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MAU HOP 5 ONG DUNG DICH TIEM 2ml|

R THUGC BAN THEO BON HOP 5 ONG 2ml
WHO - GMP

Dung dieh tiem

| D-Alkanew

DIGOXIN 0,5ma/2mi
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Tiém tinh mach hodc tiém bap sau

CONG TY CO PHAN DUQ'C PHAM TRUNG UONG 2
S8 9, TrAn Thanh Téng, Q. Hai Ba Trieng, Ha Noi
DT: 04.39715439 * FAX: 04.38211815

BAO QUAN: Noi khd, nhidt 0 dui 30°C, NSX:

OP 5 ONG 2ml

DIGOXIN 0,5mg/2ml
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THANH PHAN: M8i 8ng dung dich tiém chira:

CHI BINH, CHONG CHI BINH, LIEU LUQNG - CACH DUNG, TAC DUNG

Digoxin. ... 0.5 mg KHONG MONG MUGN VA CAC THONG TIN KHAC:

T4 dugc (Ethanol 96°, Propylen glycol, Acid citric monohydrat, ) iy by

Natri phosphat, Nuéc cAt p‘m Iigm) ....................... vira di 2 mi Xin doc trong td hurong déin sirdung bén trong hop.
|
i R( THUGC BAN THEO BON HOP 10 ONG 2mlI
| WHO - GMP

Dung dich tiém

-Alkanew

DIGOXIN 0,5mg/2ml

SHK:
Tiém tinh mach hodc tiém bap sau

Sén xudt tai: CONG TY CO PHAN DUQC PHAM TRUNG UONG 2
L6 27, KCN Quang Minh, M8 linh, Ha Ngi
DT: 04.39716291 * FAX: 04.35251484
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MAU TG HUGNG DAN SU DUNG THUOC
(MAT TRUGC)

PHAN THONG TIN DANH CHO BENH NHAN

D-Alkanew

BQC KY quNG D’RN sirpuus TRUSC KHIDUNG.

DE XATAMTAY CUATREEM.

THONG BAO NGAY CHO BAC SY HOAC DUGC SY NHUNG TAC DUNG KHONG
MONG MUGN GAP PHAI KHI SU DUNG THUGC.

THUGC CHI DUNG THEO BON CUA BAC SY.

THANH PHAN CAU TAO CUA THUGC: M8i dng dung dich tiém chira

[0 ]1¢ T3 O UURRSURRTPSRR R TORO IS ST RO ..0,5mg
Ethanol 96° 0,21 ml
Propylen GIYCOL...........coimiieieinisiiscsssisissiissssenins .0.80ml
Acid citric monohydra 1,75mg
Natri phosphat........ 3,40mg
Nwéc citphatiém.. . v

. vir

MO TA SAN PHAM: Dung dich thubc tiém trong sudt, khndng mau, dyng trong éng
tring d4u loe 2 ml.

QUY CACH DONG GOI: Hop 10 bng dung dich tiém, hdp 05 éng dung dich tiém.
THUGC DUNG CHO BENH Gi?

Suy tim, rung nhiva cudng ddng nhi, nhét 1 khi c6 tAn s th4t qua nhanh, nhip nhanh
trén thatkich phat.

NEN DUNG THUSC NAY NHU THE NAO VA LIEU LUGNG?

Chu y trdre khistrdung:

CAn didu chinh lidu theo tizng ngurdi bénh. Didu hét sirc quan trgng 14 x4c dinh @8 biét
ngudi bénh c6 diing dang thuéc digitalis ndo trong 2 hozc 3 tuan trwérc, vi mt it tac
dung con tn lai 4di héi phai giam lidu aé tranh ngd déc.

Xac dinh lidu diea trén thé trong ly twdng (khdi nac), vi digoxin khéng phéan bé vao mé
m@. C6 sy khac nhau v& sinh kha dung gitra cac dang thude cia digoxin.

