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TO iiUONG DAN SU DUNG THUOC
“ AMCODA 200
Bé xa tim tuy tré em
Poc kf hizdng din siv dung triede khi diing
Thudc nay chi ding theo don thudc

THANH PHAN CONG THU'C THUOC

(Cho 1 vién nén AMCODA 200)

Thanh phan dieoe chdt:

Amiodaron hydroclorid ....cveimininnsm, 200 mg
Thanh phén td duoc:

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 tring, hai mat phang, mét mit ¢6 chit
SVP, mot mat co vach ngang'”, canh va thanh vién lanh
lan.

Iy ach ngang trén vién khong ding dé bé doi vién thudc.

CHI BINH

AMCODA 200 duoc chi dinh dé:

- Dy phong va diéu tri: Loan nhip thdt (con uhanh thét tai
phat hoac rung that i phat), dic biét kki khong dap
{mg véi diéu (i Ewong thuéng chdng loan nijp.

- Dy phong va didu tri: Loan nhip wén that tai phét khing
lai diéu tr] théng thudng, dac bigc khi ¢o két hop hdi

_chimg W-P-W (Wolf-Parkinson-White) buo gbm rung
nhi, cuong dong nhi.

LIEU DUNG, CACH DUNG -

Liéu ding

Thudc bir ddu co tic dung cham, kho diu chinh lu,x va
¢6 thé gay ra nhiing téc dung khong mong mudn nghiém
trong nén phai theo ddi chat ché nguoi binh khi ding
thuédc.

Ting ngudi bénh co sinh kha dung khac ahau, nén phai
didu chinh liéu dé dap tng véi yeu cdu clia tirng ngudi,
dua vao dap fng lAm sang, su xudt hién va mac d§ ddc
tinh cita thudc.

Negudi lon:

Bét ddu 200 mg/ldn, 3 1dn mai ngdy trong I tudn, sau 46
200 mg/lan, 2 1an mdi ngay trong 1 m(m siti 46 lidu duy
tri thong thuong 200 mg hofic it hon mé’ nydy, tiy theo
dap tng.

Trong mét s6 truong hop, c6 thé phai ding liéu thn cang
cao hon (800 mg/ngay), cho dén khi kiém soit duge biab
hodc xuét hién tdc dung c6 hai qua mirc. Sau dé giam licu
din dén lidu duy tri thip nhit cé tic duny (100" - 490
mg/ngay).

* Loan nhip thét de doa tinh mang

Liéu tin cong: 800 - 1600 mg/ngay trong | -3 tudn hogc
cho t6i khi co dap (mg diéu tri ban dhu. Bitu chinh tidu
khi da kiém sodt dugc loan nhip nodc kai sudt hiée tac
dung ¢6 hai qué mirc, giam lidu toi 600 - 800 mg/ngdy,
trong khodng 1 thng. Liéu duy tri 406 - 620 mg/ngay;
néu co thé, giam liéu toi 200 me/ngdy.

"Chztyen liéu fir tiém tinh mach sang uéng:

Liéu tdi uu uéng phu thude vao liéu lugng va thdi gian

liéu phap tinh mach, cling nhu sinh kha dung cta thubc

udng.

Thoi gian liéu phip tinh mach
Liéu 720 mg/ngay
_(0,5 mg/phit)

Liéu uéng hang
ngay ban dau

<1 tudn 800 - 1600 mg
1-3 tyén 600 - 800 mg
> 3 tuan 400 mg

Tré em:

Lié:u ding chua dugc xéc dinh va cé thé bién ddi nhiéu.
Biéu tri loan nhip that va trén that:
- Tré em 12- 18 wobi: 200 mg/lan 3 lan/noay trong |

tudn, sau dé 200 mg/lan, 2 ldn/ngay trong 1 tudn, sau dé=

thudmg 200 mg/ngay, didu chinh theo dap img.

- Tré em 1 thang — dudi 12 tudi: Bat ddu 5 - 10 mg/kg#

(t6i da 200 mg) 2 lan/ngdy trong 7 - 10 ngay sau d6

ciam liéu, duy tri 5 - 10 mOfkg ngay ubng 1 lan (tdi da

200 mg/ngay)

Lirn y: i :

- V6i tré em chua cé khd ndng uéng thube vién, nén su
dung dang bao ché khde phit hop hon.

