https://nhathuocngocanh.com/

“ MAU NHAN THUOC
1/ Nhin truc ti€p trén don vi d6ng gbéi nhd nhat:
@ AN e qeae™ QOWL e o o™
. %:23.& yker‘éf :;,_,1\ " “‘\‘\1,0 »o'\;"c‘: ¥ n #ﬁ::“\“‘q “,.w“':
NS o™ NS e e
7 W™ @ 9 QOT o e or _catll
Gt o P L R
QW™ I o 0‘“@@"““ - et RO e
' o T e “’};,.;"“fé B g N "’"'fw'f
s by _ 20 ._ ?\{b
o " 03?: ’ dﬁw‘““bh e ‘E‘M i:"‘ e e N
oy “1_0 o e S TN cd «,\&“ 2
20N o QNS e o™ QN
&,‘;&”d fw"‘”’ ol e vo” 0 b ot ks
g PR\ B m"‘"‘w
2/ Nhan hop
MAiu nhin h

‘0D "W¥VHd OJdYy
:Aq Daind

8w (7 wn[Ed UIRISeAI0NY

9

02 NILULSUAYOL

NOG OFHL NYH DONHL - Xy _

1gp uu uA gf X JA g0 doH

Hop 03 vi x 10 vién nén daj g ) f;

i 4 =
'Rx - THUGC BAN THEO DON e lo i}
ITORVASTATIN 20 = = -°
! \ Z <

| § - &

- =1 6




Nitpg./ MoadtitisnadEn SGedund thibc:
L =

'ATORVASTATIN 20

Ciérnn nén dai

THANH PHAN: 1 vién
Atorvastatin calcium 20 mg
T4 duge vila ai .. 1 vién nén dai

(T2 dugc gdm: Lactose, Tinh bdt mi, DST, Povidon, Magnesi stearat)
DANG TRINH BAY: Hop 03 v x 10 vién nén dai
CHUY: -POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG.

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

-THUGC NAY CHIDUNG THEODON CUA THAY THUGC.
DUgC LYC HOC:
-Atorvastatinia thugc ha lipid mau 16ng hgp, vdi thanh phén hoatchatia Atorvastatin
calcium, ¢ tac dyng Uc ché canh tranh men khil 3-hydroxy-methyiglutaryl-
coenzym A(HMG-CoA) reductase, lam ngZn can chuyén HMG-CoA thanh
mevalonat, tién chil clia cholesterol. Atorvastatin lam gidm lipoprotein va
cholesterol huyét tudng béng cach dc ché sy téng hop cholesterol & gan va bing
cach ting s6 lugng nhiing thu thé LDL (Lipoprotein ty trong thép) & gan trén bé mat
1€ bao, tif 66 tang s 18y di va thoai bign LDL.
-Atarvastatin lam giam cholesterol LDL manh nhat (25-61 %) so véi bat cul thudic
néo ding don dbce, va 18 ra ¢6 trién vong cho nhing ngudi bénh can phai giam
cholesterol nhigu, ma hién nay chil dat dudgc khi phéi hap thudc, Atorvastatin lam
1@ng ndng dé cholesterol HOL (lipoprotein ty trong cao) i 5-15 % va do d6é |am ha
céc ty s6 LDL/HDL va cholesterol toan phén/ HDL.10-30 % bang cach lam tang
thanh thai VLDL (lipoprotein ty trong rétthap) 16n du nhé thy thé LDL.
-Trong céc nghién clu l&m sang, bang chiing cho thay cac statin lam giam rd rét
bign c& mach vanh, mol bién ¢6 tim mach 63 cé va giam tng s4 tf vong & nguii cé
bé&nh mach vanh.
DUQC BONG HQC:
-Hap thu: atorvastatin duge hap thu nhanh chéng sau khi udng, néng 46 thudc trong
huyét Wang 16i da dat dugc trong véng 1 — 2 gid. Misc dé hép thu va néng do
atorvastatin tang 1112 vdi liBu lugng atorvastatin. Atorvastatin dang vién nén co da
khé dung sinh hoc 95 - 99% so véi dang dung dich. D6 kha dung sinh hoc tuyét doi
cla atorvastatin khoang 14% va d6 kha dung toan than clia hoat dodng Uc ché men
khit HMG - CoA kho&ng 30%. Tinh kha dung toén than thép | do su thanh loc &
niém mac duong tiéu hoa va/ hosic chuy&n héa 1an ddu & gan. Mac do thie an lam
giam t6c 86 va muc a6 cha sy hap thy kho&ng 25% khi dudc danh gia bdi Cmax va
khoang 8% khi dugc danh gia bdi AUC, nhung sy giam LDL - C thi khang d8i khi
atorvastetin dugc udng clng lic véi thiic &n hay khong. Néng dé atorvastatin huy&t
tdng sau khi ding thude budi chiéu 15i th&p hon khi diing budi sang (khoang 30%
G6ivii Cmax va AUC).
-Phan bé: Thé tich phan b trung binh clia atorvastatin khoang 381 Iit. Trén 9B%
alorvastatin dugc gén kE1vsi profein huyét fuong. T11e héng cAu huy&t twang x&p i
0.25% cho théy su tham thudc vao 18 bao hdng céu thap.
-Chuyén héa: atorvastatin duge chuyén hoa chi yEu thanh dan xudt hydroxy hoa tai
vitriortho va para vé céc san phdm oxy héa tai vitri beta. Khoang 70% hoat déng uc
ché trong huy&ttudng clia men khit HMG — CoA 14 do cac chat chuyén héa cé hoat
tinh,
~Thai tnr: atorvastatin va cac chat chuyén hoa clia né duge thai trirchll yéu qua mat
S&EU qua trinh chuyén hda tai gan val hosc ngoéi gan, Tuy nhién thudc khang di qua
chutrinh gan rugt, Thdi gian ban hiy trong huy &t udng trung binh cla atorvastatin &
ngudi khoaing 14 gid, nhung métnia théi gian clia hoat déng Uc ché men khit HWG
— CoA & 10 - 20 gi¢ do cé sy dong gdp clha cac chét chuy&n héa cé hoat tinh, Dudi
2% lugng atorvastatin udng vao dugc fim thay trong nudc tigu.
CHI BINH:
-Trong céc truding hgp tang cholesterol toan phén, tang LDL - cholesterol, téng
triglycerid.
-Lam chém tign trién xd viia mach vanh,
-Du phéng tién phat bién ¢6 mach vanh & nguai thng cholestero! mau: lam gidm
nguy cd nhéi mau co fim, gidm nguy ¢d lam céc thi thuat tai tao mach vanh, giam
nguy co tlif vong do bénh tim mach
LIEU DUNG:
~Thuéc ban theo don, ding theo chldinh ciia théy thuée.
-Thudced thé udng vao bEtky thai diém nao trong ngay, vao bita &n hoac luc doi,
~Li6u khdi d4u: 20~ 40 mgx 1 14n/ngay. Bidu chinh lidu 4 tuan 1 1&n néL cén.
~Ligu duy tri; 20— 80mg x 1 1An/ngay. NéU cén c6 the tang ligu nhung khéng qua
80 mg/npay.
CHONG CHI BNH:
-Qué mén véi Atorvastatin hoc vdi bat o thanh phén nao cla thude.
-Bénh gan hoat déng hoac transaminase huyét thanh ting dai ding ma khong
gidi thich dugc.

