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KPATKA XAPAKTEPHCTHKA HA IIPOAYKTA

1. HME HA JEKAPCTBEHHSA ITPOAYKT

N3NLAHUTENHA ATEHLWSA N0 NEKAPCTBATA |
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Dobutamin® Admeda 5 mg/ml
Hobyramuns Agmena 5 mg/mi
Hudy3noHeH pa3TBop

2. KAYECTBEH U KOJIMYECTBEH ChCTAB

| amnyna Jo6yramun AaMena 5 mg/ml ceaspxa 250 mg Dobutamine karto 280 mg Dobutamine
hydrochloride B 50 ml wady3uoneH pasrsop.

Ja MbJAHKA CNHCHK HA MOMOIIHHTE BEllleCTBa, BHKTe T. 6.1
3. JJEKAPCTBEHA ®OPMA

Mudy3uoneH pasTBop.

4, KJJMHHUYHU JTAHHH

4.1  TepaneBTHYHH NOKA3AHHS

3a KPATKOBPCMCHHO NOAABPXKAHEC HHOTPOIITHATA Q)YHKHHH Ha CHPLCTO IIPH JICUCHHUEC HA HUCKOAEOHTHA
ChpAcdiHa HCOOCTATbYHOCT, CBBp3aHa ¢ MHOKApPICH HH[IIE]JKT, no BpCMC Ha ChpACHHaA OICpalni,
KapAHOMHOINIATHH, CCIITUHYCH ¥ KADAHOTCHECH LIOK.

4.2  Jo3HpoBKA B HAYHAH HA NMPHICKECHUE

Dobutamine Tpabsa pa ce Ao3upa MHAMBHAYaANHO, B 3aBUCHMOCT OT OTrOBOpA Ha MALUMEHTa KbM
ACYCHHUETO M MOABATA HA HEXENaHM JeKapcTBeHH peakuuH. [IpoAbKHTENHOCTTa Ha HH(pYy3HsTa
3aBUCH OT HHAMBUAYANHUTE OCOOEHOCTH Ha Bcekd nauueHT. IlpoawmxurenHata uHQy3us Ha

Dobutamine 72 unM moBeye yaca, MOXKE Ja JOBEAE A0 NOABA HA TOJEPAHTHOCT H HEOOXOMUMOCT OT
yBenuuaBaHe Ha aosara. [IpenopbyBa ce NOCTENEHHO HaMansBaHe Ha J03aTa MpeAy NPEeKbCBaHE

nedyeHuero ¢ Dobutamine.

Bwv3pacmnu.
ITpu no-roigMa 4acT OT MAaIMEHTHTE CE MOJy4aBa 3aI0BOJIMTENEH OTTOBOP NPH NpHAaraHe Ha 2,5 1o

10 png/kg/min.,
B otnennu ciaydan ce npunaraiu 1o03u a0 40 pug/kg/min.

Leya:

Hznonzeanu ca go3m mexay 1 u 15 pg/kg/min.
[Tpn geua muHEMaNHaTa edeKTHBHA J03a € MO-BHCOKA, OTKOJIKOTO npH BB3pacTHU. Heobxoaumo e

[OBHMIUCHO BHHMaHHWE NpU NpUNaraHe Ha IO-BMCOKH 103H, ThH KaTo NPH AENATa MAKCHMAJHATA
NOHOCHMA JA03& € IO-HHCKa OT Tasd IpH Bb3pacTHU. IloBedero Hemeﬂaﬂn pem(uﬁn ocobeHo
TaxukKapJaua, ce HaOmoJaBaT MPH A03a paBHA WIM NO-roisiMa oT 7,5 jp‘g/kg{mm ﬂaaa'sa npM Jeua
TpsaOBa Ja ce OonpeAc/iad BHAMATEIHO, HMAHKH NPeABUA MNO-Majika Teﬁaﬂhﬁ‘r&iqﬁaimnpaﬂa B JeTCKaTa
BB3pAacT. ;; AR S O




Tabnuuy, TOKa3Bally CKOPOCTTA HAa MHGY3MATA MPH PA3NTHYHM JO3H, CIOpell Pa3siHYHHTE H3XOLHH
KOHLIeHTpalMi Ha Dobutamine:

Hoszuposka 3a nepdysopra nomna:
Eaun ¢naxon ot 250 mg Dobutamine, pasTBOpEH B 50 ml undy3HuoHEH pasTBOP.
| Pemcu:; Ha aosu}ane - ] er;;?acm na uugby;mma ml/hour™
_(ml/mini*
- _ _ —
| Teano na nayuenma _
- S0kg _ 70kg 90 kg ]
Hucku 3o3n ml/hour 1,5 2,1 2,7
LZ,S pg'kg/min (ml/min) (0,025) (0,035) (0,045)
Cpeauu go3u ml/uac  mbV/ hour 3,0 ) 4,2 “5,4
5 ug/kg/min (ml/min) (0,05) (0,07) (0,09) |
Bucoxu qo3u ml/aac  ml/ hour 6,0 8.4 108
| 10 pg/kg/min (ml/min) 0,100 (0,14) (0,18)

*[1pu nBoiiHa

HHby3uaTa TpsA6Ba na ce HaMany HaroJIOBHHA.

JIo3MpOBKA [IpH anapart 3a MHGQy3Ha:

Exun dnaxoH ot 250 mg Dobutamine, pastsopes B 500 ml pa3Tsop.