Khithay d8i dang thuéc diéu tri, cAn phai hiéu chinh lieu legng. Li&u 100 microgam (0,1
mg) ciia thudc tiém hoac nang chira dung dich digoxin twong dwong sinh hoc véi lidu
125 microgram (0,125 mg) cla vién nén hoac cdn ngotdigoxin.

Céachdung:

D-ALKANEW c6 thé diing @ tiém tinh mach hodc tiém bAp sau, tuy nhién cdn chu y
néu str dung tiém bap co thé gay dau trAm trong tai vj tri tiem.

Trong nhidu tredng hep, dung dich tiém digoxin cé thé dugc pha lodng g4p 414nhodc
hon @& tiém tinh mach hoac tiém truyén véi cac dung méi: Nuéc cét pha tiém, dung
dich Natri clorid 0,9% hodc dung dich Dextrose 5%. Khang nén pha lodng dung dich
tiém chira digoxin v&i thé tich nhd hon 4 I3n do c6 thé gay tua digoxin, dung dich sau
phalo&ng can str dung ngay.

Néu dung duéng tiém tinh mach, nén tiém chdm a8 tranh cac tac dung khéng mong
mubn c6 thé xay ra. Khdng nén pha trdn c4c thubc khac va digoxin vao cang mét dung
dich tiém truyén.

Liéu dung cu thé:

+ Didu trj cham bang digoxin: Chinén sir dung thubc tiém tinh mach cho ngudi khéng
ubng dugc vién nén véi lidu 100- 350 microgam (0,10-0,35 mg). Co thé chia lidu hang
ngay thanh 2 [An, mot budi sang va mét budi chidu. Mirc lidu digu trj di dinh (trang thai
én dinh) dat dugc trong vong 5 - 10 ngdy, néu ngudi bénh c6 chirc nang than binh
thueng. Didu quan trong 14 phai dung lidu duy tri véitheri bidu dung thubc rat ddu dan.

+ Didu tri cdp tinh, nhanh bing digoxin: Ap dung phwong phép ndy & ngudi bgnh can
dat mirc lidu diéu trj nhanh. Khang bao gi¢r cho thudc ma khéng c6 sy theo ddi lién tuc
ngudi bénh. Bac sy chju trach nhiém @idu trj ngurdi bénh phai bao dam sy theo ddi lién
tuc qua ghi dién timvanhan vién y t& 43 duoc hudn luyén.

Nguoi bénh can ndng 70 kg va khéng béo, néi chung c6 thé cdn 1000 microgam (1 mg)
digoxin tiém tinh mach. Dung liéu ndy nhw sau: Bat @4u 500 - 750 microgam (0,50 -
0,75 mg) tiém tinh mach. Khi cAn, thi cho mét liéu khac: 250 microgam (0,25 mg) tiém
tinh mach, cir 3 gi& mét 14n, cho tori khi dat tac dung ddy du.

Téng lidu ngay d4u khdng dwgc quéa 1500 microgam (1,5 mg) tiémtinh mach.

Lidu nguoi cao tudi: Dung lidu digoxin qua thdp cho ngudi cao tudi khéng théa dang
(lidu nhu vay thueng cho 1 ndng @6 dudi mirc diu tri) va liéu phai cho tiy theo nguoi
bénh (62,5 microgam/ngay).

- Tré em: Dung theo chid&n ctia bac sT

+ Khi dung digoxin cho tré nhd, phai tinh lidu theo nhirng thay a8i quan trong vé kha
nang thaitrir digoxin cua dira tré, trong 6 thang dAusaukhidé.

7ré so'sinh: Lidu cAn thiét trung binh 20 microgam/kg (0,02 mg/kg) thé trong 1a liéu tiém
tinh mach 8 didu trj nhanh bing digoxin, v sau d6, 7 microgam /kg (0,007 mg/kg) thé
trong mBi ngay 12 lidu duy tri. V&i tré so sinh d& non, phai giam lidu nhidu so vé&i mirc
lidu dung cho tré so'sinh dé du thang.

