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Dobutamin Giulini® 250 mg
Nooyramun JExynmau® 250 mg

Dobutamine hydrochloride ;

1.

2.
1 ¢naxon 530 mg cyx npax ChAbDKA!

_ AME HA JEKAPCTBEHUSI ITPOAYKT
Dobutamin Giuluni®/Jobyramun Hiymuau 250 mg

KOJHUYECTBEH 1 KAYECTBEH CbCTAB

WHHUCTERPCTBO HA BEPABEORASE. . 10

RpnaoKenye uM

paspateyns sa ovsoa e

Wl #1101 .04

Yy

280 mg dobutamine hydrochloride, otroeapsnt sHa 250 mg dobutamine.

3. JEKAPCTBEHA ®OPMA

Cyx mpax 3a ¥HTpaBeHO3Ha HHDY3HA, SAMHHYHA 034,
4. KJINHAYHA TAHHHA

41 TepaneBTUYHU NOKA3aHWUA

Jlevenne Ha NANUEHTH C KOHI'ECTHBHA ChpAcHHA HEAOCTaTRYHOCT

4.2
A. JlozupoBra

Llo3npoBKa M HaunH Ha NpunoXxeHue

Jlo3sMpOBKaTa H NPOIBDKHTENHOCTTA Ha JISUCHHETO Ce ONPENEIsT OT IeKyBamus Texap!

Dobutamine TpsabBa xa ce H0o3HMpa HEARBHIYATHO.

#

Heobxoaumara ckopocT Ha HHGY3Hs ce ch00passBa ¢ OTTOBOPA Ha HALHEHTa KbM JICUEHMETO H CTPaHHUHHTE

peaKiiH, KOHTO BR3HHKBAT.

Bwapacmuu:
Q6uuaiina nosza: 2.5 - 10 ug/ke/b.w./min.

B oTnennu ciydan ce npexnucear gozu no 40 pg/ke/b.w./min.

Heya:
O6puatina goza: 1 - 15 pgkg/b.w./min.

Ilpu nenia MuHMMAnHaTa eeKTHEHA 1032 € MO-BUCOKa, OTKOJIKOTO pH Be3pacTHu. Heobxoaumara 1o3a npH
zena Tpsaosa na O'ple BHUMaTeNHo nondpaHa, Tei KaTo npenaparsT BePOATHO HMa I0-MajiKa TepaneBTHYHA
IIMpHHA B AETCKATa BE3pacT. I10-rofsaMa yacT OT HexeNlaHHTe peakiuy, 0cobeHo TaxuKapaus, ce HabmoAaBaT
Opy J03a PaBHa M o-roltMa ot 7.5 pg/kg/b.w./min.

Hpenoprusa ce NpeRH CrkpaHe Ha JISYEHHETO, J03aT4 [a ¢& HAMANH MIOCTENIEHHO.
Tabnuiy 33 Ha4YHH HA NO3UPAHEe H CKOPOCT HA HHAY3UATA CIIOPEX PA3NMUHHTE H3XOAHH KOBLUEHTpaUHy Ha

Dobutamin

ﬂos'ugoezca 34 HBQQV.?OQHG HOMRQ.

Enuu dmaxon ot 250 mg Dobutamin Giulini, pazreopen B 50 ml pastsop.

Peoscum na dosupare

Cropocm na ungysusma mi/howr™  (mlimin)*

Tezno na nayuenma

Huckn po3n ml/hour

ml/min

2.5 png'kg/min

Cpennn gozu ml/gac  mb/ hour

50 kg 70 kg 90 kg
1.5 2.1 2.9
(0.025) (0.035) (0.045)

3.0 4.2 5.4




(0.05) (0.07) (0.09)
5 pg/kg/min ml/min
Bucoxs go3u ml/uac  ml/ hour 6.0 8.4 10.8
(0.10) (0.14) (0.18)
10 pg/kg/min mi/min

*[Ipu KBOiiHA KOHIEHTPaIuUA, T. . px 2 no 250 mg Dobutamin B 50 ml pa3Teop Tpabsa Aa ce Hamanu
HAnOAOBYHA CKOPOCTTa Ha uHbYy3HsTa.

Jloznposka 3a anapaT 3a HHQY3us:
Exwpn dnakor ot 250 mg Dobutamin, pazrsopen B 500 ml pasrsop.

Peoicum na dozupane Cxopocm Ha wigysuama mi/hour™®
(kanwu/min)*
Tezno Ha nayuenma
50kg 70kg 90kg
Hucxu po3u mi‘hour 15 21 27
2.5 pg/kg/min KAIIKH/min (5) D ©
CpeJinn Z034 ml/hour 30 42 54
5 pg/kg/min KalKu/mirn (10) (19 (18
Bricoxu 1036 mb/ hour 60 84 108
10 pgfke/min KankH/min (20) 28) (36)

*ITpu JBO¥iHA KOHNEHTpauus, T. €. py 2 o 250 mg Dobutamin 8 500 ml pasreop, choTBETHO 250 mg
Dobutamin g 250 ml pasteop, ckopocrTa Ha HH(yy3naTa TpAdBa la ce HaMaJlH HarnoJOBHHA.
[IperiopbuBa ce Npeny cunpane Ha Dobutamin, gozata ga ce peAynupa IOCTENEHHO.

