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COMPOSITION: Each tablet contains: Keep out of reach of children.

Amiodarone HCL......oovvvereeereeeeee. 200 mg | Read carcfully the cacloscd insert before use.
EXCIPIENtS q.5...cooovevverieciocssennOni€ tablet | Do not exceed recommended dosage.
Store at temperature below 30°C, in a dry place,
; ol coigr protect from light.

contraindications, warnings and precautions,
side effeds, imeractions and other
information: See the insen.

OPV PHARMACEUTHCAL JOINT STOCK CO
Lot No.27, Street No.3A, Bien Hoa 1 Industrial Zoae,
Bien Hoa City, Dong Nai province, Vietmam
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R, Thubc ban theo don

| AMIDOROL®
V& " Kmmdaron hydroclorid 200 mg
[lg/ coNaTY NG\ Vign nén
THANH PHAN: M3i M\ nénchia /)
Hoat chéat: A\ J\‘ﬂ:\_ > . /
Amiodaron hydroclorid ...-504 1o ......... 200 mg

T4 dugc: Lactose monohydrat, tinh bot tién hé hoa, povidon K30, crospovidon, silic oxyd dang keo

khan, acid stearic, magnesi stearat.

MO TA SAN PHAM

Vién nén, hinh tron, mau trang dén trdng nga, hai mat vién tron va I6i, canh va thanh vién lanh

lan.

DUGC LYC HOC:

Amiodaron hydroclorid la thuéc chdng loan nhip tim.

Céc ddc tinh chéng loan nhip tim:

- Kéo dai pha thit 3 dién thé hoat dong cia sgi co tim, chii yéu la lam gidm dong kali (nhém Il
theo phdn loai Vaughan Williams);

- Giam tinh ty dgng cba nat xoang dan dén nhip chim. Téc dong nay khdng bj d6i khang béi
atropin;

- Uc ché alpha va béta adrenergic khéng canh tranh.

- Lam chdm dén truyén qua nit nhi - that.

- Khéng thay d6i d4n truyén trong thét;

- Téng thoi ky tro va gidm tinh kich thich cd tim & nhi, nit va tdm thét:

- Cham din truyén va kéo dai thai ky tro clia con duding phu nhf that.

Cédc ddc tinh khdc:

- Gidm tiéu thu oxy thong qua viéc gidm vira phdi khdng lyc ngoai bién va gidm tdn s6 cla tim:

- Téng lwu lugng méu mach vanh qua tac dong tnjc ti€p trén co tron clia dong mach ca tim

- Bao ton cbng cla co tim vi lam gidm huyét p va khéng luc ngoai bién.

DUQC PONG HOC:

Héap thu:

Sau khi ubng, amiodaron hdp thu chidm va hay thay déi & dudng tiéu hoa. Sinh khd dung tuyét déi

trung binh 50% (pham vi: 22-86%). Néng d6 huy8t tuong khi diing mot lidu thay d6i nhiéu gida

cac ca nhan. Sau khi udng, ndng dd dinh trong huyét tuong thutng dat dugc trong vong 3 dén 7

gio. Thoi gian thubc bdt ddu tac dung chdng loan nhip thay ddi nhiéu, ddp (ng diéu tri thudng

khong rd cho t6i 1-3 tudn sau khi diéu tri, ngay c& khi dung liu tdn cong. Thoi gian tac dung

chbng loan nhip thuting kéo dai 10 — 150 ngay sau khi ngiing liéu phap dai ngay. Thic dn lam

ting toc do va miic hap thu.

Phan bé:

Sau khi ubng dai ngay, amiodaron va N-desethylamiodaron phan b6 vao nhiéu mé va dich cd thé,

nhung qua nhau thai it, ¢6 vao sita me. Nong do thubc 6 mo thudng vugt qua ndng do thudc trong

huyét tuong ciing lic. Sau liéu phap dai ngay, nong do clia chat chuyén hoa thudng cao hon nhiéu

so vOi néng do thudc khéng chuyén hoa & hdu hét cac md, tri mé md. Thube gin vao protein

khoang 96%.

