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TUHUUNG DAN SU DUNG

7 f]
Vidn nén bao phim NN2CI G5
ULTROX 884
(Rosuvastatin Smyg va 10mg) TIALEAE;

ULTROX Smg

‘Thiish phis

Mbi vith niée bao phis el

Hopt chde: Rosavastatin Smg (dwoi dgng Rosavaetatin calei)

Td dee:  Lactose monolydret, Culei carbonst, Microceystallin celdalose PH 102, Crespovidon CL (Kelliden CL).
Hyddroxypropyl celhulose-SSL (HPC-SSL), Magnesi searal, Kodlicoa IR miu ving sunset, Kollicoat IR miu 11, Quinolin
mun ving, Kallicom Prosect, Tule,

MG th: Vidn ném bao phim biah trim, méu ving,

ULTROX 10mg
Thinh

MU viln nén bao phim chirs:

Hogt chift; Rosrvastatin 10 mg (0! dong Rosivasatin caki)

Té dwpe: Lactose monohydra, Calci carbonm, Micresrystallin cellulose P 102, Crospovidon CL (Kollidon CL),
Hysdroxypropyl cellubose-SSI1 (HPC-SSL), Magnesi stesrul, Kollivost IR esdu viing sunset, Kollicom IR mis 1ieg 1),
Kollicoat IR Carmin, Kollicon: Protect, Tale,

M td: Vien rén bao phim tron, mda hdeg.

DUQC LUC HOC:

Whtim dege 1y: Thude ire ched men kil HMG-CoA
M ATC: CI10A ADT

Co chi bost djng

Resuvassatin B mdt chit fc cdd HMG.CoA reductsse canb tranh vi o6 chon boc, enzym chuyén 880 3-Bydrony-3.
Mm coenzym A teinh mevalomar, mii téa chilt cholesterol. Noi hoas ding chil yilu cita rosavastatin 8 gan, co gean
e chodesterol.

Resavastatio Hm thog + heong thyy i LDL trén bE mie 1é bbo gan, tieg exdeg sy hitp tin vt df béa cbs LDL va tre o sy
thog bop VLDL & gan, do db lim gidm thng 58 cie ot VLDL v LDL.
TAC DUNG DUGC LYC:

Roswvastatin Mm gidm sy thng LDL-cholestoral, cholesienol tohn phdn va triglycerid vt lim thng HDL-cholesterol,
Resuvastatin cimg b gidm Apo B, Non-HDL-C, VLDL-C, VLDL-TG va thng ApoA-l {xem Bing 3). Rosuvastalin cing lim
gitim LOLCHDLAC, CHDLAC ton phia v Non-HDL-CHDL-C vib 1y I§ ApoBiApoA-L,

m::n:s“nmuuammmwmmwmi Tha vih 11b) (e thary 44 trumg bish (%) 50 Vo1
Trudx khi difs tri)

T % M3

LI |

e
| Lidu beymg sl.;e:n LDLC | CTedn ; Noa-HDL-C Apol ApoA-l

| G doge 1 3 ] 3

-] =45 231 -34
10 <52 -16 ~42
o) -44 40 A6

40 63 46 -34

T dung tr B¢y dot duge trong vong 1 tuls sse kivii $lu didu tri vi 90%% dip dmg obi mu dut duge trong 2 tudn, DIp dng thi uu
thuieng dat dupe vio khokag 4 tuln vi dpe duy il sas 46,

Higu qui v4 45 an tedn Bim ng:

ULTROX 0 hidu qub & biak nhin mgein lon tiag cholesiorn! mau, o6 hay khing ob ting trighycerid mis, b ki ching 1,
w00 tinh, wdi the vi & cdc nhéos bink nhis & bigt nhir binh nbdn tiks datmg. bode binh nhin thag cholesterl mibw gin dink,

Tir cbe d fidu wog bop pha 11, rosuvesiatin 4 dege ching minh 1 o6 hidu qui rong vide @ trj & da b bénh nhin tng
cholesterol mau logi lla vé 1ib (LDL-C co bia trung binh khodeg 4.8 mmol1ir) theo adc mye tidu dit tri cle Hii Xo vim
Mach miu chi Au (Eurapean Atherosclerosis EAS; 1998) cdmg nhin; kioing B0% sd bioh nhin duge dibs v
Fosuvastlis Iﬂ‘l\gllﬂdcmu:lﬂuﬂlliuhm mic LOL-C (<3 mmol/lin).

Troeg mit wumm_w:hru-mmmtummmwmmmmua&wmg
g&uw Ké ik chinh Hidn ting din. Che thity th ol che Tita oo the dung e i trén i hdeg 38 lipid v dot me tidy
.
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TU HUCONG BAN SU DUNG

Sau kbi didu chikn B hieg nghy déa 40 myg (12 tuin difu ), LDL-C & glies $3%. C6 33% bénh nbdn die duoe cde mye
tidu cla EAS v mise LDL-C (< 2 mmod i),

Tromg mi thi sghidem nhiin mo, didu chinh ids thng din, 42 bisk nhia tag cholestorol miu gis dink kb dbng hop 1 dupe
dih gis &ap (eg vl rasivastitin 20 - 40 mag. Troeg thag bénh nhin nghidn ¢, déu o6 mie gidm 1LD1-C truog binh [ 22%.

Tromg che rghiém ciru W sing voi 54 hagng bénh shie nhit dinh, rosuvastatin 48 dsge chitmg minh 18 ¢b hidu qud phy e
wmm;ﬁuwmsmummmmwmmum«cmu&mmwwﬁmtm

Tromg mit nghan cins bim shag da trang then, e 30i, 35i chimg vl placebo (METEOR), 984 bénh nhitn tir 45 din 70 rodi va
o ngwy <o thilp 48] vol bénd tim mach vinh (thang didm epay co Framingham <10% trong 10 ntmy). LOL-C trung bink 1 4.0
minollit {1545 mg/dlL), sbmg xo vita dmg mach dudi lim shng (phi bign boi &6 dity ndi trung mie ddeg mich cinh) nghy
nhife vl rosuvastatin 40 mg b ngly st Hn bake gid duge tromg 2 sim. Rosuvastatin giim diag ké 13 13 tidn rién cla 69
dlty ndé erusg mac ddng mach cinh (CTMT) 14 da voi 12 vi i do ddng mach cinh so sink vai gid dwoe bling -0,0145 mm/nim
[95% kbodng tin cly 00196, -0,0093; p <0.0001]. Ty ¥ thay i 50 voi hen dlu 18 -0,0014 mm/ndm (-0.129%5am (khong cd
¥ nghln) di voi rosmvastarin so vii gi dege 14+ 00131 mm i {1,12%mdm (p <0,0001)) Khéng ob teomg quan trpe tiép
i gidern CIMT vh gidem nguy coo bidn o ths impch viin chan duge chiimg mish. Din 50 nghitn oo trong METEOR nguy co
thilp bénk tim mach vish vi khing dyi ditn cha myc tidu din sb cia msuvastatin 40mg. i 40img chi nén dupe quy djnh &
bt bénh nhin ting cholesterol miu ning ¢6 ngey co tine mpch cao (xem phim lidu dung).

Nghitn cini JUPITER (Justification for the Use of saatins in Primary prevestion: an Intervestion Trinl Evaluting
R in), the Guee: cia in v sie xult hidn cika cdc hiln ob Benh tim megch xo vt ddog mach chis yéo dioe dinh
i O 17502 naem (240 nillem) v 0ar (260 1)

Tham gia sghitn ciu dupe phin nghu ohidn & ding gid dage (v = $901) hode rosuvastatia 20 mg mét Ha hing ngy (n =
$901) vk duigs theo 40 tromg i thisi gian truny bish 2 lm,

Nbng 89 LDL-cholesterol gidm 45% (p <0.001) trong shim rosuvastatin so véi nhém ding gid dugc.