KDHHEEPHHHH T. €. n;u 2 110 250 mg Dobutamine B 50 ml Eaz'rm:-a;) CKOpOCTTa Ha

Peoicum nHa dosupane Cxopocm na ungysuama mi/hour”
(xanxu/min)*
Tezno na nayuenma
| - - - _ I S0kg 70kg  90kg ]
Hucku 1034 ml/hour 15 21 27
2,5 pg/kg/min (karnku/min) (5) (7) (9)
CpeaHH 1034 ml/hour 30 42 S5

| 5 ug/kg/min (kanku/min) I (10) (14) (18)
BucokH 3030 ml/ hour 60 84 108
10 pg/kg/min (xankn/min) ' (20) (28) (36)

*[Ipu 1BOI{HA KOHUEHTPALMS, T. €. IpH 2 mo 250 mg Dobutamine B 500 ml pa3teop HIIH CBOTBETHO
250 mg Dobutamine B 250 ml pa3sTBop, CKOPOCTTa Ha uHy3uaTa Tpabea fa ce HaMalld HaMoJIOBUHA.
[Tpenopwusa ce npeaun cnupane va Dobutamin ao3aTa Aa ce peayuipa nocTenetHto.

HauyuH HA NPHJIOKEHHNE

Dobutamin Admeda® 5 mg/ml ce npeanara 3a ynotpe6a B 50 ml HepaspesieH pasTBOP. BB3MOXHO € U
NOMBJHUTENHO paspexkiaHe Npefd npunarade. [Toaxonsmy pasTBOpH 3a paspekiaHe ¢a 5% pasteop

Ha IIOK03a, (PM3MOIOrHYEH PasTBOp MM pasTBOp HA PUHrEp-naKTar. .=
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Dobutamin Admeda® 5 mg/ml e npennasnauen camo 3a unTpaBeHosHa uHdysus. [lopagn kpaTKus CH
nomyxupot, Dobutamine Tpabsa ma ce npunara noja ¢opmara Ha NpOAB/KMTENHA MHTPABCHO3HA
undysus. Cnen paspexaane, Dobutamine ce BeBEXK/a C MOMOUITA HA WHTPABEHO3HA HIJIA UM KaTETHD,
upe3 BrpafieHo KANKOBO YCTPOMCTBO HIIH ApYTa, MO3BOJABAlIZ TOYHO [03UpaHE TeXHHKA. BHCOKWTE
koHueHTpanad Ha Dobutamine TpsabBa Aa ce BBBEKAAT CaMO C [OMOILUTA HA UH(Y3HOHHA IOMIa, NMpH
OCHI'YpPERO TOUHO JO3HPAHE,

4.3 IIpoTnBonorasaHHMA

Dobutamine e npOTHBONMOKAa3aH B CICAHUTE CHYYaH:

® M3BECTHA CBPBXUYBCTBHTEIHOCT KbM Dobutamine MM KbM HAKOA OT CbCTABKHTE Ha MPOAYKTA

¢ TEXKKH XMIIOBOJIEMHUYHH CHCTOAHHSA

¢ MEXaHMYHW TIPEeYKM 33 HaNbjJBaHe Ha ChpAEYHATa KaMepa W/HAM KPBBOOOPBINCHHETO (Hamp.
CbpACYHA  TAMIOHAAA, KOHCTPUKTHBEH  MEPHKApAMT,  XHIEPTpoduiHa 0OCTPYKTHBHA
KapAHOMMOTIATHA/MAMOTIATHYHA XHUIepTpoduyHa Cy0aopTHAa CTEHO3a M TeXKa CTCHO3a Ha
aopTHaTa Knarna)

e enHOBpeMeHHO NeueHHe ¢ MAO-HHXHOHTOPH

44  ChnensajaHu npeaynpexgeHus H MpeANa3’HH MEPKH NPH ynoTpeda
XunopoieMusTa TpAGBa ia 6bIe KopurupaHa npefy 3anoysane Ha nedeHneto ¢ Dobutamine.

[To Bpeme Ha npuiokenuero Ha Dobutamine TpaGBa MHOTO CTPMKTHO Aa C€ NpocneiABaT ChpACiHaTa
4eCTOTAa ¥ PHTHM, KPBBHOTO HAMsraHe, AHypesara M CKOpOCTTa Ha HHQY3HATa. [IpH BE3MOXHOCT Ja ce
MOHHMTOPHPa NPONBMKUTENHO MHUHYTHHA CBbp/icUeH 00eM, LCHTPanHOTO BEHO3HO HANATZHE H
6enoapoOHOTO KanMIAPHO HANATAHE. |

B cayyaii Ha HexenaHO MOBHIIABAHE HA ChPJAEYHATA YECTOTA UK CUCTOJMIHOTO HANATAHE, HIIH 110484
Ha apuTMHA, Jo3ata Ha Dobutamine TpaGBa fAa ce peaynmpa WM JNEUYEHUETO BPEMCHHO Ja Ce
IPEYCTaHOBHU.

OGHKHOBEHO M3ToM3BaHeTo Ha Dobutamine mpH nmanMeHTH ¢ MCXeMHs Ha MHOKapia ¢ pellasa 3a
BCEKH KOHKPETEH Clyyan.

