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Rx Prescription drug
DEXDOBU
Dobutamin 250 mg/5 ml

Solution for injection
IV infusion

Net content: 5 ampoules x 5 ml %

Composition: C Indicati

I BN
Each 5 ml comtains Dosage and administration,
Dobutamin HCl aquivalent to ‘Warnings and precautions, MD
Dobutamin 250 mg Side affects and Drug Interactions: ED
See anclosed (nafinl.

Rx Prescription drug
DEXDOBU
Dobutamin 250 mg/5 ml

Solution for injection
IV infusion

Rx Thudic bin thea don

DEXDOBU

Dung dich bém. Dobutamine 250 mg/ 5 mL.

Hp 5 6ng x 5 mL. SDK: XX-X000(-XX.

Buding ddng: Tim truydn tinh mach

Chi dinh, chdng chi dinh, 8u ding, cach ding,
than trong va cac thdng tin khac: xin doc trong b
huing dan s dyng kém theo. S8 K5 SX, NSX, HD:
xem “BN", "MD", "ED" trén bao bi. Ngay hét han 13
ngay 01 cua thing hét han in trén bao bi.

Bao quan & nhiét d5 dutdi 30°C, tranh anh sdng.
DE xa tAm tay tré em.
Boc kif hudng diin sif dyng tnrée khi ding.
5an xudt bdl: PT. Ferron Par Pharmaceuticals,
Jababeka [ndustrial Estate |, )|, Jababeka VI, Blok
13 Clkarang, Bekasi-Indonesia
Nhi nhip khiu: VIMEDEMEX BINH DUONG,
toh B Durng. Net content: 5 ampoules x 5 mi

STORE AT TEMPERATURE BELOW 30°C,

Manufactured by:
PROTECT FROM LIGHT.

PT. Farron Par Pharmaceuticals
Jababeks industrial Estate |

JI. Jababeka VI Blok 13 Cikarang
Bekasl-Indonesia

Keep out of reach of children,
Read paciage Insert carsfully before use.

Reg. Mo.: XX-X00X-XX

2. Label

Rx Prescription drug
DEXDOBU
Dobutamin 250 mg/5 mi
IV infusion

Solution for injection
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Rx Thuéc ban theo don §
DEXDOBU A5 Dexa)iitaitm

Dobutamine

Dung dich tiém truyén

Thanh phan

Mdi 5 ml chira:

Hoat chat:

Dobutamine hydrochlorid twong dwong véi dobutamine 250 mg
Ta duoc:

Natri metabisulphite, povidone 12 PF, nwdc pha tiém

Dwee ly hoco

Dwoce Iwve hoc:

Dobutamine 1a mot amin c6 tac dung gibng giao cam, cé tac dung kich thich manh thy thé B,

cla tim va tac dung yéu trén thu thé a, va .. Dobutamine kich thich trwc tidp thu thé B, clia tim

“lam tAng 'co co timva thé tich tam thu, kKét qua 1am tang cung ILFQ'ng tim. o ILPO'ng mau mach
vanh va viéc tiéu thu oxy co tim thuong tang do tang co chitim. KHong giong dopamine,

dobutamine khéng gay gidi phéng norepinephrine ndi sinh. N /

Dobutamine lam giam ap luc lam day tam that trén (gidm tién ganh} va tao diéu kién cho nat

dan truyén nhi that.

Dwege ddng hoc:

Hap thu:

Tac dung cha Dobutamin xuét hign sau 2 phit diing diréng tinh mach. Néng do dinh trong
huyét trong dat dwoc trong vong 10 phit sau khi tiém truyén tinh mach.

Phan bb: .
Chuwra r6 dobutamine cd vao nhau thai va bai tiét qua sira me hay khong.

Thai triv:

Théi gian ban hiy trong huyét twong cda dobutamine khodng 2 phut.

