lfu cao han, DS thanh thii
trong huyfit tuong trung binh khoding 50 R/pkS (M 85 bin tidn B 21,7%), Gidng rhu che
chlit O chill enrym HMG-CoA reductase khic, s vin n rosuvastatin qua gan cdn
06n chit vin chuyén qua mang OATP-C. Chil vin n ndy Quan rong trong vide
Eho i rosuvastate qua gan,

Tinh fuydfo tinh:

Mdc d) tp xic cla rosuvastasn tnh theo ndag A vi thai gian thrg If M wdi ku dlng.
Khdng cb sy thay oSi nko wé cde thang 88 tusic ddng hoc sau nhidu KU cang hang

ngdy.
Cac nhdm béinfy nhdn dic bl
: Tée 8dag clha twéi tic hojc gidl tinh tén duge Bing hoe cda
rosuvastasn khang Ban quan v mat lim sing.
Chiing tde:

Céc nghidn cllu duge déng hoe cho tilly AUC Area Under tw Curve) vk Cmax ing
kholing glip 2 Wn & npudl chdu A & chilu A so wii nguil da trlng 38ng & phucng
Tay. Arh hudng cla cie ylu b5 di n vl m3l trudng a8i vl sy thay o8 ndy chus xke
mm.uuwnmmwnnMemmHanwmnﬁmuwm
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- Ting eholestercl mau nguydn phit (1081 Ih ké ch ting cholesterol miu gla dnh kidu oy
hop BJ) hode réi logn lipkd mau hdn hop (108) BB} & ngudi Kn va bd em 1 8 hdi 13 Mn
La mdt Bju phdp hd g ¢ho chll 33 Un kidng khi béah nhiln khdng dip ung dly &0 voi
€hd 3 dn kbng v chc Ihu phip khidng cung Tudc khdc (nbu tp e dye, gidm cln).
= Tang cholesterci mdu gia dinh knfy Gdng hop 1 Dong bl g cho ch &) &n Kidag va
cdc bign phip deu irf gidm bpid Khdc (nhu tach chil LDL mas) hode khi cdo bu phip
nby Kndeg thich Rop. . o e et L

= Dy phbing DIEn o8 Sen mach

LU LUOHG VA CACH DUNG

Thude nay chi dung theo sy ké don cin bie o

Tradc khi bt dfu ddu trf, bnh nhdn phll theo chi 38 An kidng chulin gdm chalestenol
v B tuc duy il chif 80 ndy trong sult B4 gian diu trl. 5T oyng cde Hudng Dln Déng
Trudn hidn nay vl didu b 180 lan lipid & du chinh Bdu rosuvastatin cho King bénh
nhdn theo myc bdu difu tr] va ddp dng coa bdnh nhln.

Rosuvastatin ¢ thE ding b1 o Kic ndo trong roly, trong kol ngodl bla An.

KPuydn cho bit ddu ddu tr voi v ?llp nhdil mi thude ob thc dyng. sau 06, ndu cdn
Mt ¢6 é ddu chinh Lfu theo nhu clly vl ddp Ong clia Ing npuUBl binh BAng eden
tng bdu Wng da1 cdch nhay khing dudi 04 tulin vh phdl thes o8 cac phdn dng cd kal
cha Bwlic, dho bt i chc phln ng 06 hiai 65 voi b co.