- Déi véi lidu 100 mg/ian, Sir dung vién nén AMCODA
100. ‘ :

Bénh nhin c6 tén thuong thin va gan:

- Tén thuong than: Khong cdn giam liéu, nhung 6 nguy co

tich liy iod.

--Tén thuong gan: Co thé phai giam liéu ho#c ngimng uéng |

thudc néu cé doc cho gan trong khi diéu trj.

Neudi cao tudi (> 65 tudi): -

Chua ¢o dir liéu day da dé ching minh cé sy lién quan
itz tudi tac voi sy dap (ng khdc nhau khi sir dung
amiodaron. Noi chuvng, khi lua chon liéu cho bénh nhan
cao tudi nén thin trong va thudng bat ddu tir lidu ding
thdp nhit vi & nhitng dbi tuong nay chirc ning gan, than,
hodc tim dd suy giam, bén canh d6 thuong c¢6 bénh kém
theo hodic diéu trj déng thoi véi nhidu thude khac.

Cich ding

Thudc dung duong udng. Nén ding vién nén AMCODA
200 trong bira an dé tranh tac dung ¢6 hai trén dudng tiéu
hoa, ddng thoi gitip lam ting toc d9 va muc dd hép thu
cta thubc.

Néu quén udng 1 lan thusc: Ubng ngay khi nhd ra, cang
séra cang tét. Néu gin dén thoi diém udng liéu tiép theo,
bo qua lidu quén udng va ding lidu tiép theo nhu lich
thong thuong. Khéng ubng gip ddi lidu dé b liéu quén
ubng (hodc hoi v kién bée sT hay dugc sf).

CHONG CHI PINH

Chéng chi dinh ding amiodaron cho ngudi bi séc do tim;
suy nt xoang nang din dén nhip chim xoang va bléc

xoang nhi; bléc nhi - that do 11 - 111; bléc nhénh hoiic bénh
nit xoang (chi ding khi ¢6 mdy tao nhip); chdm nhip timg
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iod nén khéng dang thudc cho ngudi cho con bi hodc
phai nglmg c¢ho con bu néu budc phai sir dung amiodaron.
Ciing cin quan tim dén viéc thudc dao thai cham khéi co
thé sau khi d3 ngirng ding thudc.

ANH HUONG CUA THUOC LEN KHA NANG LAI
XE, VAN HANH MAY MOC

Thubc 6 thé c6 tic ddng gay giam thi ivc, hoa mat, mét
didu hoa... nén phai thin trong khi 1ai xe, vin hanh may
ho#c nhiing cong viée can tinh tdo.

TUQNG TAC, TUONG KY CUA THUOC

Tuwong tic ciia thude

Thudc kéo dai kirodng QT

Amiodaron lam kéo dai khoang QT, vi vay co the gy
loan vhip nghiém: trong, bao Uojn hin tugng x0&n dinh
khi st dung déng thoi vai cac thude kéo dai khoing QT
nhu: Thubc chéng loan nhip tim nhém 1A (nhu guinidin,
procainamid, disopyramid), nhém [II (nhu bretylium,
sotalol), thudc chdng loan thdn nhu {chlorpromazin,
thioridazin,  fluphenazin, pinmozid, haloperidol,
amisulpirid, sertindol, ziprasicon), thuéc Lnoncr trdm cam
(nhu  doxepin, inaprotitin,  amitriptylin, - trazodon)
dolasetron, cac khang sinh fluoroguinolon hay macroli,
mét s6 thude khing histamin (nhir foratadin terfenadin,
astemizol. mizolastin), thubc diéu i sot n_t (nhu yuinin,
mefloquin, chloroquin, halofarurin), civ thud :6¢ khiang ndm
azol.