Trong mit phiin tich phin sbdm hju kidm (post-hoc) trén cac 8] tugng ¢d sy oo cao vii thang dém nguy co Frami
0 bin > 20% (1.558 &5 srong) cb gikm ding ké 1 vosg do tis mupch, AR qiry vA nhéi miy co tim (p = 0.028) Kbl ditw
rosuvastetin so voi glb duge. Vide gilm nguy oo tuydt A 1 18 bidn of tin 1000 binh nhdn/im 14 3.5,

méwwm&-}-dﬂMﬂmmrqwmmu-o.mnmmmmmmmmmm
nhom ob ngiy e ca0 cia che 81 nrpmg 9302 abi tuyng) wéil nguy ca SCORE co b 25% (ngopi sy bap gl cée
O surgmg trén 65 nedi) A <o giim ddng ke 1 vong do tim mpch, dé€ quy va nhb] miu co tim (p ~ 0,0003) di 1 rosuvastatin
50 w6 ik dupe. Vide gidm npuy co suyde 48 trong t 4 cic bifn ob 16 5,1 tn 1000 binh niin/ndm. Tdag 58 ok vong khing
thay dbi troag nhom o nguy co cao nly (p = 0,076),

Trong thit nghifen JUPITER co 6,4% aAi tegng rosuvatatin vit 6,.2% ¢ tugmg diing gih durpe neang thude nghidn
eﬁ'udnnﬂ.ﬁ:dum'np’lf,(.khléndhﬁlﬁgﬁi&ﬂh&&ﬂcmdiﬁﬂﬁ&nw(&mmm“?ﬁ
{0.03% rosuvastatin, 0,02% gid dapc) v phit ban (0.02% rosuvastatin, 0,03% gid dage). Cic tic dung
& 1 1 1m bom bajc hing gib dirge 1 viém nhifm dudmg tidt nidu (8,74 rosuvastatin, 9,6% ditng gid
duge), vidm miil (7,6% rosuvastatin, 7.2% ding gis dupc), dew hamg (7,6% rosuvastatin, 6.9% gib dugc) va dus ca (7,6%
rosavastaten, 6,60 dlmg gl dugc).

Nhim bénk nki:

Trong mix oghién cira 12 tadn, ngle nhigo, da rung dim, i 30k, d5i chimg voi gid duge, (n = 176, 97 sam va 79 n0) tidp
theo b pha dida chind lidu rosuvastatin, 40 e (0 = 173, 96 nam vt 77 o), nhn ma, bénh nhan 10-17 mbi (Taaner &5 11-V,
Bénh nhi 0 phil 00 kinh ngedt it ehl | mm) voi thag cholesterol mdu gia dink df bop ding rosuvastatin 5, 10 hode 20 mg
e b dupe mii ngky trong 12 tude v s 40 te ch deg rosuvistitin himg npdy treng 40 min. Vo nghia o, Kiokag
30%% bénh nhitn 10-13 i va kbodng 1 7%, 18%, 40%, vi 25% cd Tanner 83 11, 111, IV, V, inong img. LDL-C 41 gidns 38,3%,
467, v 50.0% boi rosevastatz 5, 10 va 20 my, teong ime, 30 woi 0,7% gk doge.

Vo cubi cia tulm 40, nhiin mo, didu chind Béu mpe thiu o thi & 16 20 mg m3i aphy mée Hn, 70 biah shdn roog 54 173
bednh nlvin (40,5%) 88 A3t duye: LDL-C mye tidu dudi 2,8 mmol/ |

Saus 52 vk mghide ety didu tri, khdng cd Sk hutmg 0 ting troimg. cin ning. chi 58 BMI hodo trudmg thish tish dye phic
bin (xemm phln Thin trgng). Thit sghifen iy (n = 176) khdng pird hop 84 50 sénb cic the dung phy.

Roguvastatin clng & dwoc sghifn o tromg mdd nghidn obu 2 nlim sisin mi, chinh life din myc tdu & 198 wé em véi thng
cholestorol mbu di hop gin dies tir 6 ds 17 bl (88 nam vit 110 nd, Tannee 33 < 11 dén V). Lidu khoi ddu cho th i cic binh
nlidin B ressvastatin dmg modt U, Bénb nhiin tadl i 69 midi {n = 64) o6 thé didu chink dés llu 18 ds |0mg ngty mde
Ein vk ey sl tudi tir 10 dba 17 sedi (n = 13:4) véi labw obi 8o 20 mg meBi ngdy mit Hes.

Sau 24 thing dits tri voi rosuvassatin, gidm phiin tram cb nghls 1S mir gt 7] LDL-C co bdn 14 -43% (ban diee 236mp/dL,
Thing 24: 133 mp/dL). Cho mbi nhdm redl, LDLAC phn i €0 nghia LS b che gid ir] oo bin <43% (ben dlu- 214
mg/dl, Thing 24 124 mgidL), 45% (ban @lu: 234 mg/dL, 124 medl), v - 39% (ban @lu: 241 mg/dl, Thisg 24: 153
mig/dL) wong che nhém tubi 6 dn <10, 10 dén <14, vi 14 dn <| 8, tuomg (mg.
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TU HUUNG DAN SU DUNG

Rownaitatin Smz. 10mz, 20mg vi oling it dupe alilng thay dbi ob ¥ nghls thing L8 1o vii ban din cdc thay 465 lipid vé
lipoprotein thir clp s HDL-C, TC, son-HDL-C, LDL-CHDLC, TCHDL-C, TGHDL-C, non-HDL-C/HDL-C, ApoB,
Apali/ApoA-1.

Nhitng thay b sy 1 theo hirmg il (hige dip img lipid va duge duy i hom 2 .

Khng fish Ysimg ddn thng tnsdmg, cin ndng. chi o8 BMI hode nséng thtnl tah dyc due piit hiée e 24 (ing didy trf (uem
mye Thin troag).

Co quan y & chdu Au 8 midn nghis vy nip kit gub nghidn cin v rossvastatin trong 1t ¢ philn ci nhom cia din sb té em
trong dids tri thng cholestono! mdu s dink cac Tarp 1, il logn Yipld mi 58t hgp (hdin hop) nguy@n phit vi rong nghn
nipiin cbc béoh tim reach (e phin Libu dimg 8¢ bide thong tin vé vibe s dung cho tné em)

DUGC DONG HOC
gu:u&;uw:.mmmaiaammswmmmc;smmmmmm

Phin bl Rownvastatia dupe phin 50 rdng el & gan 14 noi chinh Wag hop cholesterol vis thanh theil LDL-C. The tich phisn bd
ciia rowsvastatin khodngg 134 it Khong $0% rosuvastatin gin két vin protoin hayt lwong, chi yéu viri albumin.

Chuydn bin: Rosuvastatin chayén héa han ché (khodng 10%4), Trong nghién cin in vitre v chuyén hoa ob sir g 1 bko gan
gl cho thly rheg rosuvastatin b et co chifl ybu cho sy chuyén bda dya tris eytochrons 4SO, CYP209 1 isoenzye chinh
tham gin wio qui trinh chuydn hoa, vis 2C19, 3A4 va 206 tham gia & mie & thip hon. Cie chdt chuyén hoa chinh duoc i
Ejnh 18 N-desmethyl va lsica. Chlt chuyén boa N-dessethyl o0 hog! tsh it bon khodng 0% so v rosuveststin trong khi
dang lncton dupe xem [ khing ob hopt tinh trén Bm sing.

