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Néu cdan thém thong tin xin héi y kién bdc sy

Dé xa tam tay tré em

TEN SAN PHAM
DIGOXIN-RICHTER

TEN HOAT CHAT VA HAM LUGNG
Hoat chat [a digoxin 0,25 mg cho mdi vién.

CAC THANH PHAN KHA C
Cdc thanh phian khdc 13 keo silica khan, magnesi stearat, gelatin, bdt talc, tinh bdt ngo,
lactoza monohydrat (75,25 mg).

DANG BAO CHE
Vién nén

MO TA SAN PHAM
Vién nén mau tring nhd, khong mui, hinh dia, dep, ¢6 bd cit, mdt mit c6 khic chit “D”. Mit
c6 v&t bé vién thudc c6 mau tring.

QUY CACH PONG GOI
50 vién nén dugc déng trong 1 lo mau tring, hop 1 lo.

CAC PAC TINH DUGC LUC HOC
Mai ATC: CO1A AO5

Digoxin, hoat chdt ctia thudc nay c6 tdc dong (e ché tryc ti€p enzym Na/K-ATP gin két vao
mang lam phdng thich Na® tif ¢d tim qua mdt c¢d ch€ van chuyén tich cuc. Do sy tic ché nay,
ndng dd Na* ndi bao tang va ndng do K" ndi bao giam. Do ting ndng d6 Na* noi bao, ndng
do Ca™ noi bao ting.

Digoxin thudc nhém cdc dan chat glycosid tim, tdc dong trén cd tim tay theo liéu. Nhd vao
tdc dong tich cuc trén sy co thit cha tim nén digoxin lam ting sdc co tim, ting didy mdu ra
khoi tdm that trong giai doan tim thu, lam gidm 4p suit cudi tim trudng ciing nhu 13 gidm
kich thudc dan tim. Tir d6, khi dung trong suy tim sung huyét, digoxin cdi thién chic ning co
va lam gidm lugng oxy ti€u thu § cd tim va do sy gidm 4p sudt tinh mach phdi, digoxin cai
thién tinh trang kh6 thd va khé thd khi nam.
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Nhd tac dong giong than kinh phé vi trén xoang va nit nhi that nghia 1a ldrh glam 10¢ dg d;a;n g/
truyén cda sgi nit, dlgoxm ¢6 tdc dong gidm thdi gian va toc do do dé lam | arq I}hip‘tlm \11
kich thich do dan truyén. ~——
Cé tdc dung tich cuc trén sy tudi mdu, digoxin gia ting tinh tu dong cla cd tim, ‘hmh‘tﬁﬁnh
kich thich ngoali lai. P

3 nhitng liéu cao, digoxin hoat héa thin kinh giao cim.’v

(.~
CAC PAC TINH DUGC PONG HQC
Hdp thu: Digoxin dudc hap thu tr dudng tiéu héa qua sy khuéch tdn thy dong. Sinh khd dung
clia thude vao khodng 70%. Thuc phim dn vao cling lic lam gidm t6¢ d6 nhung khdng anh
hudng d€n mic do hap thu. An nhiéu thitc an x0 1am gidm lugng digoxin duge hip thu. Vai
ching vi khuan trong rudt lam bién ddi digoxin thanh din chit khong ¢6 tdc dung trén tim (vi
du nhu dihydroxydigoxin), tir d6 chiing lam gidm hiéu qua mong muén.
Phdn bé: thudc phét huy tdc dung tir 30 phit dén 2 gid sau khi udng, trong khi tic dong cuc
dai ctia digoxin dat dudc trong vong 2-6 gid. Digoxin dudc tich lily trong nhiéu mé khdc nhau
bao gdm cd tim va tdc dong cla né c6 lién quan chat ché véi ndng do digoxin & trang thdi 6n
dinh ¢6 lién quan vdi sy tich liily 3 md hon 1a ndng d6 dinh trong huyét wong. Digoxin di
xuyén qua hang rdo mdu ndo va qua nhau thai. Vao khodng 20-25% thudc dugc gin vao
protein huyét twong.
Thai trir: Digoxin dugc théi trir qua thin. Khi dudc truyén qua tinh mach ¢6 khodng 50-70%
digoxin dudc bai ti€t qua nudc ti€u & dang khdng bi€n ddi trong khi phan con lai ciia liéu
dugc thdi dudi dang chuyén héa. Théi trif qua than ti 1& véi tdc do loc ciu than. Trong trudng
hgp binh thudng thdi gian bdn thai cta digoxin 1a 1,5 dé€n 2 ngay nhung ciling ¢6 thé dai dén
4-6 ngay ¢ nhitng bénh nhin vo niéu. Khong thé lam thdi trir digoxin ra khdi cdc cd quan
bing thim phin hay thay mau.