Tré em 6 thang tui: Trung binh c6 thé cAn 30 microganmvkg (0,03 mg/kg) thé trong 12
li&u tiém tinh mach @é diéu trj nhanh béng digoxin, va sau d6, 10 - 20 microgam/kg
(0,01 - 0,02 mg/kg) thé trong mdi ngay, |2 liu tiém tinh mach duy tri. Lidu can thiéttinh
theo kg thé trqngcgiém xubng cham trong nam dau sau khi dé.

O'tré 2 tubi: libu cAn thiét lai bang lidu & 6 théng tudi.

O tré I16n hon 2 tudi: lidu cn (hiZt g4n bang lidu tinh theo kg thé trong diing cho ngudi
1&n c6 than binh thudng, nghta 14 15 microganvkg (0,015 mg/kg) 14 lieu tiém tinh mach
@& didu tri nhanh bang digoxin, va 7 microgam/kg/ngay (0,007 mg/kg/ngay) 12 ligdu
uéng duy tri. Thirdng dung liéu duy tri chotré em cir 12 gic mdt 1an.

KHINAO KHONG NEN DUNG THUGC NAY?

- Bléctim hoan toan tieng con, blée nhi - thit 46 hai.

- Loan nhip trén th4t gay bi hdi chirng Wolff - Parkinson — White.

- Bénh co tim phi dai tac nghén (trlr khi c6 Addng theri rung nhi va suy tim, nhung phai
than trong). Phai than trong cao a4 bing giam sat dign tam ad (BTD) néu ngueri bénh
6 nguy co cao tai bién tim phai didu trj.

TAC DUNG KHONG MONG MUGN CUA THUGC (ADR)

§-30% nguwdi bénh dung digoxin cOADR. Nhirng ADR nay do qua liéu hodc do kétqua
cia mét can bang dién gidi & ngudi bénh. Ndng a4 thay dbi cua kali, calci va magnesi
trong mau lam thay @di tinh nhay cdm véi ADR & ngudi bénh; thay adi can bang
acid/base cting c6 thé lam tng nguy co' ADR.

Thuong gép, ADR>1/100

Tiéu héa: Chén &n, budn ndn, ndn.

ltgap, 171000 <ADR < 1/100

Tim mach: Nhip tim cham xoang, biéc nhi- thét, biéc xoang nhi, ngoai tam thu nhihodc
nat, loan nhip that, nhip @i, nhip ba, nhip nhanh nhi véi biéc nhi - thét.

He than kinh trung wong: Ngu lo mo, nhirc dAu, mét méi, ngli lim, chéng mét, mét
phuong huéng.

Noitiét va chuyén hoa: Tang kali huyét véingd ddc cép.

Tiéu hda: Khang dung nap thirc n, dau bung, a chay.

Than kinh - co vaxwong: Dau day thAn kinh.

hgét: Nhin m&, vdng sang, nhin vang hoc xanh l4 cdy, nhin d6i, s¢ anh sang, anh sang
l6e lén.

Thong bao cho béc sTnh(ng téc dung khéng mong muén g&p phdikhi st dung thubc.
NEN TRANH DUNG NHUNG THUBC HOAC THUC PHAM Gi KHI DANG SU DUNG
THUGC NAY?

Nhitng thubc sau day gy nhidu twong tac nén can phai higu chinh lidu: Amiodaron,
ciclosporin, indomethacin, itraconazol, calci, quinin, quinidin, cholestyramin, thuéc loi
tidu quai, propafenon, spironolacton, thuéc lgi tidu thiazid, thudc lgi tidu giéng thiazid,
hormon tuyén giap, verapamil.

CAN LAM Gi KHI MOT LAN QUEN KHONG DUNG THUGC?

