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Each tablet contains :

Amiodarone Hydrochloride BP  200mg
Store below 30°C. Protect from light.

Keep all medicines out of reach of children.
Dosage: As directed by the Physician,

Chaque comprimé contient :
Hydrochlorure de Amiodarone BF 200mg
Conserver au dessous de 30°C

et & l'abri de la lumiére.

Garder tous les médicaments hors

de portée des enfants.

Posologie: Survre les indications du médecin.
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Ry Thubc bdn theo don

ALDARONE
(Vién nén khong bao amiodaron hydroclorid 200 mg)

CANH BAO:

Thuoc ban theo don

Poc kj hurémg dan sir dung trude khi sir dung.

Néu can thém théng tin, xin hoi § kién bdc s7.

Khéng ding qua liéu chi dinh.

Xin théng bdo cho bdc sT biét cdc tdc dung khdng mong muén trong qua trinh str dung.
Khong dimg rhuoc qua han s dung ghi trén nhan.

Dé thubc xa tdm tay cia tré.

THANH PHAN:

M3i vién nén khéng bao cé chira:

Hoat chdt: Amiodaron hydroclorid ... ..200 mg

Ta dwec: Lactose, tinh bdt ngd, magnem stearat Sl]lC lede keo talc tmh ché, natri starch
glycolat.

DUQC LUC HOC:

Amiodaron co tac dung chéng loan nhip nhém III, kéo dai thoi gian dién thé hoat déng ¢ tdm

that va tdm nhi, 1am kéo dai thoi gian tai phan cue (tdc dung chéng loan nhip nhém III theo

Vaughan Williams). Thudc kéo dai thai gian {ro trong co tim va anh huong den toan bo hé

thong dén truyen xung déng, ké ca dudng dan truyén phu. Amiodaron lam giam tan sb xoang

ciing phan nao do giim tinh tyr ddng. Khi tan s6 nhi cao, amiodaron lam tang thoi gian A - H, do

kéo dai thoi gian qua nut nhi - that. Tac dung dién sinh 1y nay nhin thay trén dién tdm d6 nhu

giam tin s6 xoang, tang thoi gian Q - T va ca ting thoi gian P - Q. Péy khong phai la ddu hiéu

qua llcu ma 1a su phan anh tac dung duogc ly. Sau khi udng, amiodaron thudong khéng cd tac

dung x4u [én chirc nang thit trai. Sau tiém tinh mach, c¢6 nguy co gidn mach vanh va mach ngoai

Vi nang.

DUQC DONG HOC : s .

Amiodaron tich lay : nhidu & trong mo va thai trir rat cham. Thudc hap thu chdm sau khi udng va

kha dung sinh hoc rat thay d6i; kha dung sinh hoc dudng uong trung binh 13 50% dong thot khac

nhau nhiéu gitra cac nguoi bénh. Pat nong do huyet tuong t6i da tir 3 - 7 gid sau khi udng mot

lleu duy nhat. Tac dung xay ra cham, I - 3 tudn sau khi uéng. Sau khi tiém tinh mach, tic dung

t&i da dat droc trong vong 1 - 30 phut va kéo dai 1 - 3 gio. Nira doi thai trir khoang 50 ngay, dao

déng tir 10 - 100 ngay, do sy phdn bo rong rdi cua thuc & cac mé. Tac dung duge ly van con

sau khi ngirmng dung thude mét thang hodc lau hon. N - desethylamiodaron 1a chét chuyén héa da

duge xac dinh ciing c6 tac dung chong loan nhip. Dudng thai trir chu yéu ctia amiodaron 1a qua

mit vao phan. Amiodaron vé chat chuyén héa cia thubc rat it bai tiét vao nude tiéu. Amiodaron

va N - desethylamiodaron qua hang rao nhau thai va bai tiét vio sita me & nong d6 cao hon nong

do huyet twong clia ngudi me nhiéu.

CHi PINH :

Amiodaron duoc chi dinh diéu tri trong cée trudng hep sau:

- Loan nhip nhanh két hop hdi ching Wolf-Parkinson White.

- Cudng déng tim nhi va rung tim nhi khi cac thubc khéc khdng thé dimg.

- Céc dang loan nhip nhanh kich phét bao gbm: nhanh nhip tim thudc trén that, nat va that,
rung tAm that khi céc thudc khac khong thé dung duoc.

Amiodaron duge ding dé on dinh va tri ligu dinh ky.

