Tir huémg dan sir dung

R tHUOC BAN THEO PON

THANH PHAN
Maéi vién nén bao phim AVASBOSTOM 10 chira;

- Hogatchdt: AMorvastatin calei trilyydrat tirong duong v Atorvastatin 10 mg.

- Td duyre:Avicel, calci carbonat, lactose monohydrat, pregelatinized starch, natri
croscarmellose, povidon K30, polysorbat 80, magnesi stearat, HPMC 606, HPMC
615, bt Tale, PEG 6000, titan dioxyd, aerosil vira 40 1 vién nén bao phim,

DUGCLYCHOQC

- Atorvastatin  thugc nhoém statin, 13 chit @c ché canh tranh vii
hydroxymethylglutaryl coenzym (HMG-CoA) reductase, lam ngin cin chuyén
hoa HMG-CoA thinh mevalonat, tién chit ciia cholesterol.

- Atorvastatin {rc ché sinh tdng hop cholesterol, lam gidm cholesterol trong té bio
gan, kich thich téng hgp thy thé LDL vi qua 86 lim ting viin chuyén LDL tir miu.
Két qua ciia nhimg qud trinh héa sinh ndy 13 gidm néng 46 cholesterol trong huyét
tuong. Lam gidm cholesterol LDL tir 25-61%, ting néng dé cholesterol HDL tir 5-
15%, gidm triglycerid huyét iromg tir 10-30%.

- Cie statin eling c6 vai trd trong dy Qhéng t'lé'ﬂ. phit (cap 1) bénh mach vanh & ngudi
bénh ting cholesterol cd nguy comic bién oo mach vanh.

DUQC BPONG HQC

- Hipthunhanh bing duémg udng, khong bj inh hwdng béi thirc 4n.

Kha dyng sinh hoc thip vi chuyén héa lin diu & gan (> 60%), Néng dé dinh trong
huyét thanh ciia nhimg chit co hogt tinh dat trong vong 1 dén 2 gid, lién két véi
protein hon 98% vi di qua duge hiang rio méu nio.

- Chuyén hoa chi yéu & gan (> 70%) thanh cdc chit chuyén hoa c6 hodc khdng cb
hoat tinh.

- Thude dwge thai trir chii yéu qua phén va mit phin nhé (< 2%) qua nude tiéu,

CHI BINH

- Bd trg cho lifu phép in m‘:m& trong didu tri ting cholesterol méu nguyén phit (typ
11a) hodic ri logn lipid méu hon hap (typ I1b), ting triglycerid méu (typ IV).

- Hb trg dy phong tién phit bién cé mach vanh & nhimg bénh nhéin cé nhiéu yéu t6
nguy co cao nmg chura cé biéu hign triéu chimg trén lim sing,

- Lamchim tién trién xo vira mach vinh & bénh nhin CHD.

CHONG CHi PINH

- Mincim vdi bitcit thinh phin nio cia thude.

- Khing duge sit dyng déng théi atorvasiatin véi céc thude tipranavir + ritonavir,
telaprevir.

- Bénh gan tién trién hodc transaminase huyét thanh ting dai ding ma khing gidi
thich durge.

- Thii ky mang thai hofic cho con bi.

LIEU LUGNG VA CACHDUNG

Cuichdung.

- bing dwimg ung, c6 thé ubng lidu duy nhét vio bit cir lic ndo trong ngay, cb
gﬁmlﬁuﬁc vilo bifa in hojic lic dbi.

- Nguin bénh cfn ép dung ché 4§ in kiéng it cholesterol trrde khi udng atorvastatin
vi duy tri trong suit thin gian dimg thuoc.

- Dn_n*:mg hep cholesterol & gan xdy ra chii yéu vao ban dém, vi viy ding thude vio
bubi tdi 2 ting hidu lyrc cia thude.

Licuheong:

- Khuyén cdo bit diu didu trj liéu luong theo nhu ciiu vi dip img cila timg bénh nhin,
ting hay gidm liéu timg dgt cach nhau khong dudi 4 tudn, cho ti khi dat ning dd
cholesterol LDL mong muén, hodc khi dat liéu tdi da.

Liéu khéri ddu: 10 mg x 1 lin/ngiy.

Lidu duy tri: 10 mg—40 mg /ngdy.

Néu ciin c6 thé ting licu, nhimg khing qué 80 mg/ngiy.
Phéi hep thude:

- Khi diing cée statin ciing vé&i nhya gin acid mjt (cholestyramin), phai uéng statin
wio lie di ngi, cheh 2 gid dé trinh twong the rd riét do thude gin vio nhya.

