Rx: Thuéc nay chi dung theo don thudc

BFS-AMIRON

(Amiodaron hydrochlorid 50 mg/ml)
Déxa tdm tay tré em
Doc ky huéng dén st dung truge khi ding

Thanh phan
Mai lo 3 ml chifa :
Thanh phdn hoat chdt: Amiodaron hydroclorid ..................cccoeviennnin 150 mg.
Thanh phdn td duoc: Benzyl alcohol, polysorbat 80, acid hydrochloric, natri hydroxid, nudc cat pha tiém.
Dang bao ché: Dung dich tiém
Ma t&: Dung dich trong suét, khong mau hoac mau vang nhat
pH: 3,0-5,0
Chi dinh
Amiodaron hydroclorid dugc chi dinh diéu tri trong céc réi loan tim nghiém trong ma cc phuong phép
khac khong hiéu qua hodc chdng chi dinh.

- Rdi loan nhip nhi, bao gom rung nhi hodc cudng dong

- Loan nhip nit nhi thét, nhip nhanh vao niit nhi that

- Loan nhip that nhanh de doa tinh mang, bao gém ca nhip that nhanh dai déng hodc kich phat.
Diéu tri nén dugc bt dau va thudng theo ddi trong bénh vién va cc bac si chuyén khoa.
Sirdung dung dich tiém truyén khi khong thé thyc hién dugc qua dugng ung.
Liéu ding va cach dung
Dugng ding: Tiém truyén tinh mach
Liéu khuyén cdo la 5 mg/kg thé trong truyén tinh mach trong thai gian 20 phit t6i 2 gi¢. Dung dich
truyén nén dugc pha lodng véi 250 ml dung dich dextrose 5%. C6 thé Iap lai liéu trén ti 1200 mg (xdp xi
15 mg/kg thé trong) trong 500 ml dung dich glucose 5% trong vong 24 gid. Biéu chinh liéu dya trén dép
{ing Idm sang cla bénh nhan.
Trén lam sang, trong trudng hop khan cap tiém amiodaron theo chi dinh cla béc si theo dudng tiém
cham. Liéu str dung Ia 150 — 300 mg trong 10 — 20ml dung dich dextrose 5%, tiém cham trong khoang
thdi gian it nhdt Ia 3 phit. Khong dugc tiém liéu ké tiép trong vong tdi thiéu 15 phat. Bénh nhan dugc
diéu tri bang cach nay véi amiodaron phai dugc theo ddi cht ché.
Cdp ciiu héi stic tim phéi
Liéu khuyén cdo trong trutng hgp rung tam thét/nhip nhanh thét trai Ia 300 mg (hodc 5 mg/kg thé
trong) pha loang véi 20 ml glucose 5% tiém nhanh. C6 thé can nhac thém liéu 150 mg (hodc 2,5 mg/kg
thé trong) tiém tinh mach néu tinh trang rung that kéo dai.
Chuyén doi tir dudng tinh mach sang dudng uéng:
Ngay khi dat dugc dép ting diéu tri day dd, liéu phap dudng udng nén dugc st dung dong thai véi dudng
tiém & liéu khai dau thong thutng (tic 1a 200 mg, 3 1an/ngay). Sau d6, nén loai bd dan dan amiodaron
dudng tiém.
Déi tugng bénh nhdn tré em
Do thanh phan c6 chia benzyl alcohol nén thudc tiém BFS-Amiron tiém tinh mach dugc chdng chi dinh
G tré so'sinh va tré em dufi 3 tudi
Hiéu qua va an toan cta thudc trén tré em chua dugc thiét 1ap. Chua cd nghién ciu ddi chiing nao trén doi
tugng tré em dugc thuc hién. Tuy nhién, trong mot nghién cu khong ddi chiing da dugc cong bo, liéu
hiéu qua cho tré em bao gom:
- Liéu khdi ddu: 5 mg/kg thé trong trong thai gian 20 phit dén 2 gis
- Liéu duy tri: 10 — 15 mg/kg/ngay tir vai gitr dén vai ngay.
Néu can thiét, cd thé stt dung dong thai dudng udng.
Ngudi cao tudi
(iing nhu ddi véi tat ca bénh nhan, diéu quan trong Ia st dung liéu t6i thiéu ¢ hiéu qua. Mac di khong
6 bang chiing cho thdy ring cc yéu cau vé liéu lugng khéc nhau d6i véi nhém bénh nhén nay, nhung
néu dung liéu qud cao cd thé dé dan ti nhip xoang cham, dan truyén cham. Can chi y ddc biét dé theo
dai chiic ndng tuyén gidp & di tugng bénh nhan nay
Chéng chi dinh
- Qua man vdi bat ky thanh phan nao ctia thudc
- Suy hd hap cap tinh, truy tuan hoan, tut huyét ap dong mach nghiém trong; ha huyét ap, suy tim va
bénh cotim.
- Chdng chi dinh cho tré s sinh va tré dudi 3 tudi
-Tién stt hay dang cd r6i loan chiic nang tuyén giap. Xét nghiém chiic nang tuyén giap nén duoc thuc hién
truic khi diéu tri cho tat ca cac bénh nhan.
- Nhip tim chdm, block xoang tdm nhi va hdi chting nit xoang bénh Iy & bénh nhan khong st dung may
tao nhip tim. § nhitng bénh nhan bi ri loan nghiém trong block ndit nhi that & mic do cao, block hai
nhanh, block ba nhédnh hodc bénh niit xoang, amiodaron chi dugc st dung khi ¢6 st dung mdy tao nhip
tim.
- Stt dung ddng thoi cac thudc ma kéo dai khoang QT
- Mang thai va cho con bu.
(dc chdng chi dinh trén khong ap dung di vdi viéc st dung amiodaron hydrochlorid dé héi stic tim phéi
clia rung that chdng soc.
Canh bao va than trong khi dung thuéc
Amiodaron chi dugc st dung bdi cac bac si chuyén khoa, st dung thudc yéu cau phai theo doi thuong

