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Atorvastatin 10 mg

CONG THUC:

- Atarvastatin ... i 1O MY
- T4 duge (Calcl cartmnat Lamse P’u‘P Magnesn steara‘t Natn Iaurylsulfai, Dlsolt: Avicel, HPMC,
PEG 600C, Titan axyd, Talc).... s s ....Vita dit 1 vién
TRINH BAY:
- Vi 10 vign nén bao phim — Hop 3 vi, hgp 10 vi, hip 20 vi.
DUgC LYC:
- Atorvastatin 13 chal (c ch& chon (o va canh tranh men khir HMG-GoA, dc ché qud trinh chuyén héa
3-hydroxy-3-methyl-glutaryl-coenzym A thinh mevalonat, mét tién chit clia c4c sterol, bao gém i
cholesterol. Cholesterol va triglycerid luu thong frong dong mdu dudi dang cic phin tf lipoprotein.
Nhing phén W nay chia ra thanh lipoprotein trang lugng phan 1l cao (HOL), lipoprotein trgng lugng
phén 1 trung binh (10L), lipoprotein trong lugng phén tlr thdp (LDL) v& lipoprotein trong lugng phin
tir rdt thdp (VLDL). Triglycerides va cholesterol két hgp lai thanh VLDL & gan. Tif gan ching dugc gidi
phéng vae huy€l tuang 08 di t6i cac mb ngoai vi. LDL duge hinh thanh 1l VLDL v duge thodi hoa chl
yéu qua cdc receptor LOL. GAc nghign ciu IAm sang va bénh hoc da chl ra ring ting ndng df
cholesterol todn phén, LOL cholesterol va apolipoprotein B (apo B) trong mau lam ting qud trinh xg
vida ddng mach J ngui va téng cac yButd nguy co géy benh tim mach, trong khi ting HDL cholesterol
lam gidm nguy ¢d mac bénh tim mach.
- Atarvastatin 1am gidm cholesterol todn phin, LDL cholesterol v4 apoprotein 8 @ nhing bénh nhin
ting cholesterol mau gia dinh d8ng hop 1l va dj hgp U, tng cholesterol mau nguy@n phét va ting
lipid méu hdn hyp. NG cling lam gidm VLDL cholesterol va Triglycerides va lam tang HOL cholesterol
va apolipoprotein A-1. Atorvastatin lam gidm cholesterol toan phdn, LDL cholesteral, VLDL
cholesterol, apa B, Triglycerides, va nhiing cholesterol khang phai HDL va tang HOL cholesterol &
nhing bénh nhan tang triglycerid méau dan thudn. NG 1am gidm lugng cholesterol i frang trung binh
{IDL cholesterel) & nhiing b&nh nhdn rBi loan chuyén héa lipoprotein mau. Higu qué cla atorvastatin
trén ti 18 tlrvong va bién cf tim mach vAn chua dugce thist lap.
pugc NG HoC:
- Hap thu: Atorvastatin hip thu nhanh sau khi ung, nfing & t6i da trong huy&t tvong dat dugs sau 1
dén 2 git, Mirc 4 hip thu atorvastatin ting tudng dng vdi li8u ding. Sinh khé dung clia atorvastatin
(chdt me) khodng 14% va sinh khi dyng todn thin clia hoat tinh e chE men khit HMG-CoA khodng
30%.
- Phén bd: Thé tich phan b cla alorvastatin khodng 381 lit. Hon 98% atorvastatin gdn véi protein
huy&t tuong. T1 18 trong mawhuy8t tugng khodng 0.25 cho thdy thufe thim vao hing cdu rdt it. Dya
vio nhling quan s4t trén chudt, atorvastatin ¢4 thé thai trir vio sita.
- Chuyén hda: Atorvastatin chuyBn héa chil yBu thinh din xust hydroxyl hoa tai vi tri ortho vA para va
céc san phdm oxid hod tai vitri beta.
- Thil trlr: Atorvastatin v3 it chuy8n hda ciia nd duge thai tril chil yéu vio mAt sau qua trinh chuyén
hoa qua gan va/ho%c ngoai gan. Tuy nhién, thudc khbng di qua chu trinh gan rufit. Thai gian bdn thai
cla atorvastalin & nguii khodng 14 gié, nhung thsi gian bdn thai clia hoat ddng e ché men khil HMG-
CoA khodng 20 din 30 gity do cdc chat chuyén hod chinh cila atorvastatin. Dufi 2% atorvastatin uing
vAo duge m thiy trong nude tigu.
CHI BINH:
- Gidm sy ting cholesteral toan phin, cholesterol LDL va apalipoprotein B & nhing b&nh nhan tang
cholesterol nguyén phit va rdi loan chuy€n hoa lipid hdn hgp.
- Chi dinh diéu trj tang nGng g trigiycerid huyét tuang. G4n tudn thd ché do &n kidng dé dat higu qud
tri liéu cao.
- Téng cholesterol miau dang gia dinh ddng hgp 1, bing cdc bign phdp ha lipid khie khi cde lu phdp
nay khting dap tng.
CHONG CHI DINH:
- Min cam vii bat ky thanh phidn naa cia thuic.
- Suy 1€ baa gan, hitnh gan tign trién co su ting néing do transaminase huy&t thanh kéo dai.
- Phy nii ¢6 thai, phy n cho con bi.
- C4c thudt chBing ndm Itraconazol, Ketoconazol, nhom thudc fibrat.
TAC DUNG KHONG MONG MUGIN:
Tac dyng khing mong mutin thodng qua (khodng 1% bénh nhan). Ding Atorvastatin co thé co cac
bifu hign sauw:
- Tiduhba: tio bén, 08y hoi, khé tidu, dau byng, nbn, tidu chiy.
- Suy nfugge, nhic ddu, mat ngl.
- Rét him bj dau o, nhugc g, yéu sit.
- Tdng men gan, ting ham lugng creatinin phosphokinase huyEt tuong.
- Suy giam nhén thiic {nhw mét tri nhg, 1 1&n...)
- Tang duling huygt.
- Téang HbA1c,
Théng bdo cho bic sT nhiing tac dyng khing mong mubn gép phii ki sif dung thudc.
THAN TRONG KHI DUNG:
- GAn c2n nhdc khi ding Atorvastatin ddi vii b&nh nhan co nhilng y&u i nguy cd din d8n ton thudng
cd, Atorvastatin cé nguy co gdy ra cAc phin (g ¢ hai 8 vai hé co niw teo co, vigm co, déc bigt dai
vdi c4c benh nhan ¢6 yEu o nouy canhu bénh nhdn trén 65 tudi, benh nhén bj bénh thidu nang tuyen
gidp khitng dugc kifm soat, bénh nhdn bj bénh than. C4n theo doi chat ché cac phin iing b hai trong
qui trinh diing thude.
- Truic khi diu trj wdi Alorvastatin phai logi trdr cac nouyén nhan géy ting cholesterol mau do: ddi
théo duting kém ki€m sodt, rdi loan protein mau, bénh gan tic mat, do ding mét s8 thudc khac,
nghién rugu.
- Phéi tign hanh dinh lugng cholesterol toan phin, cholesterol LOL, cholesteral HDL va triglycerid.
- Phai tign hanh dinh Iugng lipid dinh ky, vdi khedng cdch khang dudl 4 tudn, vi didu chinh lidu lugng
theo dap (ng clia ngudi b&nh vl thufic.
- GAn 1i&n hanh céc x&t nghiém enzym gan trudc khi bat ddu diéu tri bing Atorvastatin va trong truting
hap chl dinh 14m sang yéu cAu xét nghidm sau do.




