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TO HUONG DAN SU DUNG THUOC 

* AMCODA 200 
Dé xa tam tay tré em 

Doc kf hizéng dan sit dung tric khi ding 

Thudc nay chi ding theo don thuéc 

THANH PHAN CONG THUC THUOC 
(Cho I vién nén AMCODA 200) 

Thanh phan duo chat: 

Amiodaron hydroclorid ..........:::cceeie ects 200 mg 

Thanh phan té duoe: 

Lactose monohydrat, tinh bot bién tinh 1500, natri 

starch glycolat, povidon K90, magnesi stearat, silic 

dioxyd keo. 

DANG BAO CHE 
Vién nén. 

MO TA SAN PHAM 
Vién nén tron, mau trang, hai mat phang, mét mat cé chit 

SVP, mét mat co vach ngang‘”, canh va thanh vién lanh 

lan. 

 Vach ngang trén vién khéng ding dé bé dai vién tude. 

CHi BINH 
AMCODA 200 duoc chi dinh dé: 

- Dy phong va diéu tri: Loan nhip that (con nhanh that tai 
phat hode rung that tai phat), dic biét khi khong dap 

(mg voi diéu tri thong throng chéng loan nhip. 

- Du phong va diéu tri; Loan nhip trén that cai phat khang 

lai diéu tri thong thuong, dac biét khi cé két hop héi 
ching W-P-W (Wolf-Parkinson-White) bao gém rung 

nhi, cudng dong nhi. 

LIEU DUNG, CACH DUNG 
Liéu dung 

Thudc bat dau cé tic dung cham, khé diéu chinh lide 1 va 

co thé gay ra nhitng tac dung khéng mong mudn nghiém 
trong nén phai theo d@i chat ché nguoi bénh khi ding 

thudc. 
Timg nguoi bénh co sinh kha dung khae ahau, nén phai 

diéu chinh liéu dé dap tng voi yéu cau ctia ting ngudi, 

dua vao dap tg lam sang, sy xuat hién vi muc dd doc 

tinh cla thude. 

Neudi lon: 
Bat dau 200 mg/lan, 3 lan mdi ngay trong | tudn, sau dé 
200 mg/lan, 2 lan mdi ngay trong | tudn, sau dé ligu duy 

tri thong thuong 200 mg hoac it hon m6) nvdy, thy theo 

dap tng. 
Trong mot s6 trong hop, 6 thé phai ding liéu tan cdng 

cao hon (800 mg/ngay), cho dén khi kiém soit duge bash 

hodc xuat hién tac dung 6 hai qua mirc. Sau dé giam ligu 

dan dén liéu duy tri thdp nhat cé tac dung (100° - 499 

meg/ngay). 

* Loan nhip that de doa tinh mang 
Liéu tan céng: 800 - 1600 mg/ngav’ trong | - 3 tudn hoac 

cho tdi khi co dap tng diéu tri ban dau. Ditu chinh figu 

khi di kiém soat duoc loan nhip ode ai xuat hién tac 

dung co hai qua mire, giam ligu tai 600 - 800 mg/ngay, 

trong khoang | thang. Liéu duy tri 406 - 690 me/ngay; 

néu co thé, giam liéu toi 200 mg/nvdy. 

*Chuyén liéu tir tiém tinh mach sang udng: 
Liéu téi uu uéng phu thuéc vao liéu luong va thoi gian 
ligu phap tinh mach, cting nhu sinh kha dung ctia thudc 
uéng. 
Thoi gian liéu phap tinh mach 

Liéu 720 mg/ngay 
(0,5 mg/phut) 

Liéu uéng hang 

ngay ban dau 

<1 tuan 800 - 1600 mg 
1-3 tuan 600 - 800 mg 

> 3 tudn 400 mg 

Tré em: 

Liéu ding chua duge xde dinh va cé thé bién déi nhiéu. 

