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Déng goi: Hop 6 6ng x 2ml. Thanh phan: Méi dng 2ml dung dich tiém chira 0,5mg digoxin. Chi dinh,
lidu lugng, cach dung, chéng chi djnh, than treng, téc dung ngoai ¥ muén va cc thong tin khac: |
xin xem t& hudng dn s dung trong hdp. 56 16 SX, NSX, HSD xem “LOT", “MAN”, “EXP” trén bao bi. |
Ngay hét han Ia ngay cudi cung cla thang hét han in trén bao bi.

Bdo quan & nhiét 4 khong qua 30°C. Tranh anh sang. D& xa tam tay tré em.

SDK: XX-XXXX-XX @

Rx Prescription Drug 6 Ampoules x 2 ml

Y
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Injectable Solution I.V.

0.5 mg/2 ml

@ ANFARM HELLAS S.A.
FHARMACEUTICAL INDUSTRY

COMPOSITION: Each ampoule contains: Digoxin 0.5mg

Excipients: Sodium Phosphate Dibasic 8.02 mg, Propylene Glycol 828 mg, Citric Acid Menohydrate
1.5 mg, Ethanol (96%) 0.21 ml, Water for injection g.s.

INDICATIONS - DOSAGE - WARNINGS: See enclosed leaflet

Ta be dispensed only under medical prescription. To be protected from light.

Drugs should be kept out of the reach of children.
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Pﬁmﬁa h‘ubng dén sir dzmg, ban co the can phdai doc dén.
) thong tin, xin hoi bac Sy hoac dugc sT ctia ban.

Rx — Thude ban theo don.

DIGOXIN/ANFARM

Dung dich tiém tinh mach digoxin 0,5mg/2ml

THANH PHAN

1 ml dung dich tiém c¢ chira:

Hoat chat: Digoxin ................ 0,25mg

T¢ dugc: Natri phosphat dibasic, propylen glycon, acid citric monohydrat, ethanol 96%, nuoc
cat pha tiém.

DUQC LUC HQC

Digoxin lam ting co bop co tim. Téc dung nay ty 1€ vai lidu dung trong pham vi thép, do d6
moét vai tic dung dat duoc voi lidu kha thép, né tham chi xudt hién & co tim binh thuong, méc
di sau d6 tac dung ting co bép co tim khong co bit ky loi ich sinh Iy nao. Tac dong chi yéu
cua digoxin la tre ché dic hiéu adenosin triphosphatase va do dé lam thay d6i su trao déi ion
Na'/K*lam thay ddi phan bd ion qua mang té bao din dén tang dong ion calci, sy phan b6 cua
c4c ion bién ddi qua mang té bao din dén ting dong chay ion calci va do do tang su c6 mat
ctia ion calei tai thoi diém co tim co bép do kich thich.

Hoat lue cua digoxin manh 1én khi nong do kali ngoai bao thap va giam nong do kali huyét
tang.

Digoxin trc ché co ché chuyén dbi ion Na*/K* trong té bao ctia hé than kinh tu tri, dén dén tac
dung gian tiép 1én hoat dong cta tim. Do xung lye than kinh phé vi tang 1én, truong luc hé
oiao cam giam va toe @ din truyén qua tdm nhi va nat tim nhi that giam. Do d6 tic dung cé
loi chi yéu cia digoxin 1a 1am gidm nhip tAm thit.

Su thay déi co bép gidn tiép trén co tim ciing 1a do sur thay déi trong tinh mach gy ra boi sy
thay dbi hoat déng cua hé than kinh t tri va bai sur kich thich truc tiép hé tinh mach. Su dap
Gng diy di cua hé tim mach voi digoxin va két qua cua tac ddng truc tiép va gian tiép dugc
dé cap & trén va ¢ thé khac nhau ¢ ting bénh nhan. Khi ¢é cic loan nhip trén that, viée lam

cham dan truyén nhi that la rat quan trong.
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Muec do hoat dong cua than kinh noi tiét & cac bénh nhan suy tim lién quan dén tinh trang lam
sang x4u di va ting nguy co (r vong,

Digoxin lam giam su hoat héa cua ca hé than kinh giao cam va hé renin-angiotensin khong
phu thuge vao hoat déng tir tri ctia ching va do do ¢6 thé ¢6 loi cho sy song s6t clia bénh
nhan.

