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MAu nhan hép 3 vi x 10 vién : ATORHASAN 10
Kich thudc 197 x 44 x 20 mm
Mau sic : nhu mau

20 mm

v
F 3

97 mm

Chi dinh, Chéng chi dinh, Liéu diing, Céch ding,
Tudng tic, Téc dyng phy, Than trong: Xin doc
; v 10mg)  hudng dlin siidung.

..................... vd 1vién  Baoqulnnoikhd, dudi 30°C.

o€ XATAMTAY TREEM
POCKY HUGNG DAN SU DUNG TRUGC KHIDUNG!
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vién nén bao phim
RM Buing s6 2 - KON Béng An, Binh Duong, Vit Nam

di Contralndicatl Dosage and
..108mg Administration, Interactions, Side effects and other
,.,!Om precautions: Read careiuily the enclosed leaflet.
. 1lablel Storeinadry place, below 30°C.

KEEP OUT OF REACH OF CHILDREN
READ CAREFULLY THE DIRECTIONS BEFORE USE!
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MA&u nhan hép 10 vi x 10 vién : ATORHASAN 10
Kich thuéc

197 x 44 x 40 mm
Mau séc : nhu mau
40 mm
" 97 mm pie

/_

AtorHASAN 10"

Béo quén ndi khd, dudi 30°C.
Tiéu chudn cosd.
SDK-Reg. No.:

calcitrihydrat .......... 10,9 mg

, PEXATAMTAY TREEM
POC KY HUGNG DAN SU DYNG
dinsiidyng. TRUGC KHIDUNG!

Budng 6 2 - KGN Ddng An, Binh Duong, Viét Nam

— 4 mm —— 40 mm —»

calcium trihydrate ...... 10.9mg Storeinadry place, below 30°C.
o Atorvastatin .............. 10mg) Manufacturer's specification.
dications, Dosage KEEP OUT OF REACH OF CHILDREN
READ CAREFULLY THE DIRECTIONS
BEFORE USE!

Ingredient: Atorvastatin 10 mg

 film-coated tablets
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MA&u nhan vi 10 vien : ATORHASAN 10
Kich thudc :92 x40 mm

92

b

ST S

/O(::\
&
&
&

\O

017

—
>
! ;f“»
ot
‘ 92 h
/ Q‘V{ - '“ A %ﬁ,\"\r 10 \
) Ato o = PN -
o " W AGPY o )
g - % :O"‘:gﬂ‘“\o h@\* ‘0
| (40 alla ﬂhgp:ﬂp‘e’“« « »
=y W
R AN’ L h‘%‘pﬂ“‘s‘a =
i it A
=L 2 e
g e AR @%‘*ﬁw
\z\ touoﬂae - A

r s
TONG GIAM nﬁc
ne:Tin @i Jfa;’mg



140 x 200 mm

Huéng din sif dyng thudc

Boc k§ hwéng dén str dung trudc khi ding

RX Thuéc bén theo don

AtorHASAN 10

Vién nén bao phim

Thanh phén

- Hogt chét: Atorvastatin calci trihydrat 10,8 mg tudng dudng
véi 10 mg Atorvastatin,

- Té dugc: Lactose monohydrat, Calci carbonat, Natri
croscarmellose, Avicel M101, Prejel PAS, Natri lauryl sulfat,
Magnesi stearat, HPMC 615, HPMC 606, PEG 6000, Titan
dioxyd, Talc.

Dugc lyc hoe

- Atorvastatin la thudc ha lipid mau tdng hgp, co tac dung dc
ché& HMG — CoA reductase 1am gidm ndng df cholesterol toan
phén, LDL - cholesterol, VLDL - cholesterol déng thdi tang
néng d§ HOL - cholesterol.

- Atorvastatin con lam tang s6 lugng va hoat tinh clia thy thé
LDL trén bé mat té bao gan. Vi vay, Atorvastatin cé hiéu qua
trong viéc lam giam LDL & nhiing b&nh nhan tang lipid mau coé
tinh di truyén déng hgp tlf, mot quan thé khdng dap tng binh
thuding vdi cac thudc ha lipid khac.

Dugc dgng hoc

- Hép thu: Atorvastatin dugc hdp thu nhanh chéng qua dudng
tidu hda. Thudc cé sinh kha dung tuyét ddi thdp, khodng 12%
do sy thanh lgc & niém mac tiéu hoa va/ hodc sy chuyén hoa
|&n ddu d gan.