httpS:lltru ngtamth uoc. Cﬁ% nhdc theo dBi creatin kinase (CK) trong trubing hop:

+ Trudc khi diéu trj, xét nghiém CK nén duvc ti€n hanh trong nhiing triding hgp: Suy gidm chilc
ning thin, nhugc giap, tién sl bén than hodic idn s gia Ainh mic bénh ca di truy8n, tign st bj bénh
cd do sif dung Atorvastatin hogic fibrat trudc d6, tién sit bnh gan va/hoic uling nhiéu rugu, bénh nhan
ca0 1udi (> 70 twdi) ¢6 nhirng vy td nguy co bi tidu covan, khA nang nay xdy ra tuong tc thulic vi mét
s§ d6i tugng b&nh nhin dic biét. Trong nhing truding hgp ndy nén cin nhdc igi ich/nguy co va theo
dai bénh nhén trén lam sang khi diéu trj bing Atorvastatin, NEu k&t qud xét nghigm CK > 5 14n gibi
han trén cba mifc binh thuting, khong nén bat ddu digutrj bling Atorvastatin.

+ Trong qué trinh didu tri bAng Atorvastatin, bénh nhan c4n théng bao khi ¢ cAc biéu hign vé cd
nhuf dau cd, cing cd, y&u ¢o,... Khi ¢6 cic bidu hign ndy, banh nhan cdn 13m xét nghiém CK € c6 cic
bign phdp can thi§p phu hep.

- Gac bénh nhan ting transaminase ALAT hay ASAT cdn duc theo ddi cho dén khi gidi quyét duge
cdc bat thubing, néu nbng d6 ting 1&n 3 14n giti han trén mdc binh thuling c4n phii ngung didu tri.

- Thén trgng khi diing thudc cho nguli bénh udng nhidu rugu hodc co tién st bénh gan.

- Gdn ngtng hodc chdm dit didu trj Atorvastatin khi bénh nhdn cd ¢de trigu ching cdp tinh ning cla
bénh co hay yéu tif nguy co din tdi phét trign suy thin tht cip thanh globulin nigu kich phat (cdc bénh
nhi@m tring cdp ndng, ha huydt dp, dai phiu, tdn thudng, rdi loan dién gidi, ndi tiEt va chuyén hod
néng, dgng kinh khong kifm soél dugc).