Didu trf cholesterol miu

Lifiu khdi ddu khuydin cdo 14 § mg hode 10 mg, ngdy 1 lin cho cd Bdnh nhdn chua
g ding thule nhdm statin vi binh nhdn ch W ding thulic dc ch HMG-CoA
reductase khic sang ding rosuvastatn. Vigo chon iya bdu kndi @y nén kiu ¥ 86n mic
ehadestercl cda 1ing bédnh nhin, nguy ©o tim mach sau ndy cling rhw khd Adng xby ra
cic 1he Syng phy khéng mong mudn. Co t™hd chinh Bu sau mdi 4 win nfu cln. Vi tdn
#:41 1e dyng khing mong maudin thng ki dng by 40 mg 80 v cae blu thilp han, vidg
chudn du 1n cudi S6n 40 mg chi nin dugc xem xét cho ¢4 Bnh nhlin thng chelesterol
mdu ndng ob nguy ©o cao wi DR tm mach (3¢ bt b cae Benh ARSn ting cholesiersl
miu gia dinh) mi khing dat dupc myc tdu difu 1 & lidu 20 mp vh chc bnh nhla rdy
cdin phdi duge thes ddi thudng xuydn. Cln od sy theo odi clia bac 8Tchuydn khoa khi bit

ddu 0Ung bfu 40 mg.
Dy phang bidn ed tim mgech: 20 mg 1 nghy,
Lidn quan pids Bfy cUS rosuvastatin v teo oo viln el hau §:

Tt eh cAc Binh nhin bt ddu va BSU 10 ma'mdt ansly vA chi ting Bn 20 mg nlu
iy cin il sau 04 tulin, Clin theo obl chit chd &4 voi nRdng trudng hap dung ku 40

mg
Tré om;

Trhemayé - 17 wéc

Tang cholesterci mdu g Enh kidu of hop i Lidu b41 ddu hudng oung W 5 mgingdy.
= Trh oen 1 6 - 8 udic Lifu hwdng ding 1 8 - 10 mg, 1 14n 1 ngdy,

= Trd om W 10 - 17 bobic Lifu thudng dang 83 § - 20 mg. 1 n 1 npdy.

Kinh nghidm v vilhe dirg tudc & 1rd om bj ting cholestersl miu gia dinh kifu 38ng hop
I ehi gidi han trdin mt nhdm nhd trd em (2 8 tbi).

Npuol cao tudi; Khing cn ddu chinh Sdu.

Bénh nhdn suy thin:

Kndng cdn didu chinh béu & cid bnh nhin suy Ihn K nhe ddn wia.

Ching chl anh ding rosuvastatin cho b4nh nhan suy NN AnG [em Chdng chi dioh v
Bfah nhdn suy gan:
uuﬁunﬂcmmmmmdoumwmnunqénr.ungum
nhdn ¢ e 84 Chid-Pugh = 7. Tuy nhidn, mic 89 b mic voi thude ting a &l duge
ghi nhin & nhiing bnh nhdn cé ddim 88 Chiss-Pugh 8 vi 9 (vem Duklc ddng hocl. O
mcrqwmm\anur.unmmﬂnm:mwmuwmmmnw
Chua ¢d lnh nghsm trén cdc bdnh nhin co ddm 88 Chid-Pugh trdn 9. Chinag chi djsh
dung rosuvasiatn cho cbe bjah nhin mic binh gan tén inén (xem Chdng e dnn).

| Chdng 1ge:

Tang mic d) tp xie wii thalc tinh theo ndng 4 vl thai gian ¢ duse ghl nhiln & bénh
mnruu . Diu ndy rdin dugic xem xét kN quylit dinh Bu ding cho beah nhin géc
chilu A,

Theo nghidn clu duoc Ging hoc tei M s ngudl chiu A, ihd ndng Mp P rosuvastatn
dnpwid\luhumx‘n?dnmuﬂwﬂﬂﬂmﬂoﬁﬂnﬂnmﬂumﬁm
& mg voi ngudl endu A. Ching chi dnh s cyng by £0 mg & nhilng bénh nhdn ndy.
Mwuwmmmmmmmnﬁuwmm
HIV vt HCV: .

Gidi han By rosuvastatin 16 da 10 mg mét ln/ngdy khi 80 dung S4ng thal vii atazanaie,
HAranEve + rilonavir, lopinav s rlonavir,

Luu §: D6 voi Wu 6ang 5 mg: Nin sl dyng céc chi phim khic vdi hdm kigng phi hop
(vidn ndn bao phim SaVi Rosuvastatn 5),

| cHona cHl oMK
| = B4nh nhan qud min v reeuvastatn hojc bt oU t duge ndo cda Pulic.

| = Bénh rhdn suy han

|
|

- Bgah rnan mic bénh gan tifin tidn k§ ol ting transaminase huydt thanh kio dil vi
KRAND B Aguydn AN, v khi ndng &) ransaminase byl thash tng hon 3 ln giol han
win cla mdc binh udng (ULN ; Uipper Smd of normaf).

