Rx Thudc nay chi dung theo don thube
Cordarone” 150 mg/3 ml

D4 xa tAm tay tré em

Poc ky hurdmg din sir dung trurére khi dung.

Thang béo ngay cho bac s§ hodc dwgc sy nhing
phén (rng co hai gap phai khi sir dyng thudc.

THANH PHAN CONG THUC THUOC
- Thanh phAn hoat chAt: Amiodarone hydrochloride
150 mg/3 ml

- Thanh phdn td4 deoc Polysorbate 80, benzyl
alcohol, nuoc pha liém

DANG BAO CHE
Dung dich thubc tiém (bém tinh mach).
Ong thuy tinh loai | khdng mau chira chét Idng trong

sudt, mau vang nhat, khdng cb cac hat & dang
huyén phai

CHI DINH

Didu try rbi loan nhip nghiém trong khi diéu tri bang

duong ubng khdng thé dugc sir dung, tire 1a:

« Réi loan nhijp nhT vé&i nhip nhanh that

* Nhip tim nhanh lién quan dén hdi chirng Wollff-
Parkinson-White.

» R&i Joan nhip that duoc ghi nhan, ¢ tridu chirng va
méat kha nang

Hbi sire tim phdi & bénh nhan nging tim do rung that

da dé khang veoi sbe dién ngoai 1dng ngurc

LIEU DUNG, CACH DUNG

Liéu dung

Vi ly do lién quan dén dang bao ché cla thubc, ndng
a9 str dung khong dugc it hon trong duong voi 2 6ng
trén 500mli. Chi sir dyng dung dich glucose dang
trurong lam dung dich truyén dich

Khéng pha thém bat ky thubc nao khac vao djch
truyén -
Amiodarone phai duoc truyén qua dwéng tinh mach
trung tdm, ngoai trir trong hdi sirc tim phbi & bénh
nh&n ngirng tim do rung thAt da & khang v sbc dién
ngoai Idng ngyc, trong trurémg hep 36 cb thé dugc st
dung duong tinh mach ngoal bién néu dudng truyén
tinh mach trung tam khdng c6 san (xem muyc “Canh
b&o va Than trong khi dung thubc”)

R&i loan nhip tim nghiém trong khi didu tri bang dudng
&Mmﬂ.m khong phu hop, ngoai trir trong hoi stre tim
phOi & bénh nhéan bj ngirng tim do rung thét da dé
khang voi sbc dién ngoal 1ng nguc:

ﬁo: dich qua dudng tinh mach trung tdm

* Liéu nap: Lieu nap thudng dung la Smglkg trong
dung dich glucose, tht nhét 14 sir dung bom tiém dién,
truyén trong khoang théi gian tir 20 3én 120 phit. Co
thé 1ap lai 2 6&n 3 1An trong théi gian 24 gio
Do tac dung ngén cla thubc nén cAn phai tiém
truyén lién tuc.

* Liéu duy tri- 10 dén 20 mg/kg/24 gi¢ (thuéng tir
600 dén 800 mg va ti da 1200 mg/24 gi¢r) trong
250ml dung dich glucose trong vai ngay.

Viéc chuyén tiép sang duong ubng (3 vién mdi ngay)
nén dugc bat dau tir ngay tiém truyén dAu tién Lidu
dung cé thé tang 1én 4 hoéc 5 vien mdi ngay.

HOi stre tim phéi & bénh nhan ngirng tim do rung thét

da dé khang voi sbc dién ngoai 16ng nguc

Khi dung thubc trong tinh hudng nay, nén sr ding éng

thong tinh mach trung tam néu cb san ngay lap tirc,

néu khong, co thé thyc hién qua dudng truyén tinh
mach ngoai bién, sir dung tinh mach ngoai bién Ién
nhat co thé véi luu luong mau cao nhit co thé,

* M0t liéu tiém tinh mach dAu tién 300 mg (hoac
5 mg/kg) pha loang trong 20 ml dung djch glucose
5% duoc truydn qua tiém bolus

» C6 thé can nhac thém lidu 150 mg (hodc 2,5 mg/kg)
tiém tinh mach néu rung that van con

* Khodng tron cac ché pham khac trong ciing mét éng
uém

Dbi trong tré em

Tinh an toan va hiéu qua clta amiodarone & tré em

chua duoc thiét 1ap

Xem myc “Dac tinh duoc luc” va “Dac tinh dwgc ddng

hoc” dé biét cac dir liéu hién co.

Do san pham nay co chua benzyl alcohol, cAn than

trong khi tiém tinh mach amiodarone cho tré so sinh

va tré dudi 3 Wi (xem myc “Canh bao va Than trong
khi dung thudc”)

e

CHONG CHI DINH

San phAm thude ndy chong chi dinh trong cac tinh

hudng sau day

* Nhip chdm xoang va blbc xoang nhi, trr khi dugrc
dat may 1380 nhip tim,

* HYi churng suy nut xoang (nguy co ngirng xoang),
trr khi dugc dat may tao nhip tim,

« RéI loan dan truyén nhi thit nghidm trong. trir khi
duoc dat may tao nhjp tim,

« Tinh trang cudng gidp tram trong hon ¢6 thé xay ra
khi dung amiodarone,

» Dj irng vé&i 161 hodc amiodarone hodc véi bat ky
thanh phan ta dugc nao,

* Ngirng tudn hoan,

» Ha huyét 4p nang,

» 3 thang gilra va 3 thang cubi thai ky.

* Phu nr dang cho con b,

* Dung phdi hop véni
o Céc loal thubc co thé gay ra xoén dinh (khdng bao

gdm thubc chéng ky sinh triing, thuéc an thin, va
methadone):

» thubc chdng loan nhip nhom la (quinidine,
hydroquinidine, disopyramide),

* thudc chdng loan nhip nhém Il (sotalol,
dofetilide, ibutilide),

« cac thubc khac nhu: hgp chil arsen, bepridil,
cisapride, citalopram, escitalopram, diphemanil,
domperidone, dolasetron 1V, dronedarone,
erythromycin |V, levofloxacin, mequitazine,
mizolastine, moxifloxacin, prucalopride,
spiramycin IV, toremifene, vincamine IV (xem

muc “TUONG TAC, TUONG KY CUA THUOC"),

o Telaprevir

o Cobicistal
Chdng chi dinh trén khong ép dung khi amiodarone
duoc sir dung trong didu tri khan cAp hdi sirc tim phdi

¢ bénh nhan nging tim do rung that da dé& khang voi
sbc dién ngoai 1dng ngurc

CANH BAO VA THAN TRONG KHI DUNG THUOC
Truyén qua dudng tinh mach trung tam: réi loan nhip
tim nghiém trong khi diéu tri qua dudng ubng khdng
phu hop, ngoai trir trong hdi sirc tim phdi & bénh nhan
ngirng tim do rung that da & khang véi sbc dién ngoai
Ibng ngyrc.

