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Rx Thude béin theo demi

Thanh phin: M vién nén bao phim chit:

AGIROVASTIN * 20

Reswvastanin calei { Tiong duong Rosuvastatin . ., ., 20 mg)
i et s R TP L A | veén.

(Lactose. Croscarmellose natri, Povidon K30, Microcrystallin cellulose 101, Magnesi stezral,
Hydroxypropyl methyleellulose 606, Tale, Than dioxid, Polvethylen glyeal 600, Polysorbat 8001,

Qui ciich dong ghis Hop 3 vix v 10 vign nen hao phim:
Chi dinh:
+ Famg cholesterol man nguyén phdt (logi lla ke ci thing cholesterol miu di truyén gia dink kidu Jj

B it} bk v logn lipid miu b hop (Joai 113z Li mit liéu phip ho 1rg che ché dd an kidng
khi b¢ah nlin khing dip iy day 4 vii ché 9 an kigng va cic lida phap khing ding thude
ke (nine Bip thie dyc, giam cin)

Tang cholesterol mau gia dinh kidu déng hop i Diing don dé¢ hodie hé tro cho cde phiremg
phip didu 1y giam lipid khis (b by irich LDL mau) hoje khi cic fiéu phip niy khing Ym gidm
LDE-Chelesterol, Cholestersl todn phin, vi Apol,

Ly el iy phit trién chimy xo vir ddng mach: Ligu phip b try cho obE 26 4n kitng dé gidm
Chelesterol todn phitn va LDL- Chilesterol dén gio hgn mong muban.

Licu ding vi cdeh dimg:

Nguiri binhi clin thea chd & dn ¢hikin, i cholestern), tnnde khi ulng rosuvastatin vi Pl 1ip e
duy trche 4 &n niy frong sudt thon gian dica

Rosuvastatin ¢0 the dimg vai lidy dom bt el lie nio tong ngay, ¢6 holic Khbng kém ihir fin, Vi
téng hop eholesterol i gan xdy ra chi véu ban dém, dimg thude vio budi i s hm ting higy
Ty thuie,

Khuyén cio ban diu dicu irj v Tiéa tip bt md thude eb e dung, suu db, ndu ein thidy, b (hé
diéu chinh liéu theo nhu ciu vi dap img cus timg ngudi benh bang cich ting Jidu timg dot cdch
aihau khdng dindi 04 wuin, cho 15 Khi dat song 48 cholesterol LDL mong mudn, hoge kbi dat ligy
i da i phii theo di cic phan (mg o6 bigl ol thude, dje bige 14 eie pliin img o6 hai d8i vii hé
e,

Ngriri dim: Liéu kbiri diu khuydn ding 1 5 mg hode 10 mg x | lin/ngdy, ting tidu mbi 4 win,
méu cin thiét, dén Tidu 20 my x | Enghy, Vide ea chon lidu khii diu nén e & dén mire
cholesterol diia timg binh nhiin. nguy co rim mach sau ndy cling nhu kRA nding xdy e ede e
dung Khimg mong muwdn, V) iy sudt e ding khimg mong mm&: tang khi ding licy 40 mg so
voi i tidu thilp hom, vige chun liéu cudi cing dén lidu 163 da 40 my chi nén duge xem xét cho
cie bimh nhin ting cholesterol mau njng ¢ nguy co vé bénh tim mych cao (e bigt 14 cac bénh
nbin ting cholesterol mau cd 1nh i dinh) ma khing dgt duge mue tida dida i o liée 20 mg va
cie benh nhin ndy cin phdi dwec thes d8i thueimg xuvén, Chs cd sy theo 431 el cde bie <7
ehuyén khoa khi bt diu ding lids 40 mg.

