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Compositian: Each vial cantains
Active ingredient: Dobutamine HCI equivalent to Dob 250mg,
Other ingredi di tabisulphite, water for i ion q.5...........20 ml

INDICATIONS, GCINTRAINDICA‘I'IGHS. DOSAGE & ADMINISTRATION
AND FOR FURTHER INFORMATION: See the internal leaflet.

Storage: store below 30°C, Manufactured by:
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RX - Prescription only

ZACUTEC

(Dobutamine 250mgfvial 20ml)
INFUSION FOR IV USE

Vial 20ml

Thanh ﬂlan mdi lo chira

Hogt chat: Dobutamin HC! twong dwong vl Dobutamin....... 250mg.

Ta dirgre: Natri metabisulphit, nuedre pha tigm wd... eeneeeen 2 ml

CHI B|NH, CHONG CHI BINH, LIEU DUNG & CACH DUNG VA CAC
THONG TIN KHAC: )Gnmlﬁhmﬁngdﬁnw ung
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Doanh nghigp nhap khiu:

RX- Thude ban theo dom ZACUTEC

(Dobutamin 250mg/ 20ml)
TIEM TRUYEN TINH MACH

Hop 1 lp x 20ml
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ZACUTEC
Dobutamine HCI equivalent
to 250mg/20mi Dobutamine Fi

Dobutamin HCI tirang dromg
viri 250mg/20ml Dobutamin
Tiém truyén finh mach Infusion for IV use
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Rx Thudc bin theo don

Hwéng din siv dung

Thube tiém dung djch ZACUTEC
Dobutamine 250 mg/20ml

THANH PHAN:

MGi g 20 mL ¢6 chira:

Hoat chét: Dobutamine (dudi dang Dobutamine HCl) 250mg
Ta duge: Natri metabisulfite

Nuée cit pha tiém vd 20ml.

CAC DAC TINH DUQC DONG HOC

Téc dyng xuft hién nhanh khi tiém truyén tinh mach, sau 1-
10 phat. Binh tic dyng dat duge trong khodng 10-20 phiit.
Thi gian bén thai khoang 2 phat.

Dobutamine duge chuyén hoa trong gan va cac md théu"lh
nhitng chét chuyén héa khéng cé hoat tinh, trong do chi) yéu
(3 nhing cht lién hep cia Dobutamine va 3 - O-
methyldobutamine. Thudc dao thai qua nuéc tidu dudi dang
nhiing chét chuyén héa.

CAC DPAC TINH DUGC LYC HOC:

Zacutec (Dobutamine) 12 mt chét cudmg giao cam, tac dong
tnre tiép 18n céc thy thé p-adrenergic, lam co co tim mit
cich 18 vét. Thude duge chon d& hé try tudn hoan ngfin han
trong suy tim giai doan cudi. Dobutamine it giy nhip tim
nhanh va loan nhip hon catecholamine ndi sinh hodc
isoproterenol. Thube lam giam tién ganh con dbi voi hau
ganh, thudc con l[am giam nhiéu hon nita, Tac dung duge ly
clia Dobutamine tuong déi phirc tap. Dobutamine c6 mit
trung tim khong dbi xtmg, hai dang d6i hinh (enantiomeric)
cé trong hdn hop racemic {triét quang) duge ding & lam
sdng.

E)fmg phén (-) cua Dobutamine 1a chét chi vin manh cia thy
thé alpha 1 vi c6 thé gdy didp img ting huyét 4p rd rét. Pong
phén {+} [ m{t chit chd vin betal va beta? manh. Hoat tinh

tdng hop cua hai dbng phéin cho mdt tac dyng tang co co manh,

nhumg 1am tang nh¢ hoac vira tin s6 tim.