Amiodarone durong tiém phai dugc dung qua duwédng
tinh mach trung tam, do viéc dung qua dudng tinh mach
ngoai bién co thé dan dén cac phan (rng tai vi tri tiém,
nhu kich (rng tinh mach cuc b§. Amiodarone duwdng
tiém chi dugc phép dung nhu mdt thube tiém truyén
Ngay ca mét lieu tiém tryc tiép voi the do rat cham
cling ¢6 thé lam nang hon tinh trang ha huyét 4p, suy
tim hay suy hé hap nghiém trong (xem myc “Tac Dung
Khong Mong Mubn”).

Io.m@ocab:o_ecoa;g:::E:Saoanm.:»-

da de khang voi sbc dién Bom.@@ n

» Thuong khong khuyén céo truyén thubc qua dudng
tinh mach ngoai bién vi cac nguy co v huyét ddng
(tut huyét ap nghiém trong, ngung tudn hoan).
Duong tinh mach trung tdm nén dugc st dung dé
tiém truyén bat clr khi c6 thé.

« Nén st dung mét dng théng tinh mach trung tam néu
c6 san tirc thi; néu khéng, nén truyén thubc qua
dudng tinh mach ngoai bién, st dung tinh mach
ngoai bién 1on nhat c6 thé tim dugc dé co lvu luong
mau cao nhat co thé co.

« Theo doi tai don vj cham sobc tich cyc cung véi theo
doi lién e huyét 8p va dién tam db nén dugc tién
hanh cang sém cang 161,

» Khong trn Ian bat ky ché pham nao khac trong clng
mot 4ng tiém.

« Néu phai tiép tyc didu trj v&i amiodarone, nén dung
n6 dudi dang thubc tiém truyén dbng thoi theo dbi
lién tuc huyét 4p ddng mach va dién tam db.

Tuong tac thube

» Khéng khuyén céo sir dung amiodarone dbng thoi
vai ciclosporin, diltiazem (liém) va verapamil (tiém),
mot sb thube trf ky sinh trung (halofantrin,
lumefantrin, pentamidin), mot sb thube an than
(amisulprid, chlorpromazin, cyamemazin, droperidol,
fluphenazin haloperidol, levomepromazin, pimozid,
pipamperon, pipotiazin, sertindol, sulpirid, sultoprid,
tiaprid, zuclopenthixol), fluoroquinolon (ngoai trir
levofloxacin va moxifloxacin), thubc nhudn trang

kich thich, methadone hoéc fingolimod (xem “Tuong
tac, lwong ky cha thubc”)

Cac rdi loan lim mach | |

+ Khori phét tinh trang r8l4aan nhip tim Mo
trang loan nhip tim da dugc du tn trér nén
da duoc béo céo (xem muc “Tac Oung Kho
Mudn®)

» T4c dyng gay loan nhip cla amiodarone co M”o %_«
ra, nbu c6 cac ybu té thuc ddy kéo dai kho __oam__h
nhur mdt sb twong tac thube <»§.omn Hwo._.,w 3 “TAc
(xem muc “Tuong tac, trong ky cua th 4n dinh do
Dung Khdng Mong Mudn"). Nguy co xoan
amiodarone gay ra dudng nhu S»v. hon mo <Qo k&0
thubc chéng loan nhip khac gy ra cung muc
dai khoang QT

R&i loan da nghiém tro
Cac phan ..3% dade aom...m tinh mang hoac tham ﬂ”w o_ww
tr vong nhir hdi chirng Stevens-Johnson hoac nha
thugng bi nhidm ddc co thé xay ra. Néu bén -
gap cac ddu hidu hodc triéu chirng nay (vi dv :. i
phat ban da tién trién thuong kém myn nUOC _...oaow
throng niém mac), nén nging diéu trl bang
amiodarone ngay lap tc.

Réi loan thi giac:

N&u mo mat hodc giam thi lyc xdy ra, kiém tra nhan
khoa toan dién, bao gdm ca soi Gy mat, phai duoC
thyre hién kip thoi. Phai ngung sir dyng amiodarone
ngay khi xut hién bénh ly than kinh thj giac va/hodc
viém day thAn kinh vi c6 thé tién trién gay m 6a (xem
muc “Tac Dung Khong Mong Mudn”). .
Nhip tim chim mue d6 nding va réi loan dén truyén
Nhip tim chadm murc 86 ning, c6 thé de doa tinh mang
va rbi loan dn truyén da duoc quan sét thdy voi cac
thuéc co chira sofosbuvir khi phbi hop voi amiodarone.
Nhip tim cham thuéng xay ra trong vong vai gio dén
vai ngdy, nhung cac truémg hop c6 thei gian khdi phat
dai hon da dugc quan sat thiy, chu yéu la trong vong
2 tuan sau khi bat dau diéu trj khang HCV.
Amiodarone chi nén dwoc sir dung & nhirng bénh
nhan dugc diéu trj bang cac thube co chira sofosbuvir
trong truéng hop khong dung nap hodc chong chi

dinh véi cac thube chéng loan nhip khac

Néu viéc sir dung dbng théi amiodarone dugc cho la
can thiét, bénh nhan nén dugc theo doi tim mach tai
vién trong 48 gi& dAu tién dung dong théi, va sau do
theo doi ngoal tri hoac ty theo doi nhip tim nén dugc
thire hién hang ngay trong it nhat 2 tun dau didu trj
Do th&i gian ban thai ctia amlodarone dai, can co bién
phép theo doi tim mach nhu mo ta bén trén & nhing
bénh nhan ngung thubc amiodarone trong vong vai
thang gan day va bat dAu dibu trj v&i thube chira
sofosbuvir,

TAat c& bénh nhan hién dang s dung hoac da sir dung
amiodarone gAn day két hgp voi cac thube cb chira
sofosbuvir cAn dugc canh bao vé cac tridu ching cla
nhip tim cham va rdi loan dan truyén, va dugc thdng
b4o vé sur cAn thiét phai dugc cham soc y té khan clp
néu ho gap phai nhirng triéu chirng nay

Céc rbi loan phdi

MOt vai truéng hop vidm phdi md ké khi tiém
amiodarone da dugc bao cdo. Khdi phat con khé thé
ho&c ho khong cé dém, du ddc 1ap hay cob lién quan
dén suy gidm thé trang chung déu c6 thé lién quan
dén doc tinh & phdi, nhu viém phbi mod ké, va bénh
nhan nén dugc chyp X-quang nguc (xem muyc “Tac
Dung Khéng Mong Mudn®).

