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ATORVASTATIN 10

Dién nén dii
THANH PHAN: 1 vién
Atorvastatin calcium rersrennnennn 10 MG
T4 dugec.. Wvita di . 1 vién nén dai

(T4 dugc gém: Lactose, Avicel M101, DST, Povidon, Mau vang Tartrazin, Magnesi
stearat)
DANG TRINH BAY: Hop 03 vl x 10 vién nén dai
CHUY: -BOC KY HUONG DAN SU DUNG TRUGC KHI DUNG.

- NEUCAN THEM THONG TIN, XIN HOI Y KIEN BAC ST,

-THUGC NAY CHIDUNG THEO BON CUA THAY THUSC.
DUJC LYCHQC:
-Atorvastatin 14 thudc ha lipid mau t8ng hgp, vdi thanh phin hoat chit 1a
Atorvastatin calcium, cd t&c dung Uc ché canh tranh men khi 3-hydroxy-
methylglutaryl-coenzym A(HMG-CoA) reductase, lam ngan can chuyén HMG-
CoA thanh mevalonat, tién chat clia cholesterol. Atorvastatin lam giam lipoprotein
va cholesterol huy&t tuong bang cach uc ché sy tdng hop cholesterol & gan va
béng cach t&ng s& lugng nhitng thy thé LDL (Lipoprotein ty trong th&p) & gan trén
bé matté bao, t d6 tAng sy 18y divé thodibién LDL.
-Atorvastatin lam giam cholesterol LDL manh nhét (25-61 %) so vdi bat ci thudc
nao dung dan doc, va td ra cd trién vong cho nhiing ngudi bénh cin phai giam
cholesterol nhiéu, ma hién nay chi dat dugc khi phéi hgp thudc. Atorvastatin lam
tang nbng d¢ cholesterol HDL (lipoprotein 1 trong cao) tif 5-15 % va do dé lam ha
céc ty s6 LDL/HDL vé cholesterol toan phén/ HDL.10-30 % bang cach lam tang
thanh thai VLDL (lipoprotein ty trong rétthap) tén du nhd thu thé LDL.
-Trong cac nghién ciu 1am sang, bing chiing cho th&y cac statin lam giam rd rét
bign c& mach vanh, moi bign c6 tim mach da c6 va gidm téng s& 1 vong & nguéi cé
bé&nh mach vanh.
DUQC BONG HOC:
-Hép thu: atorvastatin duge hdp thu nhanh chéng sau khi uéng, néng do thudc trong
huyét tudng 16i da dat dugc trong vong 1 - 2 gié. Muc db hép thu va néng dé
atorvastatin tang 1 1& v4iliéu lugng atorvastatin. Atorvastatin dang vién nén co d6
kh& dung sinh hoc 95 - 99% so v6i dang dung dich. B6 kha dyng sinh hoc tuy&t déi
clia atorvastatin khodng 14% va dg kha dyng toan than ciia hoat dong tic ché men
khil HMG — CoA khoang 30%. Tinh kha dyng toan than th&p 14 do sy thanh lgc &
niém mac dudng tiéu héa va/ hoic chuyén hoa 1&n ddu & gan. Mac do thic &n lam
giam téc d va mic d6 clia sy hap thu khoang 25% khi dugc danh gia bdi Cmax va
khoang 9% khi dugc danh gia b&i AUC, nhung sy giam LDL — C thi khéing aéi khi
atorvastatin dugc udng ciing lic vai thic &n hay khéng. Néng 49 atorvastatin huyét
twdng sau khi diing thude budi chiéu 18i thAp hon khi ding budi sang (khoang 30%
d6ivdi Cmax va AUC).
-Phan bé: Thé tich phan b6 trung binh ciia atorvastatin khodng 381 Iit. Trén 98%
atorvastatin dugc gén k&tvdi protein huyét tuang. TT1& héng cu huyét tuong xép xI
0,25% cho thay su thdm thuéic vao t& bao héng ciu thép.
-Chuyén hoa: atorvastatin duge chuy&n héa chil y&u thanh dan xu&t hydroxy hda
tai vitriortho va para va cac san phdm oxy héa tai vitribeta. Khoang 70% hoat dong
tic ché trong huyét tudng clia men khiy HMG — CoA la do céc ch&tchuyén héa cé
hoattinh.
-Théitrii: atorvastatin va céc chitchuyén hoa cla né duge thai trir chi yéu qua mat
sau qua trinh chuyén héatai gan va/ ho#c ngoai gan. Tuy nhién thudc khong di qua
chutrinh gan ruét. Thai gian ban hily trong huy&tiudng trung binh clia atorvastatin &
ngudikhoang 14 gid, nhung mot nita thdi gian clia hoatdéng lic ché men khit HMG
—CoA 12 10-20 gid do cé sy ddng gop clia cdc chétchuyén hoacd hoattinh. Dudi
2% lugng atorvastatin uéng vao dugc tim thay trong nudc tidu.
CHI BINH:
-Trang cac trudng hop tang cholesterol toan phén, tang LDL — cholesterol, tang
triglycerid.
-Lam cham tién trién xd vilamach vanh,
-Dy phéng tién phét bign ¢& mach vanh & ngudi tang cholesterol mau: lam giam
nguy cd nhéi mau cd tim, gidm nguy co lam céc th thuat tai tao mach vanh, giam
nguy cd tif vong do bénh tim mach
LIEU DUNG:
-Thubc ban theo don, ding theo chi dinh ciia thay thusc.
-Thuéc cé thé udng vao batky thdi diém nao trong ngay, véo bia an hodc lic déi.
-Liu khdi dAu: 20— 40 mg x 1 ln/ngay. Diéu chinh li6u 4 tu&n 1 14n néu cén,
-Liéu duy tri: 20-80mg x 1 1&n/ngay. N&u cén co thé tang lidu nhung khéng qua
B0 mag/ngay.
CHONG CHI BINH:
-Qué m&n véi Atorvastatin hosic véi bat cif thanh phén nao clia thubc,
-Bénh gan hogt dong hoic transaminase huyét thanh tang dai ding ma khéng