. Hauun ba npuaoxeHmue
Dobutamin Giulini 250 mg ce nperoprYBa caMo 3a BeHO3HA MHGY3MA H ClIel paspekJade Ha CyXHs npax!

Yrazanue 3a npuzomesnne Ha unVIUOHRUA PAIMEOD

Dobutamin Giulini 250 mg cyx upax ce pasreaps B 10 ml Bojla 3a HEKEKTHpaHe WA 5% pasTBOP Ha INIIOKO32.
Axo cyxara cybcranuist He ce pasTBOPH HAIBIIHO, AobasaT ce ome 10 mi.

PastsopeHara cyx npax Dobutamin Giulini Tpsfsa fia ce paspean AOBAHUTENHO peny HHGY3HA . 3a neara
MOFAT [ia CE H3MON3Bar 5 % pasTBop Ha rIHOK03a, (HPH3UOTOTHYeH PasTBOp, Pa3TBOP HA PHHIEP-JIAKTAT.
TIperopb4Ba ce M3GATBAHETO HA CONEBH PAa3TBOPH 32 IbPBOHAYaMHa HHQY3HUA , THH KATO MOTaT Ja HaMaisiT
PA3TBOPHMOCTTA Ha MEAHKAMEHTA.

TEif KaTO HpUTEXaBA KpaThK nonyawsot Dobutamin Giulini 250 mg TpaGea a4 ce NpUiIoKi caMo KaTo
NpOUBIDKATENHA HHTPa-BEHO3HA HHAY3HA.

ITo BpeMe Ha IPUIIOKEHHETO MY TpsAOBa MHOTO CTPHKTHO /I C€ KOHTPOJMPAT : Chp/IeyHaTa 4eCTOTa M PUTHM,
KPBBHOTO HalsiraHe, JHype3aTa u ckopocTTa Ha uHdysusra. Tlpn Bp3MOKHOCT, A2 ¢& MOHHTOPHPa MHHYTHHS
chpAeyYeH 06eM, IEHTPAHOTO BEHO3HO HAJAraHe 1 6enoxpobHOTO KAHASPHO HajlsiraHe.

HQQ()bﬂMJmeﬂyocm HO ASYEHUemD
HpOIL’Bﬂ)KHTeHHOCTTa Ha HH@YBHOHHOTO JICYCHHE CC C’bOﬁpﬂSHBa C KNHHHYHHATE HYKAH Ha MalHeHTa i Ce

ONIpeNens OT JeKapCKoTo Ha3HAYEHHE.

Buumanpue!

TIpu mosABa Ha NpH3HALY HA MHTOKCAKAIYA Ia Ce IPeKpaTH HHQys3HATA ¢ Dobutamin, TIpu HeoOxomuMoOCT OT
TepaneBTHYHH MEPKH Ce NpUNaraT: MMJokauH, Geta- 6IOKEP B APYIH CHMIITOMATHYHY CPELCTBA.

VYrazagnga
TIpy HempeKLCHATO HPUIICKEHHE B IIPOALIDKEHHE Ha IoBeYe 0T 72 yaca MOXE Aa Ce MOABH TONEPaHTHOCT KOeTo

Ja HaloKH TOBHITABAHE Ha N034aT1a.




4.3 TiporuBonokasaHus

Dobutamine ne Moxe ga Ophe NpUnarad B CISIHHATE CIydaH:

®  H3BECTHA CBPBXYYBCTBHTENHOCT KbM dobutamine

e  MEeXaHHYHM NpPeukH 3a HATbIBaHe HA ChPACUHATA KaMepa W/l KpbBooGphINeHeTo ( Hanp. CHpAeYHa
TaMIIOHAMA - KOHCTPHKTHBCH MEePUKapAnT, XuriepTpodudHa o0CTpyKTHBHA KapOHOMHONATH, TEXKKA
CTEHO03a Ha a0pTaTa)
XUITOBOJIEMMYHH CBCTORHHIA