Péng phin (+) 1 chét chil van beta — adrenergic manh hon
khoang 10 14n so v dbng phan {-). Ca hai ddng phén (3 chét
chu vén hoan toan. )

Cac tac dyng tim mach ciia Dobutamin 13 k€t hop cda nhimg
tinh chét duge [y khic biét cia nhimg dong phin Idp thé (-)
vd (+). Dobutamin tac dung lén tim, Jam ¢o co tim irdi hon
tac dung didu nhip, néu so sanh vdi isoproterenol. Tinh chon
lge hitw ich nay mit phén do sitc can ngoai bién tuong dabi
khéng thay dbi. Cac thy thé alphal & tim ciing gép phan vao
tac dung co cor tim.,

Vi nhimg ligu ting co co ¢o tim twong duong, Dobutamine
lam tang tinh ty d0ng ¢ nit xoang & mic 4§ yéu hon
isoproterenol. Tuy nhién, tac dung téng din truyen nhi-thét
va diin truyén trong thit giéng nhau ddi vai hai thube.
Dobutamine khéng gay giai phong noraredrenalin nfi sinh.
Sau ‘khi ding cdc thudc phong bé beta- adrenergic, tiém
truyén Dobutamine kht’mg lam tang luu legng tim, nhung
stre can 1oan phén ngoai bién tang 1€n, ching 10 Dobutamine
¢6 tic dung tre tiép yéu teén thy thé alpha trong hé mach.

CHi DINH: N ca;f\

Thube duge ding trong dity tr;"suy tim sung huyet, séc

tim, séc nhidm tring, nhdi mdu co tim 4va sau phéu thust

tim. ﬁ:.ﬁ

CHONG CHI DINH:

- Chéng chi dmh Dobutamine hydrochlod le & nhimg
bénh nhan bi hgp durdi van ddng mach ch pd;u vl
cin,

- Bénh nhéan min cam véi Dobutamine hay bat ctr thanh
phén nao ctia thudc, .

LIEU DUNG VA CACH SU DUNG

Lidu khuyén ding:

MGt cach téng quat, the do truyén cin thiét dé lam tang

cung lugng tim thudng & khoang tir 2,5 dén 10ug/kg/phat.

Déi khi te db truyén ting 12n dén 40ug/ke/phit d& dat

duere hiéu qua mong mubn. . .

Ligu ding cho tré em: 2,5 — 10 pg/kg/phit, diéu chinh licu

cho dén khi dat tac dung mong muc‘m

Téc i) truyen déi véi nhimg nong d§ khac nhau:

Hi¢u qua lém sang thy thujc vao nong df dich truyén. Vi

toc 4§ truyén cho nhirng nong do khac nhau nhu sau:

Dobutamme hydrochlnrlde tiém truyén
Téc dd truyen dbi vai ndng dﬁ 250, 500 vi 1000 pg/ml
Thec do Toe dj truyén

‘h”"t‘gf han | o soug/ml® | S00ugmi” | 1000ug/ml™

(u/kg/phi) (ml/kg/phit) | (mi/kg/phat) | (mlkg/phat)
25 0,01 0,005 0,0025
5.0 0,02 0,010 0,0050
7.5 0,03 0,015 0,0075
10,0 0,04 4,020 0,0100
12,5 0,05 0,025 0,0125
15,0 0,06 0,030 0,0150

"250ug/ml cia dung dich pha loang

**500ug/ml hay 250mg/500ml dung dich pha loang

" 1000pg/m! hay 250mg/250ml dung dich pha loang

Lidy duge didu chinh ding tuy theo dp tng cla timg
bénh nhan. Téc d6 théng thuremg 13 2,5-10,0pg/kg trong
legng co thé/phat, tuy vao nhip tim, huyét ap, cung lwgmg
tim va luong nude tidu cia bénh nhan, Nbng do 1en dén
250mg/50ml da ting duge st dung trén ngudi. Khi cin
ngung thudc nén ngung tir tir. Tong thé tich djch truyén
phdi cdn bing vdi nhu cdu vé dich cia bénh nhén,

* Tuong ky: Zacuteo twong ky v6i dung dich kidm va
khang nén trdn vdi dung dich mudi jcarbenate 5%.

