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Thong tin thudc danh cho bé¢nh nhan

AtorHASAN 20

Thubc nay chidung theo don ciia bacsi.

Pé xatim tay tré em.

Poc ky huéng din sir dung trwée khi dung.

Théng béo ngay cho bac s hoidic dwgc sinhirng tic dung khong
mong mudn gip phai khisir dung thudc.

THANH PHAN, HAM LUQNG CUATHUOC
- Dugc chét: Atorvastatin calci trihydrat 21,8 mg (twong duong

atorvastatin 20 mg).

- T4 duge: Lactose monohydrat, calci carbonat, tinh bt ngd,

cellulose vi tinh thé 101, tinh bot tién gelatin hoéa, natri
croscarmellose, tween 80, magnesi stearat, HPMC 615, HPMC

606, PEG 6000, titan dioxyd, talc.

MO TA SAN PHAM )
Vién nén hinh oval, bao phim mau tréing, hai m3t 181, canh va thanh
viénlanh Ian.

can diéu chinh liéu trong c4c trudng hop nay. Atorhasan 20 khong
duge sirdung & ngudi c6 bénh gan tién trién.

Cachdung

Ubng thubc véi nudc, c6 thé sir dung thude & bat ky thai diém nao
trong ngdy, trong bira 4n hoZic ngoai bira an. Tuy nhién, ban nén ¢
dinh thoi gian ding thubc mdi ngay.

Vién thu6c Atorhasan 20 khong dugc thiét ké dé bé doi, vi vay
khong dugc bé doi vién thube dé ubng liéu 10 mg/lan/ngay.

Trong truomg hop ban dang sir dung cac thubc lam giam
cholesterol khac chira cholestyramin hoc colestipol, nén uéng
Atorhasan 20 sau 2 gitr khi u6ng cac thuc trén.

KHINAO KHONG NEN DUNG THUOC NAY

Dj (mg véi atorvastatin hogc bt ky thanh phén nao ciia thubc.

Ban dang mac bénh gan hoat dong.

Ban c6 céc thong s xét nghiém chirc ning gan tang bét thuong va
kéo dai khong rd nguyén nhén.

Ban dang sir dung cc thudc chira cyclosporin, telaprevir, phdi hop
tipranavir + ritonavir.

Phuy nit trong d¢ tudi sinh san khong sir dung phuong phap tranh

R4i loan tinh dyc, trdm cam, bénh phéi ke (kho thd, ho dai déing,
s6t), dai thao dudng, suy giam nhén thirc (mAt tri nho, la I4n, ...),
ting chisd HbA Ic.

NEN TRANH NHUNG THUOC HOAC THU'C PHAM GI KHI

DANG SUDUNG THUOCNAY
Théng bao cho béc si cac thudc ban dang sir dung, ké ca cac thudc
khéng ké don, vi Atorhasan 20 ¢6 thé anh huéng dén tac dung cia
thudc khac va nguoc lai néu sir dung ddng thoi, dic biét la cac
thudc sau:

- Thube didu tri cc bénh vé hé mi&n dich (cyclosporin).

- Khang sinh va cac thudc khang ndm (erythromycin,
clarithromycin, telithromycin, ketoconazol, itraconazol,
voriconazol, fluconazol, posaconazol, rifampin, rifampicin, acid
fusidic).

thuong gan). Thong bao cho bac si néu ban ubng nhiéu ruou hoic
c6 tién sirbj bénh gan,

Da 6 cée béo cdo hiém gap vé bénh phdi k& & bénh nhan sir dung
mﬁw:? diic biét khi diéu tri kéo dai. Cac tridu chimg c6 thé gap bao
g6m kho thd, ho khong dom, suy nhugc toan than (mét mai, sut
cdn, sét). Thong bo cho bac sT néu ban gp phai céc tri¢u chimg
trén khi ding thudc.

C6 chimg cir cho réng c4c thubc nhém statin lam tang duong huyét &
mot s6 bénh nhan, ting nguy co dai thdo dudng. Tuy nhién, nguy co
nay khéng dén dén phai ngimg diéu trj vi thudc statin cho nhimg lgi
ich vuot trdi trén tim mach. Néu ban c6 céc yéu té nguy co ciia bénh
dai thdo dudmg (rdi loan dudng huyét doi, béo phi, tang triglycerid,
&:m ::«mn 4p) nén thong bao cho bac si dé dugc theo doi.

Ché pham Atorhasan 20 chira lactose, thong bao cho bac st néu ban

Céc thudc diéu tri tang lipid khac (gemfibrozil, c4c thuéc nhom
fibrat, colestipol).

Céc thudc chen kénh calci diéu tri dau thit nguc hoiic ting huyét ap
(amlodipin, diltiazem, verapamil), thuéc diéu tri loan nhip
(amiodaron, digoxin).

mic phai cc bénh vé khong dung nap mot sb loai dudng (glucose,
galactose, ...)