- Hanché phbi hop statin véi cic thube ha lipid khéc vi khi ning ting nguy co bénh
= ]

- Déivdi tré em v tré vi thinh nién tir 10 8&n 17 tudi sir dung lidu ban diu 10 mg x |
lin/ngdy vi diéu chinh lidu sau mbi 4 tuiin 4 dat dén lidu thida 20 mg x | lin/ngay.

THANTRONG

- Trwde khi bt diu diéu trj véi statin, cin phii logi trir céc nguyén nhin giy ting
cholesterol mau (nhu: d4i thio dwong kém kiém sodt, thidu ning gidp, hji chimg
thiin hur, ri logn protein mau, bénh gan tic mit, do diing mit s6 thudc khic, nghién
nrgu). Phai tién hinh djnh lugng cholesterol todn phén, chelesterol LDL,
cholesterol HDL vé triglycerid.

- Phaitién hinh djnh hrgng lipid dinh k¥, v khodng cdch khéng dirdi 4 tuin, vi diéu
chinh lidu lugng theo dép img cita nguéi bitnh vii thude.

- Clncinnhic khi dimg thube thujc nhém statin dbi véi cde bénh nhin ¢6 nhimg yéu
th nguy co din dén ton thuomg co. Cac thubc thude nhém statin ¢ nguy co giy ra
cdc phin img cd hai di véi hi co nhu teo cor, viém co, diic bidt dbi véi nhimg b¢nh
nhin ¢6 yéu tb nguy co nhu bénh nhin trén 65 wdi, bénh nhin bj bénh thiéu ning
tuyén gidp khing duge kiém sodt, bénh nhin bj bénh thin. Cin theo d&i chit ché cae
phén img o6 hai trong qué trinh ding thude.

- Phai tam ngimg diéu trj hofic thdi hiin & bit e ngwdi bénh nio cb bidu hién ciia bénh
co clp vi nding hodc c6 yéu td nguy co dé bj suy thiin cap do tiéu co vin, nhw: nhiém
khudn clp ning, ha huyét dp, chin thwong niing, bat thuimg vé chuyén hoa va nji
tiét co gifit khong kiém sodt ...

- Clinxét nghiém enzym gan trudc khi bt dfin didu tri vi m;wﬁng hop chi djnh
1im sdng véu ciu xét nghiém sau 6. Thin trong khi ding thude & ngudi bénh udng
nhiéu nrgu v/ hodic o6 tién sirbénh gan.

Cin nhiic theo déi creatin kinase (CK) trong trudmg hop:

- Trude khi diéu trj, xét nghiém CK nén duge tién hinh trong nhimg tnrimg hep: suy
gidm chirc gan thin, nhuge gidp, tién sir bin thin hodic tién sir gia dinh méc
bénh cor di tru Iiéns,ﬁbg'“benh:wdnﬂdungslaﬁnhuﬁcﬁbratm&cdﬁﬁéns[r
bénh gan vivhojic udng nhidu nrgu, bénh nhin cao tudi (>70) e nhimg yéu 16 nguy

MvasBoston10

cobi tiéu co viin, kha ndng xay ra tuong téc thude va mt s di twgng bénh nhin djic
bi¢t. Trong nhimg trrémg hop nay nén cin nhic lgi ich inguy co va theo ddi bénh
nhén trén lim sdng khi dicu trj bing statin. Néu két qua xét nghiém CK > 5 lin gidi
han trén cia mire binh thudmg, khéng nén bit dau dicu trj bdng statin.

- Trongqué trinh diéu trj biing statin, bénh nhén cin thing béo khi c6 nhimg biéu hién
vé cor nhar dau ca, cimg co, yéu co... Khi cb cic biéu hién niy, bénh nhin cin lim
xétnghiém CK dé co céc bign phip can thiép phil hop.

- Chi ding atorvastatin cho phy nif trong 46 tudi sinh d¢ khi chic chin khong mang
thai va chi trong tnrémg hop cholesterol mdu ting rit cao mé khong dip img véi cic
thube khac,

TUONG TAC THUOC

- Ting nguy co ton thuong co khi sir dung atorvastatin véi cic thube sau:
gemfibrozil, céc thubc ha cholesterol mdu nhém firat khic, niacin & liéu cao (>
Ig/ngay), colchicin, erythromyein, itraconazol, ketoeonazol (do ire ché eytocrom
CYP 3A4), cyclosporin,

- Thube ¢ thé lam ting tdc dung cua warfarin. Phai xic djnh théi gian prothrombin
trrdre khi biit diu diing statin vi theo dii thudmg xuyén trong thin gian diu didu tri
dé dam bao khdng c6 thay d8i nhiéu vé thai gian prothrombin.