Théi tru:

Thuc chuyén héa manh, co thé & gan va rudt va/hodc niém mac dudng tiéu héa thanh it nhat 1

chat chuyén héa chinh, N-desethylamiodaron, chdt chuyén héa nay c6 hoat tinh dién sinh Iy va
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chdng loan nhip tuong ty nhu amiodaron. Thudc va chdt chuyén héa N-desethylamiodaron thai tri

hau nhu hoan toan vao phan qua dubng mat.

Nia doi ctia amiodaron dai hon nhiéu khi ding nhiéu liéu so v6i liéu don. Sau khi udng nhiéu ngay,

thoi gian ban thai trung binh 12 53 ngay, clia N-desethylamiodaron trung binh 57-61 ngay. b

thanh thai co thé nhanh hon & tr8 em va gidm & ngudi cao tubi (>65 tudi). ThuSc khéng tham

phan dugc (cd chat chuyén hoa).

CHI DINH:

AMIDOROL dugc chi dinh dé:

- Dy phong va diéu tri: Loan nhip th&t (con nhanh that téi phat hoic rung that tai phat), dic
biét khi khéng dap (ng véi diéu trj théng thudng chéng loan nhip.

- Dy phong va diéu tri: Loan nhip trén thét tai phat khang lai diéu tri thong thubng, ddc biét khi
c6 két hgp hoi chiing Wolff-Parkinson-White bao gém rung nhf, cudng déng nhi.

CACH DUNG - LIEU DUNG:

Dung dudng udng. DE tranh céc tac dung phu ¢b hai cho duting tiéu hoa nén dung thudc trong bita

an.

Ngudi I6n:

Loan nhip that: Liéu tdn cong: 200 mg x 3 lan/ngay trong tudn ddu. Sau d6 gidm liéu xuéng 200

mg x 2 1dn/ngay trong tudn thir 2. Sau 2 tudn do, gidm liéu xubng con 200 mg x 1 lan/ngay hoic

th&p hon.

Loan nhip trén that: Liéu t&n cong: 200 mg x 3-4 lan/ngay trong 1 dén 4 tudn. Liéu duy tri: 100

mg - 400 mg/ngay.

Bénh nhén suy than: Khéng cin diéu chinh liéu.

B&nh nhén suy gan: C6 thé gidm liéu hoic ngling udng thudc néu c6 ddc cho gan trong khi diéu

tri.

Tré em:

Liéu tan cong: 10 mg - 15 mg/kg/ngay hofc 600 mg — 800 mg/1,73m?/ngay trong 4 dé&n 14 ngay

va/hoic cho dén khi kiém sodt dugc loan nhip. Sau dd, nén gidm liéu xubng con 5 ma/ka/ngay

hoic 200 mg — 400 mg/1,73m?ngay trong vai tudn.

Ngudi gia: Co thé dugc cho liéu thap han.

CHONG CHI DINH:

- Qué4 mén véi iod hodc vai amiodaron, hay vdi bat ci thanh phdn nao cla thudc.

- Nhip chdm xoang, bl6c xoang-nhi, biéc nh that d¢ I1-11l; bénh nat xoang tri khi dung cing Véi
may tao nhip.

- Céc r6i loan din truyén tim mic d6 cao & nhiing bénh nhan khéng dugc ddt mdy tao nhip.

- Truy tudn hoan, ha huyét 4p dong mach trdm trong.

- Cubng tuyén giap.

- Bénh galactose huyét bdm sinh, h&p thu kém glucose hodc galactose, hoic thiéu hut lactose.

- Dung chung v6i cac thudc c6 khd ning gdy ra xodn dinh (rGi loan nhip tim trdm trong) (Xem
tuong tac thuéc).
Phu nif co thai va cho con bd.

LLI'U Y VA THAN TRONG:

- Trubc khi bit ddu diéu tri bing amiodaron nén ghi dién tdm dé va do Kali huyét thanh. Theo
doi dién tdm dé trong sudt thoi gian diéu tri.

