dhtt-pthffrungfam@uoc.com/
BOY TE

CUC QUAN LY DUGC _
pAPHEDUYET | Mau nhan hop

Lan dau:.&../ .{z/r’/uf{?

e

—_——
GMP-WHO g euvipharm _é
@ PRESCRIPTION DRUG 51
e &
Cormiron 200 mg 5
Amiodarone HCl 200m g .g-
i &l
=18
™ Box of 3 blisters x 10 tablets
|/
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Muc 1.7 Vién nén CORMIRON 200 mg
TO HUONG DAN SU DUNG THUOC
Vién nén

CORMIRON 200 mg

@ Thuéc ban theo don

VIEN NEN CORMIRON 200 mg

e ' Vay
1. Thanh phan: Moéi vién nén chira /L
i i 200 mg

Amiodaron hydroclorid ..o

Ta duge vira Q0. 1 vién nén

(Tinh bdt ngd, lactose monohydrat, pregelatinised starch, povidon, silica colloidal anhydrous,
magnesi stearat)

2. Cac dac tinh dwoc ly:
|
|
|

2.1. Cdc ddc tinh dugc lwc hoc:

- Amiodaron c6 tac dung chong loan nhip nhém III, kéo dai thoi gian dién thé hoat dong & tim thit va tam
nhi, lam kéo dai thoi gian tai phan cuc (tac dung ché‘mg loan nhip nhém III theo Vaughan Williams).
Thubc kéo dai thoi gian tro trong co tim va anh hudng dén toan bo hé théng dan truyén xung déng, kc ca
duomg din truyén phu. Amiodaron lam gidm tan sb xoang cung phén nao do giam tinh tu dong. Khi tan sb
nhi cao, amiodaron lam ting thoi gian A-H, do kéo dai thoi gian qua nut nhi-thdt. Téc dung dién sinh ly
nay nhin thdy trén dién tam do nhu giam tin sé xoang, tang thoi gian Q-T va ca tang thoi gian P-Q. Bay
khong phai la dau hiéu qua liu ma la sy phan anh tic dung duoc ly. Sau khi udng, amiodaron thuong
khéng c6 tac dung xAu 1én chitc nang that trai.

2.2. Cdc ddc tinh dwgc dpng hoc:

- Amiodaron tich liy nhiéu & trong md va thai trir rit chdm. Thudc hép thu cham sau khi udng va kha dung
sinh hoc rét thay don kha dung sinh dudng ubng trung binh la 50% ddng thoi khac nhau nhiéu gitra céac
nguoi bénh. Dat ndng do huyct tuong tbi da tir 3 - 7 gio sau khi uéng mot liéu duy nhat. Tac dung xay ra
cham, 1 -3 tuin sau khi udng. Nira doi thai trir khoang 50 ngay, dao ddng tir 10 - 100 ngay, do sy phan b
rong rai cua thudc ¢ cac md. Tac dung duge ly van con sau khi ngimg dung thude mot thang hodc 1au hon. ——
N-desethylamiodaron la chit chuyén hoa da dugc xac dinh cling c6 tac dung chéng loan nhip. Pudng thai
trir chu yéu cta amiodaron 1a qua mat vao phan. Amiodaron va chat chuyén hoa cua thudc rat it bai Ilét
vao nudc tleu Amiodaron va N- deselhylamlodaron qua hang rao nhau thai va bai tié vao sira me & nng
d6 cao hon ndng do huyét twong ctia ngudi me nhiéu.

3. Chidjnh:
‘ - Dy phong va diéu tri: Loan nhip that (con nhanh that tai phat hodc rung thét tai phat), dac biét khi khong
' dap (mg voi diéu tri thong thuong chong loan nhip. -
| - Dy phong va diéu tri: Loan nhip trén that tai phat khang lai diéu tri thong thuong, dac biét khi c6 két hop S S
hoi chirng W-P-W bao gdm rung nhi, cudng déng nh.
4. Liéu lugng va cach ding:
. - Cdch dung:
| +  Nén ubng thudc trong bira an.
. - Liéu lugng:
+ Loan nhip that
« Tudn dau tién: uéng 200 mg/lan x 3 lan/ngay.
« Tuin thir hai: ubng 200 mg/lan x 2 lan/ngay.
« Liéu duy tri: ubng 200 mg/ngay hodc thip hon. Hiém khl nguoi bénh can liéu cao hon 200
mg/ngay. Cén danh gia tac dung phu thuomg xuyén, it nhat mai thang 1 1dn hozc nhiéu hon néu liéu
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duy tri cao hon 200 mg/ngay.