{04 thanh thili creatiniy < 30 mlphdn),

« Bnh nhdn co BYnh i vé co.

« Byah nhin dang dung cyclesporin,

= Phy 1 cb Bl v cho con bl phy nd o8 e o thal mi khong 80ng cde biga phdp trdnh
thai thich hgp

- Lidu 40 mgingdy chiing il dinh cho cie rudng hap: Suy thiin mdc 00 trung binh (C1,,

Anh huging trén thin:

Prctein nibu. duge phit hidn Bling que ™ v ¢6 nguén pic chinh t Sng thin, Ak i
% nhin & nkdng bdnh nhlin ddu tr bling rosuvastatin by ca0, A3 bIGL O Sdu 40 mg,
ﬂlnmmlrmm_y Ihcdng qua hodc thinh tholing xly ra. Protein ridu khing phdi b

o

e T O —
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Shike: P} !hmcﬂgf@m.m#mmmwurmu:m A Ung £b
eyp‘ L vl o0, 446 bebl &8 widi cac Ddon nhdn co piu 18 npuy <o

A b teo
0 65 tufi, bdnh nhdn by mefu ndng tuyln gdp khing duge kifm sodl. |
. N . Lihgn. CAn thao 00 chal ch ce phdn Ung b hpl tiong gud tinh ding
. A 00 xuong nted gdy fa daw 60 va binh ¢d vh mdt a8 hillm trudng hap
o, | P kg g nhin & nhing binh nndn duge didu tn bing rosuvastatin § tiich
G Broe g Bigt & 1du » 20 mg.
Tranh ding dbng thai voi cic thude sau: Gemibrozil, cdc thulic ha cholestirol miu,
nhdm fbrat thde, mack Mu cas (> 19'ngay), cokchicin do ing nguy ©3 10 thusng ¢,
+ Thiln trong khi dung clc thudc ha lpid mau Nham E1a% vl cie thle ddu tr HIV v
vibm zan sbbu vl © (HCWV) vl co ™ Wm Wh=g nguy o0 pdy tn Duang cd, npfudm toag |
nﬂunueﬂvmmmdummmnmdﬂrﬂw¢m rmllcl
]

* Do ndng 83 creatn Linase (CK):
KRang min 30 ndng 85 creatn kinase sau khi vin ddag pdng sdc hodc khi o 8y hidn |
adn cda md nguydn nhin rdo 33 ¢ ™HE Lim 1ang CX vl du Ady ob mF W s2d h kit |
b, Néu néeg 38 CK thing cao ding b trudc kb ddu bri (»5 Wn LLN) thi ndn thye hidn |
=&t 1t rgtulm 36 wic @inh lgi rong v3ag 5T ngdy. Néu 1ét nghidm Wp i nbc dnh
ndng 89 CK trudc khi ddu tri wln i9n hon 5 10 ULN thi khing nibn b41 dlu ddu t bhng