Ngarsit e fuoisiz Lidu khoi Qi 3 my dwge ding che bénh nhin > 70 wéi, Khang cin diéu chinl
lidu & cihe hémh nlin niy,

= Bifmh nivin suy thin: Khing cin didu chinh 1iéu & benh nhin suy thin tir nhe &én vim Bénh

nhén suy thin mite & vin phai (di thanb thii creatinin < 60 mphin) deoe khuyén ding licd
Khei diu S mg nhag chdng ohi dinh & Fidu 40 mg. Chéng chi dinh ding rosuvastatin eho bénh
rihdn suy thin ndng (3 thank thai creatinin <30.ml/ phin),
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<ip nng. hy hayé ip, phi thft v chdn tinong bom, bl thung vé chiuydn b, ndt 15, dign
ghi hoje oo gijt kKhdog kidm sodr duge

< Chi dig stutin cho phy nir & &) tubi sinh dé ki ho olde chiin khang mang thai v chi trong

sl hop ifing chalesterol mau rat coo ma Khing dlp img v cie thude kKhie.

Vige sir dymg $ongg thiri cie thude hy lipid mdu nhém stain vl che thube didu 11§ HIV vl vién

gan sidu vi C(HCV) e thé lim Wing nguy co giy 19n thisomg co, nghiém trong nhdi 14 Géu co

wiitn, thiin ber dln dén suy thin va ob thé giv tir vong,

Turomg te (hude: H

= Ting my o o Wiuomg cor ki st dyng rosuvasiatin dhag thirl v6i ede thude s GemtThrozil,
whe thuoe by cholesterol mau nhom fibrn khie, niscin lida cao { > 1 gioghy), Colehicin,

= Vife sib dyng ding thi roswvastarin vl e thids e ché protease e HIV va vidm gan siéu v
© (HEV) nhu atueanavir, atmeanavir + ritomavin, lopinavir « riconavie co thé Lm tag nguy eo
gy 1dn thusemy oo, nghiém trong nhdt b 1 co vim, thn b din dén suy thin va e e giy 1
vong, vi viy cin gidm léu mosnastatin

« Cyelosporin: Ding dbig thoi rosuvastatin voi eyelosporin, el gid i AUC el rosuvistatin cao
bom wrung binh gap 7 ln so v 1 o may 0 nguod tinh nguyén kboé manh, Ding ding thivi
cosuvastalin va eyclosporin khing dnh huing din ndog ¢ cyclasporin trong huyét weomy.

- Chit Khing déng cournarin: Gibng nhie e ¢hdt tre ¢hé men 1IMG - Coa reductase khde, khi bz 3

iu 103 hofc ding Hlu rosuvastietin & benh nhn did irj dhng thisi voi che okt Khdng ddng
cournmrin (alur warfarin) ¢é the Jim tng tr 50 INR. Ngumg ding bolie gidm b rosuastatin ¢b

1 Kb gelam: INR, Trongz nhilig teuimg bop abie vy, nén theo doi 1ij s INK,

+ Thude khuing scid: Ding rosuvastatin ddag thi vai kdn dich thube Xhng acid chira nhdm va
magié hydroxid lim giim khosng 50t ndig &) rosuvastatin trong huydt weong. Khi udag thube
Khing achd cich 2 gho sa khi i rosuvastatin thi néag 36 rosuvastatin rong huyds romg <&
i it ham, MGT nsomyg grian v& mdt [m sing cda uong Hie nay vin cliva o,

- Erythromyein: EHing dbng ihii rosuvastatin vin ervihromycin lim gram 2006 ALC (0:0) v 30%
Crme o mosuvastatin. Tuomy e nky o thé B do crythromyin 1m Limg nliu 83ng rudt.

- Thude vien ubng ngira thai/ Gy phip thay thé hormon (HRTY Ding dbng i resuvastatin vii
thube vién udng ngir thai Kum ting 26% AUL cla ethimyl estraddind vi 34% AUC eia nargestrel,
Nin luu gaénmmmdngmm\mmmmmmewmcm thude ubeig ngie .
Choa co di ligw dhogs dong hoe teén ahing benh niin ding dong thei rosuvastatin va HRT vi
viy khdng thé logi trir kha ning e tle dfmyg tuomg tr. Toy nhidn, sy k4 bap 98 dige i dyng
rarig v phi i wong cie tir nghiém Hm sing va di duoc dung nap 1,

= o thube khisc:

b Digps wrém cde 4 Higa vir che nghién cim & wong tae thude chuyén bift cho tidy khing o
tuong the dhing ke ve mit lim <img khi diny ehung i digoxin.

o Cae nhy pdn dord mit b thé Tam gidm rd it ki dung <inh hoe cis statin kil whag cing. Vi
vy thiri gion dimg 2 thude ndy phid cleh xa .