- Phu nir mang thai: Khong dugc sir dung Atorhasan 20 ¢ phy nir
mang thai hodc c6 kha ning mang thai. Viéc rc ché sy tong hop
cholesterol ¢4 thé gdy tdn hai dén sy phat trién binh thudmg ctia

. . a : \ A 2.

QUY CACH PONG GOI thai phit hop. Thube didu tri HIV (ritonavir, lopinavir, atazanavir, indinavir, M_yw_ :?rﬁm:ﬂmw%w :_@ “»_ go.o 4o, EwMa:wEﬂE mwu vé cac ditat
- Hop 03 vix 10 viénnénbao phim. VibAm AI/Al - Phunirmang thai hoac c6 ké hoach mang thai. darunavir, phdi hop ctia tipranavir + ritonavir, ... ). w:mm_z ME“:» : ._MM cho mO:ﬂMm::m:M 1céc thude trong ty. Phy
- Hop 10 vix 10 viénnén bao phim. VibAm AI/Al - Phunitcho conbu. Thudc diéu tri bénh viém gan siéu vi C (telaprevir). nit trong 6 tudi sinh san can c6 bign phép tranh thai phi hop trong

THUOC DUNG CHO BENH Gi
Atorhasan 20 chira dugc chét atorvastatin calci trihydrat, thudc
nhém thubc statin didu hoa lipid huyét (m& mau). Cholesterol va
triglycerid 1a c4c chét béo dugc tao ra trong co thé va ciing c6 mit
trong thirc &n. Cholesterol can thiét cho mét s6 hoat dong ctia co
thé, tuy nhién, qua nhiéu cholesterol khong tét cho sitc khoe cia
ban. Cholesterol va triglycerid c6 thé 1am tic nghén mach mau.
Trong trudng hgp ban c6 céc bénh tim mach, hit thudc 14, dai thao

TAC DUNG KHONG MONG MUON

Gibng nhu cac thubc khéc, Atorhasan 20 c6 thé gdy ra mot s6 tac
dung khong mong muén, mic du khong phai bénh nhan nio ciing
g4p phai.

Ngirng sir dung u.‘:&n va thong bdo cho bdc st ngay ldp tirc hodc
dén bénh vién gan i&« trong truong hgp ban gdp phdi cdc tic
dung khong mong muon sau:

Hiém gap (c6 thé anh heomg 1 — 10 nguedi trong 10000 nguedi):

Ezetimib (thubc 1am giam cholesterol), warfarin (thuéc chéng
ddng méau), thudc tranh thai dudng udng, stiripentol (thudc chéng
dong kinh), cimetidin (thudc diéu tri cac bénh vé dudng tiéu hoa),
phenazon (thudc giam dau), colchicin (thubc diéu tri gat), thude
khang acid (c4c ché phdm chira nhom va magnesi), boceprevir
(thudc diéu tri cac bénh vé gan nhu viém gan siéu vi C).

Ubng lugng 16n nudce budi chum ¢6 thé 1am thay ddi hiéu qua didu
tri ciaAtorhasan 20.

Qua trinh tuong téc thudc ¢6 thé 1am tang mirc 46 nghiém trong cia

nw_w trinh diéu tri. Néu phét hién c6 thai trong khi sir dung thude,
cén ngimg thubc ngay 14p tirc va thdng bao cho béc si. Tham khao y
kién bac s trong truong hop ban dang mang thai, c6 ké hoach
mang thai hogc nghi ring minh mang thai.

- Phu nir cho con bi: Chua xéc dinh thubc c6 thé tiét vao sira me
hay khéng. Vi nguy co giip phai cc téc dung khéng mong muén
nghiém trong ¢ tré so sinh, khong dugc sir dung Atorhasan 20 néu
ban dang cho conbu.

- Anh huéng ciia thudc ddi véi cdng vige: Thudc thuong khong

dudng, tang huyét 4p, cao tudi hoic gia dinh c6 tién sir bénh tim  + Cac phan img dj img nghiém trong bao gdm sung phu mat, ludi, > £ AP » anh huong dén kha nang 1am viéc. Tuy nhién, néu ban gip phai céc
mach, viéc gidmrcholesterol dic biét quan trong. hong va giy kho thé. . .nwn S.o ac:m kbiig ogeg =.Eo=. g»o moj BEakia, texi o tac dung khong mong muén anh huong dén kha ning lam viéc,
- Atorhasan 20 dugc sir dung dé diéu trj 1am giam cholesterol va + Céc phan (mg trén da nghiém trong nhu sung phu, bong tréc, CAN LAM Gi KHIMOQT LAN QUEN DUNG THUOC khéng nén li xe, van hanh méay moc, 1am viéc trén cao hoic cic

triglycerid trong méu & ngudi 16n v tré em trén 10 tudi khi ché 49
#n han ché lipid va thay ddi 16i séng (tap thé duc) khéng cai thién
dugc két qua didu tri.