DUQC DONG HOC

St dung digoxin theo dudng tiém tinh mach dem lai tdc dung duge 1y rd rang trong vong tir 5
dén 30 phut, dat muc t6i da tir 1 dén 5 gio.

Su phan b khoi diu cua digoxin tir trung tim dén bd phan ngoai bién thudng tir 6 giv dén 8
gio. Sy dao dong cua ndéng do digoxin trong huyét twong phu thudc mic do thai trir cia
digoxin khoi co thé. Thé tich phan bd cao (V4=510 Iit & nhiing nguodi tinh nguyén khoe
manh), didu nay cho thiy kha niing gan két cua digoxin v&i cac mo. Nong do cao nhét cla
digoxin dugc tim thiy & tim, gan, thin; nong do trong tim gip 30 lan ndng dj trong mau
ngoai bién.

Mic du néng dé trong digoxin trong co xuong thdp hon thap hon nhiéu nhung cin lru y rang
chung la ngudn lwu triv rit quan trong ctia thude vi co xuong chiém t&i 40% trong luwong co
thé. Mot phan nho digoxin con lai trong vong tuin hoan, khoang 25% gan két voi protein.
Digoxin duge bai tiét chu yéu vao nudc tiéu, dudi dang thude khéng thay dbi. Sau khi tiém
tinh mach ¢ nhitng nguoi tinh nguyén khoe manh, 60% dén 75% lidu duoc bai tiét vao nudc
tidu trong vong 6 ngay. Tong do thanh thai cua digoxin lién quan tryc tiép t&i chirc ndng thin
va do @6 phu thudc vao d¢ thanh thai creatinin.

D4 thanh thai tong cong va do thanh thai than cia digoxin duge tim thay 12 193 £ 25 ml/phut
va 152 + 24 ml/phut & nguoi khoe manh.

Do thanh thai than cta hai chat chuyén héa chinh, dihydrodigoxin va digoxigenin la 79 + 13
ml/phat va 100 + 26 ml/phat.

Thoi gian ban thai cudi cling ciia digoxin & cdc bénh nhén ¢6 chirc ning thin binh thuong la
30 dén 40 gid. N6 kéo dai & nhitng bénh nhin suy gidm chic ning thén, & cac bénh nhan bi
dai c6 thé 1én t6i 100 gid.

O tré mdi sinh, do thanh thai digoxin han ché , do do viée sir dung ding lidu 12 can thiét. Dicu
nay dic biét 10 rang ¢ tré dé non vi d§ thanh thai than phan 4nh sy chin muoi clia chire ning

than. Do thanh thai digoxin ¢ tré¢ 3 thang tudi la 65,6 £ 30ml/phat/1,73m? so véi chi 32 = 7
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ml/phat/1,73m? & tré 1 tuan tudi. Ngoai trir tré méi sinh, nhin chung tré em doi hoi st dung
liéu 1én hon so véi ngudi 16n tinh theo trong luong va dién tich bé miit co thé.

Chi 3% liéu digoxin duge loai khoi co thé bang tham tach mau.

CHI PINH

Kiém soat suy tim min tinh ma rbi loan chirc ning tam thu 1a chi yéu, dic biét khi suy tim
kém theo rung tam nhi.

Kiém soét chting loan nhip trén tim thét, dic biét la rung tm nhi va cuéng ddng tam nhi man
tinh.

LIEU LUONG VA CACH DUNG

Liéu dung phai duge xac dinh cho ting bénh nhéan tiy thude tudi tac, can niang va chirc ning
than. Lidu ding dua ra sau diy chi la goiy.

C6 su khac nhau gifra sinh kha dung cua dang ubng va dang tiém truyén cia digoxin, lidu
phai dugc giam 33% khi chuyén tir dang vién ubng sang dung dich tiém.

Liéu tdn céng (0 cac bénh nhan da qua hai tudn khéng str dung céac glycoside tim):

Nguoi lon:

Liéu ding dudng tiém truyén: 0,5 mg dén 1mg (2ml dén 4 ml) tuy thudc tudi tac, can ning va
chuc nang than.

Liéu dung phai dugc chia lam nhiéu 14n, lidu khoi diu xép xi ¥ tong li¢u va phin con lai sau
6 lidu dugce chia dé st dung & cac khoang cach tir 4 dén 8 gid.

Danh gia dap ung 1dm sang phéi dugc thue hién trudce mdi lidu thém.