Khéng ding chung thube vbi nhu(@ éggmg djch co
chira natri bicarbonate va etha

* Céch pha dich truyén: A[E ;P\‘"
’o
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Khi sir dung, Zacutec phai dugc pha lodng vao it nhit 50mL
mét dich truyén tinh mach trong sé nhimg dung djch sau:
Dung dich Dextrose 5%, dung dich Dextrose 5% va Natri
chlaride 0,45%. dung dich Dextrose 5% va Natri chloride
0,9%, dung dich Dextrose 10%, dung djch [solyte® M vai
Dextrose 5%, dung dich Lactated Ringer's, dung dich
Dextrose 5% trong Lactated Ringer's, dung dijch Natri
chloride 0,9% hofic dung dich WNatri lactate, dung dich

Osmitrol® 20% trong nudc, dung dich Normosol®-Min DSW.

Dung dich truydn tinh mach nén sir dung trong vfmg 24 gid,

dung dich chra Dobutamine hydrochloride cé thé chnycn

thanh mau hbng, v & tang theo thoi gian. Sir thay ddi mau

[a do thubc bi oxy hoa nhe nhung khéng mét hiu Iyc mot

céch ¢b ¥ nghta trong khodng thdi gian da dinh nhu trén,

TAC DUNG PHU:

Ting akip tim, huyi:.(t ép va réi loan hoat dfng tim thit:

Tang nhjp tim, huyét 4p ding mach va ting roi loan hoat

déng tam thét 1a nhimg téc dung phu thuimg gap nhét. Huyét

ap tim thu ting 10-20 mmHg v& nhip tim tdng 5-15

nhip/phitt xay ra & hdu hét céc bénh nhén. Khoang 5% bénh

nhéan truémg thinh ¢é tang ngoai tim thu that trong thii gian
truyén. Nhimg téc dung phy nay lién quan dén lidu ding,

Ha huyét 4p:

Sur ha 4p d8t ngdt thinh thoing xdy ra khi didu tri bing

Dobutamine. Giam liéu thubc hoac tam thoi ngung truyén se

lam huyét 4p nhanh chéng quay v€ gia trj binh thudmg,

Phén img tai chd tiém truyén:

Viém tinh mach thinh thoing duge ghi nhén. Viém tai chd 12

do thude thoét ra ngoai mach méu.

Nhirng tdc dung phy khic: xuét hién véi ti 1& 1-3%, bao

gdm budn non, nhic dau, dau thit nguc, dau ngyce khong dic

hiéu, ddnh tréng nguc va khoé thé xuit hign.

Thay a5 nhir ng xét nghiém phdng thi nghigm: Twong ty

nhimg hgp chét catecholamine khac, Zacutec (Dobutamine)

cd the giy ha kali huyét nhe, fuy nhién rét it khi xuét hién
tinh trang trdm trong,

Pitu tri kéo dai: Truyén thudc kéo dai dén 72 iy khong

gdy nén tAc dung c6 hai nao so vdi viéc truyén thudc trong

thi gian ngén,

*Thing bdo cho Bdc st cdce tdc dung phy gip phai khi si

dung thude.

THAN TRONG:

Téng quar:

1. Trong thisi gian ding Zacutec (Dobutamine), nén theo ddi
lién tuc didn tim 46 (ECG), huyét dp ddng mach, ap suit
mao mach phédi va cung lugng tim.

2, Nén ¢igu chinh viéc ha thé tich mau bang cach ding cac
dung dich 1am tang thé tich trude khi thit 1ap tri lidu véi
Zacutee {Dobutamine).