Xuyén va 6 cac xét nghiém chiic ndng gan, chiic nang tuyén giap, dién tm do, chup X- quang long nguc.

Tiém tinh mach truc tiép khdng dugc khuyén cdo do cac nguy co cao vé huyét dong nhu tut huyét ap, truy
tim mach. Chi stt dung trong trudng hgp khan cdp, cham séc dac biét va ¢6 theo ddi dién tam do khi cac
thay thé diéu tri khac da that bai. Néu truyén lau hodc Iap lai nhiéu 1an, can phdi dung éng cathete dé
tiém tinh mach trung tam.

Trong trudng hgp phau thuat can gdy mé, can thong béo cho bac si gdy mé bénh nhan ¢6 dugc st dung
amiodaron.

Amiodaron hydroclorid nén dugc st dung hét stic than trong va theo ddi huyét dong & bénh nhén suy ho
hédp nang, ha huyét ap dong mach hodc suy tim sung huyét 6n dinh. Nhitng bénh nhan nay khang dugc
st dung liéu tiém tinh mach truc tiép.

Liéu chi dinh 5 mg/kg thé trong la liéu t6i da dugc cho phép trong tiém tinh mach tryc tiép, khong dugc
vugt qud liéu nay.

Néu bénh nhan cd hién tugng qué liéu (nhip tim chdm nghiém trong) cén ¢6 bién phap thich hop la may

tao nhip tim hay st dung thudc kich thich beta.
Réi loan tim
Amiodaron hydrochlorid ¢ thé gay r6i loan nhip tim hodc Iam tram trong thém nhiing ri loan hién c6,
doi khi co gy tl vong. Tuy nhién, so véi mot s6 thudc chdng loan nhip khdc, ty 1é mac cac tic dung nay it
gap han. Can than trong, dac biét 1a 6 nhitng bénh nhan bj suy tim. Hon nifa, hién tugng xodn dinh dugc
quan sat thdy, nhip nhanh thét két hop vdi khoang QT kéo dai. Loan nhip nay c6 thé xdy ra dac biét la &
nhitng bénh nhén ¢ khoang QT kéo dai tir truc hodc dugc st dung két hgp véi céc thudc gdy ha kali méu,
thudc chdng loan nhip thét.