M&i liéu dung phai duge tiém truyén tinh mach trong khoang thoi gian tir 10 dén 20 phut.

Tré em:

Tré so sinh va tré dudi 10 tudi (néu trude do 2 tuan khong st dung céc glycoside tim):

O tré so sinh, dic biét 12 tré dé non, d0 thanh thai cia digoxin gidm, do d6 cin giam liéu.
Ngoai trir tré méi sinh, nhin chung tré em doi hoi sir dung liéu 16n hon so vé&i nguoi 16n tinh
theo trong luong va dién tich co thé. Tré em trén 10 tubi qui dinh lidu ding nhu ngudi 16n tiy
thudce vao can ning.

Liéu ding tiém tinh mach phai dwge sir dung nhu sau:

Tré dé non duoi 1,5kg: 20 microgram/kg mot ngay
Tré dé non tir 1,5kg dén 2,5kg: 30 microgram/kg mot ngay
Tré duéi 2 tudi: 35 microgram/kg mot ngay
Tré tir 2 dén 5 tudi: 35 microgram/kg mot ngay

o rs

woN

\



https://vnras.com/drug

Tré tir 5 dén 10 tudi: 25 microgram/kg mot ngay

Lidu ding phai duoc chia lim nhiéu lan, lidu khoi dau xap xi 1/2 tong licu, phin con lai duge
chia dé st dung mdi ldn céch nhau 4 dén 8 gid.

Panh gia dap ng 1dm sang phai dugce thyc hign trude mdi liéu thém.

MB&i liéu dung phai dugc tiém truyén tinh mach trong khodng thoi gian tir 12 dén 20 phut.
Piéu tri duy tri:

Liéu duy tri dugc str dung nhur sau:

Tré d@& non: Lidu hang ngay bing 20% clia lidu ding 24 gi néu trén (tiém tinh mach hodc
udng).

Tré méi sinh va duéi 10 tubi: Lidu hang ngdy bing 25% liéu ding 24 gid néu trén (tiém tinh
mach hodc ubng).

Trén ddy chi 1a chi din chung. Trong qua trinh st dung thude, nong dé digoxin trong huyét
trong phai duge theo dbi v lidu phai duge didu chinh dua trén két qua xét nghiém thu dugc.
Néu cic glycoside tim dugc st dung trudc do 2 tudn, cAn luu vy ring liéu ding t61 wu s& phai
nhé hon lidu khuyén cdo néu trén.

Sw dung cho nguwoi gia:

Khuynh huéng suy gidm chirc nang thin va giam trong lugng co thé & ngudoi gia anh hudng
dén dugc dong hoc cua digoxin, tang kha ning gy tang nong do digoxin trong huyét thanh va
tang kha ning nhiém ddc. Do do, yéu cau dinh ky kiém tra nong do digoxin huyét va tranh
tinh trang ha kali huyét.

Lidu khuyén cdo cho bénh nhan r#éi logn chirc ning thin hodc diéu tri voi lgi tiéu (xem
muc Canh bdo va lieu ¥ khi siw dung thuéc.)

Pha loang dung dich:

Thuéc 6 thé khéng pha lodng hodc pha lodng bing mot dich truyén véi mot thé tich gdp 4 1an
hodc hon. Pha lodng véi mot thé tich nhé hon thé tich khuyén céo cé thé din dén két tna
digoxin. Cac dich truyén sau c6 thé ding dé pha lodng:

Dung dich NaCl 0,9%

Dung dich NaCl 0,18% va dung dich Glucose 4%

Dung dich Glucose 5%

Chuén bi dich tiém truyén ngay trude khi ding. Néu can, dung dich chuén bi phai duoc bao

quin & 2°C dén 8°C, i da trong 24 git v6i didu kién viéc pha lodng phai dugc tién hanh
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trong diéu kién cé kidm soat va vo khudn. Bat ky dung dich khdng st dung sau khi pha lodng
24 gity déu phai bo di.

Theo dai

Nong 6 digoxin trong huyét twong cé thé duoc x4c dinh bing don vi nanogram/ml (ng/ml)
hodic nanomol/I (nmol/1). Dé chuyén tir don vi ng/ml sang don vi nmol/l, nhan ng/ml véi 1,28.

Nong do digoxin trong huyét tuong ¢6 thé duge xac dinh b&i phuong phép dinh lugng mién
dich phdng xa.

MAu méu d& xét nghiém phai duge 1y sau khi sir dung lidu cudi digoxin tir 6 gidy tré 1én.