¢ gpeuenne ¢ MAQ-uEXHORTODH

4.4 Creumanny NMpoTUMEONOKasakua U cneumantu npenynpexaeHus 3a ynorpeba

JIoKamHO NOoBHINEHHe UITH IIOHWKEHNe Ha KOPOHapHHUA KPHBOTOK MOXE N1a ce HalOnoAaBa NpH TEpanus ¢
Dobutamin, KoeTo MOKe Ja IPOMEH# KHCIOPORHAT2 MUOKapAHA KoHcyMawys. JIpomana Ha KIMHEYHKTE
CHMHOTOMH MOXe Ja ce HaGMonasa pH NalHeHTH ¢ TEXKa KOPoHapHa 6o1ecT, 0C00eH0 aKko TepanuaTa ¢
Dobutamin e cBhp3ana ChC 3HAYHTENHO NOBHIIABAHE HA CHPICUHATA YECTOTA H/HIH apTepialHOTO HaNATAHE.
Kaxto BcHYxH ¢yGCTaHUMA C IO3MTHEEH HHOTPOIeH edekT, npunoxennero Ha Dobutamin npy nanuenT# ¢
HCXEMHYHA GOIeCT Ha cHplieTo TpAbsa Ja ce NpeleHBa CTPOTO MHBAMBHAYAIHO.

TIpe xapAKOTeHeH LIOK, XapaKTepe3upall e ChC ChpAeYHA HENOCTATHYHOCT U TEKKa XUITOTOBHS H IPH
cenrTHyeH Mok Dopamin € TbpBY N300p HA TEpanys.

Tipu HapymieHa BeHTPUKY Aapia QyHKIMs, TOBHINCHO AYACTONHO HAJIATaHe U IOBUINEHA CHCTEMHA
PE3UCTEHTHOCT AONBIHATENHOTO HpHilokeHue Ha dobutamin pyu nasuenTH Beve nofyJapariy dopamin Moxe
pa bp1e OHaronpUaTHO.

45 JlexapcTBeHW U APYrY B3aUMOHEHCTBUA

EpnnoppeMenno npunoserne Ha Dobutamin 1 :

- B-peyenmopen fnoxep , MOXe Ia JOBEhE N0 oTcnabBane HA KaTeXONIAMHHOBHTE eeKTH, OPajH
KOMIIETHTHBHA MHXHOMIWSA Ha peenTopuTe. B Te3u ciyyau, nopand mnpeobnanapaHe Ha anda-edexTute
MOKE [a BB3HHKHE Ba30-KOHCTPHKLHS Ha NepudepHITE KPHBOHOCHH CHA0BE C INOBMILEHHE HA KPEBHOTO
Halgraue.

- a-peyenmopra 6roKadd € BE3MOKHO yBeluyaBaHe Ha Oera-MumernynnTe edextd Ha Dobutamin ¢
TpOSBH Ha TI0-H3Pa3eHa TaXuKapius 1 nepudiepHa BasofHIaTa ks

- geno3Hu gasoduwramamopy { HATpP. HATPATH; HUTPONPOCHI-HATPHIH), MOKeE Ja IPEAH3BHKE OBHIIABAHE Ha
MAHYTHHSA chpAedeH 00eM, KakTo ¥ Jia IPOBOKUpa HO-H3pa3eHo clafaHe Ha NepuepHOTO CBI0BO
CHIPOTHBIICHAS H HAa KAMEPHOTO KpaiHo AHACTOMHO HANSIIaHE

- ACE unxuumopu (Hanp. KanTonphil), MOXe Ja foBede 10 NOBHileHHE Ha MERYTHHS ChPAEUYeH obeMm ¢
HOBHINEHA KHCIOPOAHA KOHCYMALH OT CTpaHa Ha ChPASHHMA MycKyl. IIpH TakuBa ClIyJay € Bp3MOXHA
[0ABa Ha CTEHOKApAHH OIUIAKBAHHA H PUTHMHH HADYIIEHHS

- Jonamun - 33 PasliEKa OT MOHOTepanusaTa ¢ Dobutamin, koMGHHHPaHOTO MpuioxeHne Ha Dobutamin ¢
Dopamin Bogu (kaTo (yHKIHs Ha TONaMHHOBOTO FO3HpaHe) 0 0-H3paseHOTo MOBHIIABAHE Ha
apTEPHANHOTO HaligraHe M IO CHajaHe MK IO JHICA Ha NPOMEHHE B KAMEPHOTO JHACTONHO IhiHEHE.

- MAO unxubumopu - HpOTUBONIOKAZAHO €, IOPAKH ONACHOCT OT 3acTpalliaBaulH ;XHBOTA CIPaHHYHU ABNeHys (Hanp.
XHNEPTOHHYHH KPH3H, MO3BUHH KPBBOHINHEH, DHTEMHEN HAPYNICHE, CIHPAHE Ha CBPOSYHATA ne}‘&ﬂoc'r).

