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HUGNG DAN SU DYNG THUGC
Rx
Thubt ban theo ddn. NEu c4n thém thdng tin, xin hdi y kién bic si.
Boc kj hudng dln st dyng trudc kni dong. D€ xa tdm tay cda tré em.

rRostor20 /1
(Rosuvastatin 20mg)

THANH PHAN: M3i vi&n nén bao phim chifa

Rosuvastatin 20mg

T4 duge: Anhydrous lactose, Celluiose vi tinh thé, calci hydrophosphat, Magnesi stearat, PVP K30, Hypromellose,

Glycerol triacetate, Titan dioxyd.

DUGC LYC HOC

Rosuvastatin 14 mgt ch&t éc ché chon lgc va canh tranh men HMG-CoA reductase, 1A men xic tic qud trinh chuyén d6i
3-hydroxy-3-methylglutaryl coenzyme A thinh mevalonate, mdt tién chit clia cholesterol. Vi tri tic d9ng chinh clia

rosuvastatin 14 gan, cd quan dich 1am gidm cholesterol,

Rosuvastatin lam ting s& luyng thy thé LOL trén b8 m3t t€ bao & gan, do vy 13m ting hdp thu va dj hoa LDL va ic

¢hé sy t6ng hgp VLDL & gan, vi vy 1Am gidm cdc thanh phdn VLDL va LOL

pugc bONG HOC.

H&p thu: Néng 69 dinh trong huyét tudng ciia rosuvastatin dat duge khodng 5 gid sau khi ubng, Sinh khd dyng sau khi

uling khodng 20%.

Phdn bd* Rosuvastatin phan b rng raid gan 14 nai chil y8u tdng hgp cholesterol va thanh thii LOL-C. Thé tich phan

bl khodng 134 L. Knodng 90% rosuvastatin k&t hgp vdi protein huyét tuong, chi y&u 1 vi albumin.

ChuyEn hda: Rosuvastatin it bj chuyén hoa (khodng 10%), 12 mot chat nén yéu cho sy chuyén hoa qua cytochrom 7 =30
P450. CYP2CS 1A chdt d8ng enzyme chinh tham gia vao qud trinh chuyén hoa. Chat chuyén ha chinh 12 N-desmethyl Hw ;
vA lactone. Chat chuyén hoa N-desmethyl o6 hoat tinh y&u han khoding 50% so vbi rosuvastatin trong khi dang lactone J/ "\C-imu -
khong co hozt tinh vé m3t 14m sang. Rosuvastatin chifm hon 50% hoat tinh tc ché HMG-CoA reductase trong tun i

-, o PYMEP

Théi trir: Khodng 90% 16u rosuvastatin dugc thai trir & dang khong 68i qua phn, phén con lai dugc bai tiét ra nudc \Af-’.

Wiy, Thai gian ban thai trong huy8t tuong khodng 19 gid. B thanh thii trong huyEt tuong trung binh khodng 50 Iitgid, ‘\\‘;,\;—
Giing nht c4c ch4t itc ché men HMG-CoA reductase khic, sy vén chuyén rosuvastatin qua gan cdn dén chat chuyén ‘

vin qua mang OATP-C. Cht chuyén van ndy quan trong trong viéc dio thli rosuvastatin qua gan. ‘\,"I
CHIDINH X
~Tang cholesterol mau nguy8n phat (logi Il k& ¢4 tang cholesterol méu gia dinh kiéu di hop tif) hodc rdi logn fipid may ®
h&n hop (loai I1b): 12 mot libu phap hd trg cho ché dd an kieng khi bgnh nhan khong dap ing ddy db voi ché do an }’

kiéng va cdc liu phap khdng ding thudic khc (t4p thé dyc, gidm cAn).

- Tang cholesterol méu gia dinh kifu d6ng hop ti: diing hd trg cho chi a0 n Kiang v cdc bign phap diéu trj gidm lipid
Kkhac (nhu ly trich LDL méu) hodc khi c4c ligu phdp ndy khdng thich hop.

LIEU DUNG VA CACH SUDUNG

Trusc khi bt d4u dibu tri, b&nh nhan phi theo ch¥ 69 An kitng chudn gidm cholesterol va tiép tyc duy trl ché do nay
trong sudt thai gian diéu trj.

Lifu khdi d4u khuyén cdo 14 5 mg hoic 10 mg, ngdy 1 14n. Lifu ding khii d4u tiy thudc vao mifc cholesterol clia ting
bénh nhan, nguy ca tim mach sau ndy cng nhy khd ning xdy ra tic dyng phy khong mong mudn. Cé thé chinh lifu
sau mbi 4 tufin nBu cn. Liéu diing 40mg chi nén duge xem xét & cdc bénh nhan ting cholesterol mdu ngng ¢d nguy cd
cao vé b&nh tim mach (03¢ bigt 1A c4c bénh nhan tang cholesterol méu gia dinh), ma khdng dat dugc myc tigu diéu trj
& lidu ding 20mg va c4n theo ddi thudng xuyén & nhiing bénh nhin nay.

Ngudi gia, banh nhan suy thn: khong cdn diéu chinh liéu dlng.

Tré em: tinh an toan va higu qué chua duge thigt i3p.

Diéu Irj phoi hap:

Gidi han liéu rosuvastatin 161 62 10 mg mdt n / ngdy khi ding dng thai vbi Atazanavir, phéi hop Atazanavir va
Ritonavir, phél hap Lopinavir va Ritonavir nén khuyén c4o lya chon dang bao ch khac c6 ham lugng phi hop hon.
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THAN TRONG

- C4n theo ddi chirc ndng thin trong thii gian theo dbi cc bnh nhdn d3 dugic difu tri voi lifu 40mg.