Ciic thuéc chuyen Idba qia P-glycoprotein

Amiodaron irc ché P-glycoprotein, vi vily ¢o thé lam ting
nonU do trong huvét trong cla cac thuds 14 co chét ciia hé
théng chuyen hoa nay. ‘

Thudbe, thicc dn inh Imang dén hé eazyin an
Amiodaron duge chuyén héa qua hé honﬂ enzym
cytochromt Pysp (CYP450) ddc biér la CYP3A4 va
CYP2C8. Vi vdy, amiodaron ¢6 kha nang tuong tac voi
céc thube hode cac chit co thé 1a chit nén, chit ue cié
hoac giy cam dng enzym CYP3A4 va CYP2CS.
Amiodaron ciing gﬁy e ché CYP2D6, CYPIA2,
CYP2C9 va CYP3A4, do do co thé lam tang ndng do
trong mau cua cis thuoc chuyén héa qua cic enzym nay.
Sau déy la mot s6 twong tac ¢d thé gap lign quan dén hé
théng enzym chuyén héa CVP=56:

- Amiodaron ¢6 thé lam tang nguy co logn nhip khi két
hgp vai cac thude chéng loan nhip khac. Amiodaron lam
tang ndng do huyét tuong cua pJocmm.mzd qu.rma'zn
ﬂecaama’ khi str dung dong thi.

- Cyclosporin la co chat cia CYP3A4, do do sir dung
déng thoi véi amiodaron s& lam ting ndng do cia
cyclosporin trong mau.

- Bénh co/tiéu co van co lién quan tdi cac chit wc ché
HMG-CoA reductase 13 ¢o chit clia enzym CYP3A4 (bao
gém simvastatin va atorvasiating di duye bao cao khi ding
két hop voi amiodaron.

- Sir dung dong thoi fentany! va amiodaron co thé gdy ha
huyét ap, nhip tim chim va giam cung luong tim. Vige
kéo dai thai gian st dung (trén 2 tén) ctia amiodaron cé
thé lam giam chuyén hoéa cua dexworethorphan,
phenytoin. va methotrexat.

- Clopidogrel, mit tién chit thienopyridin khong hoat
tinh, duge chuyén hda & gan bdi cnzym CYP3IA } dé cho

ra mdt chit c6 hoat tinh, khi sir dung déng thoi voi
amiodaron c¢ thé din dén s tc ché khong higu qua két
tap tidu cu.
- Khi st dung amiodaron dong théi cac chét irc che
protease nhu amprenavir hay indinavir s& lam tang nong
do coa amiodaron trong huyét twong do céc thube nay tic
ché CYP3A4,
- Cimetidin tc ché CYP3A4 do d6 lam tang nong d6 cla
amiodaron trong huyét twrong khi ding dong thoi.
- Rifampin la chit cam Gng manh CYP3A4. Dung
rifampin déng thoi voi amiodaron dudmng udng gay gidm
ndng d6 huyét thanh ciia amiodaron va desethylamiodaron
- Nubc budi chim Gc ché chuyén hoa cia amiodaron
duong uong_ qua trung gian enzym CYP3A4 & niém mac
rudt, din dén néng do amiodaron huyét twong ting dang
ké. Do d6, khéng dugc st dung nwéc ép budi chum trong
qué trinh diéu tri v6i amiodaron duong uong.
- Hypericum perforatum giy cam (mg enzym CYP3A4
nén ¢6 thé lam giam ndng do amiodaron khi sir dung ddng
thoi.
Thudc chong déng miu
Khl ding déng thoi amiodaron véi warfarin hodc céc dén
chit coumarin holic indanedion s& lam ting thdi gian
prothrombin va cé thé din dén tir vong do chay mau. Do
do, nén giam liéu thudc chéng déng méu va theo doi chit
ché thai gian prothombin.
Cic glycosid tim

Amiodaron lam ting ndng d6 digoxin va céc glycosid

dzgrmlas khac trong mau nén co thé gy ng doc. Khi bét
diu dung amiodaron, nén ngung dung cac glycosrd
digitalis hodc giam mot nua liéu digiralis.

."h.uac gay mé

Khuyén cio giam sat chit ché khi phau thudt cho nhiing f

bénh nhdn gdy mé toan than vai thuoc gdy mé khi ho di
duroc diéu tri bing amiodaron vi tiém an nguy co Xy ra
céc tac dung c6 hai nghiém trong trén tim mach.