Thém vao do, mdt sb truéng hop xudt hién hdi ching
suy ho hép clp ngay sau phdu thuét & nhirng bénh
nhan diéu trj véi amlodarone da dugc ghi nhan. Vi
vay, viéc theo doi chat ché nhirng b&nh nhén nay
trong qua trinh théng khi nhan tao dugc khuyén céo.
Céc rbi loan gan

Suy té bao gan ngng, ddi khi de doa tinh mang, ¢ thé
xdy ra trong vong 24 gi& sau khi tiém amiodarone.
Theo dol chire ndng gan dugce khuyén céo khi bat dAu

va str dyng amiodarone va dinh ky kiém tra trong sudt
qua trinh didu tri

Ta duge
San pham thubc nay chira 60 mg benzyl alcohol trong
mdi bng 3 ml

hodc tinh

nang ho™
ng goa

Benzyl alcohol c6 thé gay ra cac phan ung di ing
Tiém tinh mach benzyl alcohol ¢6 lian quan dén cac tac
dung khéng mong muén nghiém rong va tir vong & tré
S0 sinh (*hdi chung thdr ngap ca (gasping syndrome)”).
Chua r6 ndng d9 téi thidy cia benzyl alcohol cb thé
gay ddc. Tang nguy co do tich 10y & tré nhd.

Nén than trong khi sir dung lrong Ién benzyl alcohol
va chi sir dung khi that cAn thidt, dac biet 12 & nh@ng
NGudi bi suy gan hodc suy than, va trong théi ky mang

thai va cho con ba, vi Nguy co tich 10y va doc tinh
(nhiém toan chuyén héa) : ;

D0i v&i cac anh hudng lign quan dén viéc mang thai

va cho con bu, xem myc S dung thudc cho phy ni
CoO thai va cho con ba".

Thén trong khi dung

: mo_ loan dién gidi, dic bidt 14 ha kali mau: cAn danh
gia nguy co ha kali mau cho bénh nhan, do ha kal
mau c6 thé thuc ddy tac dung gay loan nhip Ha kall
mau nén dugc xir tri tredge khi tién hanh didu tri véi
amiodarone.

* Amiodarone dudng tiém chi dugc s dyng trong
bénh vién chuyén khoa duéi sy giam sat chat ché

(dién tam dd, huyét 4p), ngoal trir trong cac trudng
hop cép ciru.

Gay mé

Trudre khi phdu thuat, cAn théng bao cho bac si gay
Mé& néu bénh nhan dang didu trj véi amiodarone.

Cac tac dung bét loi do didu trj amiodarone kéo dai co
thé 1am tang nguy co bat thuéng huyét dong lién quan
dén gay mé toan than hay gay t& cyc bd.

Cac tac dung nay bao gdm nhip tim cham, tyt huyét
ap, giam cung luong tim va cac rdi loan dan truyén
Sy phéi hop clia amiodarone (xem muyc “Tuong tac,
twong ky cia thuéce”) véi thube chen beta trir sotalol
(Ph&i hop bj chéng chi dinh) va esmolol (phdi hgp can
Phai than trong khi dung), verapamil va diltiazem chi
nén dugc can nhic trong phong ngtra loan nhip that
de doa tinh mang va trong hdi sirc tim phdi & nhimg
bénh nhan ngirng tim do rung that d& khang véi sbc
dién ngoai 16ng nguc

Cdy ghép tang

Trong cac nghién ciru hdi ciru, sir dung amiodarone &
Nguoi nhan ghép trude khi ghép tim lién quan dén
tang nguy co rdi loan chirc ndng manh ghép nguydn
phat (PGD)

PGD Ia mét bién chiing de doa tinh mang cia ghép
tim ma biéu hién 1a réi loan chirc ndng that trai, phai
hodc 13 hai that xay ra trong vong 24 gi¢ dAu tién cua
phdu thudt cAy ghép ma khdng thé xac dinh duoc
nguyén nhan the phat (xem myc “TAC DUNG
KHONG MONG MUON"). PGD nang c6 thd khang hdi
phuc. DI véi nhirng banh nhan ndm trong danh sach
cho ghép tim, nén can nhéc sir dung mdt thude chéng
loan nhip thay thé cang sé'm cang tét trudre khi ghép.

SU' DYNG THUOC CHO PHY NU' CO THAI VA CHO
CON BU

Mang thai

Cac nghién ctru trén ddng vat khdng cho thdy tac
dong gay quai thai. Do d6, khdng ¢d tac dung gay dj
tat ndo dugc dyr kién & ngudi. Cho dén nay, cac chat
dugc cho la co lién quan dén tac ddng gy dj tat &
ngudi cdng da dugce chirng minh 1& gay quai thai &
dong vt lrong cac nghidn ciru duoc tidn hanh ot &
2 loal

Hién tai khong co du dir lidu 1am sang lién quan dén
danh gia tac dung gdy quai thai cd thd co cua
.amiodarone khi dung trong ba thang dau cua thai ky.
Vi tuyén giap cla thai nhi bat dAu gén két voi 16t
tudn thir 14 clia thal ky, khéng c6 dnh hudng ddi voi
luyén gidp cla thai nhi duge dy kién ndu thube duoc
sur dung trude do

Qua lidu i6t khi str dung thubc sau gial doan nay co
thé gay suy glap bao thal hodc tham chi suy glap bao
thal quan sat dugc trén lAm sang (budu cd)

Do dé, viéc sir dung thude nay bj chdng chi dinh tu
3 thang gitra cua thai ky.

VI benzyl alcohol vurgt qua hang rao nhau thal, nén
than trong khi dung lrgng Ién va chi st dung khi thyre
st can thiét vi nguy co tich ty va doc tinh (nhidm toan
chuyén hoa),

Cho con bu

Amiodarone va chét chuyédn hba cia nd cung viri IOt
duoc bai tiét qua sira me véi ndng dd cao hon nong
dd trong huyét tluong cua me. Do nguy co suy gidp &
ré so sinh. amiodarone b| chdng chi dinh trong thorn
gian cho con bu

ANH HUONG CUA THUOC LEN KHA NANG LAI
XE, VAN HANH MAY MOC: khong ap dung vi day Ia
thubc dung trong trrémg hop khdn clp hay cdp clru

TUONG TAC, TUONG KY CUA THUOC

Thube chéng logn nhip

Nhidu thudc chbéng loan nhip cé tac dung (rc ché trén
linh tw dong, dan truyén va tinh co bop cla tim |

St dung phdi hop cac thube chdng loan nhip tir cac
nhém khac nhau co thé cé 191, nhung thudng phirc
tap va cAn theo d&i chat ché tinh trang 1am sang va
dién tam ab. Viéc phdi hop cac thube chéng loan nhip
gay xoan dinh (amiodarone, disopyramid, cac
quinidin, sotalol...) bi chéng chi dinh |

Viée str dung cac thubc chéng loan nhip cung mot
nhém khdng dugc khuyén céo, trir cac truong hop
dac biét, do nguy co cao gdp cac tac dung bat loi
Irén tim.