cholesterol mau va dinh lugng céc chl s8 lipid dé xac dinh liéu didu tri. Phai tién

hanh dinh lugng lipid dinh ky, vdi khoéng cach khéng dudi 4 tun va diéu chinh liéu

lugng theo d&p ing cla ngudi bénh vdi thuée.

-Cén sif dyng thudc théan trong & ngudi bénh udng nhiéu rugu va/hodc cé tién sir

bénh gan. Cén tién hanh lam xétnghiém enzym gan trudc khi bt ddu diéu tr bing

statin va trong trudng hgp chi dinh lam sang yéu cdu xétnghiém sau do.

-Cén nhac theo di creatin kinase (CK) trong truéing hp:

+Truéc khi diéu tri, xét nghiém CK nén dugc ti€n hanh trong nhiing trudng hop: Suy

giam chic nang than, nhugc giap, tién sl ban than hoic tién sl gia dinh méc bénh

cd di truyén, tién sif bénh cd do sif dung statin hoic fibrat trudc dé, tién sl bénh

gan va/hoac ung nhiéu rugu, bénh nhan cao tudi (> 70 twéi) cé nhilng yéu 18 nguy

cd bj tiéu cd van, kha nang xay ra tuong tac thuéc va mot sé ddi tugng bénh nhan

dc biél. Trong nhiing truding hgp nay nén can nhéc Igi ich/nguy cd va theo dbi

bénh nhan trén 1am sang khi diéu trj bang statin. N&u kétqua xétnghiém CK > 514n

gidi han trén clia muc binh thuéng, khéng nén bAtdAu digu tribing statin,

+Trong qua trinh diéu tri bling statin, bénh nhan cén théng b&o khi cé céc biu hién

vé co nhu dau cd, cing co, yéu td.. Khi cd cac biéu hién nay, bénh nhan cén lam

xétnghiém CK dé c6 céc bign phap can thigp phi hgp.

-Ligu phép statin c6 kha nang gay viém co va tigu cd van, do dé phai gidm liéu hosic

ngung diéu tr & cac bénh nhan 6 tinh trang goi y dén viém cd (dau nhic co, yéu cd,

tang cretine phosphokinase I&n han 10 1&n so vdi gidi han trén clia mic da binh

thuéng) hoac c6 cac y&u 16 nguy cd dan 16i phat trién suy than thi phat thanh

myoglobulin nigu kich phat,

SUDUYNG CHO PHY N CO THAI VA CHO CON BU:

—Théi kyy mang thai: cac statin [am giam t8ng hgp cholesterol va cé thé ca nhiéu

chatkhac ¢ hoat tinh sinh hoc d&n xuatti cholesterol nén thudc cd thé gay haicho

thai nhi. Chéng chi dinh ding Statin trong thdi ky mang thai.