rosuvariatn
Cin nhic theo dbi creatin kinate bong ruding hop:
* Trude khi diu tri Xdt nghigm CK nén duoe tén hish nhdng rudng hop: Suy |
gidm chic rdng thin, nhuige gidp, tifn &0 bin thin haje tifn o gla dinh mbe Bfnh co al
truydn, Bdn sd b bénh oo do sd dung siatin hodc fbral Inidc a4, Bén ol bénh gan |
vSaRe Ling nhidu rugu baah nRAR cas Wi (= TO 1) 60 nhOng yéu 18 Nouy €O b Sy
cc wdn, Krd Fag Ady 'a LSS AL el v MOt 80 300 Qg DD PPdn 330 Dedt T
rhing hop Ay ndn cdn Ande ol €0 vl M0 00! DYAA AAAN rdn Mm sdng
khi didu v statin. Néu kit qub xét nghalm CX > § Lin gidi han trén cla mie binh
Tudng, khiag nbn b1 ddu Sdu vi bing stabn.
* Trong qud trinh &du tn bing statin, bdrh nhiin cdn thdng bao khi cd cde tdu hidn vé
©0 nhy dau co, cing co, ylu co_ Khi o che Bafu hign ndy, bdsh nhin cin lam xét
ngtsden CK 84 co céc bidn phip can telp phi hop,
Trong cdc thd nghdm m sang, kndng nndn tndy g targ dnn hudeg trén co suong &
mA188 1 BHAR ARAA QUNg FORUVELTA Adng IR vOi AL hude knae Tuy rouln, ty ) mic
bdrh widm ca vl bdnh oo ga thng d4 duoc nhdn iy & bt shdn dung chs chilt Ue ehi
enrym HMUG-Col reductase hhac a5ng B3 wik chs gl ondt cln aod hore Wl ¢l
peribrazl cyciosponn, a0x racotre, Mlc khang ndm nhdm asol, cac chll Oc chi
SOy Drotess v S A maciobd. GemiBeorzi lm 1kng npuy 0 bdnh cd kh
Oung 3dng I won wiki chilll Uc ol enrym HMG-CoA reductase. Do viy. sy phdi hop gida
mnmmmunﬁumvummmmm |
At Eint habe siacin df dot duoc sy thay &4 han nla ndng 35 bod ndn duoe can nhde |
by @da b eh va rguy oo o N sly fa do rRdng kit hap ndy
Khing ne dung rosuwrasiatr Oho DAh nfln OO Unh Yang nghelm ong clip Tk ngh
S22 30 b o hodc ob T adn S0 sy T T PR 80 By 63 via (nhy neude ihudn
Rupdt, 5t Foydl D, S phlu. chdla Paiong. rd ican Sén g, nd Bt va churdn Roa
mmmmsmmuzm
maing trén pan:
Gifng nhy clc chlll U el enzym HMG-CoA reductass knse, cin thin trong kN gung
osuvatasn & binh nhiin ghidn fugu ning vAhodc od tdin 83 t4on gan. |
Lam xé1 nghadm earym gan kude khi bt du didu i) bing statin va trong rudng hap ehl |
@nh M sang ylu clu xét nghdm sau 80, Nén agung hode gdm My rosuvastatin ndu
réng 84 ransaminase huyl thanh glp 3 lin gidi han trén ol mdc binh thaang
O rhQng bR nhdn 1Ang chalestensd Tl phdt do thdu nang bayén glip hodc hil ching
Tdn by, thi phOng bieh ndy phil Suge s i trade kh bt Al dung rosuvasiatn
Bdon nhdn oo cas vin 36 v & trupdn Bdm glp nhy aREng dung nap galaztose, thidy
oyl LD W99 PORC AR Ny B GRSt Pl Lol Wy (il Gulog bt ™ iy
TUONG TAC THUGC
Chit Uc ché protease khing MV va HCY
Dung déng tai voi Alazandir; kil hap atazanavir « reonavin; kopinavie « ntonavir Qi
han by rosurastate A5 da 10 mg mot Wamghy
Cyclosporin: Ding 34ng thoi rosuvastatn val Cyciosponn, cAc gid tn AUC ola rosuvasta.
tn a0 hon trung binh gSp 7 Wn 50 vai tn 88 ny & RQUOI Bnh Aguydn khde mash. Ding
:l:;‘qﬂ'ldn rosuvastatn vh cycloaporm khdeg dah kudng d6n ndng 4 cydosporin trong
1 oy