Trong dién tam d6 ECG, song T thay d6i va co thé dan dén song U thay ddi dan dén su kéo dai cla giai

doan ti phan cuc. Nhu véi mot s6 thudc chdng loan nhip khac, hién tugng nay cd thé dan dén nhip that

nhanh bét thung khong dién hinh (xodn dinh) trong cac trudng hgp ddc biét.

Qua liéu cd thé dan dén nhip tim chdm nghiém trong hodc xudt hién

Qua cao mdt liéu c6 thé dan dén nhip tim cham nghiém trong va dan réi loan nhip thét, ddc biét & nhiing

bénh nhan I6n tudi hodc trong qua trinh diéu trj digitalis. Trong nhiing trudng hgp nay, ngiing sit dung

amiodaron. Néu can thiét, thuc chen kénh beta hodc glucagon c6 thé dugc st dung. Vi thdi gian ban hay
dai cia amiodaron, néu nhip tim chdm nghiém trong 6 thé can nhac st dung mdy tao nhip tim.

Réi loan néi tiét

Tiém truyén tinh mach amiodaron hydrochlorid ¢6 thé gy cudng gidp, dac biét & nhiing bénh nhan c6

tién st roi loan tuyén gidp, bénh nhan song & ving thiéu iod, bénh nhan da duoc st dung amiodaron

hydrochlorid bang dutng udng. Nong do huyét thanh TSH nén dugc do khi nghi ngd réi loan chiic nang
tuyén gidp. Trong trudng hop bénh nhén ¢6 cudng gidp ngung diéu tri amiodaron dutng tiém tinh mach.

Trong trudng hgp nghiém trong, doi khi dan dén ti vong, diéu tri cap ctiu véi céc thudc 6n dinh tuyén

gidp, corticosteroid.

Bénh phdi

Cac trutng hop nhiém doc phéi (viém phdi k&), doi khi co di ching gay i vong, da dugc bdo cdo trong

qué trinh st dung amiodaron tiém tinh mach. Chup X-quang va xét nghiém chiic ndng phdi nén dugc

thuc hién ngay khi c6 triéu ching khd thé (khi gang stic), hay khdng khd thé nhung cd thay ddi thé trang
toan than nhu mét méi, sut can, sot.

(ctriéu chiing trén phi thuting hdi phuc nhanh chéng khi ngiing st dung thudc, diéu tri bang corticoid

¢4 thé dugc xem xét. Trong hau hét cac trudng hap, cac triéu chiing lam sang thudng giam nhanh chéng

trong vong 3 — 4 tuan, kiém tra lai bang chup X-quang va kiém tra chiic ndng phéi sau d6 mot dén vai
thang.

Trutng hop rat hiém gap cac bién chiing ho hap nang, doi khi gdy ti vong, cac bién chiing ndng nay

thudng thdy & giai doan ngay sau phau thudt (hdi chiing suy hd hap cdp).

Réi loan gan

Suy gan ndng c6 thé xy ra trong vong 24 gi¢ dau tién sau khi tiém truyén amiodaron dudng tinh mach,

¢6 thé dan dén gay tt vong. Do d6 bénh nhan can dugc giam sat cht ché transaminase ngay tir dau cda

qua trinh diéu tri.

Cdc furu y khdc

(hé& pham ¢6 chita benzyl alcol khdng nén st dung trén tré s sinh va tré nhé hon 3 tudi do ¢6 thé gay

phan ting di ting. S dung cac ché phdm cd chifa benzyl alcol ¢ tré sosinh hay tré sinh non cd thé gay nén

cac hoi chiing thé hén hén, ha huyét ap, suy tim.

(Ché phdm ¢6 chifa natri dung trong duting tiém, than trong khi st dung trén bénh nhan nhi.

Khi diing amiodaron cén tranh phai nang

St dung thudc cho phu nit ¢6 thai va cho con bu

Thai ky mang thai

Amiodaron va desethylamiodaron qua hang rao nhau thai. Tac dung cd hai tiém tang gom chdm nhip tim

va téc dung |én tuyén gidp & tré so sinh. Amiodaron cd thé tac dung Ién chitc nang tuyén gidp cla thai

nhi, gay nhiém doc va lam chdm phat trién thai nhi. Thudc ¢6 thé gay buéu gidp trang bam sinh (thi€u
nang hodc cuong gidp trang). Vi vy khéng dung amiodaron cho ngudi mang thai.