cholesterol mau va dinh Iugng céc chi & lipid dé x4c dinh liéu diéu tri, Phai tién
hanh dinh ludng lipid dinh ki, vdi kho&ng céach khdng dudi 4 tudn va digu chinh
liéu lugng theo dap lng cla ngudi bénh vai thudc.

-Cén sif dyng thuc thén trong & ngudi bénh udng nhiéu rugu vahose cé tién sit
bénh gan. Can tién hanh lam xét nghiém enzym gan trudc khi bit 64u didu tri
bang statin v& trong truéng hop chl dinh 1am sang yéu ciu xét nghiém sau dé.
-Can nhac theo dii creatin kinase (CK) trong truding hgp:

+Trudc khi diéu tri, xét nghiém CK nén dugc fién hanh trong nhiing truding hop:
Suy giam chic nang than, nhuge gidp, ién si ban than hodic tign sir gia dinh
méc bénh cd di truyén, tién sif bénh cd do sii dung statin hoac fibrat trudic do,
tién sU bénh gan va/hodc udng nhiéu rugu, bénh nhan cac tudi (> 70 twéi) co
nhiing yéu 16 nguy cd bi tiéu co van, kha nang xay ra twong tac thudc va mot s
6681 Wgng bénh nhan dic bigt. Trong nhiing trudng hop ndy nén can nhac Igi
ich/nguy cd vé theo ddi bénh nhén trén 1am sang khi digu 1 bang statin. Néu két
qua xét nghigm CK > & Ian gidi han trén clia muc binh thuang, khéng nén bt
du digu tri bang statin, .

+Trong qué trinh diéu 11 bang statin, bénh nhan can théng bao khi ¢ cac bidu
hign vé cd nhu dau cd, cing cd, yéu cd.. Khi cd cac bidu hign nay, b&nh nhan
cén lam xét nghiem CK @& ¢ cac bién phép can thiép phi hgp.