Vide sir dung amiodarone két hop véi cac thube cb
cac dac tinh giy co bép am tinh, bao gém nhijp tim
cham va/hodc dan truyén nhi that cham van con ban
cai va cAn theo doi chat ché 1Am sang va dién tam dd.
Céc thubc co thé gdy xodn dinh

Tinh trang loan nhip nghidm trong nay cé thé do mét
sd thudc chéng loan nhip tim va thuéc khdng chéng
loan nhip gay ra. Ha kali mau (xem “C4ac thudc ha kali
mau”) la mot yéu té thic day, clng nhu nhip tim chdm
(xem “Cac thudc gay nhip tim chdm”) va linh trang kéo
dai khoang QT méc phai treéc db hay bam sinh.

Céac thudc trén bao gdm cac thubc chéng loan nhip
nhém la, nhém 11l va mdt sé thudc an thAn kinh
nhat dinh

Ddi voi dolasetron, erythromycin, spiramycin, va

vincamine, tuvong tac nay chi xdy ra véi cac dang tiém
{inh mach.

Chdng chi dinh sir dung ddng théi 2 thudc co thé gay
xodn dinh

Tuy nhién, didu ndy khdng ap dung dbi véi mot sb

thudc dugc cho 1a tuyét dbi cAn thiét va thay vi chéng

chi dinh, chang chi don thudn khdng dugc khuyén cdo

k&t hgp véi cac thubde gay xoén dinh khac. Bao gdm:

* methadone

« cac thubc chdng ky sinh trung (halofantrine,
lumefantrine, pentamidine)

* cac thude an than Kinh.

Céc thudc gy nhjp tim ch@m
Nhidu thudc co thé gay nhip tim cham, dac biét 1a
thudc chéng loan nhip nhém la, chen beta, médt sé

thudc chdng loan nhip nhom 111, mdt sé thube dbi

khang canxi, cac thudc digitalis, pilocarpine va cac
thudc khang chonlinesterase.

Tac dung cua amiodarone dbi véi cac san phdm thudc
khac

Amiodarone va/hodc chat chuyén hoa cua né,
desethylamiodarone, (rc ché cac men CYP1Af1,
CYP1A2, CYP3A4, CYP2C9, CYP2D6, P-glycoprotein
va cd thé lam tang phoi nhidm cac chit ndn cia ching.
Do tac dung kéo dai cia amiodarone, cac twong tac
nay co thé xdy ra nhiéu thang sau khi ngirng didu tri.
Tac dung cua cdc thudc khac dbi voi amiodarone
Cac chat trc ché CYP3A4 va CYP2C8 cd thé e ché

st chuyén hda amiodarone va vi vy gia tang phaoi
nhiém cua thudc.

Chat trc ché CYP3A4 (nhu nuwdc ép budi chim va

mét s& san phdm thude nhét dinh) tét nhit khdng nén
dung trong khi didu trj v&i amiodarone

Cac phdi hgp chéng chi dinh

+ Cac san pham thudc co théd gy xodn dinh (tre cac

thudc chdng ky sinh trung, thubc an thAn va

methadone, xem “Céac phdi hop khdng khuyén cao”)

* thudc chdng loan nhip nhdm la (quinidine,
hydroquinidine, disopyramide),

» thudc chdng loan nhip nhom 1l (dofetilide, ibutilide.
sotalol),

» cac san phdm thude khac, nhur: cac hop chdt chira

asen, bepridil, cisapride, citalopram, escitalopram,
diphemanil, dolasetron IV (dwdng tinh mach),

domperidone, dronedarone, erythromycin |V,

levofloxacin, mequitazing mizolastine moxiflioxacin

prucalopride, spiramycin [V, loremfanes, VInCmine v
Tang nguy co logn nhip thit, dic bt 1@ xodn dinh

+ Telaprevir

Cac r8i logn tinh tyy AOng va dhn truydn cla tim o thé
xdy ra kém nguy co nhip tia Cham qull MUC

+ Cobicistat

Nguy co [am ting tac dyng bt loi do amiodarone gy
ra do sy chuyén héda gldm

Cac phéi hop khdng khuyén cao

+ Sofosbuvir

Dung dbng thdi amiodarone véi cac phuong phap
didu tri co chira sofosbuvir co thé din dén nhip tim
chdm nghidm trong. Chi s dyng néu khdng co
phuong phéap didu tr thay thd Nén theo doi chat ché
khi dung @8ng thoi cac thube nay (xam myc “Canh
béo va than trong khi st dung thubc”)

+ Cac chét nén cia CYP3A4

Amiodarone 1a chit (c ché clia CYP3A4 va lam lang
ndng dd huyét trong cac chit nén cla CYP3A4, cO
thd tang dbc tinh cla cac chat nay

+ Ciclosporin

Gia tang ndng dd ciclosporin trong mau do chuyén
héa & gan gidam kém theo nguy co cua cac tac dung
ddc than.

CAn tién hanh dinh lurgng ndng dd ciclosporin trong
mau. theo déi chirc nang than va didu chinh liéu
ciclosporin trong khi diéu tri amiodarone

+ Diliazem dudng tiém

Nguy co nhip tim cham va biéc nhi that.

N&u khong thé tranh sir dung phéi hop nay, cin lién
hanh theo déi [am sang chat ché va theo doi dién tam
dd lién tyc.

+ Fingolimod

Cé thé tang tac dung lam chdm nhip tim va co thé gay
tr vong. Didu nay dac biét ding ddi véi cac thudce
chen beta ¢ ché co ché bu trir hé adrenergic. Can
giam sat |am sang va theo doi dién tam do lién tuc
trong 24 gi&r sau liéu dau tién

+ Verapamil dudng tiém

Nguy co nhip tim cham va bidc nhi tht. Néu khang
thé tranh sé dung két hop nay, cin tién hanh theo doi
|am sang chat ché va theo ddi dién tam dd lién tuc

+ Thudc chdng ky sinh trung co thé gdy xodn dinh
(halofantrine, lumefantrine, pentamidine) Tang nguy
co logn nhip that, dac biét 1A xodn dinh.

Ngung mét trong hai thubc néu cd thé. Néu khdng thé
tranh dung két hop ndy, cAn theo dai QT trude khi tién
hanh diéu trj va theo ddi dién tam dd

+ Thubc an than kinh cd thd gay xodn dinh (amisulpride,
chlorpromazine, cyamemazine, droperidol, flupentixol,
fluphenazine, haloperidol, levomepromazine, pimozide,
plpamperone, pipotiazine, sertindole, sulpiride,
sultopnde, tiapnde, zuclopenthixol).

Tang nguy co loan nhip that, dac biét 1a xodn dinh.

+ Methadone

Tang nguy co loan nhip thAt, dac biét 1a xodn dinh

+ Fluoroquinolone trir levofloxacin va moxifloxacin
(phdi hgp bi chdng chi dinh). Tang nguy co loan nhip
that, dac biét [a xodn dinh.

+ Thudc nhudn trang kich thich

Tang nguy co loan nhip that, dac biét 1a xodn dinh (ha
kali mau 1a mdt yéu t6 thac ddy).