CHI PINH

- Suy tim sung huy€t: Chi y&u trong cdc ca suy tim cung hugng thap, digoxin dude chi dinh dé
bu ddp tinh trang thi€u hut va duy tri tinh trang nay, dic biét khi ngudi bénh suy tim kém
rung nhi hodc cudng dong nhi.

- Rung nhi

- Cudng dong nhi

- Nhip tim nhanh trén that kich phat

CHONG CHi PINH

Da biét qua mén vdi cdc thudc digitalis, hoac vdi bat ky thanh phin nao cta vién thude.
Loan nhip that trdim trong (rung that hoic nhip nhanh that).

Nhip tim cham trim trong.

Phi dai tdc nghén cd tim (HOCM)

Hoi chitng Wolff-Parkinson-White ¢6 kém theo rung nhi (vi digoxin ¢ thé lam nhip tim
nhanh thdt hodc rung thit d€n sdm).

Viém mang ngoai tim co khit man tinh.
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Block nhi that do 1T va IIL = \TAI THANH PHB]
Trong trudng hop bénh nhin ting cim xoang ddng mach cinh hodc bénh ha hvgowg,,\khnn
duge dung digoxin tritde khi dit mdy diéu hoa nhip tim, vi digoxin cd thé 4y

cham trim trong hodc block nhi that.

CACH DUNG -LIEU DUNG
Liéu lugng va thdi gian ding Digoxin-Richter d/\' si quy€t dinh. Can phdi tudn thu

nghiém ngit cdc hudng din cla bdc si.

Nhu cdu vé liéu glycosid tim déi véi mdi nguoi bénh khdc nhau rdt nhiéu, do dé phdi xdc dinh
liéu cho titng nguoi bénh dwa trén tinh trang bénh, chitc ndng thdn, cdac bénh kém theo, tuéi
ciia bénh nhan, trong luong co thé khéng mé, cdc thudc ding dong thoi va ddp vmg liéu ciia
nguoi bénh.

Dinh hudng chung:

1. Piéu tri loan nhip nhi can diing liéu cao hon so v§i liéu diéu tri suy tim.

2. Pinh liéu digoxin phéi can nhic trong lugng cd thé khong md, vi digoxin khéng phian bd
vao trong mé ma.

3. N&u c6 diéu kién, ddnh gid chifc ning thian bing cich theo ddi dd thanh thdi creatinin.

4. Ngoai viéc ddnh gid trong lugng cd thé, tdi tdc ciing 12 mot y€u t6 quan trong khi dinh
liéu cho tré em va tré sd sinh.

5. Cin can nhic cdc yéu to: cin bing dién gidi, mitc dd oxy héa md, chitc nang tuyén gidp,
cdc bénh mic kém va thudc ding kém khi dinh liéu thudc.

Ngudi 1dn:

C6 thé khdi ddu vdi liéu duy tri hodc liéu tin cong.

1. Diéu tri digitalis nhanh vdi liéu tdn céng

- Liéu tdn cong dy ki€n phdi dugc chia 1am nhiéu lan trong 24 gid. Lan diu cho dung 2 liéu
tdn cOng va theo ddi bénh nhén, tiy theo ddp ng thudc cla ngudi bénh, cho udng ti€p cic
phan con lai mdi 6-8 gid.

- Liéu théng thuong cho nhitng ngudi chua tirng diéu tri vdi digitalis va ¢6 chife niang thin
binh thudng: khdi dau udng 0,5 - 0,75 mg (2 - 3 vién nén), sau d6 mdi lan udng 0,25 mg (I
vién) ¢t mbi 6 gid cho dén khi dat hiéu qua diéu tri mong mudn. Téng liéula 1 — 1,5 mg (4 -
6 vién nén) trong 24 gid.

- Ham lugng diéu tri cia thudc trong mdu vao khoang 0,8-2,0 ng/ml. P& dinh lugng ham
lugng thudc trong mdu, phdi ldy mau mdu sau khi udng li€u cudi cing it nhat 1a tir 6-8 gid.

