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CORDARONE® 200 mg
amiodarone hydrochloride
vién nén

Thuéc bén theo don.

Doc cén than diy di toa hudng dan sir dung thubc trréc

khi ding. Néu ban cd cau hdi hay thic méc, hdy hdi bac sT

hay dugc sT.

- Hay gilr toa huéng dan sir dung thubc nay, vi co thé ban
cin tham khdo.

- Thudc nay dwge chi dinh rieng cho ban. Khéng nén
khuyén nguwdi khac dung, ngay ca khi ho cd tridqu chirng
gibng ban, vi cé thé gay hai cho ho.

- Néu bét ky tac dur;% phy nao tré nén trim trong, hodc néu
ban ghi nhén cé bat ky tdc dung phu nac khéng néu ra
trang toa thubc nay, hay bdo cho béc sT hodc dugc si

THANH PHAN

= Amiodarone hydrochloride .............covceicinnn... 200 Mg
- Ta dwoc: lactose, tinh bdt bap, povidone, silica colloidal
khan, magnesi stearat vira 4l cho 1 vién nén

DANG BAO CHE VA TRINH BAY
Hép 30 vién nén: 2 vi x 15 vién

CHI BINH
Thudc duege chi dinh ding phéng ngira va didu trj mot sé
dang réi loan nhip tim.

LIEU DUNG, BUPONG DUNG VA CACH DUNG

Liéu dung

Liéu théng thueng thay dbi tuy tirng bénh nhan, nhung
théng thurérng 1a;

- khi bét dAu didu tri: mdi 14n ubng 1 vién, ngay 3 1an, ding
trong 8-10 ngay.

- lidu duy trl: 2 vién - 2 vién/ingay

Tuyét ddi tuan theo sy chi dinh cua Béc sf, khéng thay ddi
lidu ding néu khdng c6 y kién Béc sT.

Ngay ca khi ngwng thubc ciing phdi héi y kién Béc sT.

Cach diing va Birérng ding
Dung dwéng udng.

§0 1dn va lic udng thubc
Ubng thudc trede, trong hay sau bira an; nhai vién thubc
ciing khong lam thay ddi tinh chét cla thubc.

Thei gian didu tri

Theo chi dinh cla bac si.

Xir Iy trong trirérng horp quén ding mdt hodc nhidu lidu
Néu ban quén uéng thudc mét IAn thi ciing khéng gay ra
nguy co gl dic biét.

Néu ban quén ubng thubc khéng dugc ding gip dbi lidu
cho mét 1an uéng. :

CHONG CHI BINH

Khéing dwgc sir dyng Cordarone trong céc trwémg hop sau:

- di ng d& biét voi it hodc voi amiodarone, hodc mét
trong céc thanh phan cla thube.

- cwrdrng tuyén gidp,

- mt sb rbi loan nhip tim va/hodc tinh din truyén,

- nhjp tim cham qué milrc

- sau 3 thang d4u cia thai ky.

- phy ni¥ dang théi ky cho con bd

- khi diing chung véi cac thubc c6 kha ning gay ra xodn
dinh (rdi loan nhip tim nang):

« thubc chéng loan nhip tim nhém la (quinidine,
hydroguinidine, disopyramide),

+ thubc chéng loan nhip im nhoém Il (sotalol, dofetilide,
ibutilide),

+ cac thubc khéc (nhw arsenious trioxide, bepridil,
cisapride, diphemanil, dolasetron tiém ftinh mach,
erythromycin ti@m tinh mach, mizolastine, moxifloxacin,
spiramycin tidm tinh mach, toremifene, vincamine tiém
tinh mach) (xem *Tuong tac thubc”).

LU Y DAC BIET

Trong trudng hop xuét hién thd hén hén bat thuang, khé
thé hodic ho khan, 6 hodic khéng lam anh hudng dén tdng
trang, mét moi hodc sbt kéo dai hodc khéng gidi thich
dugec, tidu chay, syt can, dau co, gidm thi e hodc trong
tredng hep tai xult hién nhip tim qua nhanh, hay bdo cho
béc s dang didu tri ban. :
Ban khéng nén dung thubc nay trong treérng hop méc
chirng loan chuyén hod galactose bdm sinh, h&i chirng
kém hdp thu glucose va galactose hodc thiéu hyt men
lactase (b&nh di truyén hiém gdp).

Tranh ding phéi hop Cordarone véi ciclosporin, diltiazem
dang thubc tiém, verapamil, mot vai thubc digt ky sinh tring
(halofantrine, lumefantrine, pentamidine), mot s6 thudic an
thAn  (amisulpride, chlorpromazine, cyamemazine,
droperidol, fluphenazine, haloperidol, levomepromazine,
pimozide, pipamperone, pipotiazine, serindole, sulpirde,
sultopride, tiapride, zuclopenthixol) va vdi methadone.