Rosuvastatin chides hom 90% hogt tish de ché HMG-CoA redactise trong taln badn

Tk e Khodng 90% libu sosuvastaiin dege tai i & domg khieg thay d3i qua phin (bao ghm kot chiit duge hdp thy va
Koz duoe hdp thy) vi phita con lpl duoe 145 e qea minds 13k, Khoding 5% dege thiti trir dudi deng kbang thay 85 qua
rarte 1. Thin glan bin thid tromg huyde tiromg khodng 19 gib. Thix gian bim thii khoeg theg khi ding liéy cao bon, B tanh
theki irong bayét turwmg trang bish khoang 30 1/gid (he 38 bidn thidn 21,7%), Nher vl cde thude de ché HMG-CoA reductase
hdie, w vin chuyén rossvastalin qua gin lidn quan ddn chilt via chuyés qua ming OATP-C. Chdi viin chayés ity rivt quas
tromg frong vide dio thibl rosuvantatin qua gan,

D tuyfin timh: Max 1idp xibe todn Silis o rosuvastatin g t5 1 thude voi lidy dimg Khilog ¢ sy thay 851 vé cic thang o
Nhimg ahdem bfah nkin djec b

Tudi v i tinh: Khing co the g lidn guan dbs tudk the hay o tish teén B shag vé dusse d0ag hoc cin rosavastatin &
nguii Iom. Dupe ding boe cda resuvastatin & tré em wi thanh thidu nidn vl ting chalesterol miu gia dink o) bop ob twong v
nbwy & eganin Wm tnh sy,

Chiing the: Nghidn cins duire ddng hoe chio thby tng eln sdp 2 Hin AUC wh Conax trunig blnh & cde i nnpng chius A (Nisjt
B, Trueg .nnlipmvmm«anm%)mmgwd-ﬂ.;muA-Anaomuyung&-l.nhwcn
Cmax trung binh. Mic phin tich dupe &leg hoc the quln thé dis oo cho thly khing cé sy kivie bift dya trén lm uing duge
Smy gi0m ahém ngwin da (rfing vi da den,

Suy thijin: Trong mit aghién cluw & sbdag moundd od mic d0 suy thin khic nhay, bénh by Bén trung bink Khdng ke
tnimg didn sheg 4 rosuvasiatin hu;&iqhﬁchﬁczthﬂdwndot mmﬁhxa((&clqm
mbﬁ)dduﬂtukmtﬂmﬁ;*?lhvi 84 chalt chiayén hda N-desmethyd ting ghp 9 lin so voi
ity tink ngeyén khoe manh. Ning 80 rosusastatie trong huyis neong O trang B3 dn dink & cdc 341 tegmg ehary thin nhis tso
0 hom kdodng S07% so vin ngudi tnk aguvie kisse mgnd.

Suy gan: Trong mit nuhidn cine & cic i 91 mitc 4% suy gan khic shan, khing cé bing chimg v ming mirc tidp xic
rosurvastatin todn thin & cie 80 ugng ob didoy 0 Chaki-Pugh = 7. Tuy ohidn, hal d8 tugng b didm <b Child-Pugh § vh 9 cho
thhy tfing mac tifp xix rossvastatin toin tain it shdt gip 2 Hn so voi cic 34 hegng o didm sb Child-Fugh thip hon, Clum co
Kinh mghitm 0 cic bt hromg < didm b Child-Pagh trén 9.

Da biah di truydn; Cic chie e ché HMG-CoA red bao ghon cb Tidn quan &én chdr vin chupdn protcin
OATPIB vh BCRP. O nhitng bénh nbdn ds hinh di tndn vii SLOOTDE (OATPIBI) vihale ABCG2 (BCRP) ¢d nguy co
gla ting mie tdp e voi rosuvastatine Da hinh ch nhda cia SLCO BT ¢ $21CC vA ABOG2 c.A2 | AA His quan v neic tidp
il rosuvastatin (AUC) cao how 4o wii ity gen SLCOIBI ¢ S21TT hole ABCG2 ¢AZICC. Kidu gen oy thd sy chum diroc
thide 13p tromg thigo hikah Mm g, nhimg & shdng bink nhin duge bilt cb nhing Josi da hinh, B rosevastin dieg Ning
nizhy thitp duge Khuyds cho.

Boh shiin Nhi: Hai nghién cin duge ding hoc rosuvasintin (vién) diing, cho bénh nhi ob theg cholestarol mia gin dinh ) hop
ik ol vl 10:17 boje 617 (shag ofng 214 bink ohim) d¥ ching minh ring mire tilp xte & bisd nhi xudt hibe chi bing hode
thiip hiom 50 voi bimh nihda nguds lm. Midc tiép xde v rosuvasiatin 48 duge dy dodn +& libe lgnyg vi thin gim trong ihoding
théri gian 2 nle.
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CHI BINN:

Didu trj thng cholesterol mbu: O wgabi ln, thask thids nbén vh tré em 1 & tdi ird Lo ting cholesterol mbu nguyén phit
(logi Ma ké ¢4 tinjy cholesterol mén gin dink kit dj hop tir) hoe réi foan bipid mdu he hop (o 11b); ding Ulirox nhir 14

B trg cho ché 8 in kidng khi bénh ahdn chie dip img iy 40 voi chi 40 fin kitng vé cic Bdu phip khing ding
khae (vt g abar tp the due, ghin sin) 15 chs &

Tang cholesterol miu gis dink kidu sbng hop tir dang Ultrox ohu 1 mt thube b 10g cho chi 48 4n kitng v cdc bidn phap
dila trj b liphd khde (vi dy nhas ly trich LDL miu) boge néu cdc didu trj nay chesz phil hop.

cibe bidn o tim mpch: Phong ngia chc bidn ob tim mach o véa & Bluh rihin dunge i tish <6
ot = o el g e Y g e e oy e

LIEU LUGNG VA CACH SUDUNG:
B diing: dindmg nlng.

Trwe ki bt dbes didu eri. bénh ahln phai taeo mir chi 45 an chukn yidm cholosterol v tidp tue ehé d) an kidng iy
mmﬁd,mhmnum&mmw:ﬁm tri v dip dmg ciia timg bésd nhin, wi dyng Heong iy
2 than hign nay.

ULTROX 00 thé awgc ding bt ki thoi gian nbo trong ngiy. €6 hobs khdeg co thée dn.
Didu trf thng cholesterol man

Ly khasi dtbs kharydn eo 1b Seng hode 10mg? Yin, whag il mgdy mt K cho b binh sl clivea timg dang thube nhom statin
:‘mnmmu;%mmkcmmcammmmmmx%m tid ki &l mén
$m timg, nidn vi oguy co tie mpch s sy [T e cia cle
ulu.wmmdumwﬂpmw:lmumma -fudnundnnhu:m
muesg muln ting khi dimg lidu 40 mg w0 vai cée ik thip hon (xem Tde dng Mo o madan), vige chudn a Fin cubl oén
40mg chil pdn duge xem wét cho cae bénh nhis tling cholestierol iy ning ¢ npuy o cao vé bin tim moch (& bift 14 céc
bénh nhiin thag chelesterol miu gia shitng i mi khoag dat duge mpe B dido o & ke 20mg v cic binh ahin oiy
ch phdi thoge theo i thutmg xuyin, Cln o6 sy theo 931 o ehi o bic 5P chuyén khos kivi bis dhe dimg by 40mg.
Nagiin ngirs cie tai biln tim mpch:

Trong nghidn céu gilm oy co tai bibe tio sspeh, Iy dong 1 20mg mdi ngay,

Bfoh nhi

Sir dung thade cho biah nhi chi nén dirpe thee ida bAT cde crayla gin.

