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Atorvastatin (dudi dang atorvastatin calci) 10 mg

Mha win wdt =
Coag ty TNHH LD STADA-VIET NAM —
Kod/t n Thi A 1 MY Haa 2

%4 Xudn Thai Pang, Huyén Hic Mén Ei IAm
TP H Chi Minh, Vigr Na

: Tibu chudin dp dynsg: TONSX
i calisil, 0 g BF XA TAM TAY TRE EM
; ' pRC kY HUGNG DAN 5L DUNG
(8 d]nl! l'.kh dunp, ( M chi dinh vh chc m"!. TRUGE KHI DUNG
fin khac

Lipistad 10

DEXFOIXES

SPK - Reg. No.:

*a

X PRESCRIPTION DRUG 3 blisters x 10 film-coated tablets 207

Lipistad 10

Alorvastatin (as atorvastatin calcium) 10 mg
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Lipistad 10

THANH PHAN
Mdi vién nén bao phim chira:
Atorvastatin (dudi dang atorvastatin Calei) ..., 10 mg
T4 duoc vira dl. AT R 1 vién

(Microcrystallin cellulose, lactose monohydrat, croscarmeliose natri, poviden K30,

polysorbat 80, magnesi stearat, hyp macrogol 6000, titan dioxyd, talc)

MO TA
Vién nén hinh oval, bao phim méu tréng, hai mat khum, mét méat khdc *10" va mét mat
trom.

DUQC LYC HOC

Nmasraygn 1 chét trc ché canh tranh cé chon loc véi HMG-CoA raducla.se'h. Ién; ngan

can chuydn 3-hydroxy-3-methylgiutaryl-coenzym A thanh mevalonat, tién chat cda

cholesterol. Atorvastatin cling nhu mét sb S\z;l chuyén héa ctia nd ddu cé hoat tinh
duoe Iy & ngudi. Gan Ia vi tri ddu tién thudc tic ddng va 1& noi chl yéu tdng hop
cholesterol va thanh thai LDL, Sy gidm LDL-C twong quan véi lidu ding clia hom
1a v&i ndng @ thubc trong cor thé, Lidu ding & mdi ¢4 thé nén dya vao dép (mg trj liéu.

DUQC DONG HOC
Atorvastatin duoc hip thu nhanh qua durémg tiéu héa, néng dd dinh trong huyét trong
dat trong 1 - 2 gi¢r. Thubc cb sinh kh& dyng tuyét dbi thip khodng 12% do thanh thai
buére ogu & niém mac tidu hba vashodc chuydn héa 1an dau & gan. Atorvastatin duoc
chuyén héa qua rom P450 isoenzym CYP3A4 thanh mat s& chét chuydn héa co
hoat tinh. Thubc lién két 98% véi protein huyét trong. Théi gian ban théi trung binh
trong huyét turong cla atorvastatin khodng 14 gid nhung théi gian ban thai cla hoat
tinh e ché HMG-CoA reductase khodng 20-30 gi&r do cé s gdp phan cla céc chat
chuyén héa cd hoat tinh, Atorvastatin chil yéu dugc bai tidt vo mét dudi dang chét

hoa.

CHI BINH

- Atorvastatin duge ding dé gidm LDL-cholesterol, apolipoprotein B va triglycerid, lam
téng HDL-cholestercl trong didu tri téng lipid huyét bao gm téing cholesterol va téng
lipid huyét hdn hop (tang lipoprotein huyét typ lla hodc Iib), tang triglycerid huyét (typ
V) vé rdi loan betalipoprotein huyét (typ II).

- Atorvastatin con c6 hiéu qué didu tri hd trg' cho céc bénh nhén tang cholesterol huyét cé
tinh gia dinh hop tir mé chire ndng cda mét s thy thé LDL vén con.

LIEU LU'QNG VA CACH DUNG
Céch dang
Lipistad 10 duge udng ngay mét 1an, khdng phy thude véo bira &n.

- Bénh nhan nén cd mot ché dd &n kiéng chudn |am gidm cholesterol trrére khi ding
atorvastatin va nén duy tri ché a8 nay trong khi didu tri véi thude.

- Thuéc nén dugc ding khéi diu & lidu thdp nhét cé hidu lirc, sau dé co thé dibu chinh
lidu ndu cAn thiét, tiy theo nhu chu va dép (ng cda tirng ngudi bing cach tang lidu véi
tirmg dgt céch nhau khong dudi 4 tulin, Céc phén (mg c6 hai cla thudc phai dugce theo
ddi, d3c biét la cac phan (g cd hai trén hé co.