- Trudng hgp suy than, liéu tan cong du kién khong duge vurgt qua 6-10ug/kg thé trong.

2. Liéu duy tri sau khi diéu tri digitalis nhanh va digitalis chdm vdi lieu duy tri.

V@i ngudi c6 chife ning than binh thudng, liéu thudng ding hang ngay 1a 0,125-0,375 mg (Y-
1%2 vién). Trong mot s8 trudng hdp, chl yéu la ngudi ¢6 thé trong khdng mé cao, ¢6 thé can
liéu hang ngay dén 0,5 mg (2 vién).




_https://nhathuocngocanh.com/

Khi diing liéu duy tri, ¢6 thé dat tinh trang &n dinh sau 6-7 ngay dung lhuolp,
ca liéu tan cong va duy tri, trong trudng hgp ngudi bénh suy chifc ning than), g{ém ;kglr\t{qye):
thi€u ning tuy&n gidp va thé trong khong ma thap. & Y

Ngudi cao wdi W
Phii gidm liéu, cd liéu tan cong va duy tri. Liéu hingirgay 0,125-0,25 mg thudng cho két
qua thoa ddng.

Tré em
Cén tham do liéu cho titng cd nhdan. Do su khdc biét lon vé nhu cdu liéu digitalis giita timg cd
thé, nhitng liéu khuyén cdo dudi day chi la liéu trung binh cho titng nhom tudi:

Tré nhd sinh non dic biét min cdm vdi digitalis, trong khi tré tit 1 thang dén 2 tudi c6 nhu
cau liéu cao hon tré 16n.

Tré em c6 chitc ndng thdn va thé trong khéng mad binh thuong, liéu théng thuong nhu sau:

Liéu tdn cong:

tir 2 dén 5 tudi: 30-40ug/kg thé trong

tit 5 dén 10 wéi: 25-35ug/ke thé trong

trén 10 tudi va ngudi 1dn: ¢6 thé tinh theo thé trong (10-15ug/kg thé trong).

Nén dung liéu khdi ddu bing Y2 liéu tdn cong du kién rdi chia nhd nita con lai lam nhiéu
phan va cho uéng mdi 6-8 gid, tiy theo dap ing liéu.

Liéu duy tri: thong thudng tit 25-35% liéu tin cong
Vi khong thé bé vién thuéc Digoxin-Richter thanh nhiéu phan bing nhau, néu cé thé dudc thi
diing cdc dang bao ché khdc (nhu thudc giot) cho tré em va nhii nhi.

Néu cdm thdy tdc dung cia Digoxin-Richter qud manh hay qud yéu nén bdo ngay cho bdc st
diéu tri hodc dugc si.

CANH BAO VA THAN TRONG

Can than trong dac biét khi dung digoxin cho cdc trudng hgp nhdi mdu cd tim cip hodc bénh
phéi trdm trong Vi nhitng ngudi ndy min cim cao d6 vdi chiing loan nhip tim gay bdi cdc
thudc digitalis.

Nén ngitng udng Digoxin-Richter hai ngay trude khi du dinh khit rung tim, néu khong sé& ¢6
khd ning xdy ra rung tdm that khang tri. Trong trudng hgp bit budc phdi khit rung tim cho
bénh nhan dang diéu tri véi digitalis thi nén gidm dién 4p.

Bénh nhén diéu tri vdi digitalis khi thyc hién thit nghiém ging sitc ¢6 thé c6 nhitng thay déi
ST-T gid.
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Nén thudng xuyén theo doi nong do dién gidi trong huyét thanh va chifc néng thi*n tr@mg khi- \
diéu tri v6i digoxin., /
Digoxin khong ¢6 chi dinh trong di€u trj nhip xoang nhar(hjﬁﬁﬁco k&t hop ¥6i suy ﬁm / (x";
Cic ché phim digitalis it hiéu qud trong suy tim cung lugng cao (nghia la suy. tlm 30 20 #01
dong mach — tinh mach, thi€u mdu, nhiém tring hay cudng gidp). =

Loan nhip tdm nhi k&t hgp vdi cudng gidp thudng dé khdng vdi di€u tri biang digitalis, trong
khi nhitng li¢u thap hon liéu binh thudng lai dugce dung trong trudng hgp nhugc gidp.

Ting calci huyét, ha kali huyét, ha magnesi huy&t c6 thé 1am ting nhiém doc digitalis do d6
can phii dua cédc ion nay tré vé miic binh thudng trudc khi bit dau tri liéu véi digoxin.

