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Thudc béan theo don

Atorvastatin 20 mg

CONG THUC:

= PEOPNASTANN i e e s s 20 mg
- T4 dugc (Calci phosphat, Lactose, PVP, Magnesi stearat, Natri laurylsulfat, Disolcel, Avicel, HPMC,
PEG 6000, Titan oxyd, Talc, Mau do ponceau lake, Mau do oxyd sat)................... Vd 1 vién nén bao phim
TRINH BAY:

- Vi10 vién nén bao phim — Hop 3 vi.
DUQC LYC: '
- Atorvastatin 1a chat (ic ch& chon lpc va canh tranh men khit HMG-CoA, (¢ ché qué trinh chuy&n hoa 3-
hydroxy-3-methyl-glutaryl-coenzym A thanh mevalonat, mt tin chat clia cac sterol, bao gém ca
cholesterol. Cholesterol va triglycerid Iuu théng trong dong mau dudi dang cic phan tif lipoprotein.
Nhilng phén tir nay chia ra thanh lipoprotein trong lugng phan tir cao (HDL), lipoprotein trong Iugng phan
tir trung binh (IDL), lipoprotein trong lugng phan tir thdp (LDL) va lipoprotein trong lugng phan i rat
thdp (VLDL). Triglycerides va cholesterol két hgp lai thanh VLDL & gan. Tl gan chiing dugc giai phéng
vao huy&t tudng dé di ti cic md ngoai vi. LDL dugc hinh thanh tif VLDL va dugc thoai hoa chl yéu qua
céc receptor LDL. Céc nghién cifu IAm sdng va b&nh hoc dé chi ra ring tdng ndng df cholesterol toan
phdn, LDL cholesterol va apolipoprotein B (apo B) trong mau lam tdng qua trinh xd vita dong mach &
ngudi va tang cac yéu td nguy cd gay bénh tim mach, trong khi tang HDL cholesterol am gidm nguy cd
mac bénh tim mach.

- Atorvastatin lam gidm cholesterol toan phdn, LDL cholesterol vA apoprotein B & nhiing bénh nhan ting
cholesterol mau gia dinh dong hgp tlr va di hgp tu, ting cholesterol mau nguyén phét va téng lipid mau
hdn hgp. N6 cling lam gidm VLDL cholesterol va Triglycerides va 1am ting HDL cholesterol va
apolipoprotein A-1. Atorvastatin |am gidm cholesterol toan phén, LDL cholesterol, VLDL cholesterol, apo
B, Triglycerides, va nhiing cholesterol khéng phai HDL va ting HDL cholesterol & nhitng bénh nhan ting
triglycerid méu dan thudn. N6 1am gidm lugng cholesterol tf trong trung binh (IDL cholesterol) & nhilng
b&nh nhan rdi loan chuyén héa lipoprotein mau. Hiéu qua ciia atorvastatin trén t7 18 tir vong va bién c6
tim mach van chua dugc thiét 14p.

DUGC PONG HOC:

- Hp thu: Atorvastatin hap thu nhanh sau khi udng, ndng do tdi da trong huyét tudng dat dugc sau 1 dén
2 git. Mdc do hdp thu atorvastatin ting tuong (ng véi liéu ding. Sinh kha dung cla atorvastatin (chat
me) khodng 14% va sinh khad dung toan than clia hoat tinh tfc ch& men khir HMG-CoA khodng 30%.

- Phan bd: Thé tich phan bd cla atorvastatin khodng 381 lit. Hon 98% atorvastatin gdn vdi protein huyét
tuong. Ti 1€ trong mawhuy@t tudng khodng 0.25 cho thdy thudc thdm vao hdng cdu rét it. Dya vao nhiing
quan sat trén chuft, atorvastatin 6 thé thai trif vao sifa.

Chuyén héa: Atorvastatin chuy&n héa chi y&u thanh din xust hydroxyl hoa tai vj tri ortho va para va cc
san phdm oxid hod tai vi tri beta.