0 da sé cac bénh nhan, loi fch diéu tri véi nguy co cac tac dung khéng mong muén thap
thudng thu duge khi ndng dé digoxin nim trong khodng 0,8ng/ml (1.02 nmol/l) dén 2,0 ng/ml
(2,56 nmol/1).

Nong d6 cao hon khodng nay, cic dAu hiéu va triéu ching nhiém doc thude xuét hién véi tan
suAt 16n hon va ndng do trén 3,0 ng/ml (3,84 nmol/l) thudng xay ra nhiém doc.

Khi phén tich cac két qua xét nghiém, nong d6 kali trong huyét twrong va chic ning tuyén
gidp cling phai dugc tinh dén.

Cac glycoside khac, bao gdm céc chat chuyén héa ctia digoxin ¢6 thé anh hudng dén két qua
x¢t nghiém.

CHONG CHI DINH

- Man cam v6i digoxin, cac glycosid tim khac hodc bat ctr thanh phin nao cia thude.

- Block tim toan ph?m trmg con hodc block nhi thit tim d6 2, dic bidt co tién st hoi chimg
Stokes-Adams.

- Loan nhip do nhiém doc cac glycosid tim.

- Loan nhip trén tdm thét giy ra béi hoi chitmg Wolff-Parkinson-White.

- Bénh co tim phi dai tic nghén.

- Nhip nhanh tdm thit hodic rung tam that.

NHUNG CANH BAO VA LUU Y PAC BIET KHI SU DUNG THUOC

Déc tinh do digoxin c6 thé lam sém dén chimg loan nhip tim ma mét vai trong s6 d6 tuong tu
nhu chimg loan nhip tim dugce chi ra trong phé”ln chi dinh str dung thude. Vi du nhip nhanh
tAm nhi kém theo block nhi thit khéng 6n dinh yéu ciu chim soc dic bigt vi vé mat 1am sang
noé twong tu voi rung tam nhi.

Bénh nhén str dung digoxin khéng duge str dung cac mudi calci tinh mach.

nuy
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Trong mdt sé trudmg hop r6i loan dan {ruyén xoang tim nhi (r6i loan chirc ning nut xoang),
dogoxin ¢6 thé giy hodc lam trAm trong thém tinh trang nhip xoang chim hodc gdy block
xoang tam nhi.

Xac dinh ndng d6 digoxin huyét thanh cé thé rit hitu ich cho viéc quyét dinh c6 thé tiép tuc
diéu tri v6i digoxin hay khéng, nhung cac liu gay ddc cia cac glycoside khac co thé phan
trng chéo va anh hudng téi két qua xét nghiém. Co thé thich hgp hon 1a tam thoi ngimg su
dung digoxin va theo ddi bénh nhén.

Néu bénh nhin str dung cac glycosid tim khac trong 2 tudn trude do, lidu khoi diu can dugce
xem xét lai va can can nhéc giam liéu.

(3 cac bénh nhén gia hoidc cic bénh nhén ¢ do thanh thai thin giam, cin can nhéic giam lidu
khoi dau va lidu duy tri.

Bénh nhan giam oxy huyét, giam magnesi huyét va ting calci huyét rd rét s& ting dd nhay
cam cua co tim vdi cac glycosid tim.

Tiém tinh mach nhanh qua mutc digoxin ¢0 thé gy co mach din dén ting huyét ap va/hodc
giam lru lugng mach vanh. Do dé, ti€ém voi tdc d6 cham la rit quan trong ddi voi cac bénh
nhan suy tim do cao huyét ap va nhdi mau co tim cdp.

Céan st dung thin trong digoxin cho cac bénh nhén cd bénh v& tuyén giap. Lidu khéi dau va
lidu duy tri cua digoxin can giam khi chic ning tuyén gidp dudi mie binh thwong. O bénh
nhéan cuong giap da duoc kidm soat, can giam licu digoxin.

Bénh nhén c6 hoi chimg hép thu kém c6 thé yéu cau liéu digoxin cao hon.

Nguy co loan nhip tim tram trong, do khir rung tim truc tiép tang 1&n rd rét khi c6 mat doc tinh
cua cac digitalis va ty 1¢ voi ndng lugng khir rung sir dung.

