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KEEP OUT OF REACH OF CHILDREN.
READ ENCLOSED LEAFLET CAREFULLY BEFORE USE.

SDK/REG N°:

San it tai: CONG TY CO PHAN DUGC PHAM SAO KIM
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Box of 10 blisters x 10 film-coated tablets
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LEVASTER10

Atorvastatin 10mg EE—

THANH PHAN

Atorvastatin calcium tugng duong vdi... 10 mg Atorvastatin
Té dugc: Avicel pH 101, Lactose monohydrat, Kollidon K30, Talc, Magnesi stearal, Primellose,
Methooel E6, Methocel E15, Titan dioxid, PEG 6000 fine powder, Ethanol 96%viradl...........1vién
DANG BAO CHE: Viénnén bao phim.

DANG TRINHBAY: Hop3vix 10vién, hop 10vix 10 vién.

DUGCLUCHOC

Levaster chira atovastatin 13 thuc c tac dung didu hoa lipid mau. Nh cb cdu tric gén giting
hydroxyl methylglutaryl coenzym A, atorvastatin (¢ ché canh tranh va chon loc hydroxyl
methylglutaryl coenzym (HMG- CoA) reductase, lam ngan can chuyén HMG-CoA thanh
mevalonat, tién chétcia cholesterol, lam giam sinh tdng hop cholesterol.

Levaster lam gidm cholesterol trong té bao gan, kich thich tdng hop thu thé LDL (lipoprotein tj
trong théip) d8 tang thu gbp cac hat LDL luu thdng trong mau dAn d&n lam gidm ndng do cholesteroll
trong huyéttuong.

Levasterlam gidm néng d6 LDL rét hiu qua, tir 25 - 61%, manh nhat so vdi bétky thudc ndo dung
don doc va t ratrién vong cho nhiang nguti bénh cdn phéi gidm cholesterol nhiéu, ma hign nay chi
datdugc khi phéi hap thudc. —

Ngoai ra, Levaster cling am gidm triglycerid huyéttuang valam taing HDJ;-%@@B oRdE0.

https://trungta

mihuwee-oony

trong trudng hap:

+ Tneéic khi diéu tri, xét nghiém CK nén dude tién hanh trong nhing trudng hop: Suy gidm chic
naing than, nhugc gip, tién sit bén than hodc tién sirgia dinh méc bénh codi truyén, tién sl bj bénh
codo sir dung statin hodc fibrat tueic d6, tién sirbénhgan valhodc udng nhiéu rugu, bénh nhan cao
tugi (> 70 udi) o6 nhitng y8u 16 nguy co bi tiéu co van, kha néng ¥ay ra tuong tac thudc va mat s& adi
tugng bénh nhén dac biét. Trong nhing tnrong hgp nay nén can nhic loi lchinguy co va theo dbi
bénh nhan trén lam sang khi didu tri béng statin. Néu k&t qua xétnghiem CK > 518n gidi han trén clia
mife binh thuding, khong nén bt du didutrj bang stafin.

+Trong qué trinh diéu trj béing statin, bénh nhan c&n thdng béo khi co cac bidu hign vé co nhu dau
c0, cing cg, y8u 00 ... Khi b cac biéu hién nay, bénh nhan can lam xét nghiém CK a8 c céc bién
phép can thiép phil hap.

TUONG TAC THUGC

Nham thugc giam lipid méau béng cach gén vao acid mét {cholestylamin, colestipol) thudng dugc
phéi hop vai Levaster nh&m bd sung tac dung cho nhau. Tuy nhién viéc si dung hai loai thudc trén
ciing thai diém c thé am giam 16 rét sinh kh dung clia Levaster. Do dé théi gian ding 2 thudc nay
nén cachxanhau (itnhét 2 gia).

Téing nguy oo tn thudng co khi st dyng statin dong thai vdi cac thudcsau:

Gemfibrozil

Cécthudic ha cholesterol mau nhém fibrat khac.

Niacinliéu cae (> 1 g/ngay).

Colchicin.

Vic sir dung déng thai cac thudc ha lipid mau nhom statin voi céc thuc diéu tri HIV va viem gan
siéuvi C (HCV) o thé 1am taing nguy ca gay tdn thuong co, nghiém trong nhétla tigu covan, than hu
dn dén suy than va o thé gay tirvong:

~Tranh sit dung alorvastatin dng thei vi Tipranavir + Ritonavir hodc Telaprevir.

-5t dung than trong va néu cAn thiét nén dung iéu atorvastatin thip nhét khi ding thai
Lopinavir + Ritonavir.