Diéu tri loan nhip that va trén that: 

- Tré em 12- 18 tudi: 200 mg/lan, 3 lan/ngay trong | 

tudn, sau dé 200 mg/lan, 2 lan/ngay trong | tuan, sau at 
thuéng 200 mg/ngay, diéu chinh theo dap tmg. 
- Tré em | thang — dudéi 12 tudi: Bat dau 5 - 10 mg/kg” rook 

(téi da 200 mg) 2 ldn/ngay trong 7 - 10 ngay, sau ds” 
giam liéu, duy tri 5 - 10 mg/kg nay uéng | lan (161 4 da 
200 mg/ngay) 

Liru y: 
- Voi tré em chwa cé kha nang uéng thuéc vién, nén ste 

dung dang bao ché khdc phi hop hon. 
- Déi véi liéu 100 mg/lan: Sie as vién nén AMCODA 

100. 

Bénh nhan co tén thuong than va gan: 

- Tén thuong than: Khéng can giam-liéu, nhung c6 nguy co 

tich lily iod. 
--Tén thuong gan: Co thé phai giam liéu ho&c ngirng uéng 
thudc néu cé doc cho gan trong khi diéu tri. 

Negurdi cao tudi (> 65 tudi): ; 
Chua co di ligu day di dé chtmg minh cé sy lién quan 

giita tuéi tac voi su dap tng khdc nhau khi sir dung 

amiodaron. Ndi chung, khi lua chon liéu cho bénh nhaén 

cao tuéi nén than trong va thudng bat dau tir liéu ding 

thap nhét vi 6 nhiing déi tuwong nay chire nang gan, than, 

hodc tim da suy gidm, bén canh dé thuong cé bénh kém 

theo hodc diéu tri déng thoi voi nhiéu thuéc khac. 

Cach ding 

Thudc dung duong udng, Nén diing vién nén AMCODA 

200 trong bia an dé tranh tac dung cé hai trén dudng tiéu 
hoa, déng thoi gitp lam ting téc dé va mite d6 hap thu 
cla thuéc. 

Néu quén udng | lan thuoc: Uéng ngay khi nho ra, cang 
séra cang tét, Néu gan dén thoi diém udng liéu tiép theo, 

bé qua ligu quén uéng va ding liéu tiép theo nhu lich 
thong thuong. Khong uéng gdp déi ligu. dé bi liéu quén 
udng (hodc hi ¥ kién bac sf hay duge si). 

CHONG CHi DINH 
Chéng chi dinh ding amiodaron cho ngudi bi séc do tim; 

suy nut xoang nang dan dén nhip cham xoang va blic 

xoang nhi; bloc nhi - that 6 II - II; bléc nhanh hoac bénh 
nit xoang (chi ding khi cé may tao nhip); cham nhip timg | 
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iod nén khéng ding thuéc cho ngudi cho con bt hofc 

phai ngimg cho con bu néu buéc phai sir dung amiodaron. 

Ciing can quan tam dén viéc thudéc dao thai cham khdi co 

thé sau khi da ngting ding thuéc. 

ANH HUONG CUA THUOC LEN KHA NANG LAI 

XE, VAN HANH MAY MOC 
Thudc cé thé cd tac déng gay gidam th! luc, hoa mat, mat 

digu hoa... nén phai than trong khi |4i xe, van hanh may 

hoc nhitng céng viée can tinh tao. 

TUONG TAC, TUONG KY CUA THUOC 

Tuong tic ciia thudc 

Thudc kéo dai khodng QT 
Amiodaron lam kéo dai khoang QT, vi vay co thé g gay 

loan uhip nghiém trong, bao goin high tuong xoan dinh 

khi str dung déng thoi voi cdc thudc kéo dai khoang QT 
nhu: Thudédc chéng loan nhip tim nhém IA (nhu quinidin, 
procainamid, disopyramid), nhom [Il (nhuw bretylium, 

sotalol), thudc chéng loaa ihn nhu (ehlorproimuzin, 
thioridazin, —_fluphenazin, pimozid, haloperidol, 

amisulpirid, sertindol, ziprasicon), thudc chéng tram cam 

(nhu = doxepin, imaprotilin, aiitriptylin, — trazodon) 
dolasetron, cac khang sinh fluoroguinolon hay macrolict, 

mét s6 thudc khang histamin (nhu foratadin ter, fenadin, 

astemizol, mizolastin), thuéc diéu ti sét rét (hu guinin, 

mefloquin, chloroquin, halofarurin), cde thud ‘6c khang nam 

azol. 

Cae thude chuyén hoa qaa P-glycoprotein 
Amiodaron tre ché P-glycoprotein, vi vay co thé lam tang 

néng d6 trong huyét trong cla cdc thuds la co chat ctia hé 

thong chuyén héa nay. 