- Khding nén diing rosuvastatin & bénh nhan cb tinh trang nghiém trong c4p tinh, nghi ngd do bénh ca hojc cb thé din dén

suy thin this phat do tidu co van (nhu nhidm khudn huy8t, ha huyét 4p, dai phu, chén thutng, r6i loan dign gidi, ndi tit va

chuyén hoa ndng, hodic cogidt khong kifm sodt dugc).

- Lam xét nghi¢m enzym gan trudc khi bt ddu difu trj va trong trung hyp chi dinh I3m sang y8u cfu xét nghigm sau 66

- C4n nh4c theo ddi creatin kinase (CK) trong trudng hgp:
+ Trude khi difu tri, xét nghiém CK nén dugc tifn hanh trong nhiing trudng hop: Suy gidm chirc nding than, nhuge gidp, tién
sif bdn than hodc tién st gla dinh méc bénh ca di truyén, tién sif bj bénh co do st dyng statin hodc fibrat trudc d6, tién sl
bénh gan va/hodic uling nhiéu rugu, benh nhdn cao wdi (> 70 tudi) c6 nhing y&u 16 nguy co bj tiu co van, kha ning xdy ra
tuong tic thulic va mdt s6 d6i tugng bnh nhan djc bigt. Trong nhdng trudng hop ndy nén can nhdc gl ich/nguy co v theo
d3i bnh nhin trén 1Am sing khi diéu trj bling stafin, N&u ket qud xét nghigm CK > 5 I4n gidi han trén cla milc binh
thuding, khding nén bit ddu didu trj bing statin.
+ Trong qué trinh difu trj bAng statin, b&nh nhin c4n thong bio khi cb cde bifu hién vé co nhu dau cd, cling co, yéu co ..
Khi 6 cdc bifu hign nay, bénh nhan cdn Am xétnghiém CK af ¢6 cic bign phép can thigp phis hep.

CHONG CHI BINH

- B4nh nhan min cm véi thinh phdn clia thudc.

- B4nh nhan méc bénh gan ti€n trién ké cd tng ransaminase huy&t thanh kéo di va khdng rd nguykn nhan, va khi nng

0 transaminase huy&t thanh tang han 3 1n gidl han trén clia mic binh thudng (ULN). r

- Suy than nang (60 thanh thili creatinin < 30 myUphat), '\J_ML,

- Binh nhan cb bénh Iy vé co.

- Bang ding cyclosporin.

- Phy ni c6 thal va cho con bl.

TUONG TAC THUGC

- ChAt 46 khang vitamin K (warfarin): c6 thé lim tang trj 56 INR khi ding d6ng thii.

- Tiing nguy ¢a 16 thuong ca khi si dyng déng thai vai cac thusic sau: Gemfibrozil, cdc thudc hg cholesterol mdu nhém fibrat

khic, Niacin lifu cao ( > 1 9/ngay), Colchicin, L

- Thusic khang acid: diing d8ng thai véi hdn d|ch thusc khang acid chila nhom va magnesi hydroxyd lam gidm khodng 50% "

néing 89 rosuvastatin trong huy#! tuing, 20 PRAN\

- Erythromycin: diing 68ng thai rosuvastatin véi erythromyein [am giim khodng 20% AUC va 30% Cmax ciia rosuvastatin, RCO

6 thé 14 do erythromycin 1am tang nhu 69ng rudt. 3

- Thudc ngira thalfigu phdp thay th& hormone: s& lam tang 26% AUC clia ethinyl estradiol v 34% AUC ciia norgestrel khi =y P4

diing dng thi, —=

- $if dyng déing théi voi cic thulc dc ché protease clia Hl‘o'\'a\ﬂ!mnansléu\dc(Hﬁwwﬂﬁmﬂnummglyﬁn

thusng co, nghiém trong nhit 14 tidu co van, than hu din d8n suy thin va cd thé gdy tlr vang: Gidl han liéu rosuvastatin 16l da

10mg mdt n / ngay khi diing déing this voi Atazanavir, phéi hgp Atazanavir va Ritonavir, phdi hop Lopinavir va Ritonavir,

U DYNG THUBC CHO NGUDI L1 XE VA VAN HANH MAY MOC

Khdng dnh hubing 1én khi naing I4i xe va van hinh may méc. Tuy nhitn, chéng mit cé thé xdy ra do d6 nén thin trong khi

141 xe va vin hanh mdy méc.

TAC DUNG KHONG MONG MudN

T4¢ dung khdng mong mudin thudng gdp nhu nhac ddu, chéng m3t, bubn ndn, dau byng, dau cg, suy nhuge. Him g3p qua .

min ié cd phis mach, bénh cd, ti6u oo van, dau khdp, ting men gan, b§nh da ddy thén kinh, suy gidm nhin thife (nhy mét

nhd, 1 n...), ting dubng huy&t, ting HbAlE.

Thong bio cho thiy thusc tic dyng khong mong musn g3p phii kni st dyng thudc.

auA LIEu VA XU TRI

Khong cb phuong phdp difu tr d3c higu khi ding thuSc qud liu. Khi qud lifu, be qnarinan duge diéu trj trigu ching va

4p dung cdc bign phdp hd trg khi cdn thiét. Nen theo ddi chic nang gm ¥ fibng ¢ cx Vitic thém phan méu c6 thé

—_—

khding cb Igi.
HAN DUNG 36 thang ké tir ngdy sdn xuflt. %
BA0 QUAN Noikho, mét (u0i 30°C), Trdnh dnh sdng, |

TCCS.
Hop 02 vi, vi 14 vién.
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