Lidu lwong

- Lidu khér gdu thuéng ding cla atorvastatin & ngudri Ién dé& kidm soét téng cholesteral
huyét nguyén phat (cé tinh gia dinh di hop tlr hodc khéng cb tinh gia dinh) va réi loan
lipid huyét hdn hop 14 10 mg 20 mg x 1 lAningay. Nhirng bénh nhan cAn gidm
LDL-cholesterol nhidu hon 45% dé dat muc tigu nén khdi dhu véi lidu 40 mg mdi ngay.
Lidu duy tri thuémg ding cla atorvastatin & nguéri Iém tlr 10 - 80 mg x 1 lAningay.

- Lidu khéi ddu atorvastatin khuyén cdo didu tri ting cholesterol huyét cb tinh gia dinh dj
hop tr & bé gai sau day thi va bé trai tir 10 tudi ird 18n 1a 10 mg x 1 lAn/ngay; lidu téi da
khuyén ding la 20 mg mbi ngay.

- Lidu thuéing ding cla atorvastatin dé kidm sodt téng cholesterol huyét cé tinh gia dinh
dbng hop tir 12 10 - 80 mg x 1 lAn/ngay. Thuéc cling dugre ding hd tre cho céc ligu
phép ha lipid khéc (nhu loc LDL huyét twong) hodc khi khdng &p dung duge nhiing lidu
phap nay.

— Liéu ding clia atorvastatin nén duoc hiéu chinh tirng dot cach nhau khdng dudi 4 tudn,
cho dén khi dat duge ndng db lipoprotein mong mudn. Nén luu v gidm lidu atorvastatin
& nhirng bénh nhén cé ndng d cholesterol huyét thanh gidm dudi gidi han yéu cau.

- Nén giam lidu atorvastatin cho nhirng bénh nhan dang ding céc thubc cb tuong tac véi
atorvastatin nhu sau:

+ Vi amiodaron: Khéng ding qué 20 mg atorvastatin/ngay.

+ Vi ciclosporin: Lidu t6i da 10 mg x 1 lan/ngay.

+ Vi clarithromycin: Lidu khéi d4u 10 mg x 1 1an/ngay, lidu t&i da 20 mg x 1 lAningay.

+ Vi itraconazol: Lidu khéi dAu 10 mg x 1 1An/ngay, lidu téi da 40 mg x 1 lan/ngay.

+ V6 tipranavir + ritonavir, telaprevir: Tréanh ding atorvastatin.

+ Véué'tropinaw'r + ritonavir: Dung than trong va sir dung lidu atorvastatin thip nhét cin
thi

+ Vi darunavir + nitonavir, fc prenavir, fi prenavir + rifonavir, saquinavir +
ritonavir Khing ding qua 20 mg atorvastatiningay.

+ V&i nelfinavir: Knéng ding qua 40 mg atorvastatin/ngay.

- Suy than: Vi atorvastatin bai tiét qua than khéng déng ké, nén khéng c&n hiéu chinh lidu
& bénh nhan suy than.

- Suy gan: Vi atorvastatin duwgc chuyén héa chi yéu qua gan va c6 kha nang tich Iy
trong huyét twomg & bénh nhan suy gan, nén ding than trong cho nhimg bénh nhan
ubng nhiéu rrou varhodc ¢ tién sir bénh gan, nén theo déi chit ché nhimg bénh nhan
nay trong khi didu tr véi atorvastatin.

CHONG CHI BINH

- Bénh nhan man cam véi bat ky thanh phén ndo cia thubc.

- Bénh nhén c6 bénh Iy gan dang tién trién holc tng néng dd aminotransferase huyét
thanh kéo dai khang gidi thich duge.

- Phy ni¥ c6 thai va cho con b,

CANH BAOD VA THAN TRONG

- Trurére khi diing atorvastatin nén cb géng kidm soat téng cholesterol huyét bang ché a6
4n thich hop, tap thd duc vé gidm can cho bénh nhan béo phi va didu tri nhiing bénh Iy
dang méc phéi khéc,

- Né&n tién hanh xét nghiém enzym gan trudérc khi bat dhu didu tr v&i statin va trong
truémg herp chi dinh 1am séng yéu cau xét nghiém sau dé.