Thai ky cho con bu

Amiodaron va chat chuy&n hda clia thudc bai tiét nhiéu vao sita me. Do thudc ¢6 thé lam giam phat trién

clia tré bu sita me, mat khac do thudc chita mot ham lugng cao iod nén khdng diing thudc cho ngudi cho

con bui hodc phai ngimg cho con b néu budc phai st dung amiodaron. Ciing can quan tam dén viéc
thudc dao thai cham khoi co thé sau khi da ngimg dung thudc.

Anh hugng ciia thudc Ién kha nang li xe, van hanh may méc

Thudc gay tac dung khong mong mudn |én than kinh nhu: run, khé chiu, mét méi, té cong hodc dau nhoi

ngén chan, ngén tay, mét diéu hoa, hoa mat va di cdm nén than trong I xe va van hanh may mac khi

dang dung thudc.

Tuong tac, tuong ky ctia thuéc

Do amiodaron ¢d tac dung kéo dai nén van xay ra tuong tac khi da nging st dung thudc.

Amiodaron ¢6 thé gdy tuong téc quan trong véi cac thudc gy kéo dai khoang QT, warfarin, phenytoin,

digoxin

- Amiodaron lam téng nong do warfarin bang cach tic ché enzym cytochrom P450 2€9. Do d6
amiodaron ¢ thé lam tang téc dung cia cdc dan xudt coumarin, dan dén tang nguy co chdy méu.
Vi vdy, 6 nhitng bénh nhan dugc diéu tri bang thudc chdng dong mau, thoi gian prothrombin phéi
dugc theo ddi thudng xuyén va liéu thudc chdng dong diéu chinh, ¢ trong va sau khi diéu tri véi
amiodaron.

- Amiodaron lam tdng nong do phenytoin trong huyét tueng bang cach tic ché enzym cytochrom
P450 29. Trong khi stt dung ddng thai amiodaron va phenytoin, ta thdy néng d phenytoin trong
huyét tuong cd thé tang Ién (khdi dau 1 nhiing bi€u hién bat thutng vé than kinh), bénh nhan can
dugc theo doi. Néu céc tridu ching qua liéu dugc phat hién, liéu phenytoin phai giam miic do
phenytoin trong huyét tuang nén dugtc do.

- Vi digoxin: Rdi loan nhip tim, nhip tim cham nghiém trong va réi loan dan truyén nhi that c6 thé
xdy ra. Nong do digoxin trong huyét thanh ¢4 thé tang Ién do thai trit digoxin. Nong d6 digoxin va
dién tam d6 phai dugc theo ddi va bénh nhan duoc theo doi céc ddu hiéu lam sang cta nhiém doc
digoxin. Gidm liéu digoxin nén dugc can nhac.

Vidi céc thudc gay kéo dai khoang QT, lam téng nguy co xodn dinh, dugc chdng chi dinh st dung cling:

+ Thudc chdng loan nhip, vi du nhu quinidin, procainamid, disopyramid, sotalol va bretylium.

+ Erythromycin tiém tinh mach, co-trimoxazol hodc pentamidin tiém.

+ Lithi va thudc chdng tram cdm ba vong nhu doxepin, maprotilin, amitriptylin.

+ Mot s6 chdng loan than nhu clorpromazin, thioridazin, fluphenazin, pimozid, haloperidol, amisulprid,
sultoprid, sulpirid va sertindol.

+ Mat s6 thudc khang histamin nhu terfenadin, astemizol va mizolastin.