& Men eytochiom Pys: Ké qub tir thir nghigm in vimo va in vive chimg % ring rosavastatin
khing phai 1 chit ire ché hodic cim' iy men cytochrom P40, Ham i, sosuvastatin 14 ehdt
#En péu cho cie enzym nay. Kidng ghi mhin 'ed womg 13 ding ké vé mpi lim <ang gifna
resuvastatio Vol fluconazol (ehif e elié CYPICD vl CYPIAS) hodé Ketoconazol {chit de
b CYPIAS b CYPIAL)L Ding ddng thin irscomanl (chdl e ché CYPIAG) vi
mosuvastatin S ing 285 AUC cha roduvastating Sy ting ndy khdng duge xom [ eb ¢ nghla
vé myl Bim ddag Vi vly, kKhong ¢6 tuong e thube do sy choyin hda qua trung gian
extochnom Py

Sar dyng cho phy nir ob thai va cho con bii:

= Tlicki Ry wheoanry nhoeei:
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S y - Binh nhin chiu A, ﬁm il dang ding cyelosporin vi binh mhin o ede Y 16 o kha
TrungTamThuoc.com wiing giy binh cor Licu khin dhu Khuyén dimg 14 5 mg vi chomg el dinds & liéu 40 mp. Theo

nichién et duge dimg hoe tal MS trén ngudi Chit A khd ning hip thu rosuvastatin trung binh 6
ngind Chin A tang gan ghp 2 lin so véi ngudi da reing. Nén ein nhiic sy gia ting ndy khi quyét
dinh ciing Tidu khin G S mg rosuvastatin cho ngini Chau A,

- Phi thin trgng vA didu chinh liéu rosuvastatin khi ding phdi hop voi cie <hlt e ché protease
clia JUV vh viém gan sidu vi € (HCVY: Atawanavie; atazanavic + rtonavie: lopinavie & ritonavir:
Téida 10 mg Rosuvastatin | Wn/ ngiy

Ching chi dinh: H

- Bgnh nhin qui min v rosivastatin hoge bark 1 dupe ndo ¢ theoe.

- Bénh nhin mbe binh gan hoat ding hodc transaminnse huyet thanh tng dai dang ma khing gidi
thich duge.

- 13énh nhin suy thin ning (46 thanh thii creatinin < 30 mi/phiny.

- Bénh phin cb binh fy vé co.

- Benh nhin dang ding eyclosporin.

- Phy nit ¢o thai vt cho con b, ply nit <6 thé o thas mi khing dimg cbc bign phap tedoh thai
thich lyrp.

Thin rgng:
- Truire khi bit dhu didu irj von statin, chi phai logh i ehe nguyén nhin gly ting cholesteral mdu
(thi du dai thibo duiny kém Kiém sodt, thicu nang gidp, bt chimg thin hu, i loan protein miu,
bénh gask the mt do ding mjt si thude khdc, nghin nao) v can dinh hemg cholesterol todn
phiin, cholesteral 101, cholesteral HIDL v triglycerid, Phii tién hink dinh ling lipid dinh kg,
woi khodng cach khing duoi 4 tudn, vi didu chink By luong theo dip my ela nguis bénh véi
III_DE»C. Muye tidu didu trj 14 giam cholesterol LDL. vi viiy phii sir dung nong d6 cholesterol LI,
8& bt i didu trj v dink gid dip dng diéu i, Chi khi Khing xé nghigm duge cholestrol LDL,
it it dyng cholesterol tod phin d& theo &1 didu 1.
« Teag e thir nghidm lm simg, mdt s it ngudd binh reomg thank wdng statn thiy g 1 rét
transamingse huydt thanh (> 3 Kin gioh han binh thudmg). Khi ngimg thuae & nhing nygd binh
iy, ndng 40 transaminase tidmg hy 10 40 tnd vE me tnede didu t, M vl nguid trong s
nguiri bénh ndy et Khi dida 1 v68 statin 43 eo nhimg két qui xét nghiém clire ndng gan bl
thudmg vahode whng shicy nuga, Khuyén cao lim xet nghiém cnzym gan tnnde khi bitda dida
trj g statin v trong trudmg hop chi dinh i gang yéu cdu xét nghiga <o do.
< Chn nhie theo d0i creatin Kinase (CK) trong truimge hipy
« Trode khi didu 1, &1 nghidm CK nin duge tién hinh ong nhimg ineimg hop: Suy giam
chiite nling thin. shuge gidp, tén sir ban thin hode tién si gia Ginh mde binh co di truyén, tién
st bi binh cor do sir dyng statin boge bt e dd, tidn sir bénh gan vidhogje wiing nhidu
rugu, b abidn cao wdl (= 70 wbi) ¢6 nhimg véu 1 nguy e bj tidu co vin, Kk ndng xdy ra
Tomg the thude va mit 30 doi wgng binh nhin dac bid. Trong nhimg traimg hop niLnEnc-in
niliiic bgi ieh/nguy co v theo dai binh nhin tén m sing ki didu i blng statin, Néu kit qud
xét nghiém CK > 5 1in giot han trén coa mice bink Dusdmi, khdng nén it i diéo ui bang
stakin.