- Thai trir: Atorvastatin va chat chuy&n hoa clia né dugc thai trif chil y&u vao mat sau qué trinh chuyén
h6a qua gan va/hodc ngoai gan. Tuy nhién, thudc khéng di qua chu trinh gan rugt. Thoi gian ban thai clia
atorvastatin & ngudi khoang 14 git, nhung thoi gian ban thai clia hoat djng (rc ch& men khir HMG-CoA
khodng 20 d&n 30 gidy do cac chit chuyén hod chinh clia atorvastatin. Dudi 2% atorvastatin udng vao
dugc tim thay trong nudc tidu. : ; -
CHI DINH:

- Tang cholesterol mau: Atorvastatin dugc chi dinh bd trg cho ligu phap &n udng dé gidm nbng do
cholesterol toan phan va cholesterol LDL & ngudi bénh tdng cholesterol mau tién phét (tuyp Ila va lib)
triglycerid gidm it.

- Dy phong tién phat (cap 1) bién cd mach vanh: O ngudi ting cholesterol mau ma khdng c6 bidu hién
|dm sang rd rét vé mach vanh, chi dinh Atorvastatin nham:

+ Gidm nguy cd nhdi mau co tim.

+ Gidm nguy co phai lam cac thi thuat tai tao mach vanh tim.

+ Giam nguy cd tl vong do bénh tim mach.

- Xd vifa dong mach: O ngutsi bénh ting cholesterol mau c6 biéu hién 14m sang vé bénh mach vanh, ké
c& nhdi mau co tim trudc dé, chi dinh Atorvastatin nhdm:

- Lam ch&m ti&n trién xd vita mach vanh.

- Gidm nguy cd bi&n ¢d mach vanh cap.

- Atorvastatin ciing dugc chi dinh dé giam cholesterol toan phan va cholesterol LDL & ngudi bénh ting
cholesterol mau gia dinh déng hgp tlt, bd trg cho céc cach diéu tri ha lipid khéc.

CHONG CHI BINH:

- M&n cam vGi bt ky thanh phan nao ciia thuc.

- Suy t& bao gan, bénh gan ti€n trién c6 sy ting ndng df transaminase huyét thanh kéo dai.

- Phy nit ¢ thai, phu ni cho con bu.

- Céac thudc chdng ndm Itraconazol, Ketoconazol, nhém thudc fibrat, Gemfibrozil, Niacin liéu cao
(> 1 g/ngay), Colchicin.

TAC DUNG KHONG MONG MUDN:

T4c dung khdng mong mudn thodng qua (khodng 1% bénh nhin). Dung Atorvastatin ¢6 thé ¢é c4c biéu
hién sau:

*Thudng gap : ADR > 1/100

- Tiu hoa : Ta chay, tao bon, ddy hoi, dau bung va budn non.

- Than kinh trung uong : Bau dau, chdng mét, nhin md, mat ngd, suy nhugc.

- Than kinh - cd va xudng : Dau cg, dau khdp.

- Gan : Tang men gan.

*ftgap: 1/1000 < ADR < 1/100

- Th4n kinh — co va xudng : Bénh co (k&t hgp y&u cd va ting ham lugng creatinin phosphokinase huyét
tuong — CPK).

- Da : Ban da.

- H6 hdp : Viém mii, viém xoang, viém hong, ho.

* Hiém gap: ADR < 1/1000

- Than kinh — co va xuong : Viém co, tiéu co van, din d&n suy than cdp thit phat do myoglobin nigu.
*Khdc:

- Suy gidm nhén thite (nhu m&t tri nhd, 1 13n...)

- Tang dudng huyét.

- Tang HbA1c.

Thong b4o cho bac si nhifng tac dung kh6ng mong mudn gap phai khi sif dyng thuéc.

* Sif dung thuéc cho phy nif ¢ thai va cho con bi: Khong duge dung.