Bnolapase Ha KIMHHYHHUTE CUMNTOMM MOXe Ja ce HabmoJaBa NpH MauMeHTH ¢ TEKKa KOpOoHapha
Gonect, ocobeHo ako TepanMara ¢ Dobutamine e CBpp3aHa CBC 3HAYWTENHO NOBHIIABAHE Ha
ChpJEYHATA YECTOTa H/MIIK apTePHaNHOTO HaNlsAraHe.

[lauieHTHTE C MPEACHPAHO TPENTeHe WM MBXKICHE TpAOBa Ja ce AUrUTAIN3UPAT NPE/IH HAYAN0TO Ha
neyenuero ¢ Dobutamine. TTauueHTHTE ¢ XHNEPTOHMA Ca ¢ NMOBUIUEH PHUCK OT JIOMBJIHHTEIHO
NOBHLIABaHE Ha KPbBHOTO HaATaHE.

Moxe na ce HaOmozasa cinaG0 MNOHMXKEHHE Ha CEPYMHHA KaluHk, KOETO M3HUCKBA HETOBOTO
MOHHTOpUPAHE.

[Ipu npunarane Ha Dobutamine B 103H TMO-BHCOKM OT MNPENOPBHYBAHMTE 32 KpaTKOBPEMEHHO
NOAABPKAHE Ha MHOTponHaTa (yHKUMA Ha chbpileTo (Hanpumep 1o BpEME Ha A00yTaMHH-CTPEC
exokapaHorpadus) ca JOKIaJBaHM Cly4aW Ha aHrMHa MEKTOpHUC, Tax- H OpazMKapAHs, apHTMHA,
XHfiep- W XUMOoTeH3us. PAAKO MOKe Ja BH3HUKHAT CEPHOIHH HEXeJaHH ChbpACYHO-CBHAOBH peakilui,
BKJIIOYMTEIIHO TPAHCMYPATHA HCXEMHS, MUOKapIeH HH(apKT, BHeaaﬂHoci'alaﬂeH 3
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4.5 BiauMoaeiicTBHE ¢ APy JEeKAPCTBEeHH NPOAYKTH H ApPYrH OPMH Ha B3AMMOACICTBHE

Ennospemento npunoxeHue Ha Dobutamine c:

- f-6Groxepu, MOXE J1a A0BeAE A0 oTCIa0BaHe WM MPOTHBOACHACTBHE HA MOJOKHMTEIHHA NHOTPONEH
edext Ha Dobutamine. Karo mocneactere ot ToBa, npeobiaazaBaHeTo Ha anda-eeKTHTE MOXE Ja
OOBEAE [0 Ba30KOHCTPUKUHA Ha NEpUPEPHATE KPBBOHOCHH CHIOBE, ¢ MOBHIUEHHE HAa KPBBHOTO
HanaraHe. CTeneHTa Ha TOBa B3aHMOJCHCTBHE 33aBHCH OT BHJAa H NPOABIKHTENHOCTTA Ha Oera
peuentopHaTa &noxaga. |

- a-peyenmopru 6Gaoxka0u - BBH3MOXKHO € YyBeauvaBaHe Ha  Oera-MMMeTHUHUTE €(EKTH Ha
Dobutamine ¢ nposBa Ha JONBJIHWTENHA TaXHKapAHs H NepU(epHa Bazoaunarauus

- genosnu easoounamamopu ( Halp.HHTPATH; HHUTPONPOCUA-HATPHIA), MOXKE Ha MpEeaH3BHKA M0-
roasMo NOBHINABAHE Ha MHHYTHUA CbpJedeH o00eM, KaxToO M Ja NpoBOKHpa M0-H3pa3cHO
NOHWKEHHE Ha NEpr(epHOTO CHAOBO CBHIPOTHBACHHE H Ha KAMEPHOTO JAHACTOJIHO HAlATaHE, B
CpaBHEHHE CHC CaMOCTOATEIHOTO MPHIIOKEHHE Ha IBATA JIEKAPCTBEHH NPOAYKTA.

- ACE unxubumopu (Hamnp. KanTonpuia) H Hpd BacokW Ao3d Dobutamine Moxe na posene Ao
MOBHIICHAE HAa MHHYTHHSA cbpleucH 00eM, 3aeAHO C MOBHIIEHA KHCIOPOJHA KOHCyMalus OT
cTpaHa Ha ChpAcYHMA Myckya. [Ipy Tasu koMOUHALMA € BH3MOXKHA [I0ABA HA CTEHOKapAHa 00JIKa i
PHUTBEMHH HapyUICHHA

- Dopamine - Boau (xato ¢pyHKLMA HA ZJONAMHHOBOTO AO3HPAHE) A0 NO-H3pa3eHOTO MOBUIIABAHE HA
apTepUATHOTO HAJAraHe, KAaKTO U 0 CNajiaHe MJIH JIMICa Ha MPOMEHH B KaMEpPHOTO AMACTONHO
HaJArage.

- MAO unxubumopu - MPOTHBONOKA3aHO €, MOPaJH ONACHOCT OT MHBOTO-3aCTpallaBallii HEXEAHH
IEKApCTBEHH peakiUM (Hamp. XUNEPTOHHYHM KPHU3H, ChpASYHOCHA0BA HEAOCTATBYHOCT, APUTMHUH
M BETpEUCPENIHH KPHBOU3IHBH).