- Than trong véi ngudi suy tim sung huyét, suy gan, ha kali huyt, r8i loan chic ndng tuyén
giap, gidm thj luc hodc ngudi bénh phai can thiép phau thudt.

- Liéu cao c6 thé gdy nhip tim cham va r6i loan dan truyén véi nhip tu that, ddc biét & bénh
nhén cao tudi dang dung digitalis.



- Than trong khi ding két hgp véi cac chat chen béta, hoic cac thubc chen kénh calci vi nguy
co gdy chdm nhip va bloc nhi that,

- RGi loan dién gidi, ddc biét ha Kali huyét, c6 thé xay ra khi dung phéi hop véi digitalis hoic véi
cac thuc chdng loan nhip khac, viéc phdi hgp nay c6 thé gay loan nhip.

- Nhip tim cham c6 thé thdy rd & ngudi I6n tudi.

- Amiodaron lam bign ddi dién tim d6: Kéo dai khodng QT (nghfa 12 o hién tuong kéo dai su
tdi cuc) co kha nang lam xudt hién séng U, ddy la ddu higu mé co tim tham thudc ma khong
phai la d4u hidu ngd doc.

- Nén ngung diéu trj khi bdt ddu xudt hién bidc nhi-thdt do 2 hodc 3, bifc xoang nhi hodc bldc 2
nhanh. Lic bat ddu xuét hién bibc nhi-that do 1 thi cAn theo ddi chit ché.

- Amiodaron c6 chia iod lam sai léch vai thii nghiém tuyén gidp; tuy nhién, ven c6 thé dénh gid
dugc chic ning tuyén gidp (T3, T4, TSH).

- Trong thoi gian diéu tri, cdn hubng din cho bénh nhén tranh phoi ning va sif dung cic
phudng phap béo vé khoi tic nhan nay.

- Trudc khi phu thudt, bio cho bac sT gdy mé biét 1a ban dang ding amiodaron.

- Chua rd vé tinh an toan va hiéu qué clia amiodaron khi diing cho tré em.

Téc ding cua thude khi I4i xe va vdn hanh mdy médc:

- Kha ning li xe hodc vdn hanh may moc c6 thé bi gidm & nhiing bénh nhan ¢ cic triéu
chiing 14m sang khi ding amiodaron bi réi loan thj giac.

TAC DUNG KHONG MONG MUON
Thudng gap: Run, khé chiu, mét moi, té cong, mat diéu hoa, hoa mit, di cdm, r6i loan gidc ngd,
dc mdng, r6i loan tiéu héa nhe (bubn ndn, ndn, chan &n, téo bon), nhip tim chdm, bléc nhi that,
c6 vdn dé vé h6 hdp (kho thd, thd h6n hén, s6t va ho khan), da c6 mau xam, cdc phan ing da
v6i énh sang, r6i loan thi gidc (cam gidc suong mi hodc ving sdng quanh d6 vat), suy giép trang
hodc cudng gidp, ting mdt vai enzym gan trong mau (transaminase), néng bing, thay déi vi gidc
va khiu giac.

It gdp: Pau d4u, bénh thdn kinh ngoai vi hofic bénh cd, loan nhip (nhip nhanh hofc khéng déu),

nhip chdm xoang, suy tim (f huyét.

Hiém gdp: R6i loan tinh dan truyén tim, t6n thuong co td chi, gidm tiéu cdu, tdng 4p Iuc ndi so,

ban da, viém da troc vay, rung téc, bénh gan man tinh, tn thuong than, viém thdn kinh thj gidc.

Hdi y kién bac sT néu gdp phai tic dung khdng mong mudn khi si dung thudc.