-Ligu phap statin c6 kha nang gay viém co va tigu co van, do 66 phai gidm lidu
ho&c ngung diu tri & cac bénh nhan cé tinh trang odi y d&n viém cd (dau nhic
cd, yéu oo, 1ang cretine phosphokinase 1&n hon 10 13n so véi Qidi han trén clia
mifc @9 binh thudng) hofic c6 cac y&u 18 nguy co dan 16i phat trién suy than thi
phét thanh myoglobulin nigu kich phat,

SU DYNG CHO PHY NI CO THAI VA CHO CON BU:

=Thdi ky mang thai: cac statin 1am gidm tdng hop cholesterol va cé thé ca nhiéyu
chat khac co hoat tinh sinh hoc dén xuét 1 cholesterol nén thuc o6 thé gay hai
cho thai nhi. Chéng ehi dinh ding Statin trong thai ky mang thai.

—Thdi ky cho con bu: Statin phéin bd vao sDa me. DO tiém nang ¢6 téc dung
khong mong mudn nghiém trong cho tré nhd dang b siiz me nén chéng chi
dinh diing Stalin & phy nif cho con bu.

TAC BONG CUA THUGC KHI LAl XE VA VAN HANH MAY MOC:

Atorvastatin khéng &nh huéng hoéic &nh hudng khong déng k€ I&n kha nang &
xe va van hanh may moc, nén sif dung dudc cho ngudi lai xe va van hanh may
moc,

TAC DUNG KHONG MONG MUGN:

-Thudng gap: Tiéu chay, to bon, ddy hoi, dau bung, budn nan, dau déu, ching mit,
nhin mmatnal, suy nhude, dau cd khap.

-itgap: Yéu co, vigm mii, viém xoang, viém hong,

-Hiém g&p: Viém co, tieu cavan, dn dén suy than cép thy phat do myoglobin nigu.
- Ngodira, con c6 thé gap mét s6 tac dung khang mong muén: suy gidm nhan thie
(nhuméttrinhg, 10 1an_.), tang dudng huy#t, tang HbA1c

TUONG TAC THUGC:

-Digu tri phdi hgp Atorvastatin vdi cyclosporin, erythromycin, itraconazel,
ketoconezol, lam tang nguy cd b viém co va tigu co van.

-Atorvastatin lam tang nguy cd clia thudic chéng dangwarfarin,

-Tang nguy co 18n thuong cd khi s dung statin aéng thoi véi cac thud :
Gemfibrozil, cac thubic ha cholesterol mau nhom fibrat khac, Niacin lié LoaEo (>
g/ngay), Colchicin. i L
-Viéc slf dung déng théi cac thudc ha lipid mau nhém statin vai cae thude diéu_‘ i HIY
va viem gan sigu vi C (HCV) cd thé lam 1ang nguy co gay 1én thudng cd..—gﬁém
trong nh&tla tigu co van, than hu dén dén suy than vé oo thé géy 10 vong, -
+Trénh sl dung atorvastatin vGi: Tipranavir+ Ritonavir, Telaprevir, é?‘l 2 -
+S5U dung than treng va néu cdn thidt nén diing liéu atorvastatin
Lopinavir + Ritonavir,

+Khong dong qué 20 mg atorvastatin/ ngay wdi: Darun
Fosamprenavir, Fosamprenavir + Ritonavir, Saquinavir + Ritonavir,
+Khang ding qué 40 mg atorvastatin/ ngay véi: Nelfinavir,

Luuy: Théng béo cho bac sy nhiing téc dyung khéng mong muén gap phal khi sir
dung thudc.

QUA LIEUVA XU TRI:

Khong cé digu trj déc hiéu nao khi ding Atorvastatin qua ligu. NEu c6 qua ligu tién
hanh diéu trj trigu ching va cac bign phap hd trg cén thigt. Do thudc gén manh

-Thf.si ki mang thai ho&ic cho con bu.
RONG:

U diéu tri véi statin, cBn xac dinh nguyén nhan pay tang

BAOQUAN - HAN DUNG:
Sdn xudt tai:

Baoquan: Dudi30°C, ndikhé méat, tranh anh sang.
BE THUGC XA TAMTAY TRE EM.
CONG TY €O PHAN DUCC PHAM KHANH HOA
WHO - CMP Budng 2-4 P.Vinh Hoa - TP Nha Trang - Tinh Khanh Hoa
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protein huy&t tuong, khéng e hy vang s Iam tang thanh thai Atarvastatin dang ké
Han ding: 36 thang ké 1 ngay san xuat,
ng, ngay 09 thang 08 ndm 2013.

béng phuong phéap tham tich mau,
Tiéuchuin:TCCS.
Nha Tra
s Y CP DUGQC PHAM KHANH HOA