Cae chdl 081 khdng Vitamin K: Gafng nhu chc ehdl e ché enzym HMG-CoA reduciase
khac, khi B4t ddu dbu t hodc tag fu rosuvastatin 8 binh nhin &y tri d4ng thal vol
cdc chit &I khdng vitamn K (nhy warfare) co v lam tng 1 88 INA (temasonad
Normaized Rata). Ngung dung hadc gidm L6y rosuvastatin oo thd lm gibm INR. Tremg |
Adng trudng Bop Ay vy, rdn theo &5 B ol INR
Gemibrosil, cdc thudc hy choleslero! miu nhdm fbes! khie, niscin By coo (=1
@npdy). colchicin: LAm tang nguy €0 16a Puiong €0 khi sd dung 2400 thés vol satn
DOng a8ng thal rosuvastasn voi K ting odp 2 n cée i 45 Cmax vk AUC
cda rosuvasiatin. Dup win 60 Bu 1 céc Clu MONg LS thulie chuydn Bt cho
Iy khdng b haang the dudc 09ng ding ki wii fanafibrat. tuy nhién tuong tie vé duge
e ¢l wly ra
Thiske khing scikd; Durg rosuvastatn 68ng i voi hln dich thule khing acd chia
nhim v magres| hydronid m gidm ihalng 50% ndag 0O rosuvastatn ong Puydt
Wwong KFs wing theds ahang B CIch 2 g0 sau khi OUng roduvasiatn ™ ndng 48
fosuvRitatn tong Ruydt tiong sk gdm 1 hon M hieng guan vE mit Mm sing cla
twang the rdy vila chus b

: Dung ddng ™Al rosuvaitasn vai e
3% Crman cda rosuvastiata. Tuong 14¢ nay e

rormryean Wen g 20% AUG (0-0 va
L 30 erythromyein W thng nhy d8ag

ot

Thude vidn udng ngus thal lhu phip thay thé hormon (HAT: Hormone Replacement
Therapy): Ding déng hal rosuvastatio wii Bulic vidn ulng ngia thal lim ting 26% AUC |
CUa etfurnyl estradesl wa 34% c0a norgestrel NEn u y ddn muc tng rdng db chc chiit
Ny rong huyét twong ihi chon thulc ufing rgda tha Chea ¢0 90 Bu JUOE AONg hot
trén rb2ng Ednh ntdin dung dérg thds rosuvastatn v AT v vi vy khang o8 logl tl
Kl ndeg €8 tc Bdng tuong By Tuy studn, kit hop niy A duge s dung ring rkl & phy
nd trong cic thi rghibm Um sdng v ak duge dusg Aap 14

Digaxin; Dy/a trén cAc o u 1 cic nphun cJu vl uong tac thude chuyln bidt cho thlly
krdng o tuong tie ding k wi mpt Iim sdng khi ding chung v3i digaxin,

Enrym cytochrom PES0: KE1 qull 62 250 nghibm ¥ vilro vl in vivo ching b 1Ang roswvas-
ta3n khing phdi W chdt U ché hodc clm Ung enrym cytocrzom P450. Hon nla, rosuvas-
asn 4 chit ndin ydu cho cAc iscenzym ndy. Khiag ghi nhiin cb tuong tae bdn quan vé
lam s&ng guia rosuwaslatin wii fluconarzol (chill Jc chd CYP2CO vi CYPIAL) hoe
ketoconare (¢t Ue chd CYP2AS va CYPIAL) Ding déng thal traconazol (chill ge ché
CYPIAL) v rosuvastatn m 1hng 28% AUC ola rosuvasissn. Sy ling ndy khéng duge
xem 1 cd ¥ nghia v lm sang. Vi vly, khdag ¢8 huong tic udc do sy chuyén Moa qua
Irung glan cytochrom P450.