- Phdn bé: Atorvastatin gin k&t 98% vdi protein huyét tuong.

- Chuyén héa: Atorvastatin dugc chuyén héa qua cytochrom
P450 isoenzym CYP3A4 thanh mdt s6 chét chuyén hda cd
hoattinh. C&c s&n phdm chuyén héa cé hoat tinh tudng dudng
vdi Atorvastatin va tham gia vao khodng 70% hoat dong uc
ché men khi{t HMG — CoA trong cd thé.

- Thai tra: thdi gian ban thaitrung binh cla Atorvastatin khodng
14 gid, méc di thdi gian dé tac dyng dc ché HMG — CoA
reductase gidm mdt niia la khodng 20 - 30 gid. Didu nay la do
cb sy déng gop clia cac chat chuyén héa cé hoat tinh.
Atorvastatin dugc dao thai chll yéu qua mat dudi dang chat
chuyén héa, dudi 2% dugc tim thay trong nudc tiéu.

Chidinh

- Diéutritang lipid huyétbao gém:

+ Tangcholesterol huyét,

+ Tang lipid huy&t phéi hgp (hdn hgp) (tang lipoprotein huyét
nhom llava lib).

+ Tangtriglycerid huy&t (nhém IV),

+ Rdiloan betalipoprotein huyé&t (nhém 1I1).

+ Tangcholesterol cd tinh chat gia dinh di hgp i,

Biéu tri hd trg dé 1am gidm cholesterol toan phén va LDL —
cholesterol & cdc bénh nhan tang cholesterol huyét ¢ tinh gia
dinh déng hgp td.

- Dy phéng bign ching tim mach & bénh nhan cé nhiéu yéu td
nguy co.

Ligulugng va cdch diing
Bat ddu didu tri vdi liéu thdp nhat ma thudc cé tac dung, sau
d6 néu cén thiét, cé thé diu chinh liéu theo nhu cdu va dép
(ing cila ting ngudi bang cach tang liéu tiing dgt cach nhau

khéng dudi 4 tudn va phai theo ddi cac phan ing cé hai clia
thudc, dac biét1a cdc phan Ung cé hai d&ivdihé co.

Bénh nhan can tuén thi ché dd an kiéng it cholesterol, trude
vatrong qué trinh s dyung Atorvastatin.

Khéng cén diéu chinh liéu & bénh nhan suy than.

Liéulugng:

Naugilén:
Liu khdi ddu: 1 — 2 vién/lan/ngay. Nhilng bénh nhan cédn
giam LDL - cholesterol nhiéu (trén 45%) c6 thé bt ddu véi
liéu 4 vién/ldn/ngay.

- Lidu duy tri: 1 — 8 vién/ldn/ngay. Liéu cb thé duge diéu chinh
trong khodng thdi gian 4 tudn dén lidu 18i dala B vién/ngay.

Tré em: (1 10 — 17 tudi) tang cholesterol huyél, ting
cholesterol huyét c6 tinh gia dinh dj hgp 13, tdng lipid huyét phdi
hgp (hén hgp).

Liéu khéi ddu: 1 vién/ldn/ngay.
Chinh liéu néu cén thiét, khodng cach chinh fiéu it nhat 4 tudn
véiliéu tdi da la 2 vien/ldn/ngay.

hi hi i 5
Khi diing ph6i hgp Atorvastatin vdi amiodaron, khéng ding
qué 20 mg Atorvastatin/ngay.
Khi diing phdi hgp Atorvastatin vdi c4c thudc dc ché protease
didu trj HIV va viém gan siéu vi C (HCV): (xem myc Tudng tdc
vdi cdc thudc khdc va cdc dang tuong tac khac)
+ Khiding phdi hgp véi darunavir + ritonavir, fosamprenavir,
fosamprenavir + ritonavir, saquinavir + ritonavir, khéng
ding qua 20 mg Atorvastatin/ngay.
Khi dung phdi hgp véi nelfinavir, khéng ding quéa 40 mg
Atorvastatin/ngay.

+ Khi diung phdi hgp vdi lopinavir + ritonavir, ding
Atorvastatin than trong va néu cén thiét nén ding lidu thdp
nhat.

Céchding:

Uding liéu duy nhat vao bat cid lie nao trong ngay, vao biia &n

ho#ic lic déi.