Déi véi cée bénh nhan khir rung true tiép bing dién dang st dung digoxin, can ngung sir dung
thude toi thiéu 24 gio trude khi tién hanh. Trong trudong hop khan cap nhu ngirng tim, khi tién
hanh khtt rung, can st dung ning lugng thip nhét ¢ hiéu qua. Khir rung truc tiép khong thich
hop v6i viée diéu tri loan nhip tim suét hién sau khi str dung céc glycosid tim.

Digoxin c¢6 tac dung t6t trong chimg loan nhip tim vi né gy ra sy phong toa dan truyén nhi
thit. Tuy nhién & cdc bénh nhan ¢6 block nhi thit khéng hoan toan, sy tién trién nhanh block

cin duoe du doan trude. Trong block tim hoan toan, nhip riéng tdm thit co thé bj triét tiéu.

Khong chdng chi dinh st dung digoxin ngay sau khi nhdi méu co tim. Tuy nhién, viéc su

dung cac thudc ¢d anh hudng dén sy co that cia tim & cdc bénh nhéin nay c¢6 the din dén vi¢e
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tang ngoai y mudn nhu cau oxy & co tim va thiéu mau cuc bd. Mt vai nghién ciru di cho thay
rang viée sir dung digoxin c6 thé 1ién quan dén viée ting nguy co ti vong. O céc bénh nhin
giam kali huyét sau nhdi méu co tim va c¢6 bénh 1y tim khong on dinh ¢6 nguy co rdi loan
nhip tim.

Digoxin cai thién sy hoat dong ¢ cac bénh nhén rdi loan chirc ning tim that trai va nhip
xoang binh thudng. Tuy nhién, tac dung cua thude ddi véi cac bénh nhan rdi loan nhip trén
tam thét 13 rang hon khi nghi ngoi va kém hon khi hoat dong.

O cac bénh nhan dang st dung cic thude loi tiéu va cic thudc e ché ACE hodc chi sir dung
don doc cac thude loi tiéu, viée ngimg st dung digoxin da cho thdy tinh trang 1am sang x4u
di.

Viée sur dung cac lidu diéu tri digoxin ¢6 thé gay kéo dai khoang PR va han ché doan ST trén
dién tam dd.

Digoxin c6 thé giy ra céc sy thay ddi duong tinh gia ST-T trén dién tdm dd trong thir nghiém.
Céc tac dung dién sinh hoc nay cho thdy thude dat dugc mot két qua mong dgi va khéng boc
16 dc tinh.

O céc bénh nhin dang sur dung digoxin, ndng do chét dién phan trong mau va chirc nang than
(ndng d6 crearinin huyét twong) phai dugc theo doi dinh ky; tan s6 kiém tra phu thudc vao
tinh trang 1am sang cua bénh nhan.

Mic du viée stt dung nhanh digoxin co6 lgi cho rat nhidu bénh nhédn suy tim sung huyét man
tinh song & mot vai bénh nhan khong co sy cai thién rd rang va bén vimg vé huyét dong hoc.
Do d6 viée danh gia su dap tmg clia ting bénh nhan khi sir dung ldu dai digoxin la rat quan
trong.

Bénh nhén suy ho hdp ning c6 thé ting nhay cam co tim voi cac digitalis glycosid.

Tiém bép co thé giy dau va hoai t tai vi trf tiém. Khuyén céo khong sit dung duong ding
nay.

San pham nay chira 101,25 mg cdn ethanol 96% trong 1 ml nén can duge tinh dén khi sur
dung cho phy nit c6 thai hodc nudi con b, tré em va nguoi ¢o nguy co cao nhu bénh gan hodc
d6ng kinh. Thudc ¢6 tac dung gay hai dbi v6i bénh nhan nghién ruou.

TUONG TAC THUOC VA CAC DANG TUONG TAC KHAC

Céac tuong tac thude phu thude vao mue d¢ thai trir cua thude qua dudng than, su gfm két véi
md, su gin két v4i protein huyét tuong, sy phin bd trong co thé, ti 1 hap thu digoxin va su

nhay cam véi chat nay. Kha niang twong tic phai duge tinh dén bét ot khi nao sir dung dong
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thoi digoxin voi céc thude khac va ndng d6 digoxin phai dugc xac dinh khi ¢6 bat ki nghi ngo
nao.

St dung dong thdi digoxin voi cac thudc chen beta-adrenoceptor ¢6 thé giy ting thoi gian
dan truyén nhi thit,

Céc thude gy giam kali huyét hodc gy thiéu hut kali ndi béo cé thé lam ting d6 nhay cam
vai digoxin. Cac thubc nay bao gbém cac thude loi tiéu, mudi lithium, cac corticosteroid va
carbenoxolon.