3. Tuomg ty nhirng chét ddng van By, Zacutec (Dobutamine)
c6 thé fam giam nhe kali huyét thanh, hiém khi din dén
tinh trang ha kali huyét. Tuy nhién vin nén theo doi dé
phong tinh trang ha kali huyét,

4. 81t dyng & tré em: Theo ddi sit nhing dnh hudng lén
huyét dong ngay tirc khic, vi nhiing anh huémg ndy rat
khac nhau cd vé ghfit vil lugng so voi ngudi 16m, Nhip tim
va huyet ap c the ting phd bién hon treng khi 4p lyrc mao
mach phoi bit (PWP) lai tang it hon o tré con, Ngugc lai
so vai ngudi lom, sy gia tAng 4p lyc mao mach phdi bit
(PWP) ¢6 thé xay ra djc bigt d8i vei tre dudi 1 tudi,

Cinh bdo:

1. Tang nhjp tim hay huyet ap: Dobutamine ¢6 thé gay tang
rd rét nhip tim hojc huyét ap, dac bigt 1a huyét ap tim thu.
Nhing nghién <iru [dm sang cho thdy khoang 10% bénh
nhén trudng thanh ¢6 tang khoang 30 nhip/phiit hoic hon

vi khoiang 7,5% bénh nhan ting huyét 4p tim thu
50mmHg hofc hon. Thuéng thi giam lidu ngay s& phyc
hdi nhitng hién tugng nay. Bénh nhén ¢6 cao Thuyet ap
trude d6 s& ¢6 nguy co ting dap tmg ha huyét 4p qua
mire,

2. Din truyén nhi thit: VI Dobutamine lim ting dn
truy&n nhi thit, nén dap tmg thit nhanh s& khéng quan
sat duge & nhifng bénh nhin bi rung nhi.

3. Npoai tdm thu thit: Dobutamine ¢t thé thic déy ngoai
tam thu thit, nhumg hiém khi ghy nhip nhanh thét,

4. Trong trudng hop dong mau that tréi bj can trg dang ké
cling nhir hep van dgng mach chi ning, thube co thé
khong c6 tac dyng.

5. Nhitng phan di ung tr nhign di kém khi ding
Dobutamine hydrochloride bao gém phdt ban & da, sot,
tang bach cdu 4i toan va co thét phé quan.

6. Zacutec chira sodium metabisulfite ¢6 thé gdy ra nhitng
phan trng dj &ng, dac bigt ¢d thé gy ra nhimng phan (ing
dj ung va nhimg con hen nghiém trong o nhimg bgnh
nhin cé bénh suyén.

7. Biu trj sau nhéi méu co tim: Nhitng nghién clru 1am
sang vin chua du dé khﬁng dinh sy an todn cla Zacutec
trong qua trinh diéu tri sau nho:fmau cor tim‘ Sk dung

N
nhitmg thudc ¢o tic dung ting sl oo \;i f im s& lam
ting nguy ca lam rong vung n ﬁhﬂu Tuy nhién chua
¢¢ nhitng bdo céo vé vige Zacutet c6 thé gdy ra nhitng
tic dung phy ndy.

PHY N CO THAI VA CHO CON BU:

- Khang nén sir dung Zacutec cho phy nit ¢o thai vi chi
st dung khi nhimg lgi ich mong doi cao hon nhidu so
v&i nhitng nguy co anh hudng dén thai nhi.

- Vi chua xac dinh Dobutamine ¢ bai tiét vao sita nguoi
hay khéng, vi thé ba me nén tam thdi ngung cho con bl
khi dang ding thube.

TAC DUNG CUA THUOC KHI LAI XE VA VAN

HANH MAY MOC

Vi Zacutec {Dobutamine) c6 thé piy budn ndn, nhirc dau,

ha huyét 4p & mit sb nguoi do dé cln thin trong trong

vige van hanh may mée khi dang diing thuéc.

QUA LIEU

Nhimg triéu chimg quz 1idu 12 tang huyét 4p vi/hozc nhip

tim nhanh. Phai gidm téc 49 tiém truyén Dobutamin hogc

ngirng tiém truyén cho tdi khi tinh trang én dinh trd lai.