« Trong qué trimd dicu tn bing statin, binh nhin cin thing bao khi-eb cie bidu hidn v co nhu
din eo, Gl <o, Yéu o .. Khieb che bidu hign niy, bEnh nhin can Jim xét nghigm CK dé ¢b
i bign phip can thigp phi hop.

- Clin sit dung thube Mg eong & nguin bénh wdng nhidu nigu vihode ¢ tién sir bénh gan

- Ligu phap statin phii igm ngimg hode thoi i o bl ol ngardi binh ndo oo bicu hién bj bénh oo
cap v ndmg hode o veu Wb nguy oo dF bi suy tdn cdp do thu co vin, i dy nbiue phigm Khiids
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Wi che statin lim gidm tong hgp cholesterol vi ¢o thé ca nhien chit khie o6 hoat tinh sinh hoe
pharmacy diin xudt tir chu!u::'m!, nén IIIIIE":C b thé giy hai cho thai nhi néu dimg cho ngwin mang thai. Vi
viy chong chi dinh dimg rosuvastatin trong thisi ky mang thai. Neu bénh nhin <6 thai trong khi
didu trj biing rosuvastatin thi nén ngumg thude ngay 1p e,
- Thei kyr eho con i
Nhidu statin phin bd v st Do tiém ning ¢ tic dyng kldng mong mudn nghiém trong cho e
nhi dang bi siva me. nén ehong chi dinh ding rosuvastatin & nguai cho-con bi,

TrungTamThuoc.com

Thc dyng khing mong mudin:

- NI chung statin dung ngp 15, 14 1¢ phai pgimg thude thip hon so vii cie thube hy lipid Khic.
Tin 6 ADR & mei statin tuemgg L nlur nhau.

- L ¥ cic the dung khing momg mudn sau : .ﬂ"ﬁ
« Suy gidim nhdin thire (nhar et o nhd, K in ),

+ Ting duimg huyét.
« Tang HbAlc.

= Thecmg gip, ADR = 100
+ Tiéu hod: fa chay. tio bon, ddy hoi, dau byng, vi budn ndn, gip & kheang 5% bénh nhin,

+ Than kinh trang wong: Bau diu (3 - 995), ching mil (3 - 5%), nhin mé (1 - 2%), mit ngu, suy
nhuge,

+ Than kinh - co vii xuemg: Da co, dau khip.

+ Gan: Cie két qua thir nghigm chire ning gan ting hom 3 1an gidi han rén cua binh thutmg, o
2% ngwin bénh, nhumg phiin [om i khing o triga chimg va hoi phye Khi ngimg thude.

- rgap 11000 < ADR < 17100

+ Thin kinh - co vil xuong: Bénh o (ké oy véu eo v ding ham lugng ereatin phosphokinase
huyét tuong (CPK),

+ D Ban da.

+ Ho hap: Viém mii, viém xoang. viém hong. ho.