Loan nhip trén thét:

« Liéu ban déu: 200 mg/lan x 3-4 lan/ngay, dung trong 1 - 4 tudn, cho dén khi klem soat dugce bénh
hogc xuit hién tac dung c6 hai qua muc, sau d6 giam liéu dén dén liéu duy tri thap nhét c6 tac dung,
liéu duy tri la 100 - 400 mg/ngay.

Liéu tré em: chua dugc xac dinh va c6 thé bién ddi nhiéu
. Dleu tri loan nhip that va trén that: lidu tén cong 1a 10 —
m- Ingéy trong khoang 4 — 14 ngay va/hodc cho toi khl kiém soét duoc loan nhip. Khi d6 liéu giam
xubng t&i 5 mg/kg/ngay hodc 200 — 400 mg /1,73 m’ /ngay trong vai tudn.

Ngudi bénh suy than: khfmg cAn giam liéu, nhung c6 nguy co tich iod.

Ngudi bénh suy gan: c6 thé phai giam liéu hodc ngimg thudc néu c6 ddc cho gan trong khi diéu tri.

Chong chi djnh:

- Chéng chi dinh cho nguén bi séc do tim.

- Suy nit xoang nang dan dén nhip chdm xoang va block xoang nhi.

- Block nhi that d¢ 11 - 1L

- Block nhénh ho#c bénh nut Xoang (chi dung khi c6 mdy tao nhip). ;

- Cham nh;p tirng con gay ngét, trir khi ding cling v6i may tao nhip. /
Qua man vcrl thanh phén ctia thuﬁc
Bénh tuyén giap hodc nghi ngo mic bénh tuyén giap, ha huyet ap dong mach.

Thén trong:

- Thén trong v&i ngudi suy tim sung huyét, suy gan, ha kali huyet rbi loan chirc nang tuyén giap, giam thl
luc hoéc ngudi bénh phai can thlep phau thudt. Liéu cao c6 thé gay nhip tim cham va rdi loai din truyén
voi nhip tu thét, dac biét & ngum bénh cao tudi dang dung digitalis.

- Thén trong khi dung két hop vai cac chét chen beta hodc cac thube chen kénh calci, vi nguy co gdy cham |
nhip va block nhf thét.

- Dung amiodaron tinh mach c6 thé 1am nang thém tinh trang suy tim. Roi loai di¢n giai, déc biét ha kali
huyét, co thé xay ra khi dung phéi hop véi digitalis hodc voi cac thudc chong loan nhip khac, viéc phéi |
hop nay co thé co tac dung gy loan nhip. Ciing cén thén trong véi ngudi qua man véi iod.

Swr dyng cho phu nir ¢6 thai va cho con ba:

- Amiodaron va desethylamiodaron qua hang rao nhau thai. Téc dung c6 hai tiém tang gom cham nhip tim
va tac dung 1én tuyén gidp & tré so sinh. Amiodaron ¢ thé tac dung lén chirc ning tuyen giap cua thai nhi,
gay nhiém doc va lam chim phat trién thai nhi. Thudc c6 thé gay bu6u gip trang bim sinh (thiéu nang | -
hoac cudng gidp trang). Vi vy khong dung amiodaron cho ngudi mang thai.

- Amiodaron va chit chuyén hoa cia thude bai tiét nhidu vao sira me. Do thude c6 thé 1am giam phat trién
cua tré bu sira me, mat khac do thuoc chira mgt ham lrgng cao iod nén khéng dung thude cho ngudi cho |

con bu hogic phai ngimg cho con bi néu budc phai sir dung amiodaron. Ciing cin quan tdm dén viéc thude |
dao thai chdm khoi co thé sau khi da ngimg ding thudc.

Tac dung d6i véi kha ning l4i xe va vén hanh may méc:
- O liéu diéu trj, thudc khong anh hudng dén kha nang 14i xe va van hanh may moéc. Nhung can luu y lhuoc
¢6 thé gay chéng mat va hoa mat.