Ha calci huyét ¢6 thé lam cho digoxin mat tic dung.

Trong trudng hgp khong dung nap lactose nén lvu ¥ 14 mdi vién nén ¢6 chia 75,25 mg
lactose monohydrat.

Phu ni ¢6 thai va cho con bui
Thong béo ngay cho béac si bi€t n€u ban dang c6 thai hay dang cho con b sifa me.

Chua ¢6 dit liu vé tdc dong gdy doc truc ti€p hay gidn ti€p cla Digoxin trén phdi thai.
Digoxin qua dugc nhau thai, ndng do digoxin huyét thanh thai nhi twdng duong ndng do trong
huy€t thanh me. Digoxin dugc i€t mot phan vao sita me. Mife do man cam ciia cdc tré sd
sinh vdi ché€ phdm digitalis khac nhau nhiéu.

Lai xe va diéu khi€n may méc:
Digoxin-Richter khong anh hudng trén cdc khd ndng nay.

TUGNG TAC THUOC VA CAC DANG TUONG TAC KHAC

Cdc thudc Corticoid, thuéc lgi niéu quai, tiazides, thuéc nhudn trang, amphotericin B, thudc
doi khdng B~ (vi du nhu salbutamol) ¢6 thé lam gidm kali huyét, va gidm magnesi huyét qua
dé lam ting ddc tinh cda digoxin. Nén binh thudng héa mic kali huy€t thanh trude khi diéu
tri v4i digitalis.

Calci, ddc biét sau khi truyén tinh mach, c6 thé gay loan nhip tram trong & bénh nhan dang
dung digitalis.

Quinidin, cdc thuéc déi khdng calci, amiodaron, propafenon, flecainid, indomethacin,
itraconazol va mét s6 khang sinh (vi du erythromycin, tetracyclin) ¢6 thé lam ting nong do
digoxin trong huy€t thanh va do d6 1am tiang nguy co ngd doc.

Pong tri liéu vdi thudc kich thich giao cdm 1am ting ti 1& loan nhip tim that do c4 hai thudc
déu lam ting hoat tinh & dan nhip lac chd.

Céc tdc nhan lam ting nong do kali huyét thanh (vi du nhu spironolacton, amilorid,
triamteren, mudi dn, succinylcholin) ¢6 thé lam ting dot ngot kali tiY ¢d, dan dén loan nhip
tim § nhitng bénh nhan dang diéu tri vdi digitalis.

Phdi hgp digoxin véi cdc thudc chen beta hoic déi khdng Ca c6 thé giy ngung tim hoan toan
do chiing lam tdng tdc ddng 1€n nit nhi that.

Phenytoin c6 thé lam giam ndng do digoxin trong huy&t thanh & trang thai dn dinh.
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Cdc thudc trung hoa acid, kaolin-pectin, sulfasalazin, neomycin, cho!estyra@fn 'm‘ﬁi '55 ra,C' -
nhdn chéng tan sinh, metoclopramid 1am gidm sy hdp thu cta digoxin vaie6 tHé gﬁ‘y ra Bht: )/

I"

hoat digoxin. N 1wl >
Vai khdng sinh ¢6 thé 1am ting hap thu digoxin & dudng rué}\’i\.b 2w /
Thong qua cd ché lam gidm nhu ddng rudt, propanthelin’va-siphenoxylat 1am téng hap thu

digoxin va c6 thé lam ting ngd doc.

Thuc phdm dn vao ciing lic lam gidm t6c dd nhung khong dnh hudng dé€n mitc d§ hap thu.
An nhiéu thifc an xd lam gidm lugng digoxin duge hap thu.

QUA LIEU VA PIEU TRI QUA LIEU

Qui liéu digoxin xdy ra tuong d&i thudng xuyén vi digoxin ¢ bién do giita liéu diéu tri va
liéu gy doc hep.