Chéng chidjnh
- Qua mén cAm vdi Atorvastatin hay vdi bat cit thanh phan ndo
cliathude.

Bénh gan tién trién hay tinh trang tang transaminase huyét

thanh kéo dai ma khéng rd nguyén nhan.

Phy nii ¢cé thai hodc dy dinh c6 thai, phy nid cho con bu. (xem

Si dyng thude cho phy nd cd thai va cho con bu).

Ph&i hgp Atorvastatin véi tipranavir + ritonavir, telaprevir (xem

Tuong tdc vdi cdc thudc khdc va cdc dang tudng téc khéc).

Théntrong
- Can nhéc theo dbi creatin kinase (CK) trong truéing hgp:

+ Trudc khi diéu trf, xét nghiém CK nén dugc tién hanh trang

nhiing truéng hgp: suy gidm chic nang than, nhugc gidp, tién

sU ban than hodc tién sl gia dinh méc bénh co di truyén, tién

s bi bénh ¢o do s dyng statin hodc fibrat trudc doé, tién sd

bénh gan va/ hoéic udng nhiéu rugu, bénh nhan cao tudi (> 70

tudi) c6 nhiing y&u 16 nguy cd bi tiéu cd van, kha ning xay ra

tuang tac thubc va mdt s6 ddi tugng bénh nhan dac biét.

Trong nhiing truding hgp nay nén can nhic Igi ich/ nguy cd va

theo dbi bé&nh nhan trén lam sang khi diéu tri béng

Atorvastatin, N&u két qua xét nghiém CK > 5 1dn gidi han trén

+

PE thuéc xa tim tay clia tré em
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140 x 200 mm

Hudng dén st dung thuédc

Doc k§ hwéng dén sir dung trudc khi diing

clia muc binh thudng, khéng nén bit diu diéu tri bang
Atorvastatin.

+ Trong qud trinh diéu trj bing Atorvastatin, bénh nhan cdn
thong bao khi co cac bidu hién vé ¢ nhu dau g, cling cd, yéu
cd .. Khicé cac biéu hién nay, bénh nhan cdn lam xét nghiém
CK dé c6 cac bién phép can thiép phil hgp.

Lam xét nghiém enzym gan trudc khi bat ddu diéu trj bing
Atorvastatin va trong truéng hgp chi dinh 1am sang yéu céu
xétnghiém sau do.

Kinh nghiém diéu tri Atorvastatin trong bénh tang lipid mau ¢6
tinh di truyén déng hop 1 & tré em con gidihan,

Tédcdung phuy

Phén Idén cac tdc dung phy thuding nhe va thodng qua:

Thudng gdp: Tiéu chay, tao bén, ddy hoi, dau byng va budn
non gap & khodng 5% bénh nhan; dau diu (4 - 9%), chéng
mét (3 - 5%), nhin md (1 - 2%), m&t ngd, suy nhuge; dau ca,
dau khdp; céc két qua thd nghiém chic nang gan tang hon 3
1&n gidi han trén ctia mirc binh thudng, & 2% bénh nhan,
nhung phén Idn 1a khéng c6 triéu chiing v& héi phyc khi ngting
thudc.

It gdp: Bénh co (két hgp yéu ca va tang ham lugng creatin
phosphokinase huyét tudng); ban da; viém mdi, viém xoang,
viém hong, ho.

Hiém gép: Viém co, tiéu co van, din d&n suy than cap thi phét
do myoglobin nigu.

Suy giam nhéan thic (nhu méttrinhd, 16 1an..).

Téng dudng huyét.

Téang HbA1c,

Tudng tac thudc va cdc dang tudng tdc khéc

Sit dyng déng thai vdi cac thudc e ché men CYP3A4 co thé
lam tdng néng d¢ clia Atorvastatin trong huyét tugng dan dén
tang nguy cd bénh cd va tiéu co,

Tang nguy cd tdn thudng cd khi s dung Atorvastatin déng
thdi vdi céc thude sau: gemfibrozil, cdc thudc ha cholesteral
mau nhém fibrat khéc, niacin liéu cao (> 1 g/ngay), colchicin,
cyclosporin, erythromycin, thudc khang nim thuéc nhém
imidazol.