X{r tri tinh trang ha kali mau tredc khi dung thubc va
theo ddi lam sang, dign tam dd, va dién giai db.

+ Fidaxomicin

Gia tang ndng dg fidaxomicin huyét trong

Cac phéi hgp yéu cau thin trong khi ding

+ Chét nén cla P-glycoprotein

Amiodarone la mdt chat (rc ché P-glycoprotein (P-qp)
Dung ddng thév véi cac chat nén cila P-pg ca thd 1am
tdng phoi nhiém cac chat nay.

+ Céac thube nhom digitalis
Uc ché tinh ty ddng (nhip tim cham qua muc) va edc
ri loan dan truydn nhi that
Néu bé&nh nhan co dung digoxin, ndng 40 Ulyusin
trong mau co thé tAng do gidm thanh thai digoxin
Theo déi lam sang va dién tam dé can dugc thuc hién.

Co thé can theo doi ndng dd digoxin trong huyét twong
va didu chinh lidu didu trj digitalis.




+ Dabigalran
Tang ndng dd dabigatran huyét tuong kém theo tang

nguy co xuét huy®t cao

Néu dung dabigatran sau phdu thut, nén tién hanh
theo déi 1am sang néu cln, lidu dabigatran nén duoc
didu chinh khong vuot qua 150 mg/ngay.

+ Chét nén cua CYP2CS

Amiodarone lam tang ndng dd huyét twong cac chét
nén cia CYP2C9 nhu cac thubc khang vitamin K va
phenytoin.

+ Thubc khang vitamin K

Tang tac dung khang vitamin K va tang nguy co xuit
huyét INR nén dugc theo ddi thudrng xuydn. Lidu
thudc khang vitamin K nén dugre didu chinh khi didu tri
v&i amiodarone va 8 ngay sau khi ngirng didu tri

+ Phenytoin (va &p dung ngoai suy dbi véi fosphenytoin)
Tang ndng 35 phenytoin huyét tirong véi cac diu hiéu
qua lidu, dac biét 1a cac dau hiéu than kinh (chuyén
héa & gan cua phenytoin giam)

Nén tién hanh theo dbi Idm sang va theo ddi ndng 36
phenytoin huyét trong va néu can nén didu chinh lidu
phenytoin.

+ Chét nén cia CYP2D6
*» Flecainide
Amiodarone 1am tang ndng dd huyét trong coa

flecainide do wc ché cytochrome CYP2D6. Lidu
flecainide nén duoc didu chinh

+ Chat nén cia CYP3A4

Amiodarone & mdt chat (rc ché CYP3A4 va 1am tang
ndng a9 cac chat nén clia cytochrome nay trong huyét
trong, ¢ thé 1am tang dbc tinh cia cac chét nay.

+ Céac thudc nhom statin (simvastatin, atorvastatin,
lovastatin)

Nguy co ddc tinh trén co (nhu tiéu co van) gia tang
khi dung dbng th&ri amiodarone véi cac thudc statin
chuyén hoa boi CYP3A4 Khuyén cao sir dung mét
statin khac khdng b anh hudng béi dang tuong
tac nay

+ Cac thubc khac duoc chuyén héa bdi CYP3A4
(sirolimus, sildenafil, midazolam, dihydroergotamine,
ergotamine, colchicine, triazolam)

Amiodarone la mdt chat uvc ché CYP3A4 va lam tang
ndng dd cac chét nén cua cytochrome nay trong huyét
trong, co thé lam tang ddc tinh cla cac chét nay.

+ Lidocaine

Nguy co tang ndng d lidocaine huyét trong co thé
dan dén cac tac dung trén tim va thin kinh, do
amiodarone lam giam chuyén héa & gan.

Nén theo doi [Am sang, dién tAm dd va néu can, theo
déi nbng d% lidocaine huyét turong va didu chinh liéu

lidocaine trong qua trinh diéu trj va sau khi ngung
amiodarone

+ Tacrolimus

Tang ndng dd tacrolimus trong mau do amiodarone (rc
ché sy chuyén héa cia tacrolimus.

Nén dinh lugng ndng dd tacrolimus trong mau, theo
doi chirc nang than va diéu chinh liéu tacrolimus trong
khi diéu trj va sau khi ngung diéu trj vdi amiodarone.

+ Thubc chen beta (trir esmolol va sotalol)

R&i loan tinh ty dong va dan truyén ((rc ché cic co
ché bu trir giao cadm). Can theo dbi 1am sang va dién
t&m db.

+ Thubc chen beta trong suy tim (bisoprolol,
carvedilol, metoprolol, nebivolol)

Cac rbi loan tinh ty d6ng va dan truyén cla tim kém
nguy co nhip tm cham qua muc

Tang nguy co loan nhip that, dac biét 1a xoan dinh
Nén tién hanh theo dbi |1am sang va dién tam db
thuong xuyén

+ Esmolol

Cac réi loan vé co bop, tinh ty ddng va dan truyén (do
co ché bu trir giao cam bj &rc ché). Nén theo doi lam
sang va dién t1am a4

+ Diltiazem dudng ubng
Nguy co nhip tim cham hoéac blbc nhi that, dac biét &
nguol cao tubi. Nén theo dbi lam sang va dién tam db.

+ Verapamil dudng udbng
Nguy cu nnp tim cham hoac bldc nhi that, dac biét &
nguoi cao tudi. Nén theo doi lam sang va dién tam dd

+ MOt sb thubc nhém macrolide (azithromycin,
clarithromycin, roxithromycin) Tang nguy co loan nhip
that, dac biél 1a xoén dinh

Nén theo doi 1am sang va dién 1am dd khi didu tri phéi
hop vol amiodarone.

+ Cac thudc ha kali mau 1oi tidu ha kali mau (don tri
ho&c phdi hop), amphotericin B (dwéng tinh mach),
glucocorticosteroid (durdng todn than), tetracosactide
Tang nguy co loan nhip that, dac biét 1A xodan dinh (ha
kali mau 1a mdt yéu té thuc ddy).

X tri tinh trang ha kali mau trieée khi dung thudc va
theo doi lam sang, dién tam dd, va dién giai.

+ Thudc 1am cham nhip tim

Tang nguy co loan nhip that, dac biét 1a xoan dinh
Nén theo doi 1am sang va dién tam db thuong xuyén.
+ Orlistat

Nguy co giam ndng 38 amiodarone huyét trong va
chét chuyén héa co hoat tinh cta né. Theo doi 1am
sang va néu can, nén theo doi dién tAm dd.