Triéu chitng: budn ndn, 6i mifa, chdn dn ¢6 thé ¢é tiéu chdy hodc khong, dau bung, ti€t nhiéu
nudc bot va chdy md hdi 1a nhitng ddu hiéu sdm cia qud liéu. C6 thé xdy ra cédc triéu ching
than kinh trung uong nhu nhitc dau, dau mit, mét moi suy nhudc, liét nhe, trdm cdm, 4o gidc,
mat phuong hudng va réi loan cdm nhian mau. Loan nhip tim ba't ky loai nio cé thé phit trién
tir mot trong cdc triéu chitng ¢ tim. Ngoai tam thu that, mach nhip d6i, mach nhip ba, nhip tim
cham, r6i loan din truyén, block nhi thit, nhip tim nhanh nhi ¢6 hay khong ¢6 block nhi that,
nhip lac chd (viing n6i), nhip tim nhanh that, rung thit la nhitng triéu ching thudng gip.
Quing PQ bi kéo dai trong dién tdim dd ¢6 thé la mot ddu hiéu sém. Quing ST dbc xudng
hinh thuyén 1a mot triéu chitng tiéu bi€u; tuy nhién ¢6 thé d6 khong phai 1a dau hiéu cta ngd
doc ma c6 thé chi la hau qua cia diéu tri vdi digitalis.

J tré em céc dau hiéu ngd doc sdm véi mot phin 13 triéu chitng tiéu héa va mot phéan 1a loan
nhip tim, thudng gap nhat 1a rdi loan din truyén, nhip tim nhanh nhi cé block, it gip loan
nhip tim that.

Piéu tri qud liéu:

Trong trudng hdp qud liéu nhe phdi tam ngung udng digoxin, thudng thi chi cin theo doi
bénh nhan va dua nong do kali huyét thanh vé lai binh thudng Ia du.

N€u cén, ¢6 thé cho udng cdc thudc chong loan nhip (atropin, lidocain, phenytoin, v.v.). C6
thé can phdi dat mdy tao nhip hodc khif rung tim, tuy nhién trudng hgp khit rung tim c6 nguy
cd gay tang rung that khdng tri liéu. Lgi niéu bat budc, thim phin hay truyén médu thudng la
khong hiéu qua.

Qud liéu nghiém trong c6 thé din dén ting kali mau giy i vong. Trong trudng hgp nay,
cling v8i cho udng insulin va truyén glucose, ¢6 thé lam thaim phan né€u khong cai thién dudc
tinh trang kali huyét cao.

Trong nhitng trudng hgp de doa tinh mang, c6 thé diing cdc khang thé digoxin dic hiéu.

TAC DUNG KHONG MONG MUON
Théng bdo cho bdc sy nhitng tdac dung khéng mong muén gdp phadi khi si dung thuoc.

b P —
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Ti 1é tac dung khong mong muén 1a 5-20 %, c¢6 khodng 15-20 % trongi'_'
khong mong mudn nghiém trong. \
Tdc dung khong mong mudn dugc liét ké trong bang dudi day theo hé ¢

gap. 4
%
Hé cd quan Rat hay gap Hiém gapl. RAt hi€m gip
(c6 thé gapdtilé 1én | (cothé gapdtilé 1én | (c6 thé gip & ti 1¢ 1én dén
dén 1/10 ngudi) dén 1/1000 ngudi) 1/10000 ngudi)
R&i loan hé mdu va Gidm tiéu ciu
bach ciu

R&iloan dinh dudng | Chdn an
va chuyén héa

Rd&i loan tAm than Linh cdm
Loan tim than
R&i loan hé thinkinh | Chodng ving Pau diu
R&1 loan mit R&i loan thi gidc
(nhin md hay 16a
vang)
R&i loan tim Mach nhip doéi Nhip tim nhanh that
Mach nhip ba Phén ly nhi that
Kéo dai quing PR Nhip ti€p hgp (nit) gia
tang

Ngoai tim thu tim that
mot & hay nhiéu &

Quing ST dbc xudng
Nhip tim nhanh nhi cé
block
Block nhi that
R&i loan tiéu héa Nén Tiéu chay Hoai tif xuit huy€&t rudt
Budn non Pau bung
R&i loan da va mo NG&i ban sin, cic phdn tng
dudi da da khiac
R&i loan nguc va Vi to d nam gidi
hésinh san
R&i loan toan thian va Suy nhugc
tai chd
BAO QUAN

Bdo qudn noi kho rdo, nhiét do dudi 30"C.

HAN DUNG
2 nim k€ tif ngdy sdn xuat. Khéng diing thudc qud han st dung ghi trén bao bi.
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TEN VA PIA cm CUA NHA SAN X A
CHU SG HUU GIAY PHEP LUU HA u
Gedeon Richter Plc. -

Ngay duyét lan cudi: 24 thang 03 nim 2015

TUQ. CUC TRUONG
pT?{UONG PHONG

Nguyin Hay Hang