Bénh nhén dang sir dung digoxin nhay cam hon véi tic dung cta suxamethonium (lam ning
thém tinh trang tang kali huyét).

Calci, diic biét khi st dung dudng tiém tinh mach ¢6 thé din dén loan nhip tim trdm trong &
cac bénh nhéin dang sir dung digoxin.

Nong d6 huyét twong cua digoxin tang 1én khi s dung dong thdi véi cac thude sau:
alprazolam, amiodaron, diphenoxylat, atropin, flecainid, gentamicin, indometacin,
itraconazol, prazosin, propafenon, quinidin, quinin, sptronolacton, cac khang sinh nhom
macrolid, tetracyclin, trimethoprim ( va ¢ thé cac khang sinh khac), propanthelin.

Nong d6 huyét twong cia digoxin giam xudng khi st dung ddng thdi véi cic thude sau:
epinephrin, cac thuéc khang acid, céc thuéc nhuén trang, kaolin-pectin, colestyramin,
acarbose, salbutamol, sulfasalazin, neomycin, rifampicin, mdt vai thuéc kim té bao,
phenytoin, metoclopramid, penicilamin va cac ché pham chaa dich chiét Hyperium
perforatum.

Cac thube chen kénh calei ¢6 thé 1am ting hoac khéng giy su thay ddi ndng @ digoxin trong
huyét tuong. Verapamil, felodipin va tiapamil lam tang néng d6 digoxin. Nifedipin va
diltiazem c6 thé lam ting hodc khéng dnh hudng dén ndng do digoxin. Isradipin khéng lam
thay déi ndng do digoxin. Céc thude e ché men chuyén angiotensin c6 thé 1am ting hoic
khong lam thay d6i ndng do clia digoxin.

Milrinon khéng lam thay ddi ndng dd 6n dinh ctia digoxin.

SU DUNG CHO PHU NU' CO THAI VA CHO CON BU

Khéng c6 cac tai lidu sdn ¢é vé anh hudng 1én kha ning sinh sén va tic dung phu sinh quéi
thai cua digoxin.

Khong chdng chi dinh st dung digoxin cho phy nit mang thai, mic du liéu ding va hudng
din str dung it duoc du bdo & phu nit mang thai so v6i phu nit khong mang thai, ¢6 mét vai

bénh nhin doi hoéi tang lidu digoxin khi mang thai. Chi duge sir dung digoxin cho phu ni
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mang thai khi theo quan di¢m cua thdy thudc loi ich 1Am sang cia viée diéu trj dbi véi ba me
16n hon kha nang gay hai cho thai nhi.

Khéng c6 phan tng cé hai nao duge quan sat thiy & bao thai va tré so sinh dugc quan sat thay
khi néng dd digoxin trong huyét tuong thanh ¢ ba me duy tri trong pham vi binh thuong. Co
thé suy ra riang digoxin qua tdc dong truc tiép 1én co tir cung s& dén dén sinh non va tré thiéu
can. Str dung digoxin & ngudi me coO thé duge ding dé didu tri ching nhip tim nhanh va suy
tim sung huyét ctia bao thai.

Céc tac dung c6 hai trén bao thai di dugc bao cdo ¢ cac ba me nhiém déc digoxin.

Digoxin chi bai tiét vao sita me véi mét lugng nho va do dé khong chéng chi dinh dung
digoxin.

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC

R6i loan hé than kinh trung uong va roi loan thi luc da dugce béo cdo & cac bénh nhén st dung
digoxin, do do can than trong khi 1ai xe va vin hanh may moc.

TAC DUNG KHONG MONG MUON

T4c dung khong mong mudn duge liét ké theo hé théng co quan va tan suat. Cac tan s6 xay
ra; it thudmg gap (> 1/10), thuong gip (= 1/100 va < 1/10), it gap (= 1/1000 va < 1/100),
hiém gip (> 1/10.000 va < 1/1.000), rdt hiém gap (< 1/10.000), bao gdm céc bao cdo riéng
biét. Cac tan sb rat thuomg gip, thuong gip va it gép la duge xac dinh tir cdc bdo cdo lam
sang. Ty 1& dung thudc gid duge duge tinh dén. Cac tac dung khéng mong muén duge xéc

dinh trong thoi gian thudc duoc luu hanh 1a rit hiém (bao gdm céc bao cdo riéng biét).