LIEU LUQNG VA CACH DUNG:

Loan nhip thit:

-



Thuoc uéng: Giai doan tin cong dung li¢u cao: udng m01 lan 200 mg, ngay 3 14n trong tudn dau;
mdi 14n 200 mg, ngay 2 14n trong tuan thir hai. Sau 2 tudn do, giam liéu xudng con 200 mg/ngay
hodc thap hon. Hiém khi nguoi benh can liéu duy tri cao hon 200 mg/ngay Cén danh gid tac
dung phy thuong xuyén, it nhét mdi thang 1 14n hoiic nhiéu hon néu Lidu duy tri cao hon 200
mg/ngay. D€ tranh céc tdc dung ¢o hai cho duong tiéu hoa, nén ding amiodaron trong bira &n.
Ngudi bénh cin dugc theo doi 0 co so héi stre cap ciru.

Loan nhip trén thét:

Liéu tan cong 1a 600 - 800 mg/ngay, dung trong 1 - 4 tudn, cho dén khi kiém soat duge bénh
hodc xudt hién tic dung ¢6 hai qua mire, sau do giam liéu dan dén liéu duy tri thip nhat c6 tac
dung, tiéu duy tri duomg udng la 100 - 400 mg/ngay.

Liéu tre em: Chua duge xdc dinh va c6 thé bién d6i nhidu: D& diéu tri loan nhip that va trén that,
lidu tan cong 1 10 - 15 mg/kg/ngay hoiic 600 - 800 mg/1,73 m fngay trong khoang 4 - 14 ngay
vi/hodc cho t&i khi kiém soat dugc loan nhip. Khi do, liéu giam xubng tdi Smg/kg/ngay hoic
200 - 400 mg/1,73 m?/ngdy trong vai tuan.

Ton thuong thin va gan:

Tén thuong than: Khong cén giam liéu, nlumg ¢6 nguy ca tich iod.

Ton thuong gan: C6 thé phai giam liéu hodc nglmg udng thude néu c¢6 ddc cho gan trong khi
didu tri.

CHONG CHi PINH:

Chéng chi dinh dung amiodaron cho ngudi bi sbc do tim; suy nut xoang ning dan dén nhip
chdm xoang va blc xoang nhi; bléc nhi thit dd II - 1I[; bléc phanh hodic bénh nat xoang (chi
dung khi c6 méay tao nhip); chdm nhip firng con giy ngat, trir khi diing cting véi may tao nhip.
Amiodaron ciing chéng chi dinh cho ngudi bénh qué man cac thanh phan cia thude, bénh tuyén
giap hodc nghi ngd mic bénh tuyén giap, ha huyét ap dong mach.

KHUYEN CAO VA THAN TRONG :

Thén trong vdi ngudi suy tim sung huyét, suy gan, ha kali huyét, rdi loan chirc nang tuyén gidp,
giam thi lyc hodc nguoi bénh phai can thiép phiu thuat. Lidu cao co thé gy nhip tim chim va
16i loan dan mlyen v&i nhip tw that, dac biét & ngudi bénh cao tudi dang ding digitalis. Than
trong khi ding két hop véi cac chat chen béta hodc cac thude chen kénh calci, vi nguy co gy
chdm nhip va bléc nhi thét. Diling amiodaron tinh mach cé thé lam ning thém tinh trang suy tim.
R&i loan dién giai, dac biét ha kali huyét, c6 thé xay ra khi dung phdi hop véi digitalis hodc vdi
cac thude chdng loan nhip khac, viéc phéi hop nay co thé c6 tic dung gy loan nhip. Ciing can
than trong voi ngudi qua man véi lod.

TAC DUNG CUA THUOC TREN KHA NANG LAI XE VA VAN HANH MAY MOC:
Khéng cé théng tin.

SU DUNG CHO PHU N’ CO THAI VA CHO CON BU :

Thoi ky mang thai

Amiodaron va desethylamiodaron qua hang rao nhau thai. Tac dung c6 hai tiém tang gbm chim
nhip tim va tac dyng lén tuyén _gidp O e so sinh. Amiodaron cé thé tic dung lén chirc nang
tuyén gidp cua thai nhi, giy nhiém déc va 1am chdm phat trién thai nhi. Thube c6 thé giy budu
gidp trang bim sinh (thiéu nang hodc cudmg gidp trang). Vi vy khong ding amiodaron cho
nguol mang thal.