[Tpunoxeunero Ha Dobutamine Moxe Aa A0OBeAE A0 MNOBHINEHH MHCYJIHHOBH HYXIH IPH NalMCHTH C
nuaber. HuBara Ha MiOKo3aTa NpH AuabeTHiy B TE3W cyyad TpsOBa Ja c¢ NpoBEpABAT B HA4YaJl0TO Ha
neyennero ¢ Dobutamine, mMpH cMAHA CKOPOCTTa Ha HH(Y3MATa W MpPH MNPEyCTAaHOBABAHE HA
nHdy3MATA U, aKO € HeoOXxoauMo, I03HTE Ha HHCYIWHa Tpa0bBa Ja ce Kopurupar.

4.6 BpeMeHHOCT H KbpPMEHE

Hsma poxazartescTBa 3a TeparoreHeH edekT Ha Dobutamine npu n3cieaBaHe Ha JXABOTHH.
He ca nposeXAaHHW CHLOTBETHM NpOydYBaHHUA NpH GpeMEHHM M KbPMELy keHH. Criea KpaTKOTPaHHO
nmpuaarade Ha Dobutamine Ha OpeMeHHa XeHa B 18 rectanpoHHa CEAMHLA, C€ € POAMNIO 3(paBO AETE.

Dobutamine Tps6sa aa ce npunara Ha OpeMeHHHM, caMO aKO OYaKBaHaTa MoJ3a OT JICHYCHHUETO
HagBHINABa MOTEHLHMATHWs PHMCK 3a IUloZa. AKO MO BpeMeé Ha KbpMEHE C€ Hamara JIe4eHHE, TO
KbPMEHETO TpsiGBa Jia ce MpeyCTaHOBH 110 BpeMe Ha TepanuaTa.

4.7 EdekTH BBpXY cnocobHocTTa 32 WodHpaHe H padoTa ¢ MALIHHM

WMHIMKAIMUTE 33 NPHIOKEHHE Ha JIEKAPCTBEHMS POAYKT M3KIIKOUBAT BH3MOXKHOCTTA 32 WIOGHPAHE U
paGoTa ¢ MallIMHK M CHOTBETHO BBH3MOXNHUTE ¢EKTH BBPXY TE3U CIIOCOOHOCTH.

4.8 HexelaHu JeKapCTBEHH peaKiHH
Copoeunu napyuieHun

-
P

MHOr0 OT HEXeJaHHTEe JeKapCTBEHH PEaKUMH Ca [030-3aBHCHMHM, HO:€a PEAKH NpH 034 MOA 7.5

b

ug/kg/min. Dobutamine Moxe Aa NpHYHHM OTHETNHBO YBEJMUeHMe:Ha-CBpACHHATE. HECTOTa WIH
KpBBHOTO HajsraHe, OcoOEHO CHCTOJNMYHOTO. B TepaneBTHYH ’iuosul,c%p,uelmaml 4YecToTa Ce
nosuiiasa ¢ 5-15 ylapa B MHHYTa NpH NMO-TONAMA HAacT OT MNalH *[Tﬁ’lfeﬂczaﬁ WK TioBgYe yAapa B
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MuHyTa rpd 10 % ot nauuenture. [Tono6HO Ha TOBA, NOBHIIEHHE HAa CHCTONMYHOTO HasAraHe ¢ 10-20
mmHg ce nHabmoaasa npu noBeyeTo maiMeHTy, a ¢ S0 mmHg wii noseue e HaGmozasaHo npH 7,5 %
or nauuentute [IpH naumMeHTH ¢ apTepHanHa XWUNOEPTOHUA ¢¢ HabMmoAasa Mo-rojsMa MOKayBane Ha
KPBBHOTO HanAraHe.

Dobutamine mMoke 1a NMpeaH3BHKa HIH Ja 3aCUIK CHLIESCTBYBALUM KAMEPHH apMTMHHM; HAIPUMED H030-
3ABHCHMO TMOBMIICHHE Ha KAMEPHH EKCTPacHCTONM Mo BpeMe Ha J00yTramMHHOB2 HH(QY3HA ¢
HabmogaBano npd 5 % oT nauveHTrTe. KaMepHH TaxWxXapAW¥ WM KaMepHO MBXKACHC BB3HHWKBAT
paako. 3a Gpaaukapaus ce ceobiiasa paako. [IpusHauM U CHMNTOMH Ha MCXEMMA Ha MUOKapJa Morat
Ja ce NposARAT NMOHAKOra.,

Tsii kaTo Dobutamine CKBCABa BpeMeTO Ha AV - NMpoBekAaHe, TMNALUEHTHTE C TIPEACHPAHO TPEIITEHE
UM MBXAEHE ca ¢ NOBHILIEH PUCK OT HapacTBaHe Ha KaMepHara 4ecToTa.

[MauuenTH ¢ NpeaACHPIHO TpenTeHe M OBP30 KaMepHO NpoBexXAaHe TpA0Ba Ja ce JUrHTATH3IUPAT NPeaH
HAYaAOTO Ha NoOyTaMMHOBAaTA HHPY3UA.