Dobutamine dwec chuyén hda trong gan va cac méd bdi catechol-O-methyltransferase thanh
chat chuyén hoa khéng ¢6 hoat tinh 3-O-methyldobutamine va bei lign hop voi acid glucuronlc
Chét lien hgp clia dobutamine va 3-O-methyldobutamine dwec thai trie phan Ién qua nwoc tiéu
va mot it trong phan.

Chi dinh o ‘
Hb tror co co tim trang didu tri suy tim sung huyét cap hodc sbc tim.

Chéng chi dinh
Chéng chi dinh Dobutamine & bénh nhan b hep duwéi van ddéng mach ch phi dai vo cén hodc
man cam v&i thudc hay bat ky thanh phan nao trong céng thirc.

Liéu lweng va cach diing

Puirng dung: tiém truyén tinh mach (IV)

Dobutamine hydrochlorid chi duvoc ding dudng tiém truyén tinh mach. Liéu thong thwong 1a
2,5-10 pg/kg/phit. Trong cac tru@ng h0’p hiém gép, da can tbc do truyén &n dén 40 pglkg/phit
dé dat dwoc tac dung mong mudn. Liéu diing nén dwec diéu chinh theo tirng bénh nhan, theo
nhip tim, nhip mach, huyét &p va su bai niéu cua tirng bénh nhan. Dung nap thudc mot phan co
thé phat sinh néu thoi gian tiém truyén kéo dai hon 72 gioy, trong nhirng trieérng hop nay, co thé
c¢An phai tang liéu.



Dung dich tiém vo tring 250 mg/ 5 mt:
Lieu dung duge xac dinh nhw sau:

Mot (1) éng Hai (2) 6ng Bon (4) éng
250 mg dobutamine 500 mg dobutamine | 1000 mg dobutamine
trong 1000 ml trong 1000 mi trong 1000 ml
dung dich truyén dung dich truyén dung dich truyén
Liéu dung Toc @6 truyén Téc 4o truyén The do truyén
Hg/kg/phit mb‘kg/phut ml/kg/phut mlfkg/phut
2,5 0,01 0,005 0,0025
5 0,02 0,01 0,005
7.5 0,03 0,015 0,0075
10 0,04 0,02 0,01
12,5 0,05 0,025 0,0125
15 0,06 0,03 0,015

Cac fri s6 tbe do truyén tirong i¥ng véi mbi liéu ding drge nhan 1én theo can nang cla bénh
nhan. Téc do truyén duwrgre tinh bang mililit/ pht.

Pha lodng:

Dung dé truyén: dung dich tiém v tring duoc pha loding trong dung dich natri chloride sinh Iy
hay dung dich glucose (glucose sinh ly). Khi bdo quan & nhiét do phong, dung dich truyén sau
khi pha lodng chi ding trong vong 12 gidy, va khi bdo quan trong ti lanh nén d[mg trong vong 24
gicy.

Dobutamine khéng duroc pha loang trong dung dich kiém va khong \\i;&’b:lc d{uﬁg dé két hop vai
cac thude khac hay pha lodng trong dung dich c6 chira natri bisulfate \)@ﬁa\t/henol

Canh bao va than trong

s Trong khi diéu tri v&i dobutamine, nén theo doi dién tam dé (ECG) va huyet ap lién tuc.
Thém vao dé, phai kiém soat ap Iuc 1am day tim va cung Iwong tim néu co thé.

» Chirng gidm thé tich mau phai duoc digu chinh triede khi bat dau didu tri bdng dobutamine.

« Dobutamine duwoe ding than trong khi cd gidm huyét ap nghiém trong di kém v&i sée tim.
Vigc gidm huyét ap nguoce trd lai thinh thodng dwoc mo ta khi diéu tri két hop voi
dobutamine.

¢ Dobutamine co thé gay dau ngwc & bénh nhan mac bénh tim-mach vanh. Do doé, can trong
khi chi dinh liéu.

¢ Than trong sau nhdi mau co tim cap, can tranh cac thude 1am tang nhip tim va co co tim qua
mire do c6 thé lam tang tieu thu oxy clia co tim va cap do nhdi mau.