Thubc droc ding duwdi s gidm sat clia can bd y té, nén viéc quén li&d 1&khong the?
Trong tredng hep quén dung mét lidu thuéc, hay ding cang sém cang ST ién,
néu gAn véi liu ké tiép, hay bd qua lidu 4 quén va dung lidu ké tiép vaoithdi diém nhu
ké hoach. Khong dung gép ddi lidu @4 quy dinh. Can bo y té cAn thep ddi ndng 45
digoxin trong méau bé&nh nhan d& dam bao cung cAp liduhgply.

CANBAO QUAN THUSC NAY NHU THE NAO?

Noi khd, nhiét dd dudi 30°C, tranh anh séng.

NHUNG DAU HIEU VA TRIEU CHUNG KHIDUNG THUGC QUA LIEu?

Khi qua lidu, xuAt hign cac tac dung khdng mong muén mét cach r6 rang, ¢o d4u hiéu
tang dn curdng 46.

CAN LAM Gi KHI DUNG THUSC QUA LIEU KHUYEN CAO?

Didu trj qué lidu: Ngirng digoxin (thurng chi cin ngirng digoxin néu céc triéu chirng
khéng nghiém trong); ding than hoat, cholestyramin, hodc colestipol aé thuc ady
thanh thai glycosid; dung mubi kali néu c6 gidm kali - huyét va gidm chirc naing than,
nhung khéng dung néu co tang kali - huyét hoac bléc tim hoan toan, trir phinhitng triéu
chirng nay c6 lién quan véi nhip tim nhanh trén th&t. Nhizng thubc khac dung diéu tri
loan nhjp do ngé @dc digoxin 1a lidocain, procainamid, propranolol, va phenytoin. Tao
nhip th4t c6 thé tam théi c6 tac dung tét trong trwéng hep bldc tim n&ng. Dung mét tac
nhan chelat (vi dy, EDTA), c6 tac dung gén két calci, dé diéu trj loan nhip do ngd ddc
digoxin, do gidm kali huyét, hoac tang calci huyét. Khi qué lidu digoxin de doa tinh
mang, tiém tinh mach thuéc Fab mién dich khang digoxin (tr ciru). Mét lo chira 40 mg
Fab mi&n dich véi digoxin (tir ciru) cé thé gén két khoang 0,6 mg digoxin.

NHONG DIEU CAN THAN TRONG KHIDUNG THUGC NAY?

a,Céctinhtrang cAnthantrong khidung thubc

- Nguy co cao tac dyng cb hai (ADR) v& tim & ngudi ¢4 nhip tim cham nhiéu, hau qua
ctia nhip nitxoang, nhip tim nhanh nhihodc rung vacudng déng nhi.

- & ngudri c6 nhdi mau co tim cAp tinh, nguy cor ADR tim ciing tang 1én, nhung thudng
¢6 nhu cu cao vé digitalis.

-Tranh sir dung Digoxin & b&nh nhan viém co tim.

- & ngui bénh Beri-beri, str dung Digoxin co thé khdng gy ra di cac dap tng Vi ligu
dung.

- Vi ngudi suy gidm chirc nang than va ngudi thidu nang tuyén giap, can diéu chinh
lidu va theo ddi chat ché.

-Tinh ghay cam vOiADR tang 18n & ngudi c6 gidm kali huyét, tang calci huyét va ngudi
caotuoi.

- Digoxin c6 thé dwge can nhéc sir dung trede khi sbc dién a8 tranh cam g réi loan
nhip tht, tuy nhién cAn can nhic kTtéi hau qua cua viéctang dap ing thét.

b, Truérng ho'p c6 thai va cho con bu

Phy n(rc6 thai: Khéng c6 tu liéu vé nguy co gay dgc hai d6i véithai, mac du digitalis da
dugc dung tir 1au. Viéc str dung dugc coila an toan, va khi cAn caithién tudin hoan, c6
th& dung digitalis & nguwdi mang thai.