Pasko W M3pa3eHo ClafiaHe HA apTEepHANHOTO HalAraHe ce HabMOAaBa PAAKO, KaTO HAMAIABAHETO Ha
[03aTa MIH MPEeKpaTABAHETO Ha HHQY3HATZ BOAAT N0 HOpPMANHW3HPaHe Ha CBCTOSHHETO W CaMo B
OTHENHH CJyyaM c€ Hajuara NpoBexaaHe Ha cneunduuHo neuerne. B otaennn cnyyan e HabmojaBaxa
He3HAUMTENIHA Ba3OKOHCTPHKLIMA, [MIABHO IIPH MAlMEeHTH, HACKOPO JIEKyBaHH ¢ OeTa-Onokepa.

CHMIITOMH Ha aHI'MHA MEKTOpHC ca HabmoaapaHd npu 1-3 % oT nmauneHTHTE, 0COOCHO B HanpeaHala
BB3pacT WM IIpH TakHBa C TEXKa KOpoHapHa Ooyect, 0co0eHO ako HAMa H3iBE€HA CBpACHHA
HegocTaTbyHocT. B peakd ciyyapr Morat Aa ¢€ NOABAT CEPHO3ZHH CBhPACYHO-CBAOBH HEKEIAHH
pEaKUMH, BKMIOUHTENIHO HCXEMMA Ha MHMOKapZa, MHMOKapieH HHQapKT ¥ BHE3allHO CNHUPaHE Ha
CBPLETO.

Oxono 1-3 % oOT NauMeHTHTe ca MMAJIM OMJaKBaHWA OT riaBobonme, raaeHe, rpbAHa OONKa,
NanMMTALMEA B HENOCTHT Ha BB3AYyX, YECTH MO3MBM 34 YPHHHPAHE H NTOBPBLUIAHE.

Hapywenus na umyrnnama cucmema
Penku ca cimydauTe Ha CBPBXUYBCTBHTENHOCT KaTO KOXeH OOpHB, TeMMeparypa, eO3HHODHNINA M
OpoHXOCHa3bM,.

Obugu Hapyuerus Ha MACNOMO ¥ eexmu HA MACMOMO HA NPUTOJICEHUE

Peaku - ¢nebutr Ha mAcroro Ha MHpy3uaTa. OMMCaHH ca cinydaH Ha JIOKaJHO BB3MANCHHC NpH
cny4aiHO TMONajaHe Ha MPOAYKTa U3BBH BEHATa, KATO KOXHA HEKpo3a € AOK/1a[BaHa, caMO B OTAC/IHH
CITy4aH.

Hapywienun na memaboausma u xpanenemo
[MomoGHo Ha npyrd KarexonamuHM, Dobutamine moxke ma AoBeae AOC MNOHHXKABaHE HHBOTO Ha
CepYMHMA Kalui, HO PAAKO C€ CTHTA [0 XHUIIOKIMEMHA.

Hapywenus Ha kpeema u aumgnama cucmema

Dobutamine Moske Aa notuchHe OYHKIMHTE Ha TpoMOOUMTHTE in vivo W in vitro. UIHXMOHPaHETO Ha
TpOMOOLIMTHATA arperalys € NPexXoaHo U ¢ KIMHUYHO 3HaYE€HHe, CamMo NPy NPOAB/KUTEIHA HHY3HUA
33 HAKOJNKO AHHU. B w30nMpaHu cny4au ca HaOmoaaBaHH NeTEXHH.

-
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[lpunarasero Ha Dobutamine npu Aeila, MOXe jAa Mpeau3BHKa nu-ﬂzpaseﬂﬂ mgumaﬂane Ha
CHPAEUHATA YECTOTa MW/MAH KPBBHOTO HAJATaHe, KaKTo U no-cnaﬁom@ﬁumanaﬂe _HQ ﬁénﬁnpoﬁnmﬁo
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KamWiApHO HalAraHe, B CpaBHEHHE TNPU BBL3pacTHH. lloBuineHHe Ha OGenoAPOOHOTO KaNWIAPHO
Hasirade ¢eio € HabmoaapaHo, ocodeHo NpH Aena nojx 1 roauHa.

4.9 Ilpenosupane

[ Ipy3Hauy Ha Openo3upate:

[Tpenosnpane ¢ Dobutamine ce HabnoaaBa psaxko. CHMNTOMHTE, CBBP3aHH NPEAHMHO ¢ eKCLCCHBHATA
CTHMYNalUA Ha OeTa-pelenToprUTe MOraT Aa BKIIOYAT TaJicHe, MOBPbIUAHE, 3aryda Ha aneTHT, TPEMOop,
TPEBOXKHOCT, MANUTALMH, IaBofolke, CHMIITOMM Ha aHTHHA MNEKTOPHUC H HecnenMpuyHa rpbAHa
Gonka. [TI03UTHBHHAT MHOTPOIIEH U XPOHOTPOMNEH e(eKT MOXE Ja A0BEAe A0 XHIePTOHUA, HCXEMHUA Ha
MHOKAp/a, TAXHAPHUTMHH (HagKaMepHH K KaMepHH) 0 KamepHH QuOpunauud. XHNOTOHHA MOXke Aa
BB3HUKHE B pe3ynTaT Ha nepudepHa Ba3ouiiaTanusl.