¢ Dobutamine thir¢rng gay tdng nhe huyét ap tam thu (10-20 mmHg) va nhip tim (5-10 1an/
phit). Huyét ap tang cao bt thirérng duwoc bao cao, dac biét & nhirng bénh nhan cao huyét
ap dbéng mach.

e Dbi khi co thé xdy ra nhip tim nhanh qua mirc. Ngwng truyén hay giam tdc dod truyén giup
nhanh chéng tr& lai tinh trang binh thuéng.

» Dobutamine lam ting dan truyén nhi that. Do d6, than trong khi chi dinh liéu cho bénh nhan
co rung nhi. Nhitng bénh nhan nay cin dwoc ding digitalin tredc khi bat dau digu tri vei
dobutamine.

» Dobutamine ¢6 thé gay ra lac vi tam that.

» Can ngirng thubc tir tir.

Str dung & tré em:
Do an toan va hiéu qua clia viéc dung dobutamine cho tré em chwa dwoce xac dinh.

Str dung & phu ni¥ co that. )
Dobutamine chwa ducc sir.dung cho phu nl¥ mang thai, cac bac sTnén can nhac gitra lgi ich va
nguy co cla viéc diung thuoe.
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St¥ dung khi cho con bu:

Khéng biét dobutamine co bai tiét qua stra me hay khong. Vi nhiéu thuéc dwoc bai tiét qua stra
me nén can than trong khi dung dobutamine déi véi phu ni dang cho con bu. Néu ngudi me
can diéu tri véi dobutamine thi can ngirng cho con bu trong théi gian diéu tri.

Tac dung phu ) )

Cac phan u'ng phu chtl yéu phu thuéc vao lidu lrgng, va cé thé kiém soat bang viéc gidm téc
dé tiém truyén. Vi dobutamine dwoc bai tiét hoan toan trong vong 10 phut, cac phan trng phu sé
nhanh chéng bién méat bang viéc gidm liéu hodc ngirng truyén. Budn nén, dau dau, danh tréng
ngwe, khoé thé va dau nguc duoc bao céo la cac phan (rng phu phd bién nhat.

Théng bao cho bac si nhirng tac dung khéng mong muén gip phai khi sir dung thubc.

Twong tac thude

Viéc str dung ddng thei dobutamine va nitroprusside lam tang cung luong tim va thuéng co6 ap
suat thily phdi thap hon so vei viée dung thuée don déc. Dobutamine cé thé khéng co tac dung
néu bénh nhan vira méi ding mét sé thudc chen beta-adrenergic. Trong trwdng hop nay, strc
can mach ngoai vi cé thé téng.

Tac dong trén kha nang lai xe va van hanh may moéc )
Khong c6, dwa trén co sé& vé chi dinh dung va théi gian ban hiy ngén cia thuée.

Qua liéu /

Nhirng triéu chirng qua liéu |a tang huyét ap hodc nhip tim nhanh

XU tri: viéc dau tién can lam Ia gidm téc d6 tiém truyén hoc ngién zénytruyén cho @én khi tinh
trang &n dinh tr& lai. Trong diéu tri qua lidu dobutamine, cac bié ap can 1am 1a ngteng ding
thube, Iwu y dwong the, dam bao oxy va thong khi.

Quy cach dong goi
Hop 5 éng x 5 mL.

Han ding: 24 thang ké tir ngay san xuét.
Bao quan

BAO QUAN O NHIET B0 DOl 30°C, TRANH ANH SANG.
Khéng diing thudc qua han st dung da ghi trén bao bi.

Boc ky hwong dén sir dung trwére khi diing.
Néu can thém théng tin, xin hoi y kién bac si.

THUOC NAY CHIi DUNG THEO BON CUA BAC SI.

DE THUOC XA TAM TAY CUA TRE EM.

San xuét boi: P
PT Ferron Par Pharmaceuticals F &

Jababeka Industrial Estate | {17
JI. Jababeka VI Blok J3, Cikarang £
Bekasi-Indonesia ‘\&
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