- Sir dung khong qué 20 mg atorvastatin/ ngay khi dung déng théi véi Darunavir + Ritonavir,

(ot HDLSE.‘a.m giiriouy cTbArh thﬁu mhupychg B /7 /‘{‘ Q = Hx%‘;&; \‘ Fosamprenavir, Fosamprenavir + Ritonavir, Saquinavir + Ritonavir.
i ﬁiﬁ:?i:n:‘?y'lﬁfamv::éI&?&ﬁ:::f:&ﬁ:;&ﬁ]db ey gie rm"ﬂ}*ﬁ"?ﬂ 0\ ~Sirdunghongqua 40mg atorvastat ngay Khiding déng i veiNenavi i
| silontinde e Mol L0 PH’%&«: A\ Hay g2p viem co va ieu ca van hon & ngu berh @éu i phéi hop atorvastatin véi cyclosporin,

Dap tng didu tr v6i Levaster cb thé théy dudc trong vong 1-2 tugin sal khifBet gdy d'ﬂ?_‘ N va | @ || grythromycin, gemfibrozil, traconazol, ketoconazol hodc vdi niacin & fiéuldn hon 1 gamingay.

| thutng datt5i da trong vong 4-6 tun. ap img duy tri trong sust \ﬁnh{iiéu 'ﬁugai- AM i /| Morvastatin o6 thé 14m tang tac dung chéng dong mAu ciia warfarin khi dung ddng thai. Vivay, phai |
| DUJCBONGHOC \‘S’ B 0 K / M # /' xacdinh thai gian prothrombin trurde khi bét d4u didu tri bang atorvastatin va theo ddi thudng xuyén |
| Abrvastatin duge hép thu nhanh qua duang tiéu hoa va khong bi&r : 3 b thitc &n, Sag K> /| tronggiai doan déu diéu tri 88 diéu chinh liéu warfarin cho thich hap.
| dugc hdp thu, thudc bi chuyén hoa manh qua 14n ddu (trén 60°%), do d&rﬁfﬁ\émm bge” | Knhangthdy b nhimg tuang tac co y nghfa tam sang khi dung dng thoi atorvastatin va véi cAc chat
| thép. Néng 6o dinh trong huyét tuog ciia thuc dat dugetrong vang 1-2gi0. == o ché men chuyén angiotensin, cac thudc chen beta, chen kénh calci, thudic Igi tidu va thudc chdng

Atorvastatin gin nhigu vdi protein huyéttuang (trén 98%). Do than ma nén atorvastatin di qua duoc
hang rao mau-n&o va dugc phan b véo srame.

Atorvastatin dugc chuyén hoa chi yéu dgan (trén 70%) thanh cac chat chuyén hoa cb hodc khdng
c6 hoat tinh. Atorvastatin dugc do thai chi yéu qua phan, dudi 2% atorvastatin dugc do théi qua
than.

CHIBINH

Levaster cd hiéu qua trong:

Tang cholesterol mau: Levaster dugc chi dinh b6 sung cho liéu phap &n udng dé gidm ndng 4o
cholesterol mau todn phin, cholesterol-LDL va triglycerid, lam tang cholesterol-HDL & ngudi bénh
téing cholesterol mAutién phatva rdi loan lipid mau hinhap.

Dy phéng tién phat (cép 1) bién ¢d mach vanh: Trén bénh nhan tang cholesterol khong cd bién
hign lamsang rd rétvé mach vanh, Levaster cd tac dung lam:

- Gidm nguy co nhdi mau ca tim.

- Giamnguy ca phai lam cac thi tuc téitac machvanh.

- Gidm nguy co tirvong do bénh Iy tim mach.

Xo vita déng mach: & ngudi bénh tang cholesterol mau cd bigu hién [4m sang vé bénh mach
vanh, ké ¢ nhéi mau cotim trudc d6, Levaster oo tacdung lam:

viém khang steroid.
PHUNU CO THAI VA CHO CONBU
Thasi ky mang thai: atorvastatin lam gidm tng hop cholesterol va 6 nhiéu dén chat oo hoat tinh
sinh hoc khéc ciia cholesterol, nén cb thé gay hai cho thai nhi. Viivay chéng chi dinh diing thubc cho
phunir o6 thai.
Thas ky cho con bii: Atorvastatin phén bd vao sla me nén cd thé gay ra nhiing phén Ung nghiém
trong cho tré dang b me. Chéing chidinh dung thudc & ngudi cho con bu.
ANH HUGNG CUA THUGC LEN KHA NANG LAI XE VA VAN HANH MAY MOC
Céc nghién cinu vé dnh hudng clia thudc di vai nguo 14 xe va van hanh may chua dugc 0
a4y dd. Tuy nhién, néu théy cac riéu chimg nhu: dau déu, chong mat, nhin mathi cAntranh cag
dong trén. >
LIEUDUNG & CACHDUNG B
Bénh nhan cAn tuan theo ché d9 an chudn, it cholesterol trude khi diéu tri bang Levaster iiél‘phéi
duytri ché do @n nay trong sudt thes gian diéu tri :
Levaster duoc ding theo duong udng. ThuGe dude dung vdi iéu duy nhét trong ngay va oﬁ,_\ﬂ
u6ing vao bit cirlic nao trong ngay, cing bra &n hodc cach xa bira an. Tuy nhién, dé tang higu q
nén uding thuc vao buditai, trudc khi dingd. P
Didu hinh liéu luong cia thudc theo nhu céu va dép tng clatimg nguai bénh. Thang thuong liéu