{xem "Tuwong tac thube").

THAN TRONG KHI DUNG

Cén trénh ra 4nh néng trong thei gian didu trj @& tranh xay
ra cac phan (Png 1&m ném da.

Trong thivi gian diéu tr, ban cin dwoc xét nghiém mau dé
kiém tra tuy%n giap hodc chirc ndng gan cla ban.

Néu ban dang dugc cdy may phd rung hay may tao nhip
tim, nén hoi y kién bac sT diéu tri xem mdy c6 dang hoat
ddng chinh xac hay khéng trudre khi hay mét théi gian sau
khi b&t diu didu tr bdng amiodarone hodic b4t ci¥ khi ndo
can chinh lidu thubc.

Truée khi phdu thust, bdo cho bac sT gay mé biét 1a ban
dang ding amiodarone.

Chura rd vé hiéu qud va tinh an toan khi ding amiodarone
cho tré em.

TWONG TAC THUGC VA CAC TUONG TAC KHAC
Nha&m trénh twong téc c6 thé xdy ra gitra céc thube, ban
phéi béo cho béc sT hay dwgc T cla ban mét céch ddy di
tét ca cac diéu tri khac ma ban dang theo.

Cordarone khéng duwoc dang phdi hop voi cac thufic co
kha nang gay ra xodn dinh (rbi loan nhip tim ning) nhw mot
sb thudc chdng loan nhip tim (quinidine, hydroquinidine,
disopyramide, dofetilide, ibutilide, sotalol), hodc véi cac
thubc khdc (arsenious trioxide, bepridil, cisapride,
diphemanil, dolasetron tiém tinh mach, erythromycin tiém tinh
mach, mizolastine, moxifloxacin, spiramycin tiém tinh mach,
toremifen, vincamine tiém tinh mach).

Tranh ding phéi hop Cordarone véi ciclosporin, diltiazem
dang thubc tiém, verapamil, mdt vai thude diét ky sinh tring
(halofantrine, lumefantrine, pentamidine), mét sé thuéc an
thdn  (amisulpride, chlorpromazine, cyamemazine,
droperidol, fluphenazine, haloperidol, levomepromazine,
pimozide, pipamperone, pipotiazine, sertindole, sulpiride,
sultopride, tiapride, zuclopenthixol) va v&i methadone (xem
“Lwru ¥ dc bigt")

Danh sach cac t4 dwgc cin biét dé tranh nguy co cla
thuéc ddi véri mét sé bénh nhan:
Lactose
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CO THAI, CHO CON BU

Do c6 sy hién dién cla iodine, thubc nay chéng chi dinh dbi
v phuy nlr dang mang thai tir thang thir 4 trdr di.

Thude cling chong chi dinh dbi vé&i phy nir dang théi ky cho
con bd.

Nhuw 1a mét nguyén téc chung, ban can phai bdo cho bac si
hodc duge si cla ban biét ban dang mang thai hodc dang
théri ky cho con bu treére khi ding bat ky loai thude nao,

LAI XE VA DIEU KHIEN MAY MOC
Khong anh huéng

TAC DUNG KHONG MONG MUON

Nhur tht c& céc thudc co hoat tinh, CORDARONE c6 thé

géy ra it nhidu tac dyng khé chju & mdt sb ngui.

Céc tridu chirng ndy cin dugc thong bao cho Béc si cla

ban biét d& xé&t xem c6 nén tiép tyc hay cin ngung didu tri:

t th A

- rdi loan thj gidc (cdm gidc swong mu hodc quing sang
quanh dd vat),

- cdc phan (ng da v&i dnh sang,

- hormon tuyén gidp thay dbi ma khéng c6 céc ddu hidu lam
sang cla bénh vé tuyén gidp,

- ting m@t vai men gan trong mAu (transaminase),

- rdi logn tigu héa nhe (bubn nén, ndn, loan vj gidc).

Thuéng gap:

- da co mau xam,

- bénh vé& tuyén gidp (tang can, nhay cam v&i nhiét d8 lanh
va mét mdi hodc ngurere lai giy sat qua db va tidu chay),

- c6 vén d& v& hd hdp (kho thé, ther hdn hédn, sét va ho khan),

- run vay,

- réi loan gidc ngﬂ ké ca &c méng,

- di dirng khé (t6n thuong thén kinh ti chi),

- bénh gan cép tinh va/hodc vang da, c6é thé rit néng,

- nhip tim cham.

Hiém gaép:

- rdi loan tinh dén truyén tim,

- tdn thwong co i chi.