NN pt ot #

L R&i loan méu va hé bach huyét ]

Rathiém | Giam tiéu ciu

R6i loan chuyén hoa va dinh dudng

Rat hiém gip ‘ Chan an

Réi loan tim than

It gap Tram cdm

RAt hiém gap Loan tinh than, ther o, béi roi

R&1 loan hé than kinh

Thuong gép R6i loan hé than kinh trung wong, chong mit

RAt hiém gip | Dau dau

R6i loan thi gide

Thuong gip | Réi loan thi giac (nhin md hodic ¢6 mau vang)

R6i loan tim mach

Thuong gap Loan nhip tim, r6i loan din truyén, ngét nhip d6i, nhip ba, khodang PR

. kép dai, tim nhjp chim xoang.

Rat hiém gap Nhip tim nhanh ngang, nhip tim nhi that (¢6 hodc khong ¢ khoéi), nhip

nhanh ndi két, loan nhip that, Su €O thit som cua thit trai, doan ST bét
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| thuomng
Réi loan tidu héa
Thuong gap Budn non, nén, tiéu chay
Rt hiém gip Thiéu méu rudt, hoai t&r rudt
Réi loan da i
Thuong gip | Da phat ban dang may day hodc dang tinh hong nhiét (scarlatiniform)
kém ting bach cdu ua eosin

R0i loan tuyén vi va hé thong sinh san

| Rét hiém | Nit hoa tuyén vit & nam ¢6 thé xay ra khi diéu trj 13u dai
ROi loan tong quat va tai cho diéu tri

Rét hiém giip | Mét moi, khé chiu, yéu

QUA LIEU

Céc triéu chimg qud liéu dd duoc liét ké ¢ muc cdc tac dung khong mong muon.

Qué lidu digoxin tir 10 dé&n 15 mg & ngudi 1on khong bi bénh tim va 6 dén 10 mg ¢ tré cm tir
| dén 3 tudi khong bi bénh tim c6 thé din dén tr vong & % 56 bénh nhan.

Néu sir dung trén 25 mg ¢ nguoi 16n khong mic bénh tim, t vong hoic ¢6 cac triéu ching
nhidm déc tang dan chi dap éng voi viée didu tri véi cdc khang thé Fab khéng digoxin da
duge quan sat thay. Trudong hop su dung digoxin 1én hon 10 mg & tré em tur 1 dén 3 tudi
khong méc bénh tim, khong diéu trj véi khing thé Tab ¢6 thé dan dén tir vong.

Trong truong hop ha kali huyét, kali phai duge st dung — dudng udng hodc tiém tinh mach
ty thude tinh trang bénh nhan. Trudng hop str dung lugng 16n digoxin co thé xay ra tang kali
huyét do kali giai phéng tir co xuong. Do do, trude khi sir dung kali trong trudng hop qué liéu
digoxin, can tién hanh xéc dinh nong d¢ kali trong huyét twong.

Loan nhip cham cé thé dwoce kiém soat boi atropin nhung viée diéu hoa nhip tim co6 thé duoc
yéu cdu. Loan nhip tAm tht ¢6 thé duge kiém soét boi lignocain hodc phenytoin.

Tham tach khéng phai 1a phuong phap hiéu qua dé loai digoxin khéi co thé.

Trong trudng hop nhiém déc digoxin trdm trong, can tiém tinh mach khang thé Fab khang
digoxin khi cée li¢éu phap khac khong co két qua.

BAO QUAN

Béo quéan ¢ nhiét d¢ khong qua 30°C, tranh anh sang.

D& xa tAim vé6i, tAim nhin cua tré em.

PONG GOI

Hop 6 dng x 2ml
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HAN DUNG

30 thang

Kiém tra han sir dung trén vo hop trude khi ding.

Khéng duge dung thudc khi da qué han.

TIEU CHUAN

Nha sén xuat.

CO SO SAN XUAT

Anfarm Hellas S.A.

Sximatari Viotias, 32009, Hy Lap.

CO SO PANG KY

Cong ty ¢6 phan Tada Pharma

44a Pinh Céng Tréng, phuong Tan Pinh, quén 1, thinh phd HO Chi Minh.
Dién thoai: 08 6264 2234 Fax: 08 62064 2235
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