+ Thudc chdng sot rét nhu quinin, mefloquin, cloroquin va halofantrin.
+ Moxifloxacin
+ Cécsan pham tir dugc liéu khéc nhu vincamin va cisaprid.
- Cdcthudc khéng duoc khuyén cdo két hop:
+ Cac thudc chen kénh betava thudc chen kénh calci (diltiazem, verapamil)
+ Thudc nhuan trang ¢6 th€ gay ha kali mau, do d6 lam tang nguy ca xodn dinh
+ (ac chdt Gic ché HIV protease: Amiodaron dugc chuyén héa béi CYP3A4 va CYP2(8 va céc tuong tic ¢
thé xdy ra véi cac thudc dc ché cac men nay, dac biét Ia cac thudc Gc ché CYP3A4 nhu cht tic ché HIV
protease. Su két hop ¢ th€ 1am gidm qué trinh chuyén héa ciia amiodaron, lam tang néng d9 amiodaron
va tang nguy cd tac dung phu nghiém trong nhu loan nhip tim. Néu bat bugc phai két hgp céc thudc nay,
bénh nhan can dugc theo ddi chat ché.
- Cdcthudcthan trong khi két hop
+ (dc thudc ¢6 thé gay ha kali mau: thudc lgi tiéu dung mot minh hay duing két hgp véi nhau, glucocorti-
coid ding toan than, amphotericin B diing theo duong tinh mach.
+ Gidm kali mau, khodng QT can dugc theo ddi. Trong trudng hgp xodn dinh, khong dugc st dung thudc
chdng loan nhip.
+ Bénh nhén gay mé toan than, hodc dugc diéu tri bang oxy liéu cao: nhiing bénh nhan sir dung
amiodaron va cd gay mé toan than, c6 thé gap nhitng bién chiing sau: nhip tim cham (tro véi atropin), ha
huyét ap, réi loan dan truyén va giam cung lugng tim. Mgt vai trudng hgp xudt hién hoi ching suy ho hap
ngudi I6n, hay gap nhat trong giai doan ngay sau khi phau thugt.
Trong can thiép phau thudt, can thong béo béc s7 gay mé vé viéc bénh nhén ¢6 st dung amiodaron.
- Cdcthudc duge chuyén héa béi cytochrom P450 344
Amiodaron tic ch€ enzym cytochrom P450 3A4. Néu s dung cc thudc khac 6 tac dong dén hé thng
enzym cytochrom P450 3A4. Can phai theo doi chat ché ndng do amiodaron trong mau d€ tranh tang
ndng do ctia thudc trong mau dan dén cac tac dung phu ctia thudc.
+ Cyclosporin: Diing dong thai cyclosporin va amiodaron lam tang ndng do cda cyclosporin trong huyét
tuong. Liéu ciclosporin phai dugc diéu chinh, néu can thiét.
+ Fentanyl: Amiodaron ¢6 thé tang tac dung cla fentanyl, do d6 lam ting nguy co ngd doc.
+ (dc statin: nguy co bi nhiém dc co tang én khi diing dong thai amiodaron véi statin dugc chuyén héa
bdi CYP3A4 nhu simvastatin, atorvastatin, lovastatin. Do d6 khuyén cdo stt dung statin khdng chuyén
héa béi CYP3A4 khi dung cting véi amiodaron. @ nhing bénh nhan diing dong thdi amiodaron va
simvastatin, liéu simvastatin khong nén vugt qua 20 mg/ngay.
+ Céc thudc khac chuyén hoa bdi enzym cytochrom P450 3A4 bao gom: tacrolimus, lidocain, sildenafil,
midazolam, triazolam, dihydroergotamin, ergotamin.
+ Amiodaron lam tdng ndng dd trong huyét tuong cla flecainid do tic ché enzym cytochrom P450 2D6.
Liéu flecainid nén dugc diéu chinh, néu can thiét.
Trong nghién cGiu in vitro cho thdy rang amiodaron ciing cd kha néng tic ché CYP1A2, CYP2C19 va CYP2D6
qua chét chuyén héa chinh ctia né. Khi sit dung amiodaron c6 thé lam ting néng do trong huyét tuong
cGa chinh n6 do chét chuyén héa chinh ctia amiodaron tic ché CYP1A2, CYP2(19 va CYP2DG6.
Tuong ky
Thudc tiém amiodaron tuong ky véi aminophylin, cefamandol nafat, cefazolin natri, mezlocilin natri,
heparin natri, natri clorid, natri bicarbonat.
Tac dung khdng mong muén ciia thuéc
Amiodaron tich liiy & nhiéu mé nén c6 thé gay nhiéu tac dung c6 hai & nhitng ngui bénh diéu tri loan
nhip thét véi liéu cao (trén 400 mg/ngay). Cc phan ting cd hai nguy hiém nhét la nhiém doc phdi, bénh
than kinh, loan nhip néng, x héa tuyén giap va tén thuong gan. Nguing ding thudc khi nghi ngo xudt
hién phn tng c6 hai nguy hiém. Tuy nhién céc phan ting c6 hai khéng phai bao gid cing dugc héi phuc
sau khi nging thudc. Ty 1& va muic do phan ting cd hai tdng theo liéu va thai gian diéu tri. Vi vy chi nén
dung liéu thép nhat c6 thé.