R4t it gép:

- mé& hodc gidm thj Iec,

- phan (*ng da voi phat ban da va nglra ngay,

- rung téc,

*- ¢6 véAn dé v& hd hap trong trrérng hop hen suyén varhodc
ngay sau khi phau thuat, co thé rat n3ng,

~-bé&nh gan man tinh,

- nhjp tim ch&m nghiém trgng,

- giam lwgng tidu clu trong méu,

- tén thurong than,

- nhire d4u.

- giam natri huyét

Englng rd :'Fn f“é‘ gap:

- xuft huyét phoi thieerng kém kho ther

- phén (rng di (rng c6 biéu hién I1a swng tdy & mat va cb.
Néu ban ghi nhan c6 bét ky tac dung phy nao khéng néu ra
trong toa thudc nay, hodc niéu bét ky tac dung phu nao trér
nén trAm trong, hay bao cho béc si hodc duge si.

DUQIC LIC HOC

THUGC CHONG LOAN NH|P, NHOM I

Ma ATC: C01BDO1

Cédc ddc tinh chéing loan nhjp tim:

- kéo dai pha thir 3 dién the hoat ddng cla s¢i co tim, chd
ybu |2 lam gidm doéng kali (nhém Ili theo phéan loai
Vaughan Williams);

- tac dfing chém nhip tim théng qua viéc giam tinh ty dbng
clia nut xoang. Tac ddng nay khéng bj ddi khang bai
atropine,

- khbng cdé tac ddng canh tranh alpha va béta adrenergic;

- din truyén cla nhi, cta nGt v& xoang-nhi bj cham lai;
nhijp cang nhanh tac dfing nay cang rd.

- khdng thay dbi din truyén trong mgt:

- tang thdi ky tro va giam tinh kich thich co tim & nhT, nat
va tAm thét ;

- cham dén truyén va kéo dai thori ky tro cla con dwéng
phu nh thét.

Cdc dic tinh khdc:

- gidm tiéu thy oxy thﬁng qua viéc gidm vira phdi khang
Iyc ngoai bién va gidm tan sé cla tim;

- téng leu lugng mau mach vanh qua tdc dong tryc tiép
trén co tron cia dong mach co tim va béo tbn cong
clia co tim vi lam gidm huyét &p va khang liyc ngoai bién,
va khéing tac déng gidm co sgi co.

DUPQ'C DONG HQC

Amiodarone 14 mét chat dugc hip thu cham va b &i lyc
mé cao. Sinh kha dung theo duwémg udng thay ddi tuy tirng
nguwdri tir 30 dén 80% (gia tri trung binh 50%). Sau khi dung
libu duy nhét, nbng @6 dinh trong huyét twong dat duoc
trong 3-7 gitr. Hoat tinh didu trf thedng dat dwec trong
khodng 1 tulin (td vai ngay dén 2 tudn). Amiodarone cé thivi
gian ban hly dai thay d8i nhidu tdy tirng bénh nhan (tir 20
dén 100 ngay). Trong nhing ngay didu tri dAu tién, thube
tich IGy & phan Ién cdc mé cla co thé nhét 1a md md. Sy
bai tiét bat d3u sau vai ngay va sy can bing gila luong
nhép vao / thai ra dat dwgc sau 1 hodc vai thang, tuy thudc
tirng bénh nhan. Nhirng d4c tinh nay chirng minh cin dan
lidu nap @& bdo dam thubc nhanh chéng thdm vac mé d
dat dugc hoat tinh trj lidu .

Bai tiét qua dwdng tidu khong dang ké nén c6 thé dung
thubc nay véi lidu théng thwérng d6i véi bénh nhan suy
than. Sau khi ngwng diéu tri, bai tiét vin tiép tyc vai thang.
CAn leu ¥ tAc ddng ton du kéo dai trén 10 ngdy dén 1 thang.

QUA LIEU

Trong truéng hop qua lidu, goi ngay cho Béac si clia ban
hay trung tadm chong ddc trong ving ban &.

Viée dung qué lidu amiodarone it dwge ghi nhan. Mot vai
trurdng hop nhuw chdm nhip-tim, rdi loan nhip tam thét, dic
biét 1&4 xoén dinh va suy gan da dugc bao cdo. Nén didu tr
triéu chirng. Do ddng hoc cla thube, théri gian theo ddi nén
dil dai, dac biét Ia chirc nang cia tim.

Amiodarone va cac chét chuyén hoa cla nd khdng thé
th&m tach.

BAO QUAN '

Khéng durge ding thubc viret qué han dung da ghi rd trén
hép thubc.

Lwu y dac biét trong bao quan:

Béo quén thubc & nhiét dd khdng qua +30°C

NGAY CAP NHAT TOA THUOC: 01/2015
Tiéu chuln: Nha san xuét
Han diing: 24 thang k& tir ngay san xuét

Nha san xuét : Sanofi Winthrop Industrie,
1 rue de la Vierge, Ambarés et Lagrave,
33565 Carbon Blanc Cedex, Phap
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