Thuéc, thivc Gn tinh huodng dén hé enzyin « an 
Amiodaren duoe vhuyén héa qua bé théng enzym 

cytochrom Pyso (CYP450) d&c biét la CYP3A4 va 

CYP2C8. Vi vay, amiodaron co kha nang twong tac voi 

cae thudc hoac cdc chat co thé la chat néu, chat we ché 

hoic gay cam tmg enzym CYP3A4 va CYP2CS. 

Amiodaron cting gay te ché CYP2D6, CYPIA2, 

CYP2C9 va CYP3A4, do do co thé lam tang ndng dé 

trong mau cua cite thudc chuyén héa qua cic enzym nay. 

Sau day la mét sé tuong tac cd thé vap liga quan dén hé 

théng enzym chuyén héa CY P56: 

- Amiodaron co thé lam ting nguy co logn nhip khi két 

hop voi cac thudc chéng loan nhip khac. Amiodaron lam 

tang néng dé huyét tuong cla pooetsinile, GREE, 

flecainid khi str dung déng thoi. 
- Cyclosporin la co chat cia CYP3A4, do a6. sue dung 

déng thoi vdi amiodaron sé lam tang néng dé cia 

cyclosporin trong mau. 

- Bénh co/tiéu co van co lién quan toi cac chat we ché 

HMG-CoA reductase la co chat cla enzym CYP3A4 (bao 

gom simvastatin yd atorvasiatin) di duye baw cao khi ding 

két hop voi amiodaron, 

- Sir dung déng thoi fentanyl va amiodaron co thé gay ha 

huyét ap, nhip tim chdm va giam cung Ivong tim. Viéc 

kéo dai thoi gian str dung (trén 2 iwan) ctia amiodaron cd 

thé lam giam chuyén héa cia dextrorethorphan, 

phenytoin, va methotrexat. 
- Clopidogrel, mot tién chat thienupyridin khong hoat 

tinh, duoc chuyén hda & gan boi enzym CYP3A+4 dé cho 

ra mét chat cé hoat tinh, khi sir dung déng thoi vi 

amiodaron cé thé dan dén su tc ché khéng hiéu qua két 

tap tiéu cau. 
- Khi str dung amiodaron dong thoi cdc chat tte ché 

protease nhu amprenavir hay indinavir sé lam tang nong 
d6 cia amiodaron trong huyét tuong do cdc thude nay tc 

ché CYP3A4. 

- Cimetidin tc ché CYP3A4 do dé lam tang néng d6 cia 

amiodaron trong huyét tuong khi ding dong thoi. 
- Rifampin la chat cam ung manh CYP3A4. Ding 
rifampin déng thoi voi amiodaron dudng udng gay giam 
nong d6 huyét thanh cla amiodaron va desethylamiodaron 

- Nude budi chim tre ché chuyén héa cia amiodaron 
duong udng qua trung gian enzym CYP3A4 6 niém mac 
ruét, dan dén néng do amiodaron huyét tuong tang dang 

ké. Do dé, khéng duoc str dung nude €ép buoi chum trong 
qua trinh diéu tri v6i amiodaron dudng udng. 
- Hypericum perforatum gay cam tmg enzym CYP3A4 
nén co thé lam giam néng d6 amiodaron khi sir dung déng 
thoi. Fs 

Thudec chong déng mau f : é 
Khi dung déng thoi amiodaron véi warfarin hoac cdc dan j ihe 

chat coumarin hoke indanedion sé lam tang thoi gian | - 

prothrombin va cé thé dan dén ttr vong do chay mau. Do : 

do, nén giam liéu thuédc chéng déng mau va theo doi chat 4. < 
ché théi gian prothombin. : f 

Cac glycosid tim sy 

Amiodaron lam ting néng 46 digoxin va cdc glycosid®” 
digitalis khac trong mau nén co thé gay ngo déc. Khi bat ‘ 

dau dung amiodaron, nén ngung ding cac glycosid * 
digitalis hoc giam mot nia liéu digitalis. } 

m, ‘ead! 
Thude gay mé é Sf 

Khuyén cao gidm sat chat ché khi phau thuat cho nhiing.. 
bénh nhan gay mé toan than voi thudc gay mé khi ho da aS 

diroc diéu tri bang amiodaron vi tiém an nguy co xay ra 
cac tac dung cé hai nghiém trong trén tim mach. ONG T 