JleyeHue Ha NPENO3HPAHETO:

Bpemenno npeycraHopsBaHe MH(}py3uara Ha Dobutamine, nopaid Kparkara NpOXB/KHTERHOCT Ha
aeiicreue (moayxuBoT 2-3 min). MoHWTOpHpaHe HAa DALMEHTa W NpH HeoOXOAMMOCT, BeAHara
3afloyBaHe Ha peaHUMAUHOHHM MeponpuiaTHsa. Tpsabea aa ce ocurypu GanaHCc Ha KpbBHHTE rasoBe M
CepyMHHTE eneKTopuauTd. TeXKM KaMepHH apHTMHH MOraT Ja Ce JEKyBaT C MNpHIOXKEHHe Ha
nuAOKaHMH WK Oera-Onokep (wamp. nponpaHonoin). Ilpy XunepToHHA, TIOHHXKEHME Ha A03aTa HIH
MpeycTAaHOBABAHE HA UH)Y3UATA OOUKHOBEHO € JOCTATHYHO.

AKO NIPOAYKTHT CIy4aifHO ce mpreMe NepopanHo, MOXKe Ja HaCTBIIM Henpejckasyema abcopOuua npes
ycTara WIM CTOMAlHO-upeBHHMs TpakT. Ilpunaranero Ha akTHBEH BBIIEH  MOXE Ja HaMaly
abcopOusATa U YECTO € MO-e(PEKTHBEH OT NPHUIaraHe Ha EMETHLIH WK CTOMAIUHA MPOMHBKA,

He ¢ ycraHoBeno npu mnpenosdpaHe Ha Dobutamine ma uma nonsa or QopcupaHa AHypesa,
[IEpUTOHEeaHa AUani3a, XeMoIUaau3a LIH Xemonepdysus upe3 U3noyi3BaHe Ha aKTUBEH BBIICH.

5. OAPMAKOJIOT'HYYHHA JAHHHU

5.1 PapmakoaHHaAMH4YHH CBOHCTBA
dapMaKoTepanesTHYHa rpyna: AJpeHepruuHy 1 aonamuHepruuHu cpeactea; ATC kon CO1CA 07

Dobutamine e AUpPeKTHO ACHCTBAIIO MHOTPOMHO CPEACTBO, AKTHBMApAllo Kakro -1, rakau  o-l
PELENITOPHTE Ha ChpLeTo. Toil MpuTeXasa M HHAUPEKTEH XPOHOTpONEH edekT, ypes nepudepHa
BA30AMJIATALIMA.

Dobutamine: |

* MOBUINIABA KOHTPAKTHIMTETA Ha MHOKApJa M MOBMIIABA yAapHHsA 06eM M CbpASYHHA NEOUT,

e HUMa AarOHUCTHMYHO JeiicTBHE BBPXY nepudepHure (-2 pelenTtopd H B 0-MalkKa CTENEH BBbPXY
nepudepHUTE -2 PELENTOPH, KATO MOXE A3 MPOABU H NONOKUTENECH XPOHOTPOMEH epEKT BBPXY
nepidepHUTe ChAOBE, HO Te3H e(EeKTH ca I0-MaNKO H3pa3eHW B CPaBHEHUE C HAKOM [pYTH
KaTeX0JaMUHH,

® UMa J030-3aBHCHMM XeMOAUHAMUYHH eeKTH: YBeNH4aBa CPACYHUAT JAeOHT, IaBHO B pe3yaTaT Ha
MOBHIIABaHe Ha YyHapHHMA o0eM; yBelH4yaBa ChpledyHaTa 4ecTora, 0CoDeHO MpH M0-BHCOKH XO3H,

NMOHMXaBa JMACTOJHOTO HAJAraHe Ha JiABaTa KaMepa W CHCTEMHATa C‘Bﬂ,ﬂBa peanc'reHTHocT, a npu
BHCOKHK JO03M H [YJIMO-KAIlIMNAPHATA PE3UCTEHTHOCT, L T
¢ HaMaJIfBa BPEMETO 3a BB3CTAHOBABAHC HA CHHYCOBHA BB3e] H BpeMeTo 33 Hpﬁaﬁmaﬂe npe3 AV-

Bh3e/ia TR ,.._,.{ \
¢ NIPEXO/IHO MOHMKABA arperaluATa Ha TPOMOOLHTHTE, /; i .- \ .4\
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¢ MOBHMIIABA MOTPEOHOCTHTE OT KHMCIOPOA HA MMOKapAa, HO YBENHYCHHETO HZ CBPACUHHSA ACOMT M
rocjieJBalloTO TIOBHIIEHUE HA KOPOHAPHHA KPBBOTOK, OOHKHOBEHO KOMIEHCHPA Te3H e(PeKTH U BOAH
A0 no-GnaronpHATeH KHUCI0poiaeH OanaHC B CpaBHEHHE C ApYrd CyOCTaHIMHM C [ONOXHTEIHO
HHOTPOITHO JAEHCTBHE,

* He BH3eiiCTBa BEPXY ACMAMHHOBHTE PElENTOPH M 3a pa3iuka oT dopamine HaNpuUMep, HAMA eQeKT
BBPXY OCBOOOXIABAHETO Ha CHAOMEHEH HOPAIApPEHAIHH,

* HAMA JUPEKTEH AonaMuHeprudeH edekrt Bbpxy 660peunata nepdysus,

* MOXE Ia A0BEcA¢C A0 CKIIOHHOCT KbM apHTMHA.