+
+

Tuong tac thude:

- Amiodaron c6 thé gy tac dung cong hop trén tim khi dung cung vdi cac thude chdng loan nhip khac va
lam tang nguy co loan nhip. Amiodaron lam ting ndng d6 trong huyét tuong cia quinidin, procainamid,
flecainid, va phenytoin.

- Dung dbng thoi amiodaron vdi quinidin, dlsopyramld procainamid c6 thé lam ting thoi gian Q-T va giy
xoan dinh & mét sb rat it truomg hop. Vi vay cin phai giam liéu.

- Dung ddng thoi amiodaron véi cac thude chen beta hoic cac thube chen kénh calci c6 thé gdy chdm nhip,
ngimg xoang va block nhi tht, nén cn phai giam liu.

- Amiodaron lam ting ndng dé digoxin va cac glycosid digitalis khac trong méu ¢6 thé gay ngd doc. Khi
bat dau dung amiodaron, nén ngung dung cac glycosid digitalis hogc giam mét nira lidu digitalis.

- Ding dong thoi amiodaron véi céc thudce 1oi tiéu thai kali co thé lam ting nguy co loan nhip két hop véi
ha kali huyét
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l— ! Amlodaron trc ché chuyén héa va tang tac dung chéng dong ciia c4c dan chﬁ( coumarin.
' 10. Tac dung khong mong mubn:

- Thuong gap: run, kho chiu, mét moi, té& cong hoac dau nhéi ngon chan, ngon tay, mét diéu hoa, hoa mit va
di cam. Budn nén, non, chan 4n va tdo bon. Ha huyét ap (sau tiém), tac dung gdy loan nhip, tim cham,
block nhi that va suy tim, viém phé nang lan tda hodc xo phéi hodc viem phdi k&. Man cdm anh nang gdy
ban do, nhiém sac td da. Réi loan thi gidc. Suy gidp trang, cudng gidp trang, nong bung, thay dbi vi gidc
va khiru giac, roi loan dong mau.

- it gap: Pau dau, rdi loan gidc ngu, bénh thin kinh ngoai vi hodc bénh co, loan nhip (nhanh hogc khong

dau) nhip cham xoang, va suy tim {r huyét.

Hiém gap: giam tiéu cau, tang ap luc ndi so, ban da, mét s6 truomg hop viém da troc vay, rung toc, long va
ban do sau chup X-quang, viém gan, X0 gan, viém thén kinh thj gidc.

THONG BAO NGAY CHO BAC ST NHUNG TAC DUNG KHONG MONG MUON GAP PHAI KHI
SU DUNG THUOC

' 11. Qua lidu va cach xir tri:
! - Biéu hién: ha huyét ap, nhip xoang chdm va/hodc block tim va kéo dai khoang Q-T.
| - Xur tri:
‘ + Néu moi udng thube, gﬁy nén, rira da day, sau dé cho udng than hoat.
; i Theo ddi nhip tim, huyet ap. Chédm nhip: dung chat chii van beta - adrenergic hoac may tao nhip.
N Cham nhip va block nhi thét: dung atropin, ciing c6 thé dung isoprenalin va méy tao nhip.
+ Ha huyét ap: dung thudc huéng co duong tinh va/hodc thudc co mach nhu dopamin truyén tinh
_ mach hodc nor-epinephrin truyén tinh mach.
: 12. Bio quan:
‘ - Bao quan & nhiét 49 dudi 30°C, noi kho, tranh anh séng. ,
| 13. Tiéu chufn: JP XVI w(-/
! 14. Quy cach dong goi: /
- Hop 3 vi x 10 vién nén
15. Han dung: 36 thang ké tir ngay sin xuét
DE XA TAM TAY TRE EM
POC KY HUONG DA}I SU DUNG TRUOC KHI DUNG
NEU CAN THEM THONG TIN XIN HOI Y KIEN CUA BAC SI
KHONG SU DUNG THUOC QUA HAN DUNG GHI TREN NHAN
THUOC NAY CHI SU DUNG THEO BON BAC SI
Nha sén xuétx .
o (;ONG TY CO PHAN DUQC PHAM EUVIPHARM
Ap Binh Tién 2, Xa Duc Hoa Ha, Huyén Dirc Hoa, Tinh Long An
Dién thoai: +84 (72) 377 9623 Fax: +84 (72) 377 9590
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