- Cén nhéc theo dbi creatin kinase (CK):
+Truére khi didu tri, xét nghiém CK nén duoc tién hanh trong nhiing treémg hep: Suy

gidm chirc thén, nhuoe gidp, tidn str ban than hosic t%n sir gia dinh mac bénh
co di truyén, tién st bi bénh co do str dyng statin hodc fibrat trrérc d6, tidn sir bénh
gan va/hodic ubng nhidu rrgu, bénh nhan cao tudi (> 70 tudi) cd nhiing yéu té ngu

co bj tidu co van, nhimg triémg hop c6 thé 1am ting ndng dd thudc trong huyét
twong nhu twong tac thudc va mot sé dbi tweng bénh nhén dic bist. Trong nhimg
trpéng hop ndy nén cén nhéc lgi ich/nguy cor va theo dai bénh nhan trén 1am sang khi
didu trj bang statin, Néu két qua xét nghiém CK > 5 l&n gi%i han trén cda mire binh

i k

thudng, khéng nén‘bét dAu didaudr bing statin.

+Trong qué trinh didu tri bing statin béri'Ni&n cAn Iam xét nghigm CK khi cé cac bidu
hién vé co nhu dau co, yéu co hodc cl J B

—Nguy co tiéu co van tang 1&n khi ding 1h&) atorvastatin véi céc thube 1am tang
ndng a6 atorvastatin trong huyét trong nhu caeithub€ (rc ché CYP3A4 manh hodc rc
ché protein chuyén ché. )

—~Bidu tri atorvastatin nén tam thé ngung hodic ngirng @idy tri & bat ky bénh nhan co
bénh cnh cép tinh va nang ma goi ¥ 1a bénh co hodic nhishg.bénh nhén cé yéu 1 nguy
cor B tidn trién thanh suy thén thir phat do tiéu co van (nhi/nhiém tring cap néng, ha
huyét ap, dai ph3u, chén thuong, rdi loan chuyén hod, ndi tidl 74, dién gidi nang, dong
kinh khéng dugc kiém soat). _

—Tinh an todn va hiéu qud clia atorvastatin & tré em chua déy thi hofio.dudi 10 tudi chira
duwge danh gid. Y

TUONG TAC THUOC $

~Tang nguy co 1dn thurong co khi sir dung statin adng thai véi gemfibrozil, €agthube ha
cholestercl mau nhém fibrat khéc, niacin lidu cao (> 1 g/ngéy), colchicin. (&

— Céc thubc Gt ché CYP3A4: Néu co thé nén tranh dling dbng thai céc thubd’ fic)ché
CYP3A4 manh (nhu ciclosporin, clarithromycin, itraconazol vé céc thubc UE(ché
protease clia HIV gbm ritonavir, lopinavir, darunavir,,d,g.uTr tredmg hop phai din
dbng thei véi cac thubc trén nén Iy ¥ gidm lidu khoi dhu va liéu téi da cla atorvastatin.
v& khuyén céo theo dai bé&nh nhan trén 13m sang. Céc thudc (rc ché CYP3A4 trung binh
(nhur erythromycin, diltiazem, verapamil va fluconazol) cé thé 1am tang néng @6
atorvastatin huyét tuong. DA théy ting nguy co vé bénh co khi két hop sir dung
erythromycin vé&i cac statin. Thir nghiém déanh gié dnh hudmg cla amiodaron hodic
verapamil trén atorvastatin chua co két lugn. C& amiodaron va verapamil déu Grc ché
CYP3A4 va viéc dﬁn%:éng théri véi atorvastatin 1am téng ndng d6 cda atorvastatin, Vi
vy, can nhéc gidm lidu t&i da cla atorvastatin va khuyén céo theo ddi bénh nhan trén
1am sang khi ding ddng thér véi céc thube e ché CYP3A4 trung binh. Nén theo ddi
lam sang thich hop sau khi bét ddu dung hodc khi didu chinh lidu coa thuée trc ché.
Viéc st dung dbng théi céc thubc nhom statin véi céc thube (re ché protease cia HIV
hodic viém gan siéu vi C (HCV) c6 thé I1am téng nguy co gy tdn thuong co. Nghiém
trong nhét 1 tidu co van, than hu din dén suy than va cd thé gy tir vong.

- Céc thubc i ché protein chuyén chd: Céc thubc (rc ché protein chuyén chéd (nhu
ciciosporin) c6 thé 1am ting ndng ab cla atorvastatin. Néu phai ding ddng théi thi cin
gidm lidu vé theo dbi hidu qua 1&m sang.