IIpu cvpaevHa HEZOCTATBYHOCT 3aeJHO C  OCTpa MJIM XPOHWYHA MHOKapAHa ucxemus, Dobutamine
Tpa6Ba Ja ce Npuaara B 034, KOMUTO HE BOAAT [0 M3pa3eHO MOBHILIABAHE HA Chp/cUHATa YECTOTa W/ MK
Ha apTEpHaTHOTO HaNAraHe, Thil KaTo B MPOTHBEH ciydaii, (0c06eHO NPH OTHOCUTENHO A0Opa kKaMepHa
(YHKIHS) BIOIIaBaHE HA HCXEMHUATA HE MOXKE J1a C& U3KJIIOMH,

(dapMaKoJOrHYHa TONEPAHTHOCT MOXE JAa BB3HHKHE CJi¢/l HEMpeKbCHAaTa uudysua oT 72 yaca,
BEPOSTHO YpPe3 HaMaNIABAHE KanalMTeTa Ha ACHCTBUE HA alCHUN-LUKIa3HaTa CHCTEMA.

5.2 (@apMaxkOKHHEeTUYHH CBOHCTBA

Hayanoto Ha AcicTBHE ce MOABSABA OKOJO 1-2 MHHYTH Clel 3amno4BaHe Ha HHQY3HMATa, AOKATO
nnasmend steady-state KOHIEHTpAlMM NpH MpombKaBaHe Ha HMHGY3uATa ce pocturar caep 10-12
MHHYTH . [InasMenuTe steady-state KOHLEHTPALMKA CE NOKAYBAT JIMHEAPHO Karo (PyHKLMA OT 203aTa H
ckopocTTa Ha MHGy3usa. [TnasMeHoTo BpeMe Ha MOMy:KHUBOT € 2-3 MuHyTH. OOEMBT Ha Pa3sNpPEACICHHE
e 0,2 I/kg TenecHa Maca.

[Ina3sMEHUST KIMPBHC HE 3aBUCH OT ChpAcHHHA AeOHT H € 2,4 I/min/m? . Jlo6yramun ce MeTabonu3upa

npeJMMHO B TBKAHMTE M B YepHUA Apob. Metabonnsupa ce rmaBHO A0 KOHIOTHPAHH TMIOKYPOHUIH H
no dapmakonornuHo HeakTHBHHA 3-O-methyl-Dobutamine. Otaens ce npe3 6B0peUMTE K XIBYKATA.
[Moeue ot 2/3 oT no3aTa ce eNUMUHUPA ¢ YpuHaTa 1o dopmara Ha ITIOKYPOHUAM M HeakTHBHHS 3-O-
methyl-Dobutamine.

5.3 IlpeaknuHHYHH AAHHH 32 0€30NIACHOCT

OcTpa TOKCHYHOCT

LD50 cien HHTpaBeHO3HO Npunokenne Ha Dobutamine e okono 100mg/kg mpyu MHIIKH U NIIBX0BE U €
>40 mg/kg npu xydera. JleiicTBHeTo 3amouBa BemHara noj ¢opmara Ha KpaTKOTpaeH Konanc.
[IpexxuBenure >KMBOTHH IMOKa3BaT XMIIEPAKTHBHOCT ¢ YBEJIMUYCHA CHpACYHA Y€CTOTa W HECTOTA HA

IULIAHE, MUJIPHA3a ¥ CaJIHBallHd Npe3 IIbPBHTE YaCOBe.

XPOHMYHA TOKCHYHOCT
[Ips u3cneABane Ha MOJOCTPAa TOKCHYHOCT (MOBEUE OT 14 guu), Ho3MTE HA NOHOCHMOCT ca Gunn 10

mg/ kg Terno /mHeBHO, MHTPaBEHO3HO NpHM MAsXoBe M 15 mg/ kg Terno (4 nMeTH AHEBHO MM 50

ukg/kg/min KaTo npoAbbKUTENHA NHY3uA) Npy KydyeTa. KapaMOTOKCHYHHAT SPEKT Npy Ky4era e Own
cBbp3aH ¢ BHesanHu npoMend B EKI'. MHTpaBeHO3HO MpHIIOKEHHE Ha Dobutamine 3a 30 aHM 1Mpu
nosu 2 mg/kg 3a mrexose U 1.4 mg/kg 3a Kydera He MOKa3Ba TOKCHYEH edekT. [1pH AHEBHH A03H N0
24 mg/kg npu kydera 1 80 mg/kg npw nubXoBe, W ABaTa BAAA XKHMBOTHH IOKa3BaT N030-3aBUCHMO
yBpeX/IaHE Ha MHMOKapJa ¥ XWIepTopdyus Ha auWHApHMTE KICTKM Ha Napoguinara nesa. Ilpu
[LThXOBe Hali—BHcOKaTa f03a Boay 10 100 % cMbpTHoOcT 38 19 mum. o Lo 7 Ny
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[Ipu 6 Meceuno npoy4ysBaHe BBPXY KyYeTa ¢ MHTPaBEHO3HHM A03H Ao 6 mg/kg He ¢ HabmoaaBaHa apyra
posiBa HA TOKCHYHOCT, OCBEH (hapMaKOMOTHUHHTE eeKTH /TaXHKapavs, KOXKHHM 0OpHBH, TpoCTpaliys,
[TOBPBILIAHE, TPEMOP U canuBaLmsy/.