Atorhasan 20 giam cc nguy co vé bién ¢8 tim mach nhu nhdi mau

phdng rop da, miéng, mét, co quan sinh duc kém theo sbt. Cac nét
ban & 1ong ban tay hogc 1ong ban chan phdng rop.

Yéu co, dau co. Néu céc triéu chimg trén di kém vdi s6t cao, suy
nhugc, d6 c6 thé 1a ddu hiéu ciia bénh hoai tir co, thudmg kéo dai du

- Néuquéndung thudc, ubng ngay sau khi nhé ra. Néu thoi diém nhé

ra gén véi thoi diém udng lidu tiép theo, hay bo qua lidu da quén va
tiép tuc udng lidu tiép theo nhu thuomg 1¢.

truomg hop khac.
KHINAO CANTHAM VAN BAC SI, DUQC ST

- Khéngubngliéu gép d6i dé bucho lidu da quén.

- Ban da timg bj dot quy xuat huyét nfo hozc nhdi méau nio 15

: P A . o 5 % e A N X A khuyét.
co tim, d4t quy, phau 3»:% tim, a»:.n_wm:mﬂ.n & ngudi bj gw_.- :E da ngimg diéu tri hoic c6 thé de doa tinh mang va gay ton thuong CANBAO QUANTHUOC NAY NHU THE NAO I& - Suygiéo.
mach hodc c6 cac Mmﬁo nguy co méc bénh tim mach (49 tudi, hut thén. . - Noikh6, dudi 30°C. Tranh anhséng - Bandati y 1ip di 1p lai hodic ¢6 tidn si
thudc 14, ting huyét 4p, HDL-cholesterol thdp, gia dinh co tiénsit - Rdt hiém gdp (c6 thé anh huémg it hon 1 ngudi trong 10000 R " i 8¢ han 8 o an da timg au co 13p di 13p lai hodic co tién sir
tim mach). nguoi): Chay méu hoic c6 chc vét tham tim bit thuomg, c6 théla  ~ 113N SI dung hube sau khi hct han sir dung duve ghi trén hop i ) ) .
y . : ; _M <l y vi thude. - Bandat enfi vé cOytrong sudt qud trinh diéu trj
Atorhasan 20 lam giam nguy cg 4t quy va nhdi mau co tim & bénh ki bif c0a blwh gen. ik - Khongnén virt b6 thudc vao nude thai hay réc sinh hoat. Hoi  kién véi chc al A thubg $atin hodic fibrat).
nhén déi thao dudng co cac yéu td nguy co nhu méc bénh vong Cic tdc dung khong mong muon khdc: ivoe s ekl theic Khng o dng st NG B3 Dl kY 35 - Ubn 2 : 45, g
mac, bénh than, hit thudc 14, ting huyét ap. - Thuomg gap (c6 thé anh huomg 1 — 10 nguoi trong 100 ngudi): 0 bl Ve msTrube gstrdung g bien phap nay 5 g ¥ \
£N DUNG THUOC NAY NHU THE NAO Viém mil, dau hong, chiy méu cam; phén img dj img; ting lugng & . ) ) > Newbi g W
N : . P 2 _ dudng trong mAu, ting creatin kinase; dau dAu; budn ndn, tiobén,  NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC =~ 8" %) 0
Ludn dung thudc theo ding huéng dén ciia bac si. Kiém tra lai véi v hoi. kho tiéu, tiéu chay: d daukhép. dau lung: két qua xét QUALIEU * - Banbj 7
bac si hoic dugc sTnéu ban khong chic chén vé cach dung thudc. iy hoi, kho tiéu, tiéu chdy; dau co, daukhép, dau lung; ket quax N A L o £ - Nhiém
Liic bét ddu sir dung thudc, béc ST s& tur vin cho ban ché 46 2n han nghi¢m chirc néng gan bat thuong. Chua c6 thong tin cu thé vé cac triéu chimg khi sir dung thubc qué - Hahuyé
ue Uhg TI0E, ) et - It gap (c6 thé anh heomg 1 - 10 nguitrong 1000 nguedv): Chén an, lidu. anuy!
ché cholesterol, ban can phai tuéin thii ché d¢ &n nay trong suét qua . = : - Dangtraid i
— o ting can, ha dudng huyét; 4c mong, mit ngii; chong mit, cam gidc N ez oae s og . < ) "
¢ trinhdiutri. o ) . {8 cimg 6 ngon tay va ngon chan, gidm cm gic, thay dbivi gidc, ~ CANPHAILAM GIKHIDUNG THUOCQUALIEUKHUYEN - Cocéc bt thi giai.
& Trong subt qua trinh diéu trj, bac sicdnxét nghiém méau dé xac dinh suy gidm tri nhé; nhin md; 0 tai; n6n mira, ¢ hoi, dau bung trén va CAO - Cogiatkhdngkié

Théng béo cho bac st hodc dén ngay bénh vién gdn nhdt néubansir -
dung thudc qué liéu. Mang theo bao bi con s6t lai ciia thudc dé bac -
sTc thé biét chic chin ban d sir dung qua lidu thudc nao.