Thudng gdp, ADR > 1/100

- Thankinh: Run, khd chiu, mét méi, t& cong hoac dau nhdi ngén chan, ngén tay, mat diéu hoa, hoa
matva di cam.

- Tiéu héa: Buon non, ndn, chan an va tao bon.

- Tuan hoan: Ha huyét &p (sau tiém), tac dung gay loan nhip, tim chdm, block nhi that va suy tim.

- Ho hdp: Viém phé nang lan téa hoac xo phdi hodc viém phéi ké.

- Da:Man cdm dnh néng gy ban do, nhiém sac t6 da.

- Mat: Rdi loan thi gidc.

- Noitiét: Suy gidp trang, cutng giap trang.

- Cécphan ting khdc: Nong bimg, thay déi vi gidc va khiu gidc, réi loan dong méu.

Tt gdip, 1/1000 < ADR <1/100

- Toan than: Dau dau, rdi loan gidc ngd.

- Thankinh: Bénh than kinh ngoai vi hodc bénh co.

- Tim mach: Loan nhip (nhanh hodc khong déu), nhip chdm xoang, va suy tim & huyét.

Hiém gdp, ADR <1/1000

- Méu: Gidm tiéu cau.

- Thankinh: Tang ap luc ni so.

- Da:Banda, mt s6 trudng hop viém da troc vay, rung tdc, long va ban dd sau chup X-quang.

- Gan:Viém gan, xd gan.

- Mat:Viém than kinh thi gidc.

- (acphdn ting khac: Phan ting qué man gom ca phan vé sau tiém tinh mach.

Huéng dan cach xi tri ADR

- (antheo doi lam sang chat ché va diéu tri cac phan ting c6 hai. Ha huyét ap chi xuat hién sau truyén
tinh mach, xt tri bang cach gidm toc o truyén. Phai diéu trj ha kali huyét va suy tim trudc khi diing
amiodaron. Chdm nhip thudng phu thudc vao liéu dung. Mt s6 ngudi bénh cao tudi (ngusi bi suy
nit xoang) da bj nhip chdm nang, thdm chi ngiing xoang. (4 thé xay ra réi loan dan truyén nhu
block xoang nhiva cdc muic dg block nhi thét khac nhau. Tac dung gdy loan nhip xuat hién chd yéu
khi dung phdi hgp amiodaron véi digoxin, cac thudc chdng loan nhip khéc va véi nguai bénh ha
kali huyét. Can nging thudc khi xay ra loan nhip nang.

- Cacphan ting cd hailén hé than kinh va hé tiéu hoa xay ra & khoang 20 — 40% s6 ca diéu trj khi
mdi diing thudc va mat di trong vong 1 2 thang diéu tri. Bénh ddy than kinh ngoai vi va bénh
vé ca it gdp nhung nang va khong phai ludn ludn c6 kha néng hoi phuc.

- (asuygidp lan cudng gidp da xdy ra khi diéu tri vdi amiodaron. lod chiém 37,3% (khdi lugng/khdi
Iugng) trong phan td amiodaron hydroclorid, vi vdy can dénh gid chiic nang tuyén gidp trong va
sau diéu trj (trong vong 2 — 3 thang). Suy gidp ¢ thé xay ra nhanh, it tri béng cach gidm liéu tir

tirva diéu trj c&n than bang L-thyroxin. Chiic nang tuyén gip sé hdi phuc trong vong 3 thang sau
khi ngimg dung thudc. Cudng gidp ciing ¢6 thé xdy ra nhanh, can phai ngimg dung amiodaron.
(ac thudc khang gidp trang doi khi khong ¢6 tac dung, xUr tri bang glucocorticoid liéu cao
(prednisolon 1 mg/kg) trong vai tuan.