Thudc chen beta va thudc chen kénh calei ? dion 
JC PE 

Dung déng thoi amiodaron voi cdc thudéc chen beta (nh 

propranolol) ho&’e cdc thuéc chen kénh calci (nu } AY 
diltiazem va verapamil) co thé gay nhip cham xoang, 

ngung xoang va bléc nhi - that, nén can phai giam liéu. Te. yo 

Thude gay ha kali huyét 
Ding déng thoi amiodaron véi cdc thuéc gay ha kali 

huyét (nhu thudéc /oi tiéu thai kali) c6 thé lam tang nguy 

co loan nhip két hop voi ha kali huyét. 

Cholestyramin 
Cholestyramin c6 thé lam giam thoi gian ban thai va nong 

d6 trong huyét tuwong sau khi udng 1 ligu amiodaron, tuy 

nhién, dir liéu nghién ctru cho tuong tac nay con han ché. 

Twong ky ciia thuéc 

Do khéng co cac nghién ctru vé tinh tuong ky cita thudc, 

khdng tr6n lan thudc nay véi cde thudc khac. 

TAC DUNG KHONG MONG MUON CUA THUOC 

(ADR) 

Khi ding duong udng, trong giai doan dau tién (vai ngay, 

tuan hoc nam), cac tac dung khéng mong muén cé thé 

chua xudt hién va thuong phy thude vao ligu ding va thdi 

gian diéu tri (diéu tri lién tue trén 6 thang). Cac tac dung 

phu nay cé thé kéo dai vai thang sau khi ngimg thudc va 

\
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duong phu. Tac dung cia amiodaron dén dan truyén co 
tim chua duge r6, nhung thuéc td ra lam giam dan 
truyén nhi - that sau khi ung lau ngay. Gian ats truyén 
nhi - that cang lén khi tan so tim cang nhanh. Tac dung 

cla amiodaron trén tinh tro va dan truyén trong tim biéu 

hién bing tang khoang PR va QT. Suu khi udug tac 
lau ngdy, PR va QT diéu chinh theo tan sé tim (Tc) 
tang trung binh khoang 10 - 17% va 10 — 23%, tuong 

(mg. QT kéo dai do amiodaron hiém khi gay loan nhip. 

- Amiodaron thuong lam suy giam chic nang nut xoung. 

Khi uéng lau ngay, tan sé xoang gidm khoang 10 — 20%. 

Nhip xoang cham hoae ngirng xoang hoic bléc tim cé 

thé xay ra @ 1] sé nguéi bénh. Amiodaron lim gidm tinh cw 
d6ng nut xoang. 

- Amiodaron tac dung lén hé thény His-Purkinje va ca 
c4c duéng phu dan truyén ctia nut nhi - that vi co che 

vong vao lai. Tac dung dién sinh |y ctia amiogaron [én 

cac duong dan truyén phy, nit nhi - that, hé thong iis- 
Purkinje va/hodc co nhi va that, co thé gop phan ngin 

chan va lam hét con nhip nhanh kich phat trén that do 

vong vao lai. 

Tae dung khang adrenergic 

Amiodaron tre ché khong canh tranh voi dap tng alpiia 
va beta adrenergic khi cé kich thich giao cam va ding 

catecholamin, do dé co thé gop phin lam thué¢ ¢6 hie u 
qua chéng loan nhip va chéng dau that neye. Co ché 
chinh xac tre ché adrenalin con churs rd. 

Tac dung tim mach 
Amiodaron thuong lam thu gidin co tim va co tron mach 
mau, do dé lam giadn mach toan than va mach vanh. 

Amiodaron lam giam tiéu thu oxy cla co tin ncn od tac 
dung bao vé co tim thiéu mau. Tiéu thy oxy co tim iam 

cé thé do giam tin sé tim, strc can mach ngoai vi va co 

thé do ca giam co bop co tim. Tac dung lén tim mach cua 
amiodaron duong udng thuong han ché. 