He ca MpOoBCXKAaHW TCCTOBE 32 MYTArCHHOCT MM KAHLUCPOFCHHOCT.

PenpoaoyKTHBHA TOKCHYHOCT

Hsama noxasarescTsa 3a TEparToreHHOCT IpH NNLXO0Be W 3aiuy. [Ipu TOKCHMYHH 33 MaHKaTa 103, ca
HabIIONaBaHH HApYIIEHHA B MMIUIAHTAUMATA, KAaKTO M Npe- U MOCTHATAIHO 3abaBdHe Pa3sBHTHETO Ha
nIoAa npH mrexosere. Dobutamine He oka3Ba Bb3ACHCTBHE BBPXY (EPTIIIHTETA HA MBKKH U HKCHCKH
IUTBXOBE.

JloxanHa MOHOCHMOQCT

He ca wabmonaBaHu HexenaHu JIEKAPCTBEHH PpEAKIWM HAa MHKEKIMOHHOTO MACTO cien  1.v.
MPUIIOKEHUE NIPH MNIBXOBE.

6. @®APMALEBTHYHH JAHHH

6.1 CnMcbK HA TOMOIIHUTE BEIIEeCTBA

- L-uMCTEeMHOB XUAPOXJIOPUA MOHOXHAPAT
- Harpues xnopuj

- JIumoHeHa KHCelHHa MOHOXUAPAT

- Bopa 3a uHXeKIUH

- HarpueB xuapoKcua

6.2 HecbBMECTHMOCTH
Dobutamin Admeda® 5 mg/ml ne Tpa6Ba na ce npubars kbM 5% HaTpues GUKapOOHAT MM APYTH
ajJIKaJHH pasTtBopd. [Topamy BB3MOXKHA (PM3MUECKa HECHBMECTUMOCT, C€ Npenocpbyba Dobutamin

Admeda® 5 mg/ml na He ce cMecBa ¢ ApYyrH JieKapCTBa.

HM3gecTHH ca clieJHUTE HECHEBMECTHMOCTH C:

- Acyclovir

- Alteplase

- Aminophyliine

- Bretylium

- Calcium chloride

- Calcium gluconate

- Cefamandole formiate
- Cephalothin sodium

- Dacarbazine

- Diazepam

- Digoxin

- Ethacrylic acid (sodium salt)
- Furosemide

- Heparin sodium f.;?f-"j__;;igf}zf“;.;'_f'ﬁ.,.lf.ﬁ_.. H\,k

- Hydrocortisone sodium succinate /f LY sl Ny
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- Potassium chloride
- Magnesium sulphate
- Penicillin

- Phenytoin

- Streptokinase

- Verapamil

Dobutamine moxe pa HOBIMAC pesynrarure or HPCL anannaa Ha xnopamdennkona

6.3  Cpox ua roguoer
3 roauun.

6.4  Cneunanup YCIIOBHA HA CbXpaHeHuUe

T kato Dobutamin Admeda® 5 mg/ml ce npunara CAHOKPAaTHO TOH He chiAbpika KOHCEPBAHTH.
Mndopmaunsta, CbAbpiKaila ce B chenpaiuara Tabnuua ce otHacs 33 cTabunnoctra nva Dobutamin
Admeda® 5 mg/ml u Dobutamin Admeda® 5 mg/ml B Pa3TBOp NpH pasnuyHM TEMNEPATYPH M e

CBbp3aHa camo ¢ Ppu3HKo-xuMuyHM CBOWCTBa U HAMA MHUKpOOHONOrnuen acnexr.

[Tpuroteanero ua Dobutamin Admeda® 5 mg/ml 3a npunoxenne TpAOBA BUHArK na crapa rnpHy

Dusvyecka u XHMHYecKa cTabMaHOCT:

CbXpanerue npu: Dobutamnin Admeda® 5 mg/m)
60° C MuHuMYM 6 Mecelia

40" C Munumym 6 meceya

30°C 18 mecena

2-8 " C ¢ NaCj* Crabunen no 14 nun

2-8 ° C ¢ rmokosa* Crabunen o 14 gun

2-8 ° C ¢ Ringer’s lactate* Ctabunen 10 14 auy

RT ¢ NaCl* 24 yaca

RT ¢ rawokosa* 24 yaca

RT ¢ Rin ger’s lactate* 24 yaca

*CLOTHOLIEHUE Ha cMecpaNe: ¢BABPIKAHKETO Ha | amnyna B 500 m] PasTBOp 3a WHpyY3UA

6.5 Hanuun 3a onaoprars

besusetny crbkneny amnyau, tan I (Ph. Eur).
Onaxkoskara CbAbpKa | amnyna (50 ml), noctagena g TEBPIA KAPTOHEHA KyTHA.
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7. DPUTEXATEJ HA PASPEHIEHHETO 3A YIIOTPEBA

Admeda Arzneimittel GmbH

Trift 4
D-23863 Nienwohld
['epMaHus

8. HOMEP HA PAZPEHIEHHETO 3A YIIOTPEBA.

Ne 20020956

9. JATA HA IIBPBO PA3SPEIIABAHE 3A YIOTPEBA HA

IMPOAYKT

27.11. 2002

10. JATA HA AKTYAJIHU3IUPAHE HA TEKCTA

10HH 2008.

JEKAPCTBEHUS]
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