5 lugng cholesterol trong mau ban dé diéu chinhliéu cho phi hop.
Lidulrgng
— Liéu khdi diu thudmg 12 10 mg/lan/ngdy & ngudi 16n va tré em tir

: a A a ~ A .
dau bung dudi, viém tuy; viém gan; ban da, ngira, may day, rung Kwo%%w_.mwn ﬂh:o«%_w%mum dung nap motso logi dutmg,
R e T e e AN G

s6t; xét nghiém bach cu duong tinh.

. a Py A :a <A kd .
5 %Rﬂ:ﬁ ﬁwmwﬁ m%%:m__wﬂm%_ﬁ_”ww cw%%mh_“m“rﬁwmm - Hiém gdp (c6 thé dnh huomg 1 - 10 nguditrong 10000 nguen): RS NHUNG DIEUCANTHANTRONG KHIDUNG THUOCNAY  HANDUNG PTRUGNG PHON G
o Tt Lid i aum“w 80 Aiasay o qm_ 6n va 20 mg/ldn/nga: loan thj gidc; chay méu hogc tham tim bat thudng; tic mét (vang da - Théng béo cho bac si trude khi diéu tri néu ban suy giam chirc ning 36 thang (ké tirngay san yfiat). &
gM:MM.n =“ u t6i mg/lan/ngay & ngu gay hogic ving mét); ton thuong gan. than, nhuge gip, tién sir ban than hoic tién sir giadinhmicbénh o0y wpa vpr o ~\§
C o n . os £ . Py - Rat hiem gdp (c6 thé anh hudng it hon 1 nguoi trong 10000 co di truyén, tién sir bi b¢nh co do sir dung thudc statin hay fibrat x - ’
¢ Khong st dung Atorhasan 20 néu ban dang str dung cac thudc chira nguoi): Phan img dj img bao gbm cac tri¢u chimg nhu dau nguc trude do, tién sir bénh gan va/ hosic uéng nhiéu rugu, tudi cao (> 70 HUONG DANSU DUNG ‘

© cyclosporin, tipranavir + ritonavir va telaprevir.

=5 Liéu dung Atorhasan 20 khong dugc qua 20 mg/ngay (1 vién/
- ngay) khi phdi hop céc thudc chira clarithromycin, itraconazol,
(T darunavir + ritonavir, fosamprenavir, fosamprenavir + ritonavir,
= umm_.:zm<:+15=m<:..

m Licu dung Atorhasan 20 khong dugc qua 40 mg/ngay (2 vién/
= ngay) khi phdi hop cac thuéc chira nelfinavir, boceprevir.
m._.rosm bio cho bac st :w.: ban c6 céc bénh vé gan, thin hogc dang
= str dung thudc chira phoi hgp lopinavir + ritonavir vi bac sico the

e

hoic khé thd dot ngét; sung phi mi mat, mit, méi, miéng, ludi,

hong, ngét xiu; mét thinh lyc; vito & nam gidi.

Khéng rotan sudt (tdn sudt khong thé wdc tinh dwgc tic cde die liéu
sdncd): Yéuco.

M@t 5o tdc dung khong mong mudn trong cdc nghién citu ¢ tré
em: Pau diu, dau bung, bét thuong xét nghiém chirc nang gan,
tang phospho creatinkinase (thuong gap). .

Cic tdc dung khdc dwgc bdo cdo véi mjt so thuoc nhom statin:

tudi), dang sir dung céc thudc &6 myc “Nén tranh ding nhitng thudc
hodic thiec phdm gi khi dang sir dung thuéc nay”. Béc si can tién
hanh xét nghiém méu dé can nhéc ban c6 nén sir dung thubc hay
khéng, tranh céc bién ¢ khong mong muén nghiém trong trén co.
Trong qué trinh sir dung thudc, ban can thdng béo cho bac sikhi co
céc biéu hién vé co nhu dau co, cimg co, yéuco. .

Bic si can tién hanh xét nghiém chirc ning gan trude khi ban bt
dau sirdung thuéc va sau d6 néu can (nhu ¢6 cac biéu hién ggiy ton
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