Atorvastatin 1am tang ndng dé digoxin 6n dinh trong huyét
thanh Ién gan 20%. Cén theo ddi chat ché néu bénh nhan
dang sif dyng dfng thdi 2 loai thudc trén.

Dang phéi hgp véi amiodaron véi liéu ding qua 20 mg
Atorvastatin/ngay lam tang nguy co tiéu cd van. B&ivéi nhiing
bénh nhén phai dung fiéu trén 20 mg Atorvastatin/ngay mdi
¢ hiéu qua diéu tri, bac s7co thé Iya chon thudc statin khac
(nhu pravastatin).

Ding déng thai véi thude ngifa thai dang udng chia
norethindron va ethinyl estradiol 1am t&ng thém sinh kha dyng
cdc chatnay 1én tuong ing 30% va 20%.

Bénh nhan dang ding warfarin, thudc ching dong mau, khi
ding Atorvastatin cdn ¢6 sy theo déichat ché cliabac s,

Khi diing déng théi véi cdc thude gidm acid da day (khang
acid chia magnesi va nhom) sé lam gidm néng do
Atorvastatin trong huyét tudng nhung khéng lam gidm tac
dyng ha LDL - cholesterol.

Viéc sl dyng déng thai cdc thudce ha lipid mau nhém statin vai
céc thudc Uc ché protease didu tri HIV va viém gan siéu vi C
(HCV) (tipranavir + ritonavir, telaprevir, lopinavir + ritonavir,
darunavir + ritonavir, fosamprenavir, fosamprenavir +

ritonavir, saguinavir + ritonavir, nelfinavir) ¢6 thé Iam tang
nguy cd gay 18n thuong cg, nghiém trong nhat 1a tidu cd van,
than hu dan dén suy than va cd thé gay tl vong.

Slrdyng thudc cho phy nif ¢é thal va cho con bi

Phy nifcé thai:

Khéng ding Atorvastatin cho phy ni ¢6 thai,

Chi diing Atorvastatin cho phy nit trong dé tudi sinh dé khi da
c6 bign phdp tranh thai hifu hidu, bénh nhén rét khé thuy thai
hay d& dugc thong bao vé kha nang gay hai cho thai nhi va chi
trong trudng hgp cholesterol mau tang rét cao ma khéng dap
uUng vdi cac thude khdc.

N&u phy nid c6 thai khi dang ding thudc thi nén ngung ding
thudc va bénh nhan cén dugc théng béo vé kha nang gay hai
chothainhi.

Phynircho con bu:

Chua rd Atorvastatin c6 baiti€t qua sita me hay khéng.

Do kha nang Atorvastatin co thé gay tac dyng phuy nghiém
trong Ién tré bl me nén khéng ding Atorvastatin cho phy ni
dang cho con bu.

Téc dgng cua thudc khivan hanh tau xe, mdy mdéc

Thoéng thudng, thude khong dnh hudng dén kha nang lai xe va
van hanh mady méc.

Tuy nhién, thudc co thé gay hoa mat, chéng mat déi vdi mot
vai ngudi. Khéng l4i xe, van hanh may méc hodc lam bt cu
viéc gi co tinh ch&t nguy hiém néu cé cam gidc hoa mit,
chéng mét.

Qud liduva cdch xirtri

Khéng cd thude diéu tri déc hiéu cho bénh nhan diing qua lidu
Atorvastatin,

Trong truéng hop qua liéu, bénh nhéan cin dugc didu tr trigu
chung vé c4c bién phap hd trg cdn thiét. Do phén Idn thudc
gan vdi protein huyét tuong nén thdm tach mau hdu nhu
khéng lam tang thai tri Atorvastatin ra khdicathé.

Trinh bay

Hp 03 vix 10 vién nén bao phim. Vi bdm Al - PVC duc,
Hp 10 vix 10 vién nén bao phim. Vibdm Al - PVC duc,

Baoquén: Noi khé, duéi 30°C,
Tiéuchudn: Tiéu chudn cosd.

Handing: 36 thang (k& ti ngay san xudt),
Luuy

Thudc nay chidiing theo ddn ciia bac si. |

Khoéng ding thudc quéd han ding ghi trén bao bi.

Khéng ding thudc qua liéu chi dinh.

Néu cén thém théng tin, xin hdi y kién béc si.

Théng bédo cho bédc sinhiing tdc dyng khéng mong muéh
gdp phai khi st dyng.
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