+ Tamsulosin

Nguy co tang tac dung bat lgi cua tamsulosin do sy
irc ché chuyén hoa tamsulosin & gan

Nén theo dbi 1am sang va didu chinh liéu tamsulosin
khi diéu tri vé&i chat irc ché enzyme va ngay ca sau khi
ngung thude, néu cin

+ Vorniconazole

Tang nguy co loan nhip that, dac biét 1a xodn dinh,
do chuyén héa amiodarone c¢é thé bj giam. Nén theo
ddi 1am sang, dién tAm db va chinh lidu amiodarone
néu cin

Cac phéi hop cdn lvu y

+ Pilocarpine

Nguy co nhip im cham qua muc (hi§u irng g8y cham
nhip tich Idy)

Danh sach céc ta duge can biét dé tranh nguy
co cua thudc d4di véi mdt s6 bénh nhian:
Benzyl alcohol.

Twong ky

Viéc str dyng cac thiét bi PVC hoac cac thiét bj y té
dugc lam déo bang DEHP (di-2-ethylhexyl phthalate)
véi dung dich tiém amiodarone cé thé gay ro ri DEHP.
Dé giam thiéu phoi nhiém véi DEHP, tdt nhat nén pha
lodng amiodarone cudi cing trudce khi tiém truyén
bang cac dung cu khong c6 DEHP.

Vi khdng ¢ nghién cuu khéng turong thich, nén khong
dugec trdn thubc nay véi cac thube khac ngoai cac
thubc da dé cap trong myc Than trong dac biét khi thai
bd va xur ly khac

TAC DUNG KHONG MONG MUON CUA THUOC
Cac phan (rng bat lgi dugc trinh bay theo nhém hé
thébng co quan va theo tan sut, nhu sau:

R4t thuwong gap (210%) thudng gap (2 1%, < 10%), it
gap (2 0.1%, < 1%); hiém gap (2 0.01%, < 0.1%), rét
hiém gap (< 0.01%), khéng ré (khéng thé wéc tinh tir
cac dr ligu hién co)

Cac roi loan trén tim:
Thuong gap:
Nhip tim cham.

Rt hiém géap:

Nhip tim cham rd rét va dac biét hiém géap la ngirng
xoang dugc bao cao trong mét sb trudmg hop, dac biét
la & nhirng bénh nhé&n cao tubi. Tac dyng gay loan nhip.
Khong ro.

Xoén dinh (xem muc “Tuong tac, twong ky cia thubc”
va “Tac Dung Khéng Mong Mubn”)

Ro6i loan tiéu héa:
R4t thuong gap:
Budn nén.

Khoéng ro;
Viém tyy (cép tinh).

Céc phan (rng tal vi tri tiém va céc rbi loan chung:
Thuong gap:

Phan (ng viém c6 thé xay ra, nhu kich ¢ng tinh mach
tal chd khi tiém trge iép vao tinh mach ngoai bién, cac
phan (rng tal vi tri tiém, nhw dau, ban dd, phu, hoai tur,
tran dich, tham nhiém, viém, viém tinh mach va viém
mé té béo.

Cac rbi loan gan mat:
Céc truang hgp tbn thuwong gan, dugce chn doén
dya trén tang cac men transaminase huyét thanh da
dugc bao cao nhu sau

RAt hiém gap.
Tang transaminase huyét thanh dbc (&p, thuéng &

murc trung binh (1,5 dén 3 1An gidi han binh thudng)
Murc transaminase cd thé trdy lai binh thudng sau khi
giam lidu hodc thadm chi mot cach tw nhién:

Ton thuong gan cip tinh véi mirc transaminase huyét
thanh cao va’hodc vang mét, déi khi dn dén tir vong,
budc phai ngung didu trj

Tén thwong gan man tinh trong didu trj kéo dai (qua
duong udng) CAc phét hién md hoc phis hop véi viém
gan “gid ruou” (pseudoalcoholic)

Do dac tinh dn cla cac bang chirng xét nghiém va Iam
sang (chirng gan to khdng &n dinh, transminase huyét
thanh tang khoang 1,5 dén 5 14n gi¢i han binh thuéng)
nén can theo doi chirc nang gan thuéng xuyén. Chan
doan tn throng gan man tinh nén duoc xem xét néu
CO sy gia lang transaminase mau du khong nhidu xut
hién sau hon 6 thang didu tri. Cac rdi loan 1am sang va
cac gia tri xét nghiém bét thudng thudng bidn mét sau
khi ngung didu tri, tuy nhién da ¢6 bao cio vai truding
hop khdng hdi phyc sau ngurng thube.

Cac rdi loan hé mién djch:

R4t hiém gap.

Séc phan vé.

Khéng ro.

Phu mach va/hoac ndi mé day da dugc bao céo.

Cac rdi loan ndi tiét:

Rat thudng gap:

R&i loan tuyén gidp: Khi khang c6 bat ky bang chirng
lam sang nao vé rbi loan chirc nang tuyén giap, mic
hormone tuyén giap trong mau “da phan tach” (T4
tang, T3 binh thudérng hoac giam nhe) khéng nén dan
dén ngung diéu trj

Thuong géap:

R&i loan tuyén gidp: Suy giap thuong dac trung boi
cac diu hidu nhu tang can, nhay cam voi lanh, 13nh
dam, ué oai; TSH tang rd rét giup xac djnh chan doan.
Sau khi ngung diéu trj, chire nang tuyén giap hdi phuc
dAn trong vong 1 Gén 3 thang, khdng bat budc ngung
didu tri- néu can diéu trj véi amiodarone, cé thé duoc
tiép tuc dung két hop véi liéu phap thay thé hormone
giap L-thyroxin, dung TSH dé xac dinh liéu.

Cudng giap dé& nham 1an hon, chi thé hién mot vai
tnéu chirng (syt can nhe, khdng ré nguyén nhan, giam
hiéu qua chéng loan nhip va/hoac chdng dau that
ngirc), bidu hién gibng cac triéu chirng tam than &
nguoi cao tudi, hoac tham chi gibng nhidém dac giap.
Sy (rc ché TSH siéu nhay gilp xac nhan chdn doan
Phai ngung Amiodarone va diéu nay thudng |a du cho
sy hdi phyc 1am sang nhanh trong véng 3-4 tudn Déi
vé&i nhirng tredng hop nghiém trong de doa tinh
mang, nén tién hanh khan cap cac didu tri d4c hiéu
Néu lo ngai v& tinh trang nhiém ddc giap hoac cac tac
ddng cha n6 dén can bang tam thai cua co tim, liéu
phép corticosteroid tryc tiép (1 mg/kg) trong khodng
thi gian A0 dai (3 thang) c6 thé dugc khuyén co do
hiéu qua khong 6n dinh cla cac thube khang giap dang
thng hgp. Céac tredng hop cudng giap da dugc bao
cao trong vong val thang sau khi ngung amiodarone.

Rat hiém gap
H&I chirng tiét hormone chéng bal nidu khdng thich
hop (SIADH).

R6i loan hé than kinh
Rt hiém gap.
Tang ap lyc ndl s lanh tinh (u ndo gia).