TIpunoxeruero na Dobutamin Moxe a DoBeAe A0 NOBHILECHI HHCYIUHOBY BYXAH IIPH NAIMEHTH ¢ Juaber.
HrBara Ha TAIOKO3aTa PH AHAGSTHI(H MPH Te3H clIyJan TpAORa fa ce KOHTPOJHPAT B HAYAIOTO Ha TEpallisTa ¢
Dobutamin, npu cMsHa CKOPOCTTa HA HH(Y3HATa U [[PH NPEeyCTaHOBABAHE Ha MH(Y3HATA H, aKO € HEOOXOANMO,
JIO3UTE HA HHCYNHHA TPAOBA Jia ce KOPHIKpaT

486 bBpemMeHHOCT N KbpMeHe
T} KaTo HIMA HANMYEH OIUT [0 OTHOLIEHUE Ha 6€301acHOCTTa IO BpeMe Ha GpemerHocT, Dobutamin tpsabsa
I ce TIpHIIara caMo [0 KH3HEHH HHAMKAHHH H KOTaTo HMa Bb3MOKHOCT 3@ JPYTO II0-MAJKO PHCKOBO JICUEHHE.



Axo o BpeME HA KEPMEHE Ce Hajlara ASUeHHne, TO0 KbpMEHETO TpHﬁBa Ja c€ IpeyCTaHOBH O BpeME Ha
TepanuATa.

4.7 Edektu Bpxy cnocodbHOCTTa 3a wogupase n paboTta ¢ MatliMHu
He ca rabmoaaBaHy.

48 HexernaHm riekapcTBeHW peakuum

Hopu npn negeHne ¢ oGuualinnTe Fo3y, Dobutamin npeAysBHKBa IO MPaBHIIO MOBKHILEHHE Ha CHpASYHATA
yecToTa ¢ 5-15 yhapa Ha MuHYTa IIPH NOBEYETO NANEHTH. B KIMHIYHHA IpoyyBaHus € HabmoxaBaHo
NOBHIISHNE HA CBhpHeuHaTa YectoTa Ao 30 yHapa unM rosede 3a Munyta po 10 % ot nauuenTHTe.

ITosuieHye Ha CACTONMYHOTO KpbBHO Haistrane( 1o 10-20 mm Hg npu noBeyeTo HAHEHTH) € HabnonaBaHo
CBINIO TAKA TIPH TEPANeBTHYHH 034, B KIMHUYHH NpOy4YBaHHs NOBHIICHHE Ha apTepHANHOTO Hansrane ¢ 50
mm Hg nnu noseue ¢ HaGnrogapaHo npH 7.5 % ot nanuenTaTe. Ilo ~BHCOKO NOKaYBaHe HA aPTEPHANHOTO
HanAraHe Tps6Ba Aa ce 04aKpa HPH NAHMEHTH ¢ apTepHansa XHIICPTOBMA.

Ps3K0 ¥ H3paseHo cnafaHe Ha apTEPHANHOTO HaNAraHe, e HabIoaBaHO H OTAEAHH CIIyYau, KOETOo ce
HopManH3apa Gbp30 clel HaMalgBaHe Ha 03aTa WK CIIHpane Ha nHQy3uaTa.JledeHue Ha ChLIOTO MOXKE Ja Ce
HANOKH B H30/IUPaHH CliydaH.

Dobutamin MOke Za NpeAA3BHKa HIIH Ja 3aCHIM CHHISCTBYBALIH KaMepHH apHTMHH.

J[030-2aBHCHMO HOBHIIICHYE HA KAMEPHH EKCTPACHCTONH O BpeMe Ha NobyTaMyHOBa MH(Y3Hs € HabmozasaHa
np4 5 % oT nauneHTHTe. KaMepHu TaXHKapAuH HiH KaMEPHO TPeNTeHe ce HabmoRasa PAKo.

Trit karo Dobutamin cikeCgBa BpeMeTo Ha AV nposexaH, pH HNALUeHTH ¢ NpeAChPAHO TpenTeHe MOXE Aa
ce TIOBMIIH YECTOTATa Ha KaMepHHTe chKpalenys. TTannenTH ¢ IpeackpaHO TPenTeHe U Ghp30 KaMepHo
npoBekaane TpsOBa fa ce JUTHTANH3UPAT Ipeax NPHIKEHHETO .

B oTaenss ciyuad e yablioJapaHa HesHa4HTeNHa Ba30KOHCTPHKUHS, MHaBHO MpH MALHCHTH, KOHTC IIPSAH ToBA
ca JeKyBanu ¢ OeTa GnokepH.

CHMITOMH Ha aHIMHA NEKTOpHC ca HabmoxaeaHu npu 1-3 % OT nauueHTHTe,0c00eH0 B HANpEAHANA BB3PACT.
HexenanuTe peakiuy oT NOBUIIEHA MHOKapHa KHCAOPOIHA KOHCYMallHs, KOMIIIEKCa OT CHMIITOMY H
CHPACUHES MeTABOIM3EM, HE MOTaT Ja ce H3KIOYaT IPH NAlHEHTH ¢ TeXKa KopoxapHa fonect, 0cofeHo ako
HAMA H3gBEHA ChpJleyHa HENOCTATEYHOCT.