4

: - Ch&mtién trién xavita dong mach. kh d4u 14 10 mgfiAn/ngay. Biéu chinh iéu 4 tusin 1 I&n néu théy cén thiét va néu bénh nhén dung
- Gidmcac nguy co bién cd mach vanh cp. nap dugc. Liéu duy trithuang & 10-40 mg/ngay. Cothé tang liéu nhung khang qué 80 mg/ngay.
' | =
CHONG CHIBINH TAC DUNG PHU

Banh nhan mén cam véi bét cirthanh phén nao clia thudc.

Bénh nhan dang bj bénh gan hodc ransaminase huyét thanh t&ng.
THAN TRONG

Trong qué trinh diur, 06 thé théy transaminase huy8t thanh tang (>3 14n gi¢i han binh thudng).
Néng dd nay s& trdvé mirc binh thuong khi gidm liéu hodc ngimg sirdung thudc.

Trueic khi diéu tri véi atorvastatin, cén phai loai triz céc nguyén nhan khéc gay tang cholesterol mau
(vidu dai thao duong kém Kiém soét, thidu nang giép, hoi chimg than hu i loan protein méu, bénh
gan thc mat, nghién rugu hay do ding mot 56 thudc khac). Phai dinh lugng cholesterol toan phén,
cholesterol HDL, cholesterol LDL va triglycerid méu dinh ky, khodng céch khnong dudi4 tuip dadis
chinh liéu lugng theo d4p ing clia ngudi b&nh véi thudc. .

C4n than trong khi ding thudc & nhitng nguei bénh udng nhiéu rugu hodc oo tién gl
xét nghiém enzym gan trudc khi bt d4u diéu tri bang statin va trong truang h 3 chi dir
yéu chu xétnghiém saudo.

Phaitam ngimg hogc théi hn viec diéu tr voi cac thudc thude nhom statin bt e
6 bidu hién nguy c4p va nghiém trang o thé dan d&n bénh cohodc & nhiing ngia
bi suy than cép do tiéu hily cg trong nhng truang hop nhigm khun cip nang. b : "
thuat va chén thuang i6n, bt thuong vé chuyén hoa, ndi tiét, dién giai hodc co giatkhoAg ki

e . )q b_a.,;al",‘

Chi diang atorvastatin cho phu n@r & tudi sinh dé khi ho chéc chan khong mang thai va chi dung
trong trugng hop cholesterol trong mau rét cao ma khong dap tng dudec véi cac thudc khéc.,

- Céctac dung phu hay gap bao gém rdi loan tiéu héa (tigu chay, t4o bon, d4y hoi, dau bung, budn
non), nhifc déu, métméi, chéng mét, mAtng(, dau ca, dau khdp, tang men gan tam thai...

- Cactac dung phu khac nhu: ban da, viemmi, vism hong, ho, viém o, iéu oo véan, suy gidm nhan
thirc (nhu méttrinhé, lalan...), ting dudng huyét, ting HoA1e,

Théng béo cho bac s§ nhilng tac dung phu gap phai trong qua trinh sif dung thudc.

QUALIEU

Trong tuémg hop qua liéu hodc v tinh ngd docthude, phdi bo ngay cho nhan vién y 6 8 &pdung
cAc bién phép diéu tri ho trg cén thiét. Atorvastatin héu nhu khang dugc loai bd bang phuong ph
tham tach méau.

HAN DUNG: 36thang ké tirngay sin xudt.

PUNG THEO DON CUA BAG SY
Bt XA TAM TAY TRE EM
DOC K¥ HUONG DAN SU DUNG TRUUC KHI DUNG
NEU CAN THEM THONG TIN HOI ¥ KIEN cUA BAC S¥, DUJC SY

PHO cycC TRUGNG Saokim Pharma
sin

Tv &8 PHAN DUGC PHAM SAD KIM

Vim TR ot

416 * Fax 0435840788