Phy ntr cho con bu: Digoxin durgc phan bé vao strangudi, nhung véi lidu diéu tri binh
thudrng khdng chic c6 nguy co tac dung trén tré nho bu stra me.

¢, T4c dung v&l kha niing 14i xe va van hanh méy méc

Kh8ng nén lai xe hay van hanh may méc khidang didu tri bdng Digoxin.

KHINAO CAN THAM VAN BAC SY, DUGC SY?

Nhidu loai thubc c6 thé trong tac véi digoxin, thong bao cho bac s, duoc sy néu ban
duing bét ky mot loaithuéc nao khéc, bao gdmca thubcthao duoc.

Thdng béo cho bé,c;s?»néﬁp’@‘)t?;»m{n &n, budn ndn, nén mira, tiéu chay keéo dai, It
1&n, dudi sirc, hayrdiloan mi_gié\é(bpg\gém md mét, réi loan mau xanh-vang, hiéu tng
hao quang) ..xﬁéac i bAt ky mot té&gun(gj-k@g mong mudn nao khéc.

/Q*/ CONG TY x\\

'_’7/L#Lm O DH,{N Q} :u‘
Al ouac pHAy ),; i
E\TRUNG UoNG 2 /5
\ \;55\//




. MAU TO HUGNG DAN SU DUNG THUOC
- (MAT SAU)

HAN DUNG CUA THUGC: 24 thang ké tir ngay san xuét.

Khéng diing qua thoihan irl trén bao bi.

NGAY XEM XET SUA pOl, CAP NHAT LAI NOI DUNG HUGNG DAN SU DUNG
THUOC:

HUGNG DAN SU DUNG THUGC CHO CAN BO Y TE

1. cAc DAC TINH DUGC LYC HOC, DUGC BONG HOC:

1.1 D{c tinh dweoc Ire hoc

Digoxin la glycosid tro tim, thu duoc tir 14 Digitalis lanata. Digoxin tac dung béng cach
1am tang lrc co co tim, tAc dung co sqi co duong tinh. Nhu vy, lam giam tan sé mach
& ngudi suy tim vi téng lyc co co tim da cai thién duwoc tudn hoan. Digitalis con co tac
dung lam gidm didu nhip tryc tidp (tac dung trec tiép trén tan sb tim) va lam gidm tAn sé
tim thdng qua kich thich than kinh i giao cdm (kich thich day than kinh phé - vi). Ngoai
ra, digoxin con 1am cham sy dAn truyén trong nat nhi - thét.

1.2D{c tinh dwge dong hoc

Khitiém, tac dung lam sang bt dAu xuAt hién sau khoang 10 phutva ddy di trong vong
2- 4 gid. Néng @3 dibu trj trong huyét trong ngudi 1én & khoang 1,5 - 2,6 nanomolllit.
Géin kétvoi protein huyét trong rétthdp, va rét it quan trong v& 1am sang (20 - 30%). (o}
ngudi chire ndng than binh thuéng, nira 4% thai trlr trung binh 1a 36 gi¢. Phan lén
ngudi cao tui cé chirc nang than gidm, dAn dén nira ddi thai trr dai hon, va nguy co
tich Iy cao vAn xdy ra voilidu thong thudng. Dung thuéc ngay mét 14n, nhung phai lvu
y @én muec li8u va nguy cortich 1dy.

2. CHIDINH:

Suy tim, rung nhi va cudng déng nhi nhét 1 khi c6 tan sb that qua nhanh, nhip nhanh
trén thét kich phat.

3.LIEU LUGNG VA CACH DUNG:

Chu y truére khi stedung:

Can dibu chinh li2u theo tirng ngudi bénh. Didu hét strc quan trong 14 xé4c dinh @& biét
ngudi bénh co dung dang thudc digitalis nao trong 2 hoc 3 tudn trwdre, vi mot it tac
dung con tdn lai ddi hdi phai gidm lidu a& tranh ngd déc.