Thoi ky cho con bt

Amiodaron va chit chuyén héa ciia thude bai tiét nhidu vao sta me. Do thudc co thé lam giam
phat trién ciia tré b sita me, mit khac do thude chira mot ham luong cao iod nén khong ding
thube cho ngudi cho con bu ho#ic phdi ngimg cho con bu néu budc phai sit dung amiodaron.
Ciing ¢in quan tam dén viée thudc déo thai cham khoi co thé sau khi 3 nglmg dung thude.
TUONG TAC THUOC:

Amiodaron c6 thé gy tac dung cong hop trén tim khi dung cung voi céc thude chong loan nhip
khac va lam ting nguy co loan nhip. Amiodaron lam ting nong dé trong huyet tuong cla
quinidin, procainamid, flecainid, va phenytoin.
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Ding ddng thoi amiodaron vo1 quinidin, disopyramid, procamamld c6 thé 1am tang thoi gian Q -
T va gly xoén dinh & mot sb rat it tnromg hop. Vi vay can phai giam lidu.

Dung déng thdi amiodaron véi céc thude chen beta hodc cac thudc chen kénh calci co thé gy
cham nhip, ngimg xoang va blc nhi thit, nén can phai giam liéu.

Amiodaron 1am ting ndng d6 digoxin va cac glycosid, digitalis khac trong mau cé thé giy ngd
ddc. Khi bit dau diing amiodaron, nén ngimg dung cdc glycosid digitalis hodc giam mdt nira
lidu digitalis.

Dung ddng thdi amiodaron véi cac thude loi tidu thai kali ¢6 thé 1am ting nguy co loan nhip két
hgp véi ha kali huyét

Amiodaron wc ché chuyen héa va ting tac dung chéng déng clia cde din chat coumarin.

TAC DUNG KHONG MONG MUON:

Khi dung duong uong, trong giai doan dau tién (vai ngay, tuan hojc nam), cac tac dung khong
mong mudn ¢ thé chua xuit hién va thudng phu thude vao liéu ding va thoi gian diéu tri (dleu 1p
tri lién tuc trén 6 thang). Cac tac dung phu nay c6 thé kéo dai vai thang sau khi ngimg thudc va

-y |

c6 thé hdi phuc khi giam liéu. ;
Amiodaron tich lily & nhiéu mé nén c6 thé giy nhidu tic dung c6 hai & nhimng ngudi bénh didu

tri loan nhip thit véi liéu cao (trén 400 mg/ngay). Cac phan g ¢0 hai nguy hiém nhét 1a nhidm

ddc phdi, bénh thin kinh, loan nhip n@ng, xo héa wyén giap va ton thuong gan. Ngimg diing
thuée khi nghi ngés xudt hi¢n phan img co hai nguy hiém. Tuy nhién céc phan (ng ¢6 hai khéng
phai bao gid ciing dwoc hdi phuc sau khi ngimg thubc. Ty 1€ va mirc d§ phan mg cé hai tang
theo lidu va thoi gian diéu tri. Vi vy chi nén ding liéu thip nhat ¢6 thé. 312
Thuong gdp, ADR > 1/100 &
Thén kinh: Run, khé chiu, mét méi, té cong hodc dau nhoi ngoén chan, ngdn tay, mét diéu hoa,
hoa mit va di cam.

Tiéu héa: Budn nén, nén, chan an va tdo bén.

Tuén hoan: Ha huyet ap (sau tiém), tac dung gy loan nhip, tim cham, bloc nhi that va suy tim.

H6 hap Viém phé nang lan toa hodc xo ph(n hogdc viém phOI ké.

Da; Man c4m 4nh ning gy ban d6, nhiém sic t6 da. Mat: Réi loan thi giac.

N6i tiét: Suy gidp trang, cuong gidp trang.

Cac phan img khac: Nong bimg, thay doi vi giac va khiru giac, réi loan déng mau.

ft gdp, 1/1000 < ADR <1/100 Toan thén: Dau dau, r6i loan gidc ngu.

Thén kinh: Bénh than kinh ngoai vi hodc bénh co. ]

Tim mach: Loan phip (nhanh hojc khéng déu), nhip chim xoang, va suy tim & huyét.

Hiém gap, ADR <1/1000

Méau: Giam tiéu cau.

Thén kinh: Tang ap luc ndi 9.

Da: Ban da, mét s6 trudong hop viém da tréc vay, rung toc, 1ong va ban dé sau chup X - quang.
Gan: Viém gan, xo gan.

Mit: Viém than kinh thi gidc.

Cac phan tmg khac: Phan (mg qua man goém ca phan vé sau tiém tinh mach.

Hudng din cich xir tri ADR:

Cén theo ddi 1am sang chat ché va diéu tri cic phan tmg c6 hai. Ha huyét ap chi xuat hién sau
truyén tinh mach, xir tri bing cach giam tdc d6 truyén. Phai diéu tri ha kali huyet va suy tim
truéc khi ding amiodaron. Chim nhip thuong phu thude vao Jieu diing. Mot sd ngudi bénh cao
tudi (ngudi bi suy nut xoang) d bi nhip chdm ning, tham chi ngimg xoang. Co thé xay ra roi
loan dan truyén nhu bloc xoang nhi va cac muc dd bléc nhi that khac nhau. Tac dung gdy loan
nhip xuit hién chi yéu khi ding ph01 hop amiodaron v&i digoxin, cac thude chéng loan nhip
khdc va voi ngudi bénh ha kali huyét. Cin ngimg thudce khi xdy ra loan nhip ning.