Tk em i thanh thiéu pién bz 6-17 tadi (Tanner B9 < [1-Y)
?mmummmmumwmﬁmmammﬁhmm&mma

=
-]

'

i
3
4
5
3

+ () tré em vy 6 din 9 rusbi b tang chalesteral mau gin dink kibe di hop tir, Ksodng libu thong thisdag 16 S-10mg. agty udag mbt
T, An todn v bide qui cis lidu 16w bon 10mg chim diepe sghidn et trong din b nby.

+ DB vari ert em &1 10 dn 17 i bi teg cholesierol man gia dinh kidu &) hop ni, khodng 1ids thing thikmg M 3-20mg, uing
m§ nghy mdt WAn, An 10an vé hifw qub cin 1 10 bom 200 chies duge nghidn e & din 56 niy.

Chitih lidu nén diros tién hinh liry theo s dip dng vi khé nbng dung nap & méi ci ahdn binh nbi, theo Khuyén cba cis cic &
nghi @idu erj athi khow (xem phis Thdn trong).

Tré em v thanh thids nifn nin ks theo cbd & dn kitng chidn cholestcrol thdp rede khi bit Ay dido tri rosuvastatin: o 4
8 kidng nky edn duge tiép tpe trong khi didy 1) rosuvastatin,

Kl;eh“umdmlwawmmmmmwmm;mmuwmmmﬁnunmﬂ tir
8 dén 17 tadi

Vidn resuvastatin 40msg kbdng thich hop o s dung eho ede bih nhi.
Tré em dundi 6 1udi

S an 10dn v higu qok s dung O e em it 6 tedi ches deoe ephibe cine Vi vily, ULTROX khiog duoc kiwvén cio sa
dyng cho tré em duti 6 udi.

Sér dyog b ngeid coo tebi
Lidu khati Qs Seg dhrge Kividn o o b sha wén 70 todi (xem phikn Thils trong), Khong cin ihiés diéu chinh lida,
Liba ting & whitng binh nkin suy thin

Khong cla thidt didu chish lidu & sbling bénh sbdn suy thin obe & trung bink. Liu khoi by Kiuyen cho 16 Smg & binh
nhin suy thie vira (D9 thanh thii creatinin <60 mliphit). Liku 40mg chi dinh & ahilmg bénb shda vey tddn virs phii.
WVide it dyng ULTROX 6 e binh ahdn suy thin sdng chng chi dinh cho sl ¢4 cic e
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Liku dilng & biah ohin suy gan
Khdeg co ug gia theg mirc tibp xic tode thdn cia rosuvastatin @ che binh shdn ob didm sb Child-Pegh < 7.
Tuy nhidn, mike tp x0¢ toks thin o rosuvastatin hng 88 dwoe quan 4 thiy & ¢he beak nhim od didm o Child-Pugh 8 vi 9.
O whitng bésh shin rdy vidc dish gid vé chixc nAng thin nén duwoc vem xét (xem philn Thin eoag). Chun <o kish sghitm
disng thobe & che bink nhvn o dikm o Child-Pugh trén 9. ULTROX ching ¢hi dinh & nhitmg binh shdn mic bénh gan phit
tridm {xem mvpe Ching chi dinh).
Chilng 15

mibc 4 1ip xic 1odn thin cila thade & dwge ghi s & che i negng Chis A (vem Phin Ching cbi dish, This ronjg).
momdunu':liéuwwwoh cho 14 Smg cho bénh g&:i Cic iy 40mg chéng chi dinh & nhitng hixh nhin
by,
Da hinh di truyén
Logl da dgng & onuydn cy thé dupe dilt ring o6 thé dlin én ting moc dép xiie cda rosmvasmtia. P val nhitag Binh nhin
dirge bids co cic loai da bink cy the nhe viry, ke ULTROX hing nghy thip hon duge khuydn cio.
Litw ding & nhitng biah abin €0 che v 16 dia ddn binh 1§ co:
Lidhu hhiré thu Khuydn cho 1 Smg 6 cde binh nbiin o6 nhimg yéu 1d dln &én Bénh I3 ¢o (xem Phio This trong).
Liu 40mg ching chii dish & m¢ 0 bnh nhin by,
Didu 1r] ddag thivi:
Rosuvastatin B mix chdt ol ciim chdt vin chuydn protein kidic nliau (vi dy siter OATPIBI vh BORP), Cde ngay <o binh Iy co
(bnwdtibwvh}hIhthrhdnshhuuwxwimhkmdﬂmdﬂhhwﬂm

n-xdnumulkwich mmwtviaﬁmhwhd&ﬂkﬂmﬂii
uungddn}qr hgp cla ritonavir vir vir, Jopi vivhade (xem Phdn Thin trons v Timg e 13
Bit it khi ko 6 the, thy thé thebe khiic nin Sage xem vét, vA, s cin hidt, xem xé agamg didu trj ULTROX tym thil,
nganh mi dimg dog 1hin cie thode niy voi ULTROX 1 khong thé trésh khoi, loi kch vi nguy <o cia vite dids tri
difumuummoxmmwd-dmmnphb1mnuu¢}

cm)mcmamn

- cﬂqmqnngmvmh pisli byp v cde thabe ire ché CYP 344 mank ahiw:
© Itraconseol

- Telithromycin

- Thwbe &z ché protease cia HIV
* Boctpeovie

‘l'm‘

Nefarodon

Posaconsrol
- Gemfibrozil

i
{
i
1
s

Danagrol
- Chibmg cbi dinh phii bop cic thude Verpamil, Diltitzem, Dronedaron vos ché phidm co kam heong simvastatin > 20 mg.
uu.moxew;mm
O nhitmg bih shin qui min v rosuvastatin bode b ki 14 dioe ndo ciia thudc.

Omm&hub&hmﬂﬁiﬂnbﬂlﬁud tng transaminese haydt thanh daf ding khdng gidi thich duge vi bie
ki thog transamisase Iuyét toong vt ged 3 b gidi ban tén ol ULN mise binh thasdng
« (03 bbby nledin sury thin ndeg (4 thanh thii creatingn <30 miphit).
- O) nhiteyg bémd s c6 bénh 1 vi oo,
« Phy o trong thid gian mistg tha v cho con bé vit & ply ol cb thé nsng tial mk Kbing s dyng che budn phip wanh thai
shich hop.

Lirku 40my chlng chi dinh & nhitmg bénh nbdn cb cdc véa 16 diln dén binh Iy vé conidu co vin Nilng yiu 1 niy bao glox:
Sury thij viza (34 thash thil cresinin <60 miphit)
Sey gilp
Tién 5 gha ok hoge o mhin co cée rbi fogn co bap di tnayén

Tidn sir tnadc by cd A tinh trin co bip voi thude e chl HIMG-CaA redustnse hodc bt
Lam dyng rirgu
Tinh sy Uing nbog & trong byl teong o6 the xiy m
Bénh nhiin Chitn A
Sir dyng ddng thir voi céc fibewt, (vem Philn Thim trong, Tiwong the vl Duge dngg bos)

s 7 n

L R

MR s
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CANH BAO VA THAN TRONG KHI DUNG THUOC:
Aub huong srén thin

Protein nifu, dege phit hifn bing cach kidm tra que thir vi o ydu cd ngudn gbe iz
nhiin dsbu trj voi rosuvastatin tdu eno, B bigt & hiu 40my, trong mde s irmimg hop
Kihdog phii 1 &iu hidu 88 tién dodn béah tsin tién tradn hobe clip tinh. T 1§ Bdo cdo
khi sit dung thube cao hom & fiks 40mg. dink gid chite nimg thin trong qui trinh
S,

T g 80 €0 Xifomg

Vil wir dyng dbeg tharl cac thude by lipid miu nhden statis voi cie thube @ilu e HIV vil viden gas sifu vi C (HCV) 66 td b
ting nguy co gy 100 thisong oo, nghidm trong nbd 1 tidu co v, thin hur din dén suy thin vh c6 e gly o voag.