Cac rbi loan hé hip, 16ng ngye va trung thit:

Rat hiém gap:

Viem phdi mé ké hodc xo hba, dbdi khi gay tir vong
HOI chirng suy ho hép clp, thudng lién quan dén viém
phdi mo ké, co thd de doa tinh mang, thinh thodng xdy
ra ngay sau phau thuat (co y kién cho rdng do tvong
tAc cb thé xay ra voi oxy lidu cao). Nén can nhéc viéc
ngung dung amiodarone, cing nhu xem xét lgi ich
ctia liéu phap corticosteroid c6 thé mang lai (xem myc
“Canh bao va than trong khi dung").Co that phé quan
va/hodc ngung thé trong trudng hop suy hd hip
nang, dac biét trén nhirng bénh nhan hen suyén

R6I loan da va mé duéi da
RAat hiém gap:
Db md hol, rung téc

Thuong géap:
Cham,

Khong ro:

Céac phan (rng da nghiém tryng nhu hoai I thugng bi
nhiém ddc (hol chang Lyell,) va héi chirng Stevens-
Johnson, viém da bong nudc, hdi chirng DRESS
(Phét ban do phan ung thube v&i bach cdu 4i toan va

trieu chung toan than)

Réi loan thj glac
Khong ro:
mo::n?»: kinh thi giac / viém day than kinh cé thé tién

trién thanh mu

Réi logn mach mau:

Thudng gap-
Giam huyét ap thudng thoang qua va & murc d6 trung

binh. Cac truong hop gidm huyét 4p nang hodc ngét
a4 duoc bao cao sau khi qua lieu hogc tiém thuée qua

nhanh

RAt hiém gdp:
B4c hda.

Cac ri loan m lién két va co xwong

Khéng ro:
Pau vung that lung, dau lung.

Réi loan hé huyét hoc va bach huyét
Khbéng ro:
Giam bach cAu trung tinh, mAt bach ciu hat

Ré&i loan tam than

Thuong gap:
Gidm ham mubn tinh dyc

Khéng ro:
Mé sang (bao gdm ca 10 13n), do giac.

Chéin thwong, ngd ddc va cac bién chirng do thu
thuat

Khong ro:

Réi loan chirc nAng manh ghép nguyén phat co thé
gy tr vong sau ghép tim (xem myc “Canh bao va
Thén trong khi dung thuéc”).

Bao cdo vé cic tac dung bat lgi nghi nge

Viéc bao cdo cac phan (rng c6 hai nghi ng& sau khi
san phdm thubdc dugc cip phép 1a rat quan trong.
Didu nay cho phép tiép tuc theo déi s can bang lgi
ich/r0i ro cua san phdm thubc Cac chuyén gia
cham séc sirc khde dugc yéu cdu bao cao bat ky
phan &rng c6 hai nghi ng& nao thdng qua hé théng
bao cao qubc gia

QUA LIEU VA CACH XU TRI

Khdng c6 théng tin vé& qua lidu véi amiodarone tiém
tinh mach

[t thdng tin c6 s8n lién quan dén qua lidu cAp tinh von
amiodarone udng. Mt vai truéng hop nhip cham
xoang, loan nhip that, dac biét 14 xodn dinh, va suy
gan da dugc bdo cdo. Phai diéu trj tridu chirng. Do
dugc ddng hoc cla thudc kéo dai, phdi kéo dai thoi
gian theo déi b&nh nhan, dac bidt khuyén cao 1a tinh
trang tim.

Amiodarone va chat chuyén hda cla nd thi khdng thé
thdm tach,

DAC TINH DUQC LUC HOC

Phdn loai: Chéng loan nhip tim, nhém 11l Ma sé

ATC: CO1BDO1

Cac dic tinh chdéng loan nhip tim:

- Kéa dai pha thu 3 dién thé hoat ddng cua té baa co
tim ma khong lam thay ddi dd cao hoac dd déc cla
digén thé hoat ddng (nhdm 1l theo phan loai
Vaughan Williams), vidc kéo dai riéng biét dién thé
hogt ddng cla pha thir 3 1a do thude lam cham sy
di chuyén cta dong kali ma khéng lam thay ddi
kénh natri va calci;

- Tac dong gay ra cham nhjp tim thdng qua viéc gidm
tinh ty ddng cua nat xoang. Tac ddng nay khdng b
ddi khang bdi atropine;

- Tac dong khang alpha va béta-adrenergic khong
canh tranh,

- Lam cham dan truyén tai nit, nhi va xoang nhi. Tac
dung nay cang rd néu nhip cang nhanh:

- Khong thay ddi d&n truyén tam that- Tang thoi ky tro
va gidm tinh kich thich ca tim & tAm nhi, md nut va
tam thét,

- Cham dan truydn va kéo dai thoi ky tro cla con
dudng phy nhi-that

- Khéng tac ddng inotrope am

Hoi sinh hé hdp - tuldn hoan trong treéng hop
ngwrng tim do rung thit d& khang véi sbc dién
ngoal 16ng nguc

Hiéu qua va dd an toan cia amiodarone dang tiém

tfinh mach & bénh nhan ngirng tim ngoai bénh vién do

rung that d& khang véi sbc dién ngoai 1bng ngyc da
dugc khao sat qua hai nghién ciru ma d6i: nghién ciru

ARREST so sanh amiodarone v&i gia dugc va nghién

ctru ALIVE so sanh amiodarone véi lidocaine

Tiéu chi danh gia chinh cua ca hai nghién cliru nay |a

ty 18 b&nh nhan séng s6t lic nhap vién,

- Trong nghién cu ARREST, c6 504 b&nh nhan bi

ngirng tim ngoai bénh vidn do rung that hay nhip
nhanh that gady vé mach da @& khang véi 3 1an
pha rung va véi epinephrine, dugc chia ngau
nhidn thanh hai nhém hodc |a dung 300mg
amiodarone pha loang trong 20ml dung djch
glucose 5% tiém tinh mach nhanh qua dudng
tinh mach ngoai bién (246 bénh nhan) va nhém
kia dung gid dugc (258 b&nh nhan). Trong sb 197
bénh nhan (39%) sbng soét lac nhap vién,
amiodarone d4 [am ting c6 y nghia kha nang hdi
sinh va nhap vién: 44% & nhém dung amiodarone
va 34 % & nhém dung gia dugc (p = 0,03).
Sau khi hiéu chinh cac két qua theo cac yéu tb tién
doan khac, ty s6 chénh da hidu chinh doi voi ty 1&
sbng s6t sau nhap vién la 1,6 & nhém dung
amiodarone so v&i nhém dung gia dugc (khoang tin
cay 95%: 1.1 dén 2.4, p = 0,02). Bénh nhan & nhém
dung amiodarone co ty 1& bi tut huyét ap (59% so
v&i 48%, p = 0,04), cham nhip tim (41% so v&i 25%,
p = 0.004) cao hon so véi nhém ding gia duoc.