—Théiky cho con bu: Statin phan b vao sita me. DO tiém néng cé tac dung khéng

mong muén nghiém trong cho tré nhd dang bu siia me nén chéng chi dinh ding

Statin & phy ni cho con bu,

TAC DONG CUA THUGC KHI LAI XE VA VAN HANH MAY MOC:

Atorvastatin khong &nh hubng hoéc anh hudng khéng dang ké 1én kha nang lai xe

va van hanh may mac, nén sl dyng dugc cho ngudilai xe va van hanh may méc.

TUONG TAC THUGC:

-Digu tri phéi hgp Atorvastatin vdi cyclosporin, erythromycin, itraconazol,

ketoconazol, lam tAng nguy cd bj viém cova tigu co van,

-Atorvastatin lam tAng nguy cd cla thudc chéing déng warlarin.

-Thubc khang acid, cholestyramin lam gidm ndng dé Atorvastatin trong huyét

tudng.

-Téng nguy co 18n thudng cd khi sif dung statin déng thai véi cac thude sau:

Gemfibrozil, céc thudc ha cholesterol mau nhém fibrat khac, Niacin lidu cao (=1

g/ngay), Colchicin.

-Vigc sl dyng déng thai cac thubce ha lipid mau nhém statin vdi cac thudc didu trj

HIV vé viém gan siéu vi C (HCV) ¢6 thé lam tang nguy co gay t6n thuong cd, nghiém

trong nhétia tieu cd van, than hu dan dén suy than va cé thé gay ti vong.

+Tranh sl dyng atorvastatin voi: Tipranavir + Ritonavir, Telaprevir,

+SU dyng than trong va néu cén thiét nén ding liéu atorvastatin thdp nhat véi:

Lopinavir + Ritonavir,

+Khong ding qua 20 mg atorvastatin/ ngay wvdi: Darunavir + Ritonavir,

Fosamprenavir, Fosamprenavir + Ritonavir, Saquinavir + Ritonavir,

+Khéng ding quéd 40 mg atorvastatin/ ngay vdi: Nelfinavir.

TAC DUNG KHONG MONG MUON:

-Thuding gap: Tiéu chay, tao ban, day hai, dau byng, buén ndn, dau déu, ching mt,

nhin mmatngl, suy nhugc, dau cd khdp.

-it gap: Y&ucd, viém mdi, viém xoang, viém hong.

-Hiém gép: Viém co, titu co van, dan 6én suy than cép thd phat do myoglobin niéu,

- Ngoaira, con c6 thé gap méts& tac dung khong mong mudn: suy giam nhan thie

(nhu méttrinhd, It 14n..), ting dudng huyét, tang HbA1c

Luu y: Théng béo cho béc sy nhiing tac dung khéng mong muén gép phai khi sty

duyng thudc.

QUA LIEU VA XU TRI:

Khang cé diéu tri dac higu nao khi ding Atorvastatin qua liéu, N&u cé qué liéu tign

hanh diéu tr triéu ching vé céc bién phap hé trg can thiét. Do thusc gin manh

protein huyét tudng, khéng cé hy vong s& lam tang thanh thai Atorvastatin dang ké

béng phuong phap thdm tich mau,

BAOQUAN -HANDUNG:

Baoquan: Duéi30°C, ndikhd mat, trénh dnh sang. m/
BE THUGC XA TAMTAY TRE EM. /L

Han ding : 36 thang ké tif ngay san xust. /

Tiéuchudn:TCCS.

gidi thich dugc.

-Thdi ki mang thai ho&c cho con bu.

THAN TRONG:

-Trudc khi bét ddu diéu tr v6i statincén xac dinh nguyén nhan gay t&ing

San xuit tai:
CONG TY CO PHAN DUGC PHAM KHANH HOA
Budng 2/4, P.Vinh Hoa, TP Nha Trang, Tinh Khanh Hoa

WHO - GMP

Nha Trang, ngay 09 thang 08 nam 2013.