Tac dyng trén co xuemg i gy @ co, binh <o vl e hidm trong tnroeg bop tu co viln &3 dege bio cho 0 ahing bieh nhis
dage Al trf rosmvasiatin & BE ch che lidu vA dc ift vid Bidu > 20mg.

Trudmg hop téu oo viln rin hidm &) duge blo cdo khi it dyng ol exetineib kit hop voi cdc thube e chi men kit HMG-CoA.
Sy rurmg tie dupe lye o thé xiy ™ vi nén thin trgng khi ab dyng kit hop.

Nhar wihi che thede e ché HMG-CoA reduciase khis, 1y 1 bdo céo (i co viln litn quan 167 rosuvastalin cao hos sa khi si
dimg thude 9 lidu

Cha o theo LM ITONE (i

Creatin Kinase (CK) khdag nén dege do say tp thé thao ning hode khi ol vy bifn difm cia ngayén nhiin ndo 46 Lk
thong CK bop 1§ v <0 thé Y sai Wch kdt qud. Néw ndng & CK thng [én ding ké w0 voi bam dha (> £ x ULN), thi nén thc hiéa
xét nghblm & xdo dinh Il trong vong 5-7 spdy. Néu cic xét nghites ¥p fol kiding dinh CK e khi dibu tri [om hon § x
ULN, khing nén bit diw didu tri viri rosavastatin,

+ Trude khi didu o, 2ét aghidn CK nén duge tifn hinh trosg nhimg enebng hop:

ULTROX, mbur virf cée thube dhc ehié HMG-CoA rediactase kivic, phai due ke dom mdt cieh thil tromg & cite Sinh siin o0 ol
yéu 1 tién ak din din bink cotidy co v

Niang ylu th niy bae gles:

* Suy phim chire ning thin

* Niusge gidp

* Tiém sl i dinh hoe Bn tisdn e bésh <o 4 truyén
* Tide sir b bnh €0 sir dyng statin holic fTbrat twde 40
+ ik s bj b e vivhoge ubng nidu rugn;

« Bénh nhiin cao hdi (> 70 tbi) ¢6 nhing yéu 1 nguy ca bi thes oo vin, kil ning xby 1s tiromg the tiude vl mdt s &5 twomg
biwh sibdin d3c bilL

* Trong nhitsg tnstme bop ndy Bdn cin nhic ko civnguy co v thes A0l binh ahin trin 1in skeg Khi aibu i dleg statin. Ndu
ki qui xét nghidm CK > § tin g1 hyn tritn o mise binh thisimeg, khéng nén bt i dsdu tri bing statin

+ Trong qud trink dibu trj bing statin, béah nhin cin o ki ¢6 cic bidu hign vé co abar day co, cimg <o, ybuco ... Khi
o6 chc bt hign iy, bioh nhin cin lim xé nghidm CK d¢ <0 cic bin phdp can ihiép phit hop.

Bénh nhitn phii béo cho day oo, ybu oo hay bi chodt rit (simg co) kbdag the wmmmwpm.acﬂhn&-mm
v thols trang it ok hole sbt Che do mie CX & nhiing bdnh akin nky. i mdn ngung néa ndng 40 CK thng kn 0 rét
{> 5§ x ULN) bajc néu b eic tridu chimg oo bip nghiém tngng v gy kho chiu Teg ngly (npsy o ki mie CK dong < S x
ULN:thmmﬁnumauwummmﬁmmmwuﬂpmuumwm
the thube e cbé HMG-CoA reductase o Wy thip nhie vi nés theo @51 chit ¢ha. Gikm 4t thindmg xuydn mae CK & nhing
bénh nhin khdeg <6 tridu chimg i bia dim phit hiln bish co. P o0 bio cdo rlt it vd bénh co hogi tir midn dich qua
triing giam (IMNM) trosg hode see Khi dida urf woi siatin, bao gdm rosuvestatin, IMNM 6 die tinh tén bim sing ohy yés co
v creatin kinese huydt unh coo, cie 3¢ tinh ndy vin b toi mdc di 08 agimg didu b statin,

Trong céc thit nghidm Mm sing cwr €6 bimg chimg inh img trén co xwong ting & sb it bink nhin ding resuvasatin vi
didu orj dlog thil vl che thede khic, Ty nhidn, sy gis thag 17 18 vidm co vi bénh co 38 duge shin thiy & nhimg binb nhin
diing HMG-CoA reductase ki cing von din xufit cin esd fibrie kE ch gemfibraell, cyclosporin, neld nicotinke, thehe khing
nkm nhoen azole, < chit i oh protense vi khiing sinh nhim macrolid.

Gemfibrozil lkm tiag mguy co bénk co khi ding dbng thoi vii mit s8 todc HMG-CoA reductase. Do 86, sy kit hop cin
ULTROX v gemfibrozil khtag khuyén c40. Lgi ich ciim viee thay ¢8 hon niva vé ndng 49 lipid do dimg pidi hop ULTROX
voi fibrat hole nincin cin duoc cin nhilc mde coch cin thin 0 vol cle i ro tém dn do sy két hop nhir vdy. Libs 40 mg
chbng chi dink kivi st dyng dlng thix von fibeat.

Két op roswvastmtin vos seid fusidic khong dugs kKhuyéno cho, D4 6 bio clo 1idu co viln (beo glm ci mi 56 tneimg bop 1
vomg) & ohlmg bieh nhvkn didw tr két hop sy
W 6
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ULTROX khdog sén sif dunyg & bt ky binh nhdn ¢o khaynh irtmg bénk oo vt tin trgng nghaém troag cdp tinh hobe nguyén
nhin din 161 sy phit tride suy thiln thir elp do 1 ¢o viem (vi dy ahyr ohilm e, <hiin
ch)!nhumd!Imnﬁuhuﬂhsﬂi:h;mwuﬁ?ul;mmmh e

Ank hurimp trén gan

Nhur voi cie thude g ché HMG-CoA reductase khie, ULTROX née duge s dung thin trong o bish nhie uleg qui shibs
rugs v/ bode o0 tiln sir bénh gan,

Khuybs cdo bim e xét pehibm enzym gan tne khi bl dho dido irf statin v che tnrtmg hi dinh lem
oo ol o gkt s A0 b . Ny

ULTROX nén bodc gidm lidu néu mirc & transaminase buyét thnh Wn hon 3 Un giti ben tréa ol mirc binh thatmg

mmuum b trén gan nghién trong (ché yéa gdm: ting transamisase gan) can hoo & bés 40mg sau khi s dyng

O nhimg bk nhla tag cholesterol mibs thi elp do suy gisp hode bii cdmg tdn bz, nhing bénh tide dn aly cha duoe v I
trrde khi Rt du @ 17 voi ULTROX.