Okono 1-3 % oT BauHeRTHTE Ca UMAallX OTLIaKBAHKS OT riapo0oiue, raficHe, rpbiHa G0NKa, TANNHTAIHH 1
HEIOCTHT Ha BB3AYX.

Camo HesHAUMTENeH Opoif MAlHeHTH ca MMANM OIIaKBAHIA OT YeCTH IIO3HBH 32 yPUHHPAHE NpH NIPHiaraHe Ha
NIO-BHCOKH JIO3W OT Tpernapara.

Dobutamin moxke fa nOTHCHE (PYHKIHATE Ha TpOMOOLMTHTE In Vivo ¥ in vitro. MHxubnpaneTo Ha
TPOMOOUHTHATA arperaiys € IPeXoAHO H ¢ KIHHAYHO 3HAYEHHE CaMO NPH [O-TIPOABIDKHTENHA undyszus. B

H30IHPHH CIIydaH ca HaDmo#aBaHH NETEXHH.
B OTAeNHH ClyYad ca ONMHCAHH PEaKiyH Ha CBPHXUYBCTBHTENHOCT Ka1o: KoXeH oOpHB, TeMIIepaTypa,

eozpnoduIMsA U GPOHXOCHA3hM

Psnxo ce HaGmionasa duiebut oT cTpanaTa Ha mubysuata.Jlpd norpemua
HapapeHo3Ha HHGUITpanus Ha Tipellapata MOKe Ja CE TIOABH JIOKATHO Bh3MaleHHe ¢ PasiHiHa CTENCH Ha
TEKECT, KATO B OTACTHH CTydad ca HAOMIORABaHH U KOMKHH HEKPO3H

Tlono6Ho Ha APyTH kaTexonamunu, Dobutamin MoXe 12 Npean3BUKa IIOHIKABAHE HHBOTO Ha CEPYMHHS KalHi,
HO MHOTO PALKC BOH A0 XUAOKATHEMHA.

IIpr amaGetruu Dobutamin Moxke Ia foBefe IO OBHIIABAHE HA MHCYNTHHOBUTE HYKIH. [fa ce KOHTpoAupa
KpBEHATA 3aXap B HAYATIOTO Ha TEPANMATA, IPH NPOMSHA B CKOPOCTTa Ha MH(Y3HATa H TIPH NPEKpaTABAHETO H,
KaKTo ¥ Jia Ce KOpPUTHpa A03aTa Ha HHCYIHHA,



Dobutamin npH iena,Moxe fia NPeNU3BHKA I0-U3Pa3eHO OBHIIABAHE Ha CHpASUHATA Y€CTOTA B/UNM KPEBHOTO
HanAraHe, KakTo ¥ Ho-cnato MoHmkaBaHe Ha 6eoAPoGHOTO KalMILIPHO HalArane, B CPaBHeHHE NIPH B3pacTHH.
TloBuinenne Ha 6enoapoGHOTO KAHHIAPHO HaisraHe ChIIo € HabmORaRaHo, 0CODEHO TIPU Aela Nof 1 roxuHa.

3agenexka: llpn MBC Dobutamin Tpsabea fa ce npuiara ciell BAHMATS)IHA IPENEHKA Ha BCEKH OTHENEH
ciay4Jai.

49 TlipepoaupaHe

CHMOTOMM HA HHTOKCHKANIHSL:

Te ca CBEp3anH MPeIMMHO ¢ EKCIECHBHATA CTHMYJallus Ha 6eTa pelientopute. Toba 00MKHOBEHO Ce NIPOsBsBa
C TafieHe, MOBPELIaHe, 3ary6a Ha alleTUT, TPEMOp, TPEBOXKHOCT, NAMNUTARHH, TMaBob0He, CUMITOMH HA aHTHHA
NEKTOPHC K Hecnenn(HIna rppaHa 6onka. ITO3UTHEHUST HHOTPONIEH M XPOHOTPONEH edexr MOXe a NoBexe A0
XMIIEPTOHMS, HAJKaMEPHH H KAMEPHH apHTMUH, ZOPH JO xaMepHH (pubpunaiuy, /MbxAcHe! ¥ MHOKapaHa
HcxeMug. XMIOTOHYS CBHINO MOjKe A2 BR3HHKHE B Pe3yNTaT Ha NepHpepHa BasogunaTanys.