Cade tac dung khac 

- Amiodaron tre ché enzym kit iod ngoai giap, din dén 

giam chuyén déi 6 ngoai vi thyroxin (14) thanh 
triiodothyronin (13) Nong dé thuyét thanh 

thyrotropin (TSH, hormon kich thich gif) thugnsg th 

luc dau nhung tro lai mie ban dau hodc thap hon tri sé 
ban dau trong vong vai thang, cho dén I nam mae dé van 
tiép tuc diéu tri. 
- Amiodaron tre ché hoat tinh cia phospholipase (ahw 
phospholipase A;, A», va C) i vitro. Tuy nhién, vige san 
sinh cdc phire hgp amiodaron-phospholipid trong md: sé 

co quan cé the gay ra cac tac dung phu, 

- Amiodaron vé ly thuyét te “ché hoai 

cud 

‘inh cua a- 

galactosidase trong té bao. 

DUQC BONG HOC 
Hap thu 
Sau khi uéng, amniodaron hap thu cham va thay déi o 
duong tiéu héa. Sinh kha dung trung binh 50% (pham vi: 

22 — 86%), thay doi nhiéu gitta cuc ca nan. Sau ki 
udng, néng d6 dinh trong huyét twong thuong da: duge 
trong vong 3-7 gid. Thoi gian thude bat dau tae dung 

TUQ.CUC TRUGNG 
P.TRUGNG PHONG 

Nguyen Ngoe nh 

chéng loan nhip thay déi nhiéu, dap img diéu tri thong 
khdng rd cho téi 1 — 3 tudn sau khi diéu tri, ngay ca khi 

ding liéu tan cong. Thoi gian tac dung chéng loan nhip 
thuong kéo dai 10 - 150 ngay sau khi ngimng liéu phap 
dai ngay. Thire an lam tang toc d6 va mire d6 hap thu. 

Phiin bo 
Sau khi uéng dai ngay, amiodaron va chat chuyén hoa 

(N-desethylamiodaron) phan bd vao nhiéu mé va dich co 
thé, nhung qua nhau thai it, cé vao sita me. Nong dé 
thuée & mé thudng vuet qua néng dé thudc trong huyét 

tuong cting luc. Sau ligu phap dai ngay, nong do cua 

chat chuyén héa thuong cao hon nhiéu so véi néng dé 

thude khong chuyén hdéa & hau hét cdc mé, trir mé ms. 

Thuédc gfin vao protein khoang 96%. 

Chuyén héa 
Thuédc chuyén héa manh, cé thé & gan va rut va/hoac 
niém mac duong tiéu héa thanh it nhat 1 chat chuyén 
hoa chinh, N-desethylamiodaron, chat chuyén hoa nay da 

duge xac dinh cting c6 tac dung chéng loan nhip tuong tw 

nhu amiodaron. 

Thai tri 4 A 

Thudc va chat chuyén hoa N-desethylamiodaron. thai itr 

hau nhu hoan toan vao phan qua dudng mat. = aN 
Thoi vian ban thai cha amiodaron dai hon nhiéu Khi: 

nhieu liéu so voi ligu don. Thoi gian ban thai ct 

desethy lamiodaron lén hon hoae bang cla amiodaron: Sau 

khi udng nhieu ngay, thoi gian ban thai trung inka 

neay, cua N-desethylamiodaron trung binh 5T-< Gls gay. 

DO thanh thai c6 thé nhanh hon 6 tré em va giam 6 ngudi 

cao tudi (> 65 tudi). Thuéc khéng tham phan duge (ca 
chat chuyén héa). 

QUY CACH DONG GOI 
Hop 03 vi x 10 vién 

DIEU KIEN BAO QUAN ; 
Noi khd, nhiét dé khéng qua 30 °C. Tranh anh sang. 

HAN DUNG 
36 thdng ké tt ngay san xuat. 

TIEU CHUAN CHAT LUQNG 
Tiéu chudn BP. 

SAN XUAT TAI 

CONG TY CO PHAN DUGC PHAM SAVI 
(Savipharm J.8.C) 

LO Z.01-02-03a Khu Céng nghiép trong Khu Ché xuat 
‘ran Thudn, phudng Tan Thuan Déng, quan 7, thanh phé 

H6 Chi Minh. 
Dién thoai: (84.28) 37700 142-143-144. 

Fax: (84.28) 37700145, 

Tp. Ho Chi Minh, ngay J thang + nam 20//’ 