Chg 3¢

Nghién ciu dupe Sheg hoe cho iy sy gis g mir tidp xic voi thude & cie dbi ixmg chls A 5o vl Ngidi da trlng (xem
Fhdn Lidu diing. M i dinh vt Mye Durpe diéng hoc),

Thutc irc e protease

Tang misc thp xie tedn thin vi rosusustilin A8 duoe quan 81 thlly & cac 881 tagng diing rosuvaseatin ddeg thiv voi cie twbe
e chd protesse khie rdw két hop vin rizonavir.

Chn xem xét cd Igi ich cda hs liphd bing cach sir dung UL TROX o béwh nhin HIV disg thabe e ché v tidm
:r.h;ﬁmuhwmmmdunﬂ&uammmmmmm «nu::
mmie:ﬁmmmu«mm&ud&pmmsmm.dmu&wmwwu ULTROX

Bk nhim 6 viln 0& v& di trayée kidng dung nop galactoss hidm gip, thidu hye lactase Lapp hode kém hip th glucose-
galactose khiag nén ding thudc ndy.

ULTROX ¢6 chira 1 disgse mbu vitng Sunset (E110). C6 thd ghy phis éng & img.

ULTROX chra & hom 0.01mg neeri mdd liu, Tuy nhign, s lupog s sy tinimg khong gly o2 bl ki via ab.
Bénk phdi md k2

Cée truimeg o dd bidt cim bénh phshi md ke @ duge bdo cho & mde 4 statim, 3 bide e 1rj Hu dbi (xom Phln Thc dyng
khiing mang medn). Cac tieh ning b hign cb thé bso gim kho thd, ho khan v sy gilm sic khoe tdag quit (mét moi, sut
ciin vi clim sdi). Néu nghi ngd binh nhia AL phdu triln bénh phéi mb ke, didy trj theds statin nén ngang,

i thdo dwimg.

Mt sb bing céng cho thiy ring statin sk glocose mdu ting vi & mit 50 binh nhin, o6 rguy co cao mic binh tiky Ewimg
sws oy, o the ghy ra g dwomg yét, vi viy bénh ciéu dwbng chinh thire chn ohdm séc thich hop. Rii ro ndy, tay nhidn, 1
e hom b vide gilm ngsy <o tim migeh voi statin v do d0 khing phis 14 1y do 4 ngimg didu tj statin. nhiin o6 nguy
co {ghucose Yic 441 $,6-6,9 mmol, BMI> 30 kg, ting triglycerid, g byt dp) nén duoe theo dii o vé mijt lim sbeg vA
sinh héa thee hudng dhn qobe gia

Tromg nghién JUPITER, tin sb cin binh &4 thio dwimg thng th duge bio cio K 2.8% & nhém ding rosuvastatin v 2,3% &
nhom gid duwpe, bl hét & abimg bénh nhiln o6 glucose lie 46i: 5.6-6,9 mmol/Tir.

[ 565 b ohi

Vife dieh git sy phat irién tuyén tinh (chide cao), trong kagng, chi 55 BMI (chi 38 kidi co thif), va dhc tnh clia sy truimg
thish tinh dye thir cip b mirc Tanner & bish nhi tir 6-17 twbi ding rossvastatin by gici han troog mit khodng thoi gian hai
nism. Sau bai ndm nghidn cins did tr, kibling o6 mh husoug &n w7 ting sretng, cin ning. BMI hode metmg thiek tish duc &7
duge phat hién (vem Mhiln Duoe ke boe).

= |~

. A |

MMIHI;:MMMOHIMHmﬁﬁﬂbmmmslﬂhmmgm> 10 x ULN v&

trif ching, ot bp stu tip thé duc hobe g hot ding thé chit dY duge quan st thikmg xuyén hon 50 w61 quan st troag cie
thir nghiten Iom sing & nguai kin (xem Phdn Toe dang phy),

PH NI MANG THAI VA CHO CON BO:
LILTROX chdng einf dinh trong thibi i msang thal v cho con bt
Pl nik oo bvii mvige vy thaas nid sz gt bidn phadp eednb thad thich hop.

Do cholesterol v e thubec simh ibag hop cholesterol khic ri cln thid cho sz phidt widn clin thai nhi, cie ngey <o tiém dn do
thube (e ché HMG-CoA reductase chidem g thé hom 108 fch o vido didu i bling rosuvassstin troag thod giun mang thai, Cic

g
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nghidn e trén &dag vit cho thiy 8 aling bing chimg gioh b vé dde tinh trén sich sin. Ny biah nhiin c6 thai reag khi
g b nby. nén npeng thube ngay 1p 1irs.

Rosuvaszatin i it trong sl ol chuge Chisa oo di lidu lién quan dbn b vt vao sita agudi.
TAC DONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC:
Cic nghits cine 8¢ xi: dinh doh budmg cilm rosuvastatin srén khi ning l4i xe vi s dyng miy mic chum dwoc 1ién hinh,

Ty shidn, dira trin d3c tink dugc I, rossvastatin khing inh huimg ¢8n kh nksg niy. Khi i xe hay vin hinh miy moc, cin
huu ¥ chdeg st o the iy ra trong khi didu 1.

TUONG TAC THLOC:

T nguy ¢o o thinong co khi st dung statin ddng thivi véi cie thede san:

Gemfibeowi]

« Cie thube I chobesterol mu pixdm Gt khic

- Nincin libw cao ( = | ginghy)

« Colchicin
Trihnils si dyngz g this vk gioh dogn libu ditnyg khi s dyng dhag thin noswvaststin voi mix sb thube boje 84 ulng ot ki ning
lém g eguy co mik cic bénh co vivhode téa oo vie,

~Trdash ding hoomy Jom s bundi p (Grapefrui juice) (=1 lit ngiy)
= Khiing diing qud 10 mg simvestatinngdy kKii s demg phii hop vok
« Verapamil

* Diltimeem

- Dronedaros

Khéog ding qui 20mg simvastatin/ngay khi si7 dung phéd voi:

- Amiodaron

* Ambodipin

+ Ranolazin

Gl hagm Hida rosvustatin b da 10 mg mit tin/ngly A dilng ddag this rosuvastatin v cic chill be ché protease of tuong
e

= Atwrseayir

= Atszaravir + Ritonavic

= Lopinavir + Rionavir

Rawvastatin tiromg téc voi cie chilt ée ché protease cia HIV o twong .

+ Atazaneyir,

iy e + Riloaavi

+ Lopinavir + Risongvir

Tuong te thbe gilks cic staiim vii chc tobe iic ché protesse citn HIV vil viém gan sibu vi € (HCV): vide st dyng dbng this
cic thubc ba lipid més nhidm statm voi cic thube didu trj HIV vl viém gan sidu vi € (HCV) o thé fim ting nguy co gy the
thuomg co, nghilm trong nisdt 1 tidw co v thin b din ddn suy thin vi o6 thi gly 1 voag.