Jleuenie HA MHTOKCHKANHS; :
JoGyTamun 6bp30 ce MeTaGoanzupa i UMa KPBETHK ePHOZ, Ha HeliCTBHE /NOAYKUBOT 2-3 MUH./

TIepBaTa cTHIKA 34 IPEXOTEPATARAHE MPENO3UPAHETO M a ce IPeyCTaHORH NpUoKeHueTo Ha Dobutamin. Ako
¢ HeoOGX0MMO BEAHATA Ce 3aIf0YBAT PeaHHMaLHOHHE MepolpuaTas. MoHUTOpHpakHe, K ako € HeobXonuMo
KODHMTHpaHe [a BHTAIHHUTE [IApaMeTpH, TpsOBa I Ce IPOBeKAa NPH YCIOBHS Ha HHTEH3NBHO HabmoAeHHE.
Tpabsa Aa ce ocHrypu GalaHc Ha KPBBHHTE ra3oBe H CEPYMHHTE elEKTODHINT. TeXKY KaMepPHH apHTMHH
MOFAT JIa Ce NeKyBaT ¢ HPHIOKeHHe Ha NHAOKanH uiM Geta Gnoxep/ Hanp. NPOnpaHONo/.

TIpu XHOEPTOHKA, MOHIDKEH E Ha 03aTa HIIY IpeyCTaHOBABAHE Ha MH(Y3HATa 0OHKHOBEHO € NOCTATHYHO.
HupoTo Ha aGcopOuy4 Mpes ycTaTa KM FACTPO-MHTECTHHANHMA TPAKT OT HOCHEBAIO Niep-OpPatHo
TIPHIOKEHAE HE € MPefcKa3yeMo.

AXO HPORYKTHT HOrPELIHO € IPUIIOKEH OPANHO, HA3HAYEHUEeTO HA aKTHBEH BBITIEH — HE CBM YyBaia H300mo
KAKBO € TOB2/ MOXe Aa Hamanu adcopdiuara ¥ HecTo € o-e()eKTHBHO OTKONKOTO IPHIIOXKEHHETO Ha eMETHIH
HITH TIPOMHABKA Ha CTOMaxa.

Tlonsute ot Gopcupana Auypesa, HepHTOHeANHA ABAN3a, XEMOKHANK3a HIIH XeMOTepdy3us upe3 uanoissaHe
Ha aKTHBeH BEIVIEH NpH Ipefo3Hpase ¢ Dobutamin BCE oLIe HE ¢a H3CIESIBAHM.

5.  ®APMAKOJIOTHYHH JAHHU

5.1 MapmakogHamuyHN CBONCTEA

Dobutamiin € CHHTETHYCH CHMITaTHKOMHMETHYSH aMHiH, KOHTO CTPYKTYPHO C& OTHACH KbM H30IIPOTEPEHOIA 1
JIOTIAMHHET ce TpiiIara kato racemate. Dobutamin ce u3monssa rnpy HeoOXonuMOCT OT TIO3KTHBEH HHOTPOIIEH
e(bE:KT IpH NanueHTH CBC cspneqﬂa ACKOMIIEHCAITA, nopa,zm Hapymena MHOKap,T.[Ha KOHTp&KTHJIHOCT,
ﬂpH‘-IPIHCHa oT OpFaHH‘-IHO CBEPOCYnO 3a00ABaHE UITH BCIISACTBHE CHPOCYHA onepaunﬂ.CneuHaﬂHo @ JIOKa3aH H
B CIIyYauTe Ha c'bp):[eqHa NeKOMIICHCAIUA C NOHHKCH y,r_zapeﬂ 00eM 1 IOBMILEHO IyIMO-KanHApHO HanAarate.

TTo3HTHBHUST HHOTPONM3HM e O0ACHABA NPENHMHO C arOHMCTHYHEA edieKT BLPXY neprdepruTe B-1, Kakro K
a-1 penerrropx. Hanuue e noBHINEHHe Ha KOHTPAKTHINTETa C TIOBHINEHHE Ha yaapHus 00eM u
ChpAeuHus Ae6UT. Dobutamin CHIO TaKa UMa M aroHHCTHYeH edekT BhpXy nepudeprure -2 penentopy
¥ B II0-ManKa cTeleH Bhpxy nepHpepnurte o-2 penentopr. Kakro ce ogaksa oT hapMakoIOTHYHUA
npou Ha AeifCTBHE, C& MOABABA X NIO3UTHBEH XPOHOTPOIIEH e(eKT, KakTo U ePeKTh BEPXY
nepudepHnTe CHI0BE, HO TE ¢a [I0-MajKo H3pa3eHH B CPaBHEHHE C JIPYIH KaTeXOMaMAHH.
XemopuuamuuauTe eexTy ca J030-3aBUCHMH: ChpASYBMAT HEOUT ce NOBKINARA NPEIUMHO KaTo
PesyNTatT OT HOBHIIEHHETO Ha yNapHuI 00eM, a NOBUIIEHHETO Ha CHPJSYHATA YeCTOTa BE3HUKEA
OGHKHOBEHO TP NO-BHCOKM A034. J[H2CTONHOTO Hansrane Ha AsBaTa KaMepa U CHCTeMHAaTa ChlI0Ba
PE3UCTEHTHOCT Ce TOHILKABAT, A IIPH BUCOKH JO3H H M IyAMO-KANKIAPHOTO Hasraue. Jieko
NORHINEHHE Ha CHCTEMHOTO CBIOBO CHIPOTHBACHHE CHIIO MOXKE Ja ce HabmoJaBa B HAKOY CliydaH,
KaKro U NOBUIIECHHE Ha apTepuaiHOTO HalATaHe B pe3ynTaT Ha IOBHIIEH 00eM 10pafy YBEnnIeH e Ha