Céc phan tmg co hai 1€n hé than kinh va hé tiéu hoa xay ra ¢ khoang 20 - 40% sé ca diéu tri khi
maoi dung thudc va mét di trong vong 1 - 2 thang diéu tri. Bénh day than kinh ngoai vi va bénh
vé co {t gap nhung ning va khdng phai luén luén cé khi ning héi phuc.



Ca suy giap 1An cuomg gidp da xay ra khi didu tri voi amiodaron. lod chiém 37,3% (khon
luong/khbi lu(mg) trong phan tr amiodaron hydroclorid, vi vay can danh gia chirc ning tuyen
giap trong va sau diéu tri (trong vong 2 - 3 thang). Suy giap co thé xay ra nhanh, xir tri bang
cach glam liéu tir tir va diéu tri cdn than bang L - thyroxin. Chirc nang tuyén gidp s& hon phuc
trong vong 3 thang sau khi ngimg dung thudc. Cudng giap ciing ¢ thé xay ra nhanh, can phai
ngimg dung amiodaron. Cac thudc khang gidp trang do1 khi khong ¢6 tac dung, xir tri bing
glucocorticoid liéu cao (prednisolon 1 mg/kg) trong vai tuan.

Man cam 4nh séng c6 thé xay ra, can phai giam lidu va hiém khi phai ngimg diing thube.

Can kiém tra thuong xuyén cac phan mg 6 hai dbi voi gan. Transammase thu'omg tang khi mai
dung thudc, néu transaminase tang tir 1,5 - 3 I4n trén mirc binh thuong, can phai giam liéu hodc
ngimg dude: Xo gan va vang da c6 thé xay ra. Néu c6 nghi ngo vé nhiém ddc gan nghiém trong
phai ngung thudc.

Vi ling dong glac mac khong tri€u chimg gap ¢ hau hét cac nguoi bénh, thu'cmg c6 thé phat hién
bang khdm mat bang dén khe. Vi ling dong giac mac va roi loan thi gidc c6 the phuc hoi sau khi
giam lidu hodc ngimg thude. Dung thudc nhé mét methyl - celulose dé lam giam d6 ning cua vi
ling dong.

Viém phé nang lan toa va xo phm 1a phan ung c6 hai thuong gap va co thé gay tir vong & mot
vai nguoi bcnh C6 hai dang nhiém dgc phox mot dang c6 thé phat hién sdm véi liéu thap va c6
co che mién dich, dang thir hai lién quan dén thoi gian diéu tri va liéu, phu thudc vao doc tinh
true tiép cua thudc. Triéu chimg 1a khé thé (c6 hoic khong c6 bénh canh toan than). Ngum bénh
khé tho can duge kiém tra k§ ludng khi ¢6 nghi ngd viém phé nang. Cin ngimg thuéc ngay va
¢6 thé st dung corticosteroid.

QUA LIEU: Az
Biéu hién: Ha huyet ap, nhip xoang chim va/hoac bléc tim va kéo dai khoang Q - T. 4
X tri: Néu méi ubng thudc, gy non, rira da day, sau d6 cho udng than hoat. Theo ddi nhip tim,
huyét ap.

Chém nhip: dung chit chu vén beta - adrenergic hoac may tao nhip.

Cham nhlp va bl6c nhi thit: Ding atropin, cling cé thé dung isoprenalin va may tao nhip.

Ha huyét ap: dung thude huéng co duong tinh va/hoac thudc co mach nhu dopamin truyén tinh
mach hoéc nor - epinephrin truyén tinh mach.

TIEU CHUAN CHAT LUQNG: BP 2011.

BAO QUAN:

Bao quan & nhiét d¢ dudi 30°C. Tranh dnh séng.

HAN SU DUNG:

36 thang ké tlr ngay san Xuét.

Sé 16 san xuat (Batch No.), ngay san xuét (Mfg. date), han dung (Exp. date): xin xem trén nhan
hop va vi.

DANG BAO CHE VA QUY CACH PONG GOI:

Hop 10 vi x 10 vién nén khong bao.
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San xuat béi: /”
CADILA PHARMACEUTICALS LTD

HO CUC TRUONG

Apayin Vit Sling
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