Anh bsimg ol o thisbe it tri phvdi hop v rosuvastatin:

Cic chbt e cbd viin uhmmmnm&mmmnﬁmmbmumw;hd
thc&vhchqﬁoaﬂlﬂldwﬂbmuml vin chuyén BCRP & gan. Ding ddng thiv rosuvastatie véd coe
thiibe Oc cbd ebe vhn chiryén protein e thé dle dinm ndng & rosuvastatin tromg huy # fiong Bing W vh tg nguy co v bish
o (xem Pidn Lidu dimg, Thisn trong vi Tuome the thobe Bisg 1),

Cyehesporin: Trong i gian did i dling i rosunastatio w0 cyelosporin, gt ir AUC cda rosusastatin trang binh cao hom
?knﬁﬁmmmw‘wﬂﬁh#mwﬂ viln khde mumd (xem Bing 1), ULTROX
mﬂhémlhﬂhdbdﬁu thar eyclosporin (xem myc ki dinh). Dimg dhng thiv khing dnh hudmg

Cae et e ehé protease: Mic 3 co cb chinh xic ciin namyg the B chun /), s dyng ddeg il cht e ché protesse 52 ting

Mmmmcﬂammsﬁuuwummmmmmmm chiing chung w1 rosirvastatin

10mg vh mie thubc két bop cim has chit i ché | ( i 100mg) & che tinh ngeyin vidn khée

mﬂlﬁm“Mg*hhA&ﬁmﬂmMﬁp&yﬂnfmmm Vide st

mgdummnoxviwda&wuﬁwwmwumwunwmmmmdnwﬂumm
ULTROX deea trim sur gin eeg by kidn moiie tidp xile o rosuvastatn

GernfRtwrozil v cdc thulle hg liphd khac: Diing dbeg thisi rosuvastatin vl gemfBwosil diin dén gia ting gip 2 tin abag ) Cmax
¥ AUC cila rosusastatin (xem philn. Thgn trong)

Diwa trém & lidw i obe nghidn cins tavwg tie oy thé khng <6 twomg the o6 lidn quan véi dupc ding hoc cis fencfibrat dige dy
kidn, twy mhitn mit s tuoeg the dugc lue o6 thé xdy re Gemfibrozil, fenofibras, ffbrat khic va ha lipid miu Niscen (acid
nbﬂhulﬂu(zhubml ,1mmn¢wmmummmu il vl clic ehdit (e ché HMGCoA
reductase, o6 1 bii vi cheing o6 the giy binh co kbi auu u&uni chi dink khi 52 dung dbag thod voi
fibrat (xem Phdn Chiag chi dinh va This trong). Nhang bénh nhdn cling nén bi dhs diing véi bidu Smg.

R
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Exetimib: Ding &g thei rasavastatin 10mg voi exctimib 10mg dlo 3én thag gho 1.2 ALC clia rosuvastatin & che 48 tegng
ting cholesternl msu (Bng 1) Mix tieang she duge Sdng hoc, W the dyng phys, it ULTROX v eztimib khong thé bj logi
ﬂ(uwnhmm

Thudc khiag acid; Ding dg thin rossvstatin voi hin dich khing acid o chia hydraxid ahden v magnesi dlin dén sy giém
ndag di) rosuvasitin tromg huyét tuomg xdp % S0%. Tie dpng niy dispe gids nbg khi disg thad kiing ncid s ki ding
rostrvastatin 2 gid, Sy litn quan Len sdag ctha weomjg the niky chiva dege nghién cdu,

Enzym cytochrom P4S0: Két qui sir aghin ol i vitrs v i vivo cho thdy rhag rosuvastatin kbdeg phal 18 mt cadr e ché
mm:ﬁmihaﬁmmmmmm.wwumnw«:&huﬂmm

Do &4, tunng tic thufic do chdt chigpdn b trung gian eytochrom P50 kiving duoe dy kidn, Kbdeg <6 nrong tic Tim siog litn
mméuw?‘mwuwwtﬁwﬂcmmwcmauwmwﬁ
1

Turemg the cln didu chinh 1w rosuvastatio (xem bang 1) Khi chn thidt phad ding dbng thin UL TROX v6i cic thude kide
dwge bl 0b ing mie 13 xie cdn rosovastacin, i ULTROX nin deye didu chish. Bit dhu wi fide ULTROX $my m
mathﬂamni&;«u&bﬂ&ﬁhﬁ.m*:&hkmmu!um.mx 14 da hing nghy clo digre

chinh dé mie tiép xtc dy kidn ci rosuvastatin & khdeg o8 khi nkag vt qua fido ULTROX $0mg dong hing ngiy mb
Khong co seung the thebe, i dy sbar Tibs ULTROX 20mg voi pemfibrozil (tng gp 1.9 tn), vi biba ULTROX (0myg két hp
titonavir/atazssavic (Ung glp 3,1 ta).

Hﬂgl.hblmhuil&M&ﬂi:]pﬂlhkm-kﬁpwmmuut:mmww*m}
| b che thik nghifm Km shag duge cdag bé
Lidu ditng cia thude twwmg the Lidu déng cia rosuvustatie | Thay a8l AUC cita rosuvastatin

Cyslosporin 75miin, ngiy 2 ln &n | 10mg. ngy | e, dimg wong 10 ngly | Tangghp 7.1 n
200mgiln, agay 2 ln, ding troag &

Atszanavie 300 myg / rilosavir 100 my; | 10 me. Tibu duy nhit 3,1 ln
}.mz_l!am'.'l_w g i chsl A e

' Lopinavi 100my, nghy | 20 mg. nghy | le, dbog rong Tegly | Tang ghp 2,1 Mn
2 IAn, trong 17 nghy

Clopillogrel 300eig, tidp theo B Témy, | 20 g, s duy nhit Tang 2 Mn
24 gt
gﬁrwﬂmwzhm7 80 my. lida duy nhis Tang 1.9 tin

bopag TSemg, nghy 1 Mn, rong | 10 g B duy nhik Tang 1.6 bin

10 nghy ;

Darunavie ipavie 10 1 tn, &5 7 1,5 kin
Y :‘;3';; 100m. | 10 mg. sghy | Un, ding trong 7 ngly | Tang

i ritomav 10 g, Sids duy nhde 14 Mn

_wmmwm 00mg, | 10 mg, fida duy Tang

| Dronedaron 400mg, mgdy 2 Mn Khimg cb sin Thug 1.4 bn

Irncomazol 200 myg. mighy 2 Ui, trong S | 10mg, Edu duy nhie 1A ta

| mghy

Erctimibe 10mg, righy 2 Un, wong 14 | 10mg. nghy | Mo, woag 14 nghy 12l
| TEAY.

| S

fnmmmlrmmtm Ve, Db dhuy nhbe Khitng thay @i
| oply 28, wongBnghy

Aleghitazar 03mg, tong 7 nghy :ln!‘ 7 agdy - Khéng they dbi |
Silymarin |40mg, nghy 3 Mo, trong § | 10mg, kb duy nhie Khing thay 88
| gy

Fonafibraie 67mg. nghy 3 lle, rong 7 I(lm].?:ﬂ.)' Khing thay dbi
- L

Rifuspin 4 1 ln, 7 20mg, bl iy ke Khéng thisy &5i |
| Ketoconunl 200, egly 2 Un, Taghy | $0mg, Bha duy nhie Khilag they 881
Fluconszol 200mg, nghy | e, 11 nghy | $0 mg. 3k duy nhis Khong they 8di
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L

LE = SOfimp, nghy 4 Hn, Tgiy l.!'.’..la&_lih_ﬂuhﬁ | Gikm 28%
. Balcalin SOmg, nghy 3 lim, 14 nghy | 20 my, Tidu duy nhi | Gitm 479
| * 54 ligs dun n thasy 0 gip x Hi dgi i cho mt 1§ B dom gikn gitta dimg dbng thii v ding rosuvastatln mdt mish. S8 Titu
dum ra i % thay &4 dai dién % s ke it 50 vor rosuvastatin ding mfe misk

Lo 18t i s g 4 e i e i st K s g ho hy o g e |
Aub huirng civn rovuvastatie rin cie thude dimg phéi hope