Xac dinh liu dya trén thé trong Iy tudng (khdi nac), vi digoxin khong phan bd vao mé
m&. C6 sy khac nhau vé sinh kha dung gitra cac dan thugc cuadigoxin.

Khi thay @8i dang thuc didu trj, cAn phai hiéu chinh liéu lugng. Liéu 100 microgam (0,1
mg) cua thudc tigm hoac nang chira dung dich digoxin twong duong sinh hoc véi lidu
125 microgram (0,125 mg) clia vién nén ho#ic cdn ngotdigoxin.

Cachdung:

D-ALKANEW c6 thé dung @& tiém tinh mach hoZc tiém bép sau, tuy nhién cAnchuy
néu str dung tiém bip c6 thé gay dau trAm trong tai vj tri tiém.

Trong nhiku trwdng hop, dung dich tiém digoxin c6 thé dugc pha lodng g4p 4 14n hoac
hon @& tiém tinh mach hoac tiém truy&n véi cac dung mdi: Nudc ct pha tiém, dung
dich Natri clorid 0,9% hoc dung dich Dextrose 5%. Khdng nén pha loang dung dich
tiém chira digoxin v&i thé tich nhd hon 4 1An do c6 thé gay tua digoxin, dung dich sau
pha lodng cAn str dung ngay.

Néu diing dudng tiém tinh mach, nén tiém chém aé tranh cac tac dung khdng mong
mubn c6 thé xay ra. Khong nén pha tron cac thudc khac va digoxin vao cing mot dung
dichtiém truyén.

Liéudang cy thé:

- Nquoilon:

+ Didu trj cham bang digoxin: Chi nén st dung thudc tiém tinh mach cho ngudi khéng
uéng duoc vién nén véi lidqu 100 - 350 microgam (0,10-0,35 mg). Co thé chia lidu hang
ngay thanh 2 [n, mdt budi sang va mét budi chiéu. Mire lidu digu trj dy dinh (trang thai
&n dinh) dat dugc trong vong 5 - 10 ngay, néu ngudi bénh cé chirc nang thén binh
thwdng. Didu quan trong 14 phai dung lidu duy tri véi thei bidu dung thude rAtddu asn.

+ Didu trj cp tinh, nhanh bang digoxin: Ap dung phurong phép ndy & ngudi bénh cin
dat mirc lidu didu tri nhanh. Khong bao gi& cho thuéc ma khéng ¢4 sy theo ddilién tuc
ngudi bénh. Bac sy chiu trach nhiém diéu trj nguwdi bénh phai bao d3m sy theo ddi lién
tuc qua ghidién timvanhan vién y té 43 duoc huén luyén.

Nguoi bénh can ndng 70 kg va khong béo, néi chung c6 thé cdn 1000 microgam (1 mg)
digoxin tiém tinh mach. Dung lidu nay nhur sau: Bgt @4u 500 - 750 microgam (0,50 -
0.75 mg) tiém tinh mach. Khi cAn, thi cho mét lidu khac: 250 microgam (0,25 mg) tiém
tinh mach, ctr 3 gi* mét 14n, cho téi khi dattac dung ddy au.

Téng lidu ngay dAu khong dugc qua 1500 microgam (1,5 mg) tiém tinh mach.

Lidu nguti cao tubi: Dang lidu digoxin qua thAp cho ngudi cao tudi khang théa dang
(lidu nhur vay thudng cho 1 ndng 9 duéi murc didu tri) va lidu phai cho tuy theo ngudi
bénh (62,5 microgam/ngay).

- Tré em; Dung theo chidn cla bac si

* Khi dung digoxin cho tré nhd, phai tinh lidu theo nhirng thay adi quan trong v& kha
nang thaitrir digoxin cia diratré, trong 6 thang ddusaukhidé.