- Man cdm dnh séng c6 thé xy ra, cn phai gidm liéu va hiém khi phdi ngiing diing thudc.

- (ankiém tra thudng xuyén cac phan (ing ¢6 hai ddi véi gan. Transaminase thudng tang khi mdi
dung thudc, néu transaminase tang tir 1,5 — 3 1an trén muic binh thudng, can phai giam liéu hodc
ngiing thudc. X6 gan va vang da cd thé xay ra. Néu ¢6 nghi ng&r vé nhiém doc gan nghiém trong
phai ngiing thudc.

- Vilang dong gidc mac khong triéu chiing gdp & hau hét cc ngudi bénh, thudng c6 thé phat hién
bang kham mét bang dén khe. Vi ldng dong gidc mac va rdi loan thi gidc 6 th€ phuc hdi sau khi
giam liéu hodc ngiing thudc. Dung thudc nhd mat methyl-cellulose d€ lam gidm do néng cta vi
lang dong.

- Viém phé nang lan tda va xa phdi la phan ting ¢6 hai thudng gap va ¢ thé gay i vong & mot vai
ngudi bénh. C6 hai dang nhiém doc phdi: mot dang c6 thé phat hién s6m véi liéu thap va ¢6 co ché
mién dich, dang thit hai lién quan dén thoi gian diéu tri va liéu, phu thudc vao doc tinh tryc tiép
clia thudc. Triéu chiing 1a khé thé (c6 hodc khong c6 bénh cénh toan than). Ngudi bénh kho the
can dugc kiém tra ki lugng khi ¢6 nghi ng& viém phé nang. Cn ngiing thudc ngay va ¢6 thé it
dung corticosteroid.

Théng bdo cho bdc si nhing tdc dung khéng mong muén gdp phdi khi si dung thuéc

Qua liéu va cach xii tri

Trong trudng hgp qua liéu cap tinh hodc tiém tinh mach qua nhanh, ¢6 thé xuat hién cac triéu ching:

budn ndn, ndn, téo bén, d6 ma hai, nhip tim cham va kéo dai khoang QT. Sau mt thai gian qua liéu thi

¢6 th€ xudt hién cac biéu hién ha huyét ap, block tim va xodn dinh. Trong trudng hgp dac biét, ¢6 thé ¢

Cudng gidp.

Xirtr:

Sau khi ¢ qud liéu can dugc theo ddi can than bénh nhan. Ha huyét ap c6 thé dugc diéu tri béng dich

truyén hodc thudc co mach. Viéc st dung cac thudc tac dong 1én hé adrenergic hay may tao nhip tam thoi

€6 thé dugc chi dinh. Lop la va lll thudc chdng loan nhip nén trénh, vi ¢6 thé gay kéo dai QT va xodn dinh.

Amiodaron va chat chuyén hoa cta né khong dugc loai tri nha qud trinh chay than.

Do dugc dong hoc ctia amiodaron, can theo ddi gidm sat bénh nhan trong thoi gian dai, dac biét la tinh

trang tim can duoc theo doi.

Néu mdi udng nham thudc, gay ndn, riia da day, sau dd cho ung than hoat.

Theo doi nhip tim, huyét ap.

Chém nhip: dung chét chd van beta-adrenergic hodc may tao nhip. Chdm nhip va block nhi thét: Ding

atropin, ciing 6 thé dung isoprenalin va méy tao nhip.

Ha huyét &p: dung thudc hudng co duong tinh va/hodc thudc co mach nhu dopamin truyén tinh mach

hodc nor-epinephrin truyén tinh mach.

Pac tinh dugc luc hoc

Nhom dugc ly: Thudc tim mach

Mé ATC: C01BDO1

Amiodaron c6 tac dung chdng loan nhip nhom Ill, kéo dai thai gian dién thé hoat dong 6 tam that va tam

nhi, 1am kéo dai thai gian tdi phan cuc (tic dung chdng loan nhip nhém 11l theo Vaughan Williams).