Thube abi khdng vitamin K: Nho véi chic thude dc ché HMG-CoA reductase khic, khoi dlu didu wi hode chudin tida
ULTROX thag ¢ nbmg bénh nhdn didu w) ddng thai voi chilt &3 khing visamin K (nhe warfarin hode mit thude ehbng déag
mhl&}wﬂdndnw;hhf}‘*ﬂmmhh{h&d{lﬂltl“sh‘hkdnhﬂkmmﬂvxw
thié dln dln gidm INR. Trong tish hudng nhu vily, gidm sl thich hop INK B el hide
Mnmumwwnnpumdm;unsadmah‘muwmnhkmu wlag
dis din ting AUC cla ethiny] estradiol [ 26% va nory 'am(&lnkuh.“hvyhlmﬂngd)ﬂnmukh}
mdmldumwnmnmwummmmwshewm diing @hng thixi ULTROX vi HRT va do
“mdhmmmm&mwwMMwwmamﬁﬂmdemnmmhw
Lim sng v3 dage dung ngp 1t

Cic thube khie:

aru.-.mmwlmwmﬂmmmuﬂm«mmmmmmmmwmw

Acid Fasidic: Cic nghidn cin foomg the rovuvastatin v acid Fusidic chua duge tidn hiak Nhu vol ssatin khis, bidn o litn
quan &ln bénh co, bao pdm ¢l tié co viln, 31 dupe bbo cho sau khi dimyg rosuvassain voi acid fusidic ddng thi.

Do @4, rosuvestatin ki bop v scid fusidic khing dupe khuydn cso, Néu b thd, nin tam thir tri holin dids v rosuvastatin.
Nlu kg thé winh khod, bénh nhdn nén duge theo ddi chit che.

Dk sb tré em: che nghidn cire heomgg the chi duge thige hign & nguin om, Mitre 0 teong te & tré em cham duoe bit,

TAC DUNG KHONG MONG MUON:

Suy gidm edn thrs (nar mil ot nbes, 16 a0

Tieg Sutmg buybt.

Tang HbAlc
mﬂhh;wtﬁmmmwﬂMmMMmﬁlﬁahm;mkﬂnm,ihanM
ik trj rosuvaseatin d2 bj ris khdi nghién cira do tic demg phy.

s trén A lidu bie clc nghién cin lim sang vi kinh nghifm ring rii sou ding thede, s dky Bing trinh bdy cic phdn (mg bl
I ik rosuvastasin, Phon (e i Jod 11g ke duot Aty duoc plia lowt theo thn sé vh phin logl b <o quan (SOC).
mﬁdmmmwﬂpmmmmmﬂb&mrm noy.xquhhmrwmaa
<1/100%; Hsdm (=1 / 10,000 dé <1/1600) Ris hidm (<1 / 10.000% Chun bifs dén (kbdng thé dege e ey tir 0 lifw co

sden).
2 Phin tmg bt trén d liu tir che e Lim v kinh s kbl thube .
fogl theo b{ [

s i;| misle | b Rt hiden =
::u logn hé magch Gibm tiba chu
['R& Jogn W Bdng mildn Sl | Phis émg qui min |
d b0 gden phil mach

s s

kinh | Do @y mﬂ
| Hoa mit Kinby, Ml tri nhos

trung this '
R logn 63 0m o Viem tuy

Tirg  Iravsaminase
o

RAO| logn Comm\\ticumnhl'uuh Bénh co (bao ghen c&
b Jidn k& viém co),
| Tilu co vin
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TR Togs chung Chimg ny Phil

Vi dwimg dimg_____| nhuge i
Tﬂu’ml wﬂutmm&dwmmwm&ﬁuﬁwwwmmﬂmwzs.eu-olaL.gunEer
i i ) ]

N voi cie trc b HIMG-CoA redactase khic, 1y I} milc i phis émp 0 hpi <ia thobe €6 xu busimg pha Shuge Tk
Anh hedmg trém thin: Protein nigu, phit hign bling cich kidm tra que Ui va chd vio & giic dng tain, & duge quan st
thiy & nhimg binh aldin dege dibu tr) voi rosevastatin, Thay @5 protein nigs tie khdag dén ¢o db vét ++ bope ekiba hos di
dige olin iy & < 1% binh wihin i mit 30 hoi gian khi didu tzi Bfu 10 va 20mg. v khodng 3% sb benh nhiln deoc
dibu trj v [y d0emg. Thng it chuyla b Khong oo iy o6 die vér + @ duge quan it vos lidu 20mg. Trong hie bét chc trutmg
hop, proscie nigu il bolie bidn ends mie cich g nhidgn Kisi ép tpc didu tri. Xem wét cac dar g tir coc thir nghidan Kim skag
mﬁmmmh&mﬁmvbhmmmmumﬁmwmmnmmdv
m:‘mwmguﬁanmmmmmmmwaunwmmmmdmw
sy wstt hidn
1uuu¢hwm;mmmmwuwa:mwhwwgzauuuwm&u&n.mmmmn
m«wm*ummmmom;mmma&m rosuvastatin val et ca e liko va dibe higt
>

e,

Tiesg mire CK lién quean dén lidu 88 duoe quan skt thdy & bénh nhin dong rosuvastasing Da s5 ce trutmg bop dbu nbe, khimg
dUMMumanhﬂmacnpsummmw;m(mpunnhwm
Anh hurémg trén gan: Clng nhu cic e chié HMG-CoA reductase khie, 1ng lidn quan dén lida transaminase 8 dupe
quan sit & mie s it wénh nhiln ding rosusasiatin; Dy b cic truimg hop dba s, kislng 66 trifu ehimg vA thong qua
Cie te dyng phi sau Ay 48 duge bao clo O mijt 1b Bube statin:
Réi Joga chire niing tinh dyc.
Ngop trir irdmg hop cin bink pbdi mo k2, dbe bide 1 v Sbu trf B i (xem Phin Thin tmongl
Ty 1 bido cio bimh tiéu oo vin, bife ob thin gan nghiém troag (chi ylu pdm: tag transaminase gan) cao hom o lba 40mg,
D s tré eon: Creatin kinase theg > 10 % ULN vit tridu chimg co bl sau duc holc ting hogt Simg thé chit dupc
ait tsly thiemg xayén hom trong 52 tuldn thir M sing & tré em v thank thifu aiéa 5o vol ngwirt 1n (xem mps This trong).,
Tromg khis canh ki, tinh a0 todn ol rosuveststhe tuong ty & ré em val thanb thidu nidn so véi sgodi I '

il Theiap Bl el boe &9 bide exe 1dke dungz g mang muden odp pivid trong sud feink didw trf .
QUA LIEU:

Khidng o dibu trj cu thé trong inrimg bop qud lidu. Trong sretmg hop qué lidw, binh nhiin néa duge didu rj wrigu chimg v
bign phip b o duoc Bk 18p theo yéa clu, Chas ading gan i mike CK clin diigs theo &0,

“Thim phie ek diimiz s Khéng c6 hi.

Quy cieh ddng goi: Hip 2wl x 14 vidn Ultron Smp,
Hip 2 wi & 14 vidn Ultro 10mg.

Dika kita bio quin: i 307C, wong beo bi ghc

My sic dyng: 3 ke ké tir ngay san xods

Theoile dismg thoo don ciar e 5

D¢ xa tdm tay crla ré o

Doc ki hanee din e dure e kil diing

Ndia cddn thdess thsdnsg i, in bod y kidee bde 53

Sim xudt bai:

NOBEL ILAC SANAYI VE TICARET A S.
Sancakiar §1 100 DUZCE/ TORKEY (Thd Nbi K3}