T1é so'sinh: Lidu cAn thiét trung binh 20 microgamykg (0,02 mg/kg) thé trong 14 lidutiém
tinh mach @& didu trj nhanh bang digoxin, va sau d6, 7 microgam /kg (0,007 mg/kg) thé
trong mBi ngay 14 lidu duy tri. V&i tré so' sinh & non, phai giam lidu nhidu so v&i mic
lidu dung cho tré so sinh dé dl thang.

Tré em 6 thang tuéi: Trung binh c6 thé cAn 30 microgamvkg (0,03 mg/kg) thé trong 1a
lidu tiém tinh mach @& didu trj nhanh bing digoxin, va sau 6, 10 - 20 microgam/kg
(0,01 -0,02 mg/kg) thé trong mdi ngay, Ia lieu tiém tinh mach duy tri. Liéu cAn thiét tinh
theo kg thé trong gidm xuéng cham trong ndm dusaukhidé.

Otré 2tudi: lidu cgn thiét lai bang lidu & 6 thang tudi.

O tré 16n hen 2 tudi: lidu cAn thiét gAn bang lidu tinh theo kg thé trong dung cho ngudi
16 c6 than binh thudng, nghfa 1a 15 microgamvkg (0,015 mg/kg) 1a lidu tiém tinh mach
@& didu trj nhanh bang digoxin, va 7 microgam/kg/ngy (0,007 mg/kg/ngay) 1a lidu
ubng duy tri. Thuéng dung lidu duy, trigho {ré em cir 12 gio mot 1an.

4.CHONG CHIBINH:

- Bléctim hoan todn tirng con, blée nhi - that A6 hai.

- Loan nhip trén thAt gay b&i hdi chirng Wolff - Parkinson — White.

- Bénh co tim phi dai tac nghén (trlr khi co @dng thoi rung nhi va suy tim, nhung phai
than trong). Phai than trong cao A9 bang giam sét dién tam ad (DTD) néu ngudi bénh
6 nguy co cao tai bién tim phai didu tri. ) )

5.CAC TRUONG HOP THAN TRONG KHIDUNG THUGC:

a, Céc tinh trang cAn than trong khi dung thude

- Nguy co cao tac dung ¢6 hai (ADR) v& tim & nguedri ¢ nhip tim cham nhiéu, hau qua
ctianhip nut xoang, nhip tim nhanh nhiho&c rung va cudng ddng nhi.

- & ngudi c6 nhdi mau co tim céptinh, nguy co ADR tim cling téng 1€n, nhung thuong
c6nhu cAu cao vé digitalis.

-Tranh str dung Digoxin & bénh nhan viém co tim.

- & ngudi bénh Beri-beri, str dung Digoxin c6 thé khong gay ra du cac dap irng voi lidu
dung.

- V&i ngudi suy gidm chirc nang than va nguei thiéu néng tuyén giap, cin diéu chinh
lidu va theo ddichatché.

-Tinh ghay cam v&iADR taing [&n & ngudi co gidm kalihuyét, téing calci huyétva ngudi
cao tudi.

- Digoxin ¢6 thé dwgc can nhic sir dung trréc khi sbe dign @8 tranh cam (rng réi loan
nhip thAt, tuy nhién cAn can nhic kitéi hau qua clia vigctang dap ing that.

b, Trwdng hop cé thai va chocon bi

Phu n(rcé thai: Khdng cé tw liéu vé& nguy co gay doc hai abi véithai, mac du digitalis da
duocdung tir lau. Viéc st dung duec coi la an toan, va khi cAn caithién tudn hoan, co
thé dung digitalis & ngudi mang thai.

Phu niz cho con bu: Digoxin dugc phan bé vao sira ngudi, nhung v&i lidu diéu tri binh
thuding khdng chic c6 nguy co tac dung tréntré nhd bu sirame.

¢, T4c dung v&i kha nding lai xe va van hanh may méc

Khéng nén l4i xe hay van hanh may méc khi dang didutrj bdng Digoxin.