5



(paxuusTa Ha U3TIIacKBaHe. Dobutamin AeHCTRA AUPEKTHO H HE3aBUCHMO HA KOHIEHTPAlMsATa Ha
KaTexoJaMHHM B CHHAIICA, HO He AeifCTRa Ha JONaMHUHOBHTE PELISITOPH M 32 pa3liKa OT JONaMHUH
HalpUMep, HE BOJM A0 0CBODOXIaBaHe HAa €HJ0TeHEH HOPAAPEHANMH.

Bpemerto 3a BB3CTaHOBABAHE Ha CHHYCOBHSA BB3el B AV NPOBOJHOTO BpeMe HaMalseat. Dobutamin
MOKe Jla AOBeAe A0 TeHAeHIu 3a aputMuH. [Ipussany Ha passuTHe Ha TONApaHC Ce HabMoAaBaT Cles
HIepHOAHY Ha HenpexscHara HHQY3na 3a IoBeye oT 72 yaca.

Dobutamin AeifcTBa v Ha TpoMOoLMTHaTa (yHKIMA. KaTo BCHYKH JpYrH NO3UTUBHO HHOTOPIHM
cyOcTadiyi Dobutamin IOBKEIABA KHCIIOPOJHUTE MHOKapAHH Hykau. KaTo pesynrtar oT cnagaHeTo Ha
IYAIMO-KalKAspHOTO CHIPOTHRJCHKE U [OBHINABaHE Ha Nep@y3uaTa J0pH U B XHIIOBEHTHIHPAHH
anBeoy, / 06paszyBaHe Ha MyJIMOHApPHH IBHTOBE/, B HAKOH CIy4aHl MOXe /ia C€ CTUTHe 0
OTHOCHTEJTHO HaMallABaHe Ha KUCIOPOAHHA npuxod. TlopHillaBaHeTO Ha CHPACYHNS 1eOUT U
TIOCTIEABANIOTO NOBYLIABAHE HA KOPOHAPH!A KPBBOTOK OOUKHOBEHO KOMIIEHCHDPa Te3! eQeKTH B BOIH
J0 T0-0JIaronpHATeH KHCIOPOHAeH GaNaHe B CpaBHEHKE C APYIH NO3HTHBHO HHOTPOIIRY CYOCTaHLHH.
ITpu chpAeYHA HENOCTATHFYHOCT M H3BEHa OCTPA HIIM XPOHHYHA MUHOKApIHA MCXeMus, Dobutamin
TpsbBa 1a ce mprlara B JO3H KOUTO He BOJAT O U3pa3eHO MOBHNIaBaHe HA ChpJEYHATa YeCTOTa /UM
Ha apTepHaNHOTO HANsTaHe, THi KaTo B HPOTUBEH ciIyyaH, 0cobeHo Ipy OTHOCHTENHO nobpa KaMepHa
(YHKIA BAOMABAHE HA HCXEMHATA He MOKE Jia Ce U3KIIOYH.

Dobutamin HIMa JUpeKTeH AonamMuaeprumMyet edext BepXy 6p6peunata neppysus.

6. DAPMAIIEBTHYHHA TAHHH

6.1 Cnuck:K Ha NOMOKRIHMTE BelllecTBa U TEXHUTe KonuvyecTsea
Mannitol: 250 mg

6.2 DUIMKO-XUMUYHW HECHLBMECTUMOCTH
HssecTHH ca caeAnNTe HECEBMECTHMOCTH C:

- aJKalHH pa3TBOPY M pa3TBOPH ¢ afkanHu Gydepu / Hanp. HaTpUEB XHAPOreH kpbonaTa/
- Da3TBOPH, CEEBDIKAIIA HATPHEB KHCYN(aT H eTaHON
- AUHKJIOBHP