TUONG TAC THUOC:

- Nhimg nghién ciiu lm sang cho thdy khong ¢6 nhimg
bing chimg vé tuong tac thudc giita Dobutamine vdi
nhimg thudc nhv Digitalis, Furosemide, Spironolacton,
Lidocaine, Nitroglycerin, Nitroprusside, Isosorbide
dinitrate, Morphine, Atropine, Heparin, protamine,
Potassium chloride, Acid folic vd Acetaminophen.

- O nhimg bénh nhan rung nhi ¢6 d4p (mg that nhanh,
nén sir dyng Digitalis trude khi ding Dobutamine.

- Raoi loan nhip cd thé 12 két qud st dung Dobutamine
clng véi Bretylium,

- Co thé gay ra cao huyét ap trdm trong khi ding phdi
hgp Dobutamine v& Guanethidine bdi vi Guanethidine
¢6 thé 1am tang d4p g huyét 4p trén nhimg thude van
mach ¢6 tac ddng trye tiép.

- Khi ding dbng thdi Dobutamine va thubc gdy mé

hydrocarbon halogen, higu qué cua catecholamine trén
co tim ¢4 thé bj nhay cam do thudc gdy mé s& din dén
1&i loan nhip trdm trong.

- Trong san khoa, vai thubc kich dé c6 thé gdy tang huyét

4p nang va kéo dai khi sir dung ddng thi véi
ewmfc
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mach, trong dé cé Dobutamine, dé didu chinh tinh trang
ha huyét ap.

Nhimg dép tmg huyét 4p cua thudc vén mach tac dong
tryc tiép c6 thé bi anh huéng bai thube thube chéng trim
cdm ba vong. Chéng' chi dinh st dung ddng thoi
Dobutamine véi céc thude IMAO vi ¢6 thé din dén nhimg
tac dung phy de doa tinh mang vi dy con khung hoang cao

huyét 4p, tryy tim mach, r6i loan nhip va xuét huyét ngi so.

Nhimng thudc din mach c¢6 tic dong cha yéu trén tinh
mach (nhu Nitrate, Natri nitroprusside) khi sir dung phdi
hgp véi Dobutamine c6 thé gdy ting cung luong tim va
lam gidm hon nirta khang lyc mach méu ngoai bién ciing
nhur ap lyc d déy thét trai hon khi sir dung d0'n trj ligu.
Dung Dobutamine cé thé din dén tang nhu cdu Insulin &
bénh nhin tiéu duong.

Pau nguc va rbi loan nhjp dugc ghi nhdn khi sir dung
déng théi Dobutamine liéu cao véi thube e ché men
chuyén (nhu Catopril) vi c6 thé 1am ting cung lugng tim
di kém véi tang nhu cdu sir dung oxygen cia co tim.

Phbi i hop Dobutamine véi Dopamine lam ting manh huyét
ap. Ap luc dé ddy thét trai giam hoac khong dbi.

- Zacutec (Dobutamine) cé thé khéng cé higu qua trén
nhitng bénl_) nhén vira méi s dung thuégc chen B do
vige tang d6i khang mach ngoai bién c6 the xay ra.

BAO QUAN: Bio quan & nhiét do duai 30°C, tranh 4nh

sang. .

TIEU CHUAN: Nha san xuét.

HAN DUNG: 2 niim ké tir ngay san xudt.

TRINH BAY: 1 lo 20ml/hjp.

KHUYEN CAO:

- Poc kg huéng déin sir dung t

- Neéu can thém thdng tin, xin h¢

- Bdo quén thube tranh xa tAm

- Thube nay chi diing theo sw ke ¢

NHA SAN XUAT:

FISIOPHARMA SRL.
Nucleo Industriale, 84020 Palomonte, Italy.
FAX: 390828 997492 —DT: 39 0828 997491

PHO CUC TRUONG
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