6. TUONG TAC VOI CAC THUGC KHAC VA CAC DANG TUONG TACKHAC:
Nhirng thubc sau ddy gay nhidu twong tac nén cAn phai hiéu chinh lidu: Amiodaron,
ciclosporin, indomethacin, itraconazol, calci, quinin, quinidin, cholestyramin, thudc Igi
tidu quai, propafenon, spironolacton, thudc I tiéu thiazid, thubc lgi tidu gidng thiazid,
hormon tuyén giap, verapamil.

7.TAC DUNG KHONG MONG MUON CUATHUOC (ADR)
5-30% ngudi bénh dung digoxin c ADR. Nhirng ADR nay do qua liéu
cuia mAt can bang dién gidi & ngudi bénh. Ndng a6 thay ddi cua kali, v
trong méau lam thay adi tinh nhay cadm voi ADR & ngudi bénh; thay 'abi
acid/base cling c6 thé lam tang nguy co ADR.
Thudng gdp, ADR>1/100

Tiéuhoéa: Chan &n, budn ndn, nén.

ltgap, 1/1000<ADR < 1/100

Tim mach: Nhip tim cham xoang, bléc nhi - thét, bléc xoang nhi, ngoaitam thu nhihodc
nat, loan nhip tht, nhip d6i, nhip ba, nhip nhanh nhivéi bléc nhi- thét.

Hé thAn kinh trung vong: Ngui lo mo, nhirc ddu, mét méi, ngui lim, chong mat, mét
phuong huéng.

Naitiét va chuyén hoa: Tang kali huyét véingd ddc cép.

Tiéu héa: Khdng dung nap thirc &n, dau bung, ia chay.

Than kinh - co va xuong: Dau day than kinh.

MAt: Nhin mé, vdng sang, nhin vang hoac xanh la cdy, nhin @6i, so anh sang, anh sang
16e 1én.

8.QUA LIEUVA CACH XU TRI:

Khi qua lidu, xuAt hién cac triéu chirng ADR mét céch ré rang, cé dAu hiéu tang dan
cudng dd.

Diéu trj qua lidu: Ngirng digoxin (thuerng chi c&n ngirng digoxin néu céc triéu chirng
khéng nghiém trong); dung than hoat, cholestyramin, ho3c colestipol aé thic ady
thanh thai glycosid; dung mubi kali néu c6 giam kali - huyét va gidm chirc nang thén,
nhung khong ding néu c6 téng kali- huyét hodc bléc tim hoan toan, trie phinhdng trigu
chirng ndy c6 lién quan véi nhip tim nhanh trén that. Nhirng thubc khac dung diéu tri
loan nhip do ngd ddc digoxin la lidocain, procainamid, propranolol, va phenytoin. Tao
nhip thét c6 thé tam thei ¢4 tac dung tét trong tredng hop bléc tim nang. Dung mét tac
nhan chelat (vi dy, EDTA), c6 tac dung gén két calci, @& didu trj loan nhip do ngoYoc
digoxin, do giam kali huyét, hoc tang calci huyét. Khi qua lidu digoxin de doa tiph
mang, tiém tinh mach thuéc Fab mi&n dich khang digoxin (tir ciru). Motlo chira ﬂ) g
Fab midn dich véidigoxin (ttr ctru) c6 thé gén kétkhoang 0,6 mg digoxin.

9.CAC DAU HIEU CAN LUU Y VA KHUYEN CAO:

Néu bénh nhan bjchan &n, budn nén, ndn mira, tiéu chay kéo dai, I 1n, duédi siec/hay
réi loan thi gi4c (bao gdm m& mét, réi loan mau xanh-vang, higu rng hao quang){fay la
déu hiiu cho thiy li8u cia digoxin c thé qua cao. C4n cho bénh nhan lam xét nghiém
mau & aam bao ring lidu digoxin dwa vao co thé bénh nhan 1a thich hop.

TEN, DA CHI CUA CO SO SAN XUAT
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