- Hiém gap. ADR < 171000
& Thiin kinh - éo vi ¥uong: Viém co, tiéu eo vin, din dén suy thiin cip thi phit do myoglobin

nigu.
Thing béo cho bic 5§ nhimg tic dyng kdng mong muon gip phai khi s dung thude.
Ciae die tinh dirge Iye hpe:
- Rosuvastatin 1 mdi chit ire ¢hé chon loc va cynh tranh trén men HMG-CoA reductase, limen
i e qud trinh chuyén dii 3-hydroxy-3-methylghuary] coenzym A thanh mevalonat, mit tién
chiit cia cholesterol. Vi trf tic déng chinh cia rosuvastatin 14 gan, co quan dich lim giam
cholesteral.
- Rosuvastatin tam ting s lrgng thy 1hé LDL trén bé mat & bao & gan, do viy Km ting hip thu
vadi hta LDL v e ché sir ting hop VLDL & gan, vi iy lim giim cée thinh phin VLDL va
LDL.
< Fibe ding dhepre fire
+ Rosuvastatin lim giam néng ¢4 LD1-chalesteral, cholesteral todn plédn va trighyeerid v lim
ting HDL-cholesterol, Thude cling lam gidm Apold, non HDL-C, VLDL-C, VLDL-TG vi
lam tang ApoA-T (xem bang |). Rosuvastatin ciing lm giam ¢ée 1y 1§ LDL-C/HDL-C, C todan
plﬁnf!!l}l.-{.'. non HRL-C/HDL-C va ApoB/ApoA-L.

+ Higu qua trj ligu dgt duge trong vong | 1udn sa khi bit diu didu tri va 908 bénh nhin dat
dugre dip img 11 trong 2 dn. Dap tmyg 16i v thiromg dgt duge vio Khodng 4 nein vi dirge
duy 1ri <au d6.
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TrungTamThuoc.com + Rosuvasiatin duge chimg minh o6 higu qua o nhom bénh nhin nguwi lom tng cholesterol
i, ob hay khimg ob o triglycertd méu, bl k§ ching e, gidd tinh hay tedi the va o
nhimg nhdm binh nhin e biél nhu tiéu dedmg hode bénh nhin ting cholesteral man gis
dinkh,

= Tir cae dir ligo nghitn sim pha 111, rosuvastatin chimg 16 66 higu qui trong didw 1 & hiu b

cao binh nhin t@ng cholesteral mdn logi 1la vd 1 (LDL-C trung binh trunire ki didu 1

khoang $.8mmolil) theo cde mye 11w ditw irj wis 115 No Vi Moch Miu Chiu Aw (European

Atherosclerosis Society- 1EAS) 1998 khoang 20% binh nhin duge didu trj bing Rosuvastatin

10 my & dit degre cae mue tidu dicu i cia EAS vé ndng 8§ LDL-C (< 3 mmoll),

Trong 1 nghicn cim Iom, 435 bénh nhin g cholestersl miu di teuydn gilzr dinth kicu dj hop 1

a1 dupe cho dimg rosuvastutin ir 20-80 myg theo thigt ké dids ehinh ving i, N ta iy 14

tt ¢l ciic libu rosuvastatin déu o6 e dng ob Igi trén cie thdng 55 Npid va dgt duge e mye

tiéu dicu tr. Sau khi chinh dén lidu hiing ngdy 40 my (12 win didu irj), LDL-C gidm $3%.

33% béwh nhin dat duge cde mye téw el FAS vé ndog 88 LDLC (< 3 mmol/l),

« Trong mit nghidn eiru mo, diéu chink litu tang ddn, 42 bénh nhin ng eholesterol miu di
truyen kicu dong hop wr duge dinh gii vé dip img dicu i voi lidu rosuvastatin 20-40 mg. Ti
i binh nhin nihién et 0 eb 39 giim trung biah LOL-C 1322%,

= Trong cie nghién el Fim sing v mt sl liegng biah shdn whit dinh, rosuvastatin chimp 163
w6 i qui ph e trong vide K gidm triglyeerid Kb dupe st dung phéi hop vi fenofibrafe e
vit L tng ndng 39 HIDE-C ki s dyng phei hop v nigein. S

+ Roeuvastatin chim duge chimy minh 1 o3 thé agn chdn cde bidn chimg ¢6 lién quan dén u;. »
bt thidmye v Tipick nhar binh mgeh viinh vi cde nghien e vé gidm 1§ 1 r vong vh gidm 1
b Iy ki ding rosuvastatin dang dge thie hign.