Thudc kéo dai thdi gian tra trong co tim va dnh hudng dén toan b hé thdng dan truyén xung dong, ké ca

dutng dan truyén phu. Amiodaron lam gidm tan so xoang ciing phan nao do giam tinh ty dong. Khi tan

s nhi cao, amiodaron lam tang thai gian A — H, do kéo dai thoi gian qua ndt nhi — that. Tac dung dién

sinh Iy nay nhin thay trén dién tdm do nhu gidm tan s xoang, tang thai gian Q — T va ¢ tang thai gian

P — Q. Bay khong phi la dau hiéu qua liéu ma Ia su phan énh tac dung dugc ly. Sau tiém tinh mach, c6

nguy cd gian mach vanh va mach ngoai vi ndng.

Dac tinh dugc dong hoc

Sau khi tiém tinh mach téc dung t6i da dat dugc sau 15 phit. Sau d6 cac thudc dugc phan bo vao md va

giam nhanh chong ndng do trong huyét tuang trong vong 4 gic.

Dé dat dugc do bao hoa nong do thudc trong cdc mé can tiép tuc tiém truyén tinh mach. Thudc chd yéu

durgc tich Ity & cdc md m va co thé kéo dai tac dung trong vong mot dén vai thang.

Thudc chuyén hda manh & gan tao thanh it nhat mt chét chuyén hoa chinh la N- desethylamiodaron,

chét chuyén héa nay ¢6 téc dung chdng loan nhip tuong ty amiodaron. Thudc va chét chuyén hoa

N-desethylamiodaron thai trit hdu nhu hoan toan vao phén qua dudng mat.

Thai gian ban thai ctia amiodaron dai hon nhiéu khi dung nhiéu liéu so véi liéu don. Sau khi tiém tinh

mach mot liéu duy nhat, thai gian ban thai trung binh 1a 25 ngay (9 — 47 ngay); thai gian ban thai clia

N-desethylamiodaron I6n hon hodc bang ctia amiodaron.

Quy cach dong géi: Hop 10 tdix 11ox 3 ml.

D6 dn dinh, bao quan ciia dung dich thuéc sau pha

(ac dung dich 6ng tiém dam ddc phai can tranh dnh sang nhung dung dich amiodaron pha lodng khong

can phdi tranh anh sang khi st dung.

Tuy nhién amiodaron hydroclorid hap phu vao dng déy truyén PVC, liéu thudc va thai gian tiém nghién

c(fu trong thyc nghiém lam sang da dugc nha san xudt tinh dén. Do d6, nha san xuat khuyén cao diing bo

day truyén bang PVC va phai dugc theo doi sat ché do truyén da dugc chi ¥ trong khi truyén tinh mach.

Sau khi pha loang dung dich dam dac amiodaron hydroclorid véi dung dich dextrose 5% tdi nong do 1—

6 mg/ml trong tuii PVC, thudc mét téc dung dudi 10% sau 2 gi & nhiét do phong, nhung néu dung binh

chita bang thy tinh hodc polyolefin thi thudc khong mat tac dung sau 24 gic 6 nhiét do phong. Nén nha

san xudt khuyén cdo néu truyén amiodaron qué 2 gi¢ thi phai diing binh chia bang thy tinh hay
polyolefin.

Béo quan: Bo quan trong bao bi kin, tranh &m, tranh anh séng, nhiét d dudi 30°C

Han dung: 36 thang k€ tir ngay sén xudt. 5 ngay sau khi mé tdi nhom. Thudc nén dung ngay sau khi pha.

Tiéu chuan chat lugng: Tiéu chudn co s6

Nha sén xudt
cpC1HN
Cdng ty ¢6 phan Dugc pham CPC1 Ha Noi
Cum cong nghiép Ha Binh Phuang, xa Van Binh, huyén Thugng Tin, Thanh phd Ha Noi

T7-18-150726-T02280-NC00270

Kich thudc: 205 x 300(mm)
Stra theo CV12305e/Qld-dk, 23/06/2026