* Téc djng cia thudc 1én khd nang I4i xe va vgn hanh may mdc: vi thudc cé khad ning gy chong mit
cho nén sif durig than trong cho ngudi I4i xe va van hanh may moc.
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CANH BAO VA THAN TRONG KHI DUNG:

C4n can nhéc khi dung Atorvastatin d6i vdi bénh nhan ¢ nhitng yéu td nguy co ddn dén tén thuong co.
Atorvastatin c6 nguy cd gy ra cdc phan (ing c6 hai ddi véi hé cd nhu teo cg, viém cg, dic bigt ddi vdi cac
bénh nhdn c6 yéu td nguy co nhu bénh nhén trén 65 tudi, bénh nhan bj bénh thiéu ning tuyén giap
khong dugc kiém soat, bénh nhan bj bénh than. C4n theo ddi chit ché cdc phan dng cd hai trong qud
trinh ding thudc.

- Trudic khi diéu trj vai Atorvastatin phai loai trif cac nguy&n nhén gdy ting cholesterol mau do: dai thdo
duting kém ki€m soét, rdi loan protein mau, bénh gan tic méit, do dung mdt sd thudc khac, nghién rugu.
- Phéi ti&n hanh dinh lugng cholesterol toan phin, cholesterol LDL, cholesterol HDL va triglycerid.

- Phdi ti€n hanh dinh lugng lipid dinh ky, véi khodng cach khong dui 4 tudn, va diu chinh liéu lugng
theo dap (ng clia ngudii bénh véi thudc.

- C4n ti€n hanh cdc xét nghiém enzym gan trudc khi bit ddu diéu tri bing Atorvastatin va trong truding
hgp chi dinh Iam sang yéu cdu xét nghiém sau dé.

- C4n can nhic theo doi creatin kinase (CK) trong truing hgp:

+ Trudc khi diéu trj, xét nghi@m CK nén dugc tién hanh trong nhiing trudng hgp: Suy giam chifc
nang than, nhugc gidp, tién sl ban than hodc tién sif gia dinh mac bénh cd di truyén, tién sif bi bénh ca
do sif dung Atorvastatin hoic fibrat trudc do, tién sit bénh gan va/hodc udng nhiéu rugu, bénh nhan cao
tudi (> 70 tudi) co nhitng y&u t8 nguy ca bi tidu co van, kha ndng nay xay ra tuong tac thudc va mot s6 dai
tugng bénh nhan dic biét. Trong nhiing trudng hop nay nén can nhdc Igi ich/nguy co va theo ddi bénh
nhan trén IAm sang khi diéu tri bang Atorvastatin. N&u két qud xét nghiém CK > 5 1dn gi6i han trén clia
mifc binh thubng, khéng nén bt ddu diéu trj bing Atorvastatin.

+ Trong qué trinh didu trj bing Atorvastatin, b&nh nhan cdn théng béo khi cd cac biéu hién vé co
nhu dau cg, cling cd, y&u cd,... Khi cé cac biéu hién nay, bénh nhan cdn lam xét nghiém CK dé c¢6 céc
bién phap can thiép phi hgp.

- C4c b&nh nhén tdng transaminase ALAT hay ASAT cin dugc theo ddi cho dén khi gidi quyét dugc cac
bat thuding, néu ndng dd tang 1&n 3 1an gidi han trén mic binh thudng can phai ngung diéu trj.

- Than trong khi diing thudc cho ngudi bénh ubng nhiéu rugu hodc co tién st bénh gan.

- C4n ngling hodc cham dit diéu tri Atorvastatin khi bénh nhén c6 céc triéu chitng cip tinh ning cla
bé&nh cd hay y&u t6 nguy co din tdi phat tri€n suy than thir cdp thanh globulin niéu kich phat (c4c bénh
nhi@m trung c4p ndng, ha huyét ap, dai phau, ton thuong, rdi loan dién gidi, ndi ti&t va chuyén hoé ndng,
ddng kinh khdng kiém soét dugc).

TUONG TAC THUDC:

Diing Atorvastatin cling véi cac thudc (ic ch& enzym CYP3A4 co thé lam tdng ndng dj cla atorvastatin
trong huy&t tuong dan dén ting nguy cd bénh cd va tiéu co.