Thudc chen beta vi thudce chen kénh calei

Dung ddng théi amiodaron véi céc thubc chen beta (nhur
prop.rar:olol) hodc cac thubc chen kénh calci (nhu
diltiazem va verapamil) ¢ thé gdy nhip chim xoang,
ngung xoang va bldc nhi - thit, nén can phai giam liéu.

Thude gdy ha kali huyét

Dung dong thoi amiodaron véi cdc thuoc gdy ha kali
huyét (nhu thubc lpi tiéu thdi kali) co thé lam ting nguy
co loan nhip két hop v6i ha kali huyét.

Cholestyramin

Cho!esfwamm c6 thé lam giam thm gian ban thai va nong
do trong huyét twong sau khi ubng 1 liéu amiodaron, tuy
nhién, dit liéu nghién ctu cho tudng tdc nay con han ché.
Tuong ky cia thube

Do khong cd cac nghién ciru vé tinh twong ky cia thuoc
khéng trén 1&n thude nay voi céc thudc khéc.

TAC DUNG KHONG MONG MUON CUA THUOC

(ADR)

Khi dung duong udng, trong giai doan dau tién (vai ngay,
tudn hojc ndm), cac tac dung khong mong muon ¢ thé
chua xuat hién va thudng phu thude vao litu dung va thoi
gian diéu i (dleu tri lién tuc trén 6 thang). Céac tac dung
phu nay cé thé kéo dai vai thang sau khi ngimg thudc va

[\
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dudng phu. Tac dung ctia amiodaron dén din truyén co
tim chua duge rd, nhung thudc t6 ra lam giam dén
truyén nhT - thét sau khi udng lau ngay. Giam dén truyén
nhi - that cang I6n khi tén si tim cang nhanh. T4c dung
clia amiodaron trén tinh tro va dén truyén trong im bicu
hién bing tang khodng PR vi QT. Suu L!.I,uf)ug Ly
lau ngay, PR va QT diéu chinh theo tdn 56 tim (QTe)
tang trung binh khoang 10 - 17% va 10 — 23%, tuong
ang. QT keéo dai do amiodaron hiém khi gay loan nhip.

- Amiodaron thuong lam suy gidm chiic ning nut xoang.
Khi udng lau ngay, tin sé xoang giam khoang 10 — 20%.
Nhip xoang chdm hodc ngung xoang hofc blde tim <6
thé xay ra & 1 sd neudi bénh. Amiodaron lini giam tinh
dong niit xoang.

- Amicdaron tac dung 1én hé théng His-P urkinje v cd
cdc duong phu din truyén cda nit nhi - thit va co ché
vong vao lai. Tac dung dién sinh 17 cuu amiodaron lén
cac dudng dan truyén phy, nat nhi - thit, hé thing His-
Purkinje va/hodc co nhi va that, ¢ thé gop phin ngin
chan va lam hét con nhip nhanh kich phat trén thit do
vong vao lai.

Tac dung khang adrenergic

Amiodaron trc ché khong canh tranh voi dup (mg alpha
véa beta adrenergic khi ¢6 kich thich gino cam va ding
catecholamin, do do cé thé 2op phin laim thude ¢6 hi¢ u
qua chdéng loan nhip va chéng dau thit noue. Co ché
chinh xac rc ché adrenalin con chu ro.

Tdc dung tim mach
Amiodaron thuong lam thu gidn co tim va co tron mach
mau, do dé lam gidn mach toan thin va mach vinh.
Amiodaron lam giam tiéu thu oxy cla co tii aen ¢d tae
dung bao v¢ co tim thiéu mau. Tiéu thu OXY CO Lim giam
c6 thé do giam tin sé tim, siic can mach ngoai vi vi ¢o
thé do ca giam co bop co tim. Tac dung 1én tim mach cua
amiodaron duong ang thuong han ché.

Cdc idc dung khdc

- Amiodaron {rc ché enzym khir iod ngoai giap, din dén
giam chuyén d6i & ngoai vi thyroxin (14) thanh
trilodothyronin  (T3). Néng do thuylt thanh cua
thyrotropin (TSH, hormon kich thich gid)) ihadmg tig
lie dau nhung tré lai moc ban dau hoic thap hon tri s6
ban diu trong vong vii thang cho dén 1 niam rmdc di vin
tiép tuc diéu tri.