TUGNG TAC THUC:

- Chéng chi dinh diéu tri két hdp véi cac thudc lam kéo dai khoang Q-T do lam tang nguy co
xodn dinh: thusc chéng loan nhip nhém la (quinidin, procainamid, disopyramid), thuSc chéng
loan nhip nhém 111 (sotalol, dofetilid, ibutilid, bretylium), erythromycin dang tiém tinh mach, co-
trimoxazol hoic pentamidin dang tiém, mét s6 thuSc chéng ri loan thdn (chlorpromazin,
thioridazin, fluphenazin, pimozid, haloperidol, amisulpirid va sertindol), lithium va thuGc chdng
trdim cam 3 vong (doxepin, maprotilin, amitriptylin), mt s6 thudc khéng histamin (terfenadin,
astemizol, mizolastin), cac thudc chéng s6t rét (quinin, mefloguin, chloroguin, halofantrin va
moxifloxacin.

- Amiodaron 1am ting ndng dé trong huyét tuong clia thubc chdng dong dudng ubng (warfarin)
va phenytoin, va flecainid bing cach ic ché CYP 2C9. Do d6, nén giam liéu clia céc thubc
nay.

- Amiodaron lam ting nong d6 digoxin va cac glycosid, digitalis khac trong mau c6 thé gdy ngd
doc. Khi bit ddu dung amiodaron, nén ngung dung céc glycosid, digitalis hodc giam liéu mét
niia digitalis.

- Diéu trj k6t hgp v6i cac thubc sau khong dugc khuyén céo: cac thudc chen beta va thudc (c
ché kénh calci (diltiazem, verapamil); cac thudc nhudn trang kich thich.
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- Than trong khi két hop véi cac thubc c6 kha ndng gy ting kali huy&t va/hodic ha magnesi
huyét, nhu thudc lgi tiu, corticosteroid toan than, tetracosactid, amphotericin tiém tinh mach.

- Than trong 6 bénh nhén phai trai qua gdy mé, hodc dang nhén diéu tri bing oxy liéu cao.

- Nu6c budi ép Gc ché cytochrom P450 3A4 va co thé 1am ting ndng do amiodaron trong huyét
twong. Nén tranh ubng nuéc budi trong thoi gian diéu trj bAng amiodaron dudng udng.

- Amiodaron lam ting néng dé trong huy&t tuong clia ciclosporin, cic statin, cac thusc chuyén
héa nhd cytochrom P450 3A4, diéu ndy c6 thé dan dén kha ndng ting doc tinh cla ching.

- Trong cac nghién clu in vitro cho thdy rdng amiodaron ciing ¢6 kha nidng Gc ché CYP 1A2,
CYP 2C19 va CYP 2D6 qua chat chuyén héa chinh clia n6. Khi dugc dung ddng thoi,
amiodaron c¢6 thé 1am ting ndng do trong huyét tuong cla céc thudc ma sy chuyén hoa clia no
cin dén CYP 1A2, CYP 2C19 va CYP 2D6.

QUA LIEU VA XU TRI:

Trigu ching: Ha huyét ap, nhip xoang chdm va/hodc bidc tim, kéo dai khoang Q-T.

Cédch xu tr:

NEu vira udng qua liu, cdn gdy non, rlfa da day, sau dé cho ubng than hoat d€ gidm kha ning

h&p thu amiodaron.

Theo ddi nhip tim, huyét 4p.

Cham nhip: Dung thubc chii vdn beta-adrenergic hodc méy tao nhip.

Cham nhijp va bloc nhi that: Ding atropin hodc cling c6 thé diung isoprenalin va may tao nhjp.

Tyt huyét &p: C6 thé dung dopamin hodc nor-epinephrin truyén tinh mach.

TRINH BAY: :

Hop 3 vi x 10 vién nén.

BAO QUAN: O nhiét do dudi 30°C, nai kho réo, tranh &nh séng.

HAN DUNG: 24 thang ké tir ngay san xudt. Khéng dung thudc khi qud han st dung.

BE XA TAM TAY TRE EM
POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG
KHONG DUNG QUA LIEU CHI BINH

nEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC ST A “\';:;
AM Ji )
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CONG TY CO PHAN DUGC PHAM OPV |
L6 27, Budng s6 3A, Khu C6ng Nghiép Bién Hoa II, TP. Bién Hoa, Tinh Bong Nai.
PT: (061) 3992999  Fax: (061) 3835088
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