* §if dyng thudc cho phy nif cd thal v cho con bi: Khng dugc ding.

* 8t dyng thude cho ngudi 141 xe vd vin hinh mdy mde; Ding dugc cho ngudi 1ai xe va van hanh
may mdc.

TUONG TAC THUGC:

- Ding Atorvastatin cing vdi cdc thuiic tc chd enzym CYP3A4 o6 thé 1am ting nbng dp cha
atorvastatin trong huy&i tugng dn dén ting nguy cd bénh cova tiéu g,

- Atgrvastatin khi dong phdi hgp v3i Amiodaron, khdng nén ding gua 20mg/ngay vi lam tEng nguy ¢¢
4y ra chitng tiéu co van. B&i vai nhitng b§nh nhan phai ding liéu trén 20mg/ngay mai co higu qud
diéutri, bac sico thé lya chon thudc stalin khdc (nhu Pravastatin).

- Téng nguy cd tdn thieng cd khi st dung Alorvastatin dfng thei vii céc thuflc sau; Gemfibrozil; cae
thuéic ha cholesterol médu nhém fibrat khdc; Niacin liéu cao (> 1 g/ngéy); colchicin.

- Tranh ding dng théi Atorvastatin véi cic huyén dich antacid ding dung udng cb chira magnesi,
alumi hydroxyd va cholestyramin do lam giam ndng d6 Atorvastatin trong huy8t tudng.

- Ndng do Atorvastatin trong huwét tudng s& 1dng 1én khi dung ddng thdi véi digoxin, erythromycin
hodc clarithromicin.

- Thin trgng khi dung d8ng thhi Atorvastatin vdi céc thuGc ngira thai cé chia norethindran, ethinyl
estradiol s& lam tang tac dung cla norethindron, ethinyl estradiol.

Sit dung ding thési Atorvastatin vai céc thudc didu trj HIV va vigm gan siguvi C (HCV) cd thé lam ting
nguy cd gdy t6n thuong cd, nghiém trong nhit 1 tiéu co vin, than hu din d8n suy thin va co thé gy
tir vong. Khuyén céo vé tudng tic gilia Atorvastatin vdi cac chdt o ché protase clia HIV va HCV:

Cac chdt (¢ chd protase
cd tuong tic

« Tipranavir + Ritonavir | Trdnh sii dung atorvastatin

« Telaprevir

= Lopinavir + Ritonavir 50 dyng thin trgng va néu

cln thist nén ding héu

Khuy&n cdo k& don

atorvastatin thip nht
Atorvastatin |* Darunavir + Ritonavir | Khong qud 20mg
I Fosamprenavir atorvastatin/ngay.
= Fosamprenavir+Ritonavir
= Saquinavir + Ritonavir
» Nelfinavir Khdng qua 40 mg
atorvastatin/ngay.
LIEU LUGNG VA CACH DUNG:
- Diing duting ubng.

- Knuy&n céo bit ddu diéu trj vai liguthdp nhit ma thubc co tic dung, sau dd néu cin thiét, co thé diéu
chinh lidu theo nhu cdu va ddp Ung cla tiing ngudi biing céch ting lidu ting dgt cach nhau khong dudi
04 tudn va phdi theo doi cdc phan dng cd hai clia thudic, dic bigt 14 cdc phin dng o6 hai adi vdi hé co.

- Atorvastatin khi dung ph8i hgp vai Amiodaron: khdng nén diing qua 20mg/ngay.

- Gdn tudn theo ché dd @n kigng gidm cholestaral.

- Liutheo chi dinh clia thdy thusc hodc theo lifu sau:

- LiBu khdi ddu: 10mg/ngay. Ca thé diéu chinh lifu (néucdn) sau 4 tudn didutri.

- Lidu duy tri: 10 - 40mg/ngay. Cé tha ting liéu nhung khang qud BOma/ngay.

QUA LIEU VA XU TR QUA LIEV: ;

- Khoing c6 thudc didu tri ddc hidu cho bénh nhdn ding qué lidu atorvastatin. Trong tnubing hop qud
lidu, bénh nhin cdn dude didu tri tridu chiing, vA ding céc bién phdp hd trg cdn thiét khdc dé duy tr
¢46 chiic ndng song. Do phdn 16n thudc gdn véi proteln huyt tuong nén thim tich miu hdu nhu
khong lam tang thal trit atorvastatin ra khi cothé.

HAN DUNG: 26 thang k€ tif ngay san xult.

TIEU CHUAN AP DYNG: TCCS.
DE XA TAMTAY CUA TRE EM.

BAO QUAN NOI KHO, KHONG QUA 30°C, TRANH ANH SANG.

THUGC NAY CHi DUNG THEO SY KE BON CUA THAY THUGC.
DOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG. NEU CAN THEM THONG TIN XIN HOI ¥ KIEN CUA BAC 81
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