- Trong nghién ciru ALIVE, c6 tdng cong 347 bénh

nhan bj rung thAt d& khang véi 3 1an sbc dién, voi
epinephrine va lai pha rung, hodc tai phat rung that
sau |An pha rung ban diu dat hiéu qud, duvoc chia
ngau nhién vao nhém dung amiodarone (5mg/kg diy
doan theo trong lugng co thé, pha lodng trong 30ml
dung dich glucose 5%), mft nhém dung gia dugc
lidocaine hoac nhém dung lidocaine (1,5 mg/kg vai
ndng 3 10mg mdi ml) va mdt nhém dung gia duoc
amiodarone cing pha trong cung loai dung mdi
(polysorbate 80). Trong sé 347 bénh nhan dugc dua
vao nghién clru, amiodarone da lam tang cd y
nghia kha ndng hdi sirc va nhap vién: 22.8% &
nhom dung amiodarone (41 trén 180 bénh nhan) va
12% & nhém dung lidocaine (20 trén 167 bénh
nhan), p = 0,009.
Sau khi hiéu chinh theo cac yéu td khac co thé anh
hudng 18n kha nang sbng sot, ty s chénh vé ty 1é
sdng sét lic nhap vién 1a 2,49 & nhirng bénh nhan
dung amiodarone (khoang tin cdy 95% 1,28 dén
4.85; p = 0,007) so v&i nhém dung lidocaine. Khéng
co sy khac biét gitra hai nhdm diéu trj trén sé bénh
nhan phai didu trj chdm nhip tim bdng atropine hay
didu chinh huyét ap véi dopamine, hodac trén s
bénh nhan phai dung thém lidocaine (dung thém &
nhém bénh nhan dung thudc nghién ciru). Sé Ivong
b&nh nhan bi vé tdm thu phai dan dén pha rung va
dung thubc nghién ciru & nhém dung lidocaine cao
hon ¢ y nghta (28,9%) so véi nhdm dung amiodarone
(18,4%), p = 0,04.

D4i twong tré em:

Khdng cé nghién clru |dm sang co kiém soat nao

dugc thyc hign & tré em. Trong tai lidu da duwoc cong

bd. 49 an toan cla amiodarone da duoc nghién ciru &

1.118 tré em véi cac loai rdi loan nhip tim khac nhau.

Cac litu sau da dugc sir dung trong cac nghién ciru

lam sang nhi khoa

* lidu nap: 5 mg/kg trong lugng co thd trong 20 phit
dén 2 gid.

« lidu duy tri: 10 dén 15 mg/kg/ngay trong vai gi¢r dén
vali ngay.

Néu can thiét, bat ddu chuyén sang lidu phap

amiodarone udng véi lidu nap thdng thudng, bat dau

tlr ngay dau tién ca truyén dich.

DAC TINH DUQC DONG HOC

Sau khi iém amiodarone, huyét tvong phan ra rét
nhanh trong khi cac mé tré nén ngdm va cac vi tri thy
thé dugc bao hoa bdi thude; hidu qua cla thude dugc

quan sat thdy dat ti da sau khodng 15 phut va gidm
dan trong vong 4 gidr.

Amiodarone dugc chuyén héa chi yéu béi
cytochrome CYP3A4 CYP2C8 Amiodarone va sdn
phdm chuyén héa cia nd, 1a desethylamiodarone
trong &ng nghiém c6 khd nang chat (c ché
cytochrome CYP1A1, CYP1AZ2, CYP2CS, CYP2C19
CYP2D6. CYP3A4, CYP2A6, CYPZB6 va CYP2C8
Amiodarone va desethylamiodarone ciing c6 thé (c
ché protein van chuyén nhue P-gp va cation hiru co
van chuyén (organic cation transporter 2 (OCT2). MOl
nghién clru cho thdy su gia ting 1,1% murc creatinine
(mdt chét nédn OCT2)

Trong co thd dir ligu md 14 mdt sy turong tac gida
amiodarone va CYP3A4, CYP2C9. CYP2D6 va chat
nén P-gp

Ddi tuong tré em

Khdng c6 nghién ciru 18m sang co kiém tra da duoc
tidn hanh & ré em

D(r lidu tai lidu hién co, thi han ché, cho thay khdng cbd
syr khac biét trong cac thdng sb durge ddng hoc gilra
nguoi lém va tré em.

D liéu an toan tién 1am sang

Trong mét nghién ciru vé kha nang gy ung thu trong
2 nam & chudt, amiodarone da gy ra sy gia ting s
lwvgng khéi u nang tuyén giap (u tuyén va/hodc ung
thur bidu md) & ca hal gidi & mire phoi nhidm 1Am
sang. Vi cac phat hién dot bién 14 Am tinh, nén mdt co
ché ngoai di truyén thay vi nhiém ddc gen da duoc d8
xuadt d& giai thich dap (rng cuia loai khdi u nay

Cac nghién ciru trén chudt khdng cho thay bét ky ung
thr ndo, nhung tang san nang tuyén giap phy thudc
vao lidu d3 duoc quan sat. Nhirng anh hudng ndy dén
tuyén giap & chudt va chudt nhat cd thé 1a do anh
hudng clia amiodarone dbi véi qua trinh tdng hop va
/ hodc gidi phéng hormone tuyén giap. Nhirng phat
hién nay it lién quan dén con nguoi.

QuY CACH BONG GOI
Hoép 6 éng (3 ml)

DIEU KIEN BAO QUAN
Bdo quan thudc & nhiét do tir 2°C dén 8°C.

THAN TRONG DAC BIET KHI THAI BO VA XU LY
KHAC

Viéc str dung cac thiét bj PVC hogc cac thiét b y té
dugc lam déo bang DEHP (di-2-ethylhexyl phthalate)
voi dung dich tiém amiodarone co thé gy ro ri DEHP
Dé giam thiéu phoi nhiém véi DEHP, tét nhat nén pha
lodng amiodarone cudi cung truéc khi tidm truyén
bang thiét bi khdng cé DEHP, chdng han nhu thiét bj
lam bang nhya PVC khdng c6 DEHP, polyolefin
(polyethylene, polypropylene), thuy tinh, v.v.

Dung dich thuéng phai trong sudt. Khdng dugc dung
bat ky &ng thudc nao co tinh thé trang dung dich

Vi ly do lién quan dén dang bao ché cia thudc, ndng
dd dugc sir dung khdng dugc nhé hon mirc trong
duong han 2 éng trén 500 mL. Chi sir dung dung dich
glucose dang truong lam chat dn truydn. Khdng
dugc thém bat ky san pham nao khac vao dung dich
uém truyén. BAt ky dung dich ndo chua sir dung déu
phai dugc tiéu hdy

TIEU CHUAN CHAT LUONG: Tiéu chudn co sé&

HAN DUNG

24 thang ké tir ngay san xult.

Khdng dugc dung thudc qua théi han sir dung cb ghi
bén ngoai hdp thudc. Sau khi mé dng thube phai duge
dung ngay.

TEN, D|A CHI CUA CO SO SAN XUAT THUOC
SANOFI S.R.L.
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