Atorvastatin khi diing phdi hgp v6i Amiodaron, khdng nén dung qud 20mg/ngay vi lam ting nguy co gay
ra chitng tiéu ca van. DGi véi nhitng bénh nhin phdi dung liéu trén 20mg/ngay mdi c6 hiéu qua diéu trj,
béc sTcé thé Iya chon thudc stalin khéc (nhu Pravastatin). '

Tang nguy cd tdn thudng ca khi sir dung Atorvastatin dong thdi véi cac thudc sau; Gemfibrozil; céc thudc
ha cholesterol méu nhdm fibrat khdc; Niacin liéu cao (> 1 g/ngay); colchicin.

- Tranh diing dong thdi Atorvastatin véi cic huyén dich antacid ding duting udng c¢6 chita magnesi,
alumi hydroxyd va cholestyramin do lam gidm ndng df Atorvastatin trong huy&t tudng.

- N6ng dj Atorvastatin trong huy@t tuong sé tang I&n khi ding ddng thdi véi digoxin, erythromycin hodc
clarithromicin.

- Than trong khi dung déng thoi Atorvastatin vdi céc thufc ngira thai c6 chifa norethindron, ethinyl
estradiol s& 1am tang tdc dung clia norethindron, ethinyl estradiol.

Sir dyng d6ng thdi Atorvastatin v6i céc thudc diéu tri HIV va viém gan siéu vi C (HCV) c6 thé 1am ting
nguy ca gay tén thuong co, nghiém trong nhét 12 tigu co van, thin hiu din dén suy than va c6 thé gay tir
vong. Khuy&n céo vé tudng téc gilta Atorvastatin vdi cac chat c ch& protase clia HIV va HCV:

Atorvastatin Céc chdt (c ché. protase cé tuong tac|Cac chdt (fc ché protase c6 tuong tac

e Tipranavir + Ritonavir

o Telaprevir Tranh sif dung atorvastatin

Sif dung than trong va néu cin thiét

o Lopinavir + Ritonavir nén ding liéu atorvastatin thdp nhat.

e Darunavir + Ritonavir

o Fosamprenavir

e Fosamprenavir + Ritonavir
e Saquinavir + Ritonavir

Khéng qua 20 mg atorvastatin/ngay.

e Nelfinavir 'Khong qua 40 mg atorvastatin/ngay.

LIEU LUGNG VA CACH DUNG:

- Dung duding ubng.

- Khuy&n c4o bt ddu diéu trj voi liéu thdp nhdt ma thudc c6 tac dyng, sau d6 néu cdn thiét, cd thé diéu
chinh liéu theo nhu cdu va dap (ng clia tifng ngudi bing cach tAng liu titng dgt c4ch nhau khdng dudi 04
tudn va phdi theo ddi céc phan ing ¢6 hai clia thudic, dac biét Ia cac phan ing co hai ddi vdi hé co.
Atorvastatin khi ding ph8i hgp véi Amiodaron: khdng nén diung qué 20mg/ngay.

- C4n tudn theo ch& dd n kigng gidm cholesterol.

Liéu theo chi djnh cia thay thude hodc theo liéu sau:

- Liéu khdi ddu: 10mg/ngay. C6 thé diéu chinh lidu (néu cdn) sau 4 tudn didu tri.

- Lidu duy tri: 10 - 40mg/ngay. C6 thé ting lifu nhung khong qua 80mg/ngay.

QUA LIEU:

- Khéding c6 thudc diéu tri dic hidu cho b&nh nhin dung qué lidu atorvastatin. Trong truiing hgp qua lidu,
bé&nh nhan cdn dugc diéu tri triéu chiing, va ding c4c bign phap hd trg cdn thiét khac dé duy tri cc chic
nang sng. Do phén 16n thudc gin vdi protein huyét tuong nén th&m tach mau hdu nhu khéng 1am ting
thai trir atorvastatin ra khdi co thé.

HAN DUNG: 36 thang k& tif ngay san xuat.

TIEU CHUAN AP DUNG: TCCS.

BE XATAMTAY CUA TRE EM.

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

THUGC NAY CHI DUNG THEO $U KE BON CUA THAY THUGC.

DOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG. NEU CAN THEM THONG TIN XIN HOI ¥ KIEN CUA BAC Si.

CONG TY CO PHAN DUGC PHAM TV.PHARM
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