SU DUNG CHO PHY NU CO THAI VA CHO CON BU '
= Rotwvastatin chiing ohi dinh inka phy nd ¢4 thal va cho con bl

- Phy nl o 4 mang ™ai ndn 10 dyng clc Bign phip nyda thai thick hop

- Vi cholgstared v cc sin phdm sinh 8ng hop chelestorol khic 18 cin midt cho sy phdt
widn b4o Pl ndn Nguy €O B ting do U< chd enzym HUG-Coh reductase sd chidm Uy

B e e et L R e 1 e e T e e

Cie nghdn cdu i ding vit cho thlly od nhdng bing chung gidi han vé d< tinh trén
Bé gink shn N bR aRdn cd thai irong kb ddfiu i) BAng rosuvastatn thi bn ngung
shudc ngay Wp e

- O crudt, rosuvastasn bai béi qua sfa. Khong co o bbu tuong dng vé sy bkl Bdt qua
s & ngudi

| TAC DONG CUA THUSC KHI LAI XE VA VAN HAKH MAY MOC

Cac nghidn clu o8 riac dnk Anh budng cla roduvaiatia trén khi ning 1l 1e va vin
hiinh mdy méc chuia a0 thye Bida. Tuy nhadn, dua tdn shDng 04 Unh dugc e thi
rosuvastatin khéng thé dnh hudng dn céc khi ndng ndy. Khi L xe holic vin hdnh miy
abn hay § thag chdng mit oo ™ iy ra trong thai gan ddu i,
Théng bio cho Bac sl nhing tée dyng khdng mong mudn gip phil
i 80 dyng thudc

TAC DUNG KHONG MONG MUGN CUA THUGC (ADR)

Che billm of Whdng mong Mmudn GA3c ghl nhin khi ding rosuvastasn thodng nhe v
thodng gua. Trong cac B) nghelm = gdng o4 kefm chang, ¢4 it han 4% bdnh nhin ddu
iri birg resuvasiatin ngung ding thudc do che L dung kHdng mang mudn.

Thutng gdp. 1100 < ADR <1110

R logn ndi tE DAl thio Sudng.

R& logn b thin unh N du, chdng mat

A& logn b Bbu héa: Téo ban, buln ndn. dau bung.

A& loan b od xuang, md bn kit vk muong: Dau co

Todn mdn: Suy ntuge

koo, 11000 s ADA < 1100

A& loan &a va mbd dudi da: Nga, phit ban, mé day.

Hm gdp, 1710 000 < ADR < 11000

A& logn mau va hé Bach huydt Gidm tfu clu

R iogn b anddn dieh Phis dng gud mdn kd cb pha mach
R& loan ke by hda Vb tuy.

A& loan gan myt TAng enzy™ Gan

A loan b g xuong, md Lén két va xuong: B4nh v co (nhi vidm co). tdu o0 vin,
A1 vdm gap, ADR < 1710 000

R loan ke thin kinh: Vidm da dly Tln kinh. MAL & nhd

RE loan gan mSt Vang da, vilen gan.

Rds oan b ca miong, md bn kit vl suong: Dau khdp

RS logn Tdn va BEI nigu Tifu ra may

A& iopn hg snh Suc VU 10 O ram

Cruss nd edn soll?

R& logn e in Trdm clm

RS logn k4 bn wnn RS logn guc npd (it ngd vl 4c mng), vidm da ddy thdn kinh

gl v,
A& kegn hd hip, ngys v trung Bl Ho, khd thi.
N&i eyn b Bdo e Tibu chiy

A& oan da vk mé dudi da: HE chang Stevens-Jahnaon

A& logn hi 00 nuong, md bda kil vd uong. Vidm gln, agtulen Borg hon s AUt gdn,
vibm ca hoal B do men Gich frung glan.