— Colestipol: Khi ding ddng thei colestipol véi atorvastatin lam gidm khodng 25% néng
@6 atorvastatin trong huy& tweng. Tuy nhign, khi phdi hop atorvastatin va colestipol thi
gidm LDL-C cao hon khi ding hai thutc nay riéng lé.

— Digoxin: Khi ding da lidu atorvastatin ddng thei véi digoxin, ndng 88 huyét twong én
dinh cia digoxin t&ng gin 20%. Can theo dbi mét cach thich hop & nhirng bénh nhan
dang ding digoxin.

- Thudc trénh thai duwdng ubng: Ding déng théri atorvastatin véi thudc tranh thai dwémg
ubng lam téng AUC clia norethindron vé ethinylestradiol. N&n xem xét sy gia tang nay
khi lyra chon thufic trénh thai duémng ubng cho phy nir dang ding atorvastatin.

— Warfarin: Alorvastatin khdng cé &nh hudng dang k& v& mat Iam sang dén thei gian
prothrombin khi ding trén bénh nhén didu trj véi warfarin 1au dai.

- Nudre ép budi: Khéng khuyén khich ubng dbng théi nurére ép burd vé atorvastatin vi sy
phéi hop ndy cb thé tang nguy cor clia nhirng téc dung phu.

PHY NI €O THAI VA CHO CON BU
Phy nirc6 thal
c chi dinh atorvastatin cho phy nir ¢é thai. Chi nén dung atorvastatin cho phy nlr
dang dé tudi sinh con khi chic thai. Néu bénh nhan cé thai trong khi
dang dung thudc thi nén ngung ding thudc va cho bénh nhan bidt vé nguy hai cb thé
xdy ra cho thai nhi.

Phy ni¥ cho con bd |-
Chura rd atorvastatin dugrc phan bd vao sira me hay khéng. Do khé néng atorvastatin .2~ 02
b thé gay téc dung phu nghiém trong 1&n tré dang bl me nén chéng chi dinh thube ?:5'_' bl
phy nir dang cho con bu. W A
ANH HUONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC Oy
Atorvastatin &nh huréng khong dang ké trén kha néng 14 xe va van hanh may méo./ \_',-'K' W oot
TAC DUNG PHY ff o5 [ TRACH HH
— N6i chung atorvastatin dugc dung nap tét. Nhimg téc dung phu thuéng nhe va tho% Lié'{ DOA
qua. Nhimg téc dung phu thuéng g&p nhét c6 lién quan dén atorvastatin bao gdm t T
bén, ddy hoi, khd tiéu va dau bung. g!‘}QWE]’
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- Khé néing cb téc dung phy nhin chung khéng nghiém trong va cb thé hdi phuc nhl.}{mﬁ;}
tri nhé, 10 13n, ting duémg huyét, tang HbA1c. WA
QUA LIEU ~
Khéng cé didu tr d&c hidu ndo khi ding atorvastatin qua lidu, Trong truéng hop qua i
lidu, tién hanh diéu trj triéu chiing va cac bién phap hd tre cin thiét. Do thudc gan két
manh vé&i protein huyét twong, thdm tach mau khéng lam ting dang k& do thanh thai
cla atorvastatin,
BAO QUAN : Trong bao bi kin, noi khé. Nhigt db khang qua 30°C.
HAN DUNG : 36 thang ké tir ngay san xuét.
DONG GOl : Vi 10 vién. Hép 3 vi.
Vi 10 vién. Hop 5 vi.
TIEU CHUAN AP DUNG: Tiéu chudn nha san xuét.

THUOC NAY CHI DUNG THEO BON CUA BAC ST

Dé xa tdm tay tré em
Khéng ding thudc qué thdi han sir dung
Dég:'c h‘iv huwoéng din sir dyng trude khi ding
Néu can thém théng tin, xin hoi y kién béc si |
Théng bdo cho bac si nhimg tdc dyng krazng mong mudn gdp phai khi st dyng
thu

Ngay duyét ndi dung toa: 27/05/2014
Nha san xut;

CTY TNHH LD STAQA-VIET NAM
K63/1 Nguy&n Thj Séc, Ap My Hoa 2,
X& Xuln Théi Bong, Huyén Héc Mén,

Tp H& Chi Minh, Viét Nam
DT: (+84) 8 37181154-37182141 » Fax (+84) 8 37182140
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