- anTennase

- aMHHO(UIMH

-  OpeTHIHYyM

~  Kalu{eR XIopHy

- KaJiHeB riIOKOHAT

- nedamanzmon dopmuar

- nedaloTHH HATPHYM

- meda3onH HATPHYM

- IHa3enam

- JHIOKCHH

-  HATPHEBa COJI Ha eHaKpPHHOBA KHCEINHA

- dyposemuxn

- Xerlapyis HaTpHuyM

-  XHApPOreH KOPTH30H HATPHER CYKIHHAT

- WHCYJMH

- KaWeB XJIOpHJ

- Mar"esues cyadar

- NeHHIMIHH

- {heHHTYUH

-  CTPEeNnTOKHHA3a

- BepamaMHl



6.3 CpoK Ha rogHocT
3 roguHH.

6.4 CneuManHu ycrioBua 3a cbXpaseHue

PazrsopeHata cyx npax Dobutamin BsB Boga i 5 % IIOK034, IpedH NOCHEABAIIOTO PaspekiaHe 3a
TIPANOXKEHHE, MAKE Jia Ce CHXPAHIBa MaKcHMyM Z0 24 yaca mp Temmepatypa ot 2 g0 8°C u mo 6 gaca npy
craiiHa TeMnepatypa 0e3 cpmiecTBeHa 3aryba Ha axtaBHocTTa. OF XUrHenHa rienna Toyka obaue,
MOCIeRBAOTO pa3pexcane H ynorpeda Tpsibpa Ja cTaBa KOJNKOTO € BE3MOMKHO [I0-CKOPO.

Hocnenpaio pa3pexnase H ynorpeda Ha pa2TBOpeHaTa CyX Hpax Tp#AGBa Jia ¢ H3BBPIIBE HENOCPEACTBEHO
npenu yrnorpeba, a pa3peeHusT pasTBop TPAOBA Ia ce YROTpeOH B paMKuTe Ha CAeABaLiMTE 6 Yaca WK Jia ce
H3XBBPIH.

PasTopH, KOUTO ChABPHaT Dobutamin MOTaT fa UMaT PO30BO OLBETABAHE, KOETO AA CE 3aCKIBa C TEYSHHE Ha
Bpemero. ToBa ce ABIDKM Ha JIEKOTO OKMCIABaHEe Ha aKTHBHOTO bemlecTBo. ChlllecTseH2a 3ary6a Ha aKTHBHOCTTA
He HaCTHIBA, KO Ce CHA3BAT ONACAHUTE [I0-TOpPe YKA3AHHA 32 ChXpaHeHHe.

He e rioxa3aH 3a MHOTOKDATHO NPHIOKEHHE.
Dobutamin He 61Ba fa ce npriara cief U3THYaHe cpoka HA OZHOCT, 03HAYEH BBPXY ONaKOBKATA.

JTa ce cpxpansBa Ha MecTa, HEHOCTBIIHH 34 Jena !

;{om.nnmenna HH@OQMaQI/H{

Tif karo Dobutamin He e MOKa3aH 33 MHOTOKPATHO IPHIOKEHNE TOM He ChABPXKA KOHCEPBaHTH. 38T0Ba
HEGOPMAIIHITA CHABPIKALIA Ce B ClIeNBAIaTa TabMua OTHACAIIA ce 10 cTabuinocTTa Ha Dobutamin 250
pecniexTnBHO Ha Dobutamin 250 B pa3TBOp NpH pasnu¥HA TEMIIEPATYpPH CE OTHACH CaMO N0 GU3HKO-XHMHIHH
TECTOBE H HAMa MUKPOOHOIOTHYEH aCIeKT.

KaTo 0CHOBHO IPaBHIIO MPHTOTRAHETO Ha Dobutamin Tp:#06Ba Aa 6bHe NPH ONTAMAJIHHE XHIHEHHH
YCHOBHS/ACERTHYHH YCIOBHSA/ .

CrpxpaHeHne Npu: Dobutamnin 250
40°C o 6 Mecena cTabHIHOCT
30°C 24 mecena ¢TabHIHOCT
2-8 ° C ¢ pasTBOp Ha HATPHER XIOPHT, 24 qaca

2-8° C ¢ 5% rawxkoza 24 waca

2-8 © C ¢ pasTBp Ha DHHCEp NaKTaar 24 vaca

Reconstituted solution 24 yaca

e CHLOTHOLIEHME Ha CMECBAHE: ChABPKAHAETO Ha 1 ammyna B 250 ml pastsop 3a HHQY3us

6.5 [Hannun 3a onakoBKaTa

BesuperHH crpkiend paakouu, xugponurnyer kac I Ph. Eur.
Dobutamin Giulini® ®nakoss 3a uagdy3ns B onakoBku o 1, 10 u 50.

6.6 [lpenopkku npu ynotpebda
Bx. 1. 4.2

8. HME ¥ AAPEC HA TIPOU3BOIHRTEJJA
Solvay Pharmaceuticals GmbH
Hans-Béckler-Allee 20
D-30173 Hannover / Germany
Ten.: 49 511 8570
Daxc: 49 511 857 3106



9. YOBJHOMOIIEH TIPEACTABHTEJ HA ®HPMATA 3A BbJTAPH
Congeii ®apmacrotuxanc/Conselt ®apma — brarapus
1680 Codms, yiu. Xalinyika ropa Ne 43A