Todn 4~ Phi

- The d4og trbn thin; Proten redu. SU0c philt hedn Edng que thd wil od nguia glic chinh
1 &ng thin, &l Sugc ghi nhdn & nhing bdnh nhin ddu iri blng rosuvastazn. Sy thay &
Ugng protein nafu bl ksing cb hodc ohl od wilt &fn Guong tnh ++ Pabe cao hon Al duge
nhdn By 8 <1% binh nhdin K ddu tr] bling rosuvaststn 10 mg vl 20 mg v khadng 3%
bérh rhbn ihi didu i BAng rosuvattasin 40 mg Luong proben nidu Ling niw 1 khdng oo
holc ¢d vt 4én dudng tinh + dugc ghi nhgn & lbu 20 mg. Trong hdu hit cde rudng Hap,
protein rifu gikm hodc by bilfin mit kN Sp Boc ddu ti DD Wu khdo sdt 1) cée ™
nghidm lAm sdng vl sau ki sd dung thulic cho dn nay chua thd xdc dinh duae nguydn
nhidn B0 guan gida proten nidu v bdnh 2udn cfp tnh hay ndn ridn

Tifu ra mau xult hbn & Bénh ards Sdu 1 vl rosuvastatn v o0 1o Am shng cho thiy
et IOR Aay niy re chm,

- The a4ng trén hi co-xuong: Tae ddng trn h oo-xuong nbu dau g, b4nh co vk més
5 hadm Iudng hop Bdu oo viin 34 duge ghi nhiin & rhiing bdnh nhin duge déu irj bing
rosuvastatin &t cd chc MW va 43¢ bidt & idu > 20 mg

Tang ndng &) CK thao By 0ing duac quan sat thiy 3 binh nhdn Gung rosuvasasn,
ghdln Kdn cac InANg hop nheg, khésng co bridu cPIng va Badng qua Néundng 5 CK 1ang
(=5 Lin ULN). wée dibu t1 nén ngung tam Bal

- The Afng trén gan: Clng giong nhu cic chdt dc ¢ enzym HMO-Cod reductase
khic, tng lransaminase theo ku 41 dugc ghi nhdn & mdt 18 & by nd nbdn ding resuvas.
tatn; phdn a cdc tadng hop dbu nhe, khang ¢ tridu ching vi thodng qua.
Mit s8 e Sung khing mong mudn sy diy di duge bdo cao ki 3 dung thudc rhdm
SN

Sy gdm tnh dyc

-Cie tnadng hop die bebt cla Bdnh phds mS ba, nhit 1A ki Gy tri abi han

TT W edg cdo v tdu co vEn, suy dn rdng v wuy g reng (e yiu WAg rantare
nace) cao hon khigung & Idu 40 mg.

Tré em

Create kinade tng > 10 lin ULN vA cac trdu ching v o3 ki khi vin 63ng hodc ting
Pt 0079 th C Guoc quan sdl iy thudng suyda han treng mbt thd nghim Wm sirg
k8o dbl 52 tulin trin d em vl il vi Anh nkba khi 80 val Agudl ¥n
Hudng cdn cdet nd i

Tam ngung dung Pubc va blo cho bdc ol ddy ir

QuA Ly vA cAcH xU TRI

Tal Bpu vl qui Ifu cis rosuvatatn & nguadi con hgn chi. Chua oo cach du tn d3c hidu
ki qui b, Nfu xdy ra qua My, cdn phii 4p dyng Sdu 1 idu chdng va cac bdn phip
hd o, Thim thoh mau khéag Bm Ling déng kf 45 thanh this cla rosuvastasin.

DONG GOI: Hdp 3 vi x 10 vl

BAO QUAN: Nai khi, nhidt 6 khéng qul 30°C. Tranh dnh s4n)
TitU CHUAN AP DUNO: Tidu enufia 2o 38

HAN DUNG: 3¢ ming ki 8 ngdy shn xudt

Dé xa tdm tay cda tré em

Doc ky hudng din s dyng trude khi ding
Néu ciin thém théng tin, xin hdl y kién Bac st

P Y

TRACH NHIE M TRON VEN

CONG TY cO PHAN DUJC PHAM SAVI
(SaWipharm J.5.C)

L& 2.01-02-03a Khu Cong Nghuép trong Khu Chd Xult TAn Thudin,
Phudng Tan Thudn Bdng, Quln 7, Thanh Ph& HE Chi Minh

e e e e . e o e