- Amiodaron (rc ché hoat tinh ctia phosphulipase (ahu
phospholipase A, A, va C) i vitro. Tuy nhién, viée san
sinh cac phire hop amiodaron-phospholipid trong mg. 56
co quan c6 thé g gay ra cac tic dung phu.

- Amiodaron vé ly thuyét uc che hoai

galactosidase (rong té bao.

tinh cua «-

DUQC BONG HQC

H‘f}p thu

Sau khi udng, amiodaron hip thu cham vi thay déj o
duong tiéu hoa. Sinh kha dung trung binh 50% (phiam vi:
22 — 86%), thay ddi nhiéu gitta cuc ca nhdn. Sau Khi
udng, nong d¢ dinh trong huvét tuong thudng dar duge
trong, vong 3 — 7 gid. Thoi gian thude bat dau tac dyung

o TUQ.CUC TRUGNG
PTRUGNG PHONG

%ﬂ?@% Ng '90C Anh

chéng loan nhip thay doi nhiéu, dap ung diéu trj thuong
khong r6 cho téi 1 -3 tudn sau khi diéu tri, ngay ca khi
ding liéu tin cong. Thoi gian tac dung chdng loan nhip
thuong kéo dai 10 - 150 ngay sau khi ngimg liéu phap
dai ngdy. Thic an 1am tang toc ¢6 va mirc 4o hap thu.
Phiin bo

Sau khi udng dai ngay, amiodaron va chét chuyén hoa
(N-desethylamiodaren) phén bd vao nhiéu mo va dich co
thé, nhung qua nhau thai it, cé vao sita me. Nong do
thuée & mo thudng vugt qua ndjng do thude trong huyét
trong cung lic. Sau li¢u phap dai ngdy, ndng dd cua
chét chuyén hoa thuong cao hon nhiéu so voi nong do
thude khéng chuyén hoéa ¢ hdu hét cac md, trir mé md.
Thube gdn vao protein khoang 96%.

Cilll)( i hoa

Thude chuyén héa manh, cé thé & gan va rudt va‘hogc
ni®m mac dudng tidu héa thanh it nhit 1 chét chuyén
hoa chinh, N-desethylamiodaron, chat chuyén hoa nay da
duge xac dinh ciing €6 tac dung chdng loan nhip twong ty
nhu amiodaron,

Thai trir i
Thude va chit chuyén hoa N- desethyfamlodaron thai tru
hilu nhu hoan toan vao phéan qua dudng mat. * kY
Thoi gian bén thai cia amiodaron dai hon nhiéu khi dung ‘

nhi¢u li¢u so véi liu don. Théi gian ban thai cua’ N-
duc.lh) lamiodaron lén hon hoac bing cla amlodamn Sau a’
khi udng nhi¢u ngay, thoi gian ban thii trung binh 13 53
neay, cua N-desethylamiodaron trung binh 37 ﬁ.,l;»ﬂgay
D0 thanh thai c6 thé nhanh hon ¢ tré em va giam & nguoi
cao tudi (> 65 tudi). Thudc khong thim phin duoc (ca
chit chuyén hoa).

QUY CACH PONG GOI

Hop 03 vi = 10 vién

DIEU KIEN BAO QUAN
Noi kho, nhi¢t do khéng qua 30 °C. Trénh anh séang.
HAN DUNG

36 thang K& tir ngdy san xuat.

TIEU CHUAN CHAT LUQNG
Tiéu chudn BP.

SAN XUAT TAI

TRALE NEULAY TRON VEN

CONG TY CO PHAN DUGQC PHAM SAVI
(Sawpharm J.5.C)
Lo Z.01-02-03a Khu Céng nghiép trong Khu Ché xudt
Tin Thudn, phuong Tan Thudn Pong, quin 7, thanh phd
HG Chi Minh.
Dién thoal: (84.28) 37700142-143-144.
[Fax: (84.28) 37700145,
Tp. H6 Chi Mmh ngay 4 thang 4 nam 20/¢
P rsisas ng Giam Déc
; ?’hﬁ*ﬁng -",m Pic (CL- KHCN)
o O PHAN \

.n’;, ‘_‘"
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