- Cicnhya gin acid mit oo thé lim giam rd rét kha dung sinh hoe cia atorvastatin khi
uéngcm:lg,. vi viiy phéi ding 2 thutc ndy cach xa nhau,

- Khéng thiy cé biéu hién twong tic c6 hai cb ¢ nghia trén lim sing khi sir dung
atorvastatin v cic thude (e che men chuyén, cac thude chen beta, thude lgi tidu vi
thude chéng viém khéng steroid.

- Viée sir dyng ddng thén cée thube ha lipid miu nhém statin véi céc thude didu tri
HIV vi viém gan siéu vi C (HCV) c6 the lam ting nguy co gdy ton thuong co,
nghigm trong nhidt 14 tiéw co vén, thiin e din dén suy thin vacd thé giy trvong.

- Sir dung thiin trong vi néu clin thit nén diing lidu atorvastatin thip nhit khi ding
ddng thév véi thude lopinavir + ritonavir. 3

- Khéng nén ding atorvastatin qué 20 mg/mgdy khi ding phii hop véi amiodarone,
darunavir + ritonavir, fosamprenavir, fosamprenavir + ritonavir, saquinavir +
ritenavir vi khing qud 40 mg atorvastatin /ngdy khi sir dyng déng thii vi
nel finavir vi lam ting nguy co giy ra chimg tidu co van.

TACDUNG KHONG MONG MUON
Nii chung statin dung nap tot, ty 1¢ phai ngimg thube thip hom so viéi cdc thube ha
lipid khi.

Suy gidm nhiin thirc (nhu mét tri nhé, 16 1dn, . ), ting duomg huyét, ting HbA .

- Thirdmg gdp: tiu chiy, tio bon, diy hoi, dau byng, bubn ndn, nhirc diu,chéng mit,
nhin mér, mit ngi, suy nhurgee, dan cor, daw khép. Két qua thir nghiém chire ning gan
tiing hom 3 ln giéi han trén cla binh thuémg,

- ltgdp: bénhco, ban da, viém mii, viém xoang, viém hong, ho.

-~ Hiém gip:vitmco, tiéu co vin din dén suy thin cipthirphat domyogtobin nidu.
n&:g bio cho bdc sT nhimg tic dung khing mong mudn gip phdi khi sir dyng
th

PHU N CO THAI VA CHO CON BU
Vi thudc cb thc dyng e ché tdéng hgp cholesterol v phin bd vio sita nén thude
chéng chi djnh véi phy nit ¢6 thai hofic cho con bi.

LAIXE VA VAN HANHMAY MOC
Nén thin trong khi 1di xe va viin hinh miy mdc, vi thute gy trigu chimg ching
mit...

QUALIEU
Quii lidu: Khdng cb tridu chimg dic biét khi ding thude qui lidu,

i fri: Khing ¢t diéu trj diic higu cho quéi liéu ciia atorvastatin. Néu cb xay ra qud
lleu.cindi@ulri.uiiuchﬁnghﬁwkhicinthif:t._lha&d&gﬁnkf:’tcamréiprw:incﬁa
huyét twomg, nén thim phin loc méu khé co thé 1am ting ding ké df thanh thai cla
atorvastatin.

BAO QUAN: Noi khd, dudi 30°C, trinh dnh sing.

HAN DUNG: 36 thing ké tir ngay sin xudt. Khing ding thudc qud thén han st dung.

PONG GOI : Hap 05 vi x 10 vién nén bao phim.

TIEU CHUAN: Tigu chudn co s,

DE XATAM TAY CUATREEM
THUOC NAY CHI DUNG THED BON CUA BAC si
POC KY HUONG DAN SU DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC sl

Sén xudt tai:

CONG TY CO PHAN DUQC PHAM BOSTON VIET NAM
S6 43, Pudmg s6 8, Khu cng nghiép Viét Nam - Singapore,
Thudin An, Binh Duomg, Vigt Nam

PT: (0274) 3 769 606 - Fax: (0274) 3 769 601

BOSTOM

13081 TINS3T