Ciae diic rinh duge ddng hpe: TL']/

- HJ_:: Hrir:
Mg 30 dinh Trong huyét tuomy cua rosuvastatin dgt duge khodng 5 i san kbi udng: DG sinh
kv g toyge dod khadng 2006

- Pl
Rosuvastatin phiin bo wing e b gan 1 nei chid ydu g hyp eholesteral va thanh thii 1LD1-C
Thi tich phin bb cia resuvasiatin khodang 1341, Khodng 90% rosuvastatin k&1 bop vai protein
Ryt teomg, chil ydu 1 v albumin,

- E.'.J'm;nén.béa.'
Rosuvastatin it bi chuyén bod (Khodng 109%), Cle nghien cing in vitro v& shuyén hod od st d
cdic 1é bio gan el nguir xiic dinh ring rosuvasttin 1 mt ehdt nén yéu cho st chiyén hod
cytachmme P4S0. CYP2C9 s chit dbag enzym chinh tham gia vio qui irinh chuyén hoa, 2019,
3AA v 206 tham gia & mie 3 thip hem, Clid chuyn hod ehinh duge xie dinh L N-desmethy
vl lastone. Chilt chnyén hod N-desmethyl o6 hogt ik yéu hom khodnyg $0% s0 voi osuvasiat
trong khi dang lacton khohg ¢ bowt tinh v mdt im sing. Rosuvastatin chidm hom
{ink e ché HMG-CoA redictase trong mdn hodn,

= Fier fhaid:
Khadang 9% lidu resivastatio duye thi iris o dyng kbéng dbi qua phin (beo gbm hogr chit dwge
Iip this v kg due hiip thu) v phen con 1ai duoe b tidt r nude tidu, Khodng $% duge bai
161 m e tidu dudi dong khdng doi. Thiv geian bin thisi tong buyét trong Rbodng 19 gic. Thivi
gian ban thii kidog tig khi ding ligu cao hom. D thanh thiis trong huyét womg tnmg bink
Khoing $0 1itgio (hé 50 bién thién 16 21,750 Gidng nh cie chit (e ché men HIMG-CoA
weductase Kade, i dbo il rosuvastatin m khéd gan co lign quan d&n chdt viin chuydn qua méng
OATPC. Chiit vin chusén mby quan lrgmg trong vige dio thai rmosuvastatin kb gan.
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. Qua lieu va_cach xir tri: ‘
( J cerl?:trqa\lc qué lidu cia rosuvastatin & ngudi con han che. Hién nay chua ¢6 phwong phap diéu
pharmagydic hu::u khi dung rosuvastatin qua liéu.

TG icu. bénh nhan nén duge (‘htu tri tri¢u chimg va dp dung cdc bién phap hd tro khi cin

thiét. Nén theo ddi chire ning gan va nong dé CK. Tham phan méau khéng ting cuong thanh thai
Rosuvastatin.

PE XA TAM TAY TRE EM
POC KY HUUNG DAN SU DUNG TRUCFC KHI DUNG
NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SY
THUOC NAY CHI DUNG THEO PON CUA BAC SY

Bio quan: Dé & nhiét do dudi 30°C, tranh 4m va anh sang.

Han diing: 36 thang ké tir ngay san xuat.
Khéng ding thuoe qua thot han sir dung ghi trén nhan.

" { mlgh CP Duge phmn \gll:lﬂpharm
27 Nguyen Thi Toe. 1 "-1\ Binh. TP Long Nuyew, An Giang
A San suit tai: Chi phinh € ang (y CI Dugye phiim Agimexpharm -
Nha médy sin st Durgre pliim \Llllll!‘\pilnl‘lll
AGIMEXPHARM DrmuL‘\ It Tmng Phyng, k. Thanh An, P M# Thoi, TP Long Xuyén. An Giang.
GMP-WHO DY 0703857300 Fax: 0763857301
——e



