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DOPAMIN WZF 40 mg/ml concentrate for solution for infusion

dopamine hydrochloride

Ilpouerere BHrIMareJrHo llqrara JrtrcroBKa, trpeArr Aa sartoquere Aa rr3noJr3Bare roBa
JrenapcrBo, Tbft Karo rq cbAbpr€ Barr(Ha sa Bac unQoprvraqun.
- 3auagere ra3r4 JrlrcroBKa. Moxe ,4a ce Hanonfl.r Aa r npoqerere orHoBo.
- Atto LrMare HtKaKBpr AorrbJIHHTenH[ Bbnpocu, nonvrafire Barrru{ JreKap, ulu Saprvraqenr.- Tona JleKapcrBo e npeArrldcimo JrI[rHo na Bac. He ro npeorcrrrmafire Ha Apyrr{ xopa. To uoxe

Aa uM HaBpeAI{, He3aBLIct4Mo qe nplrcHaul,rre Ha rtxuoro ga6on-flraHe ca cBrrII,ITe rcaro Baurure.
- Aro noJrytll{Te ruIKaKBu HexeJIaHI{ JrerapcrBeHrr peaKrlr{u, yBeAoMere Baluras JreKap, I4JrtI

Saprraaqenr. Tosa sxrroqBavBcvIulrupr BI3Mo)KHII HexeJraHI{ peaKllplrz, Heorrl4caHl4 B Ta3}r
JrlrcroBKa. Br.rxre ro.rxa 4.

Karno cbAbprrta ra3tr JrtrcroBxa

;,1ti3ifti

Kaxno rpeAcraBrurna IOIIAMI4H WZF
Karno rpx6na Aa 3Haere, npeAr4 Aa rmnon3Bare IOIIAMZH WZF
Kan ga r43rroJr3Bare AOIIAMI4H WZF
Brguoxrru HexeJraHH peaxrlrlu
Karc 4a cbxparrf,Bare AOIIAMI,IH WZF
Cr4rpxrarme Ha orraKoBKara Lr AorrbJrHr4TeJrHa rau$opuarpnr
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1. Kanno rpeAcraBrqna {OIIAMI4H WZF n 3a KaKBo ce rr3rrorr3Ba

flonauun e KarexoJIaMnH, geficrnarq Ha aApeHepfvrlrHwre KaKTo r,r Ha AonaMrrHeprruH]rre peqerrropu.
Tofi 4unarupa 6r6pe.nrl.I're, Ha BbrpelrrHrrre opraHrr, Ha cbpAeqHr4Jr MycKyJr rrr B Mo3bKa KplBoHocHr{
cb.rloBe.

Cle.4 npznoxeHne Ha HrrcKr4 4osra r{onarrar{H, JreKapcrBoro ,4eficrna Ha [bpBo BpeMe Ha

AonaMHHeprI{qH}Tre peqemopu, B p$yJrrar Ha Koero ce rroBrrrrraBa6r6pe'nut Ae6r,n (uouepyluara
$rurpaqzx), rroBl{maBa ce HarprreBara eKcKperlr4r H wrypesara. flpr,uoxenuero Ha yMepeH}r Ao3}r
BOAI4 Ao 0TI,IMyIaIIHJI Ha Bt-aI{peHepIFtrII,Ire peqe[IOpll, AOKaTO B]IcOKItTe AO3I4 0TI,I {/JIvpAT a-
ar{peHeprl{qHl,Ire peqerrropl,I rrpw+lzlatnaimv cBlrBaJre Ha nepu(pepHr4re KpbBouocHra cBAoBe Lr

rroBr4maBaHe Ha apTepr4zlJrHoTo HaJUIraHe.

flpenapamr ce ynorpe6rBa rrpu xeMoAr{HaMr4rrHr4 Hapy[eHr{rr, qporB-rrBaru4 ce no BpeMe Ha rrroK,
npeAu3BuKaH or MI,IoKapAeu unQaprcr, TpaBMa, cerrcvc, cbpAetrHa xupyprr,rfl, npr,r o6ocrpnre na
xpoHruHa sacrofiHa cbpAeqHa HeAocrarbqHocr, Karcro H nprr rroK, BoAerrI 4o 6r6peuHa
HE.IIOCTATbIIHOCT.

2. Karcno rpr6na Aa 3Haere, rrpeArr Aa rr3troJrsBare ,{OIIAMIIII WZF

IIe nsnoJrsnafire,{OIIAMIII WZF, arco e cro6qeHo HflKoe or cJreAnrrre cbcroflHrrfl:
. AKO CTE :UIEPIIITIHI4 K5M AOIIAM}IH VIJIVTI/IJII1I KbM H-flKO-fl OT OCTAHAJIHTE CbCTABKI{ HA TOBA

neKapcrBo (us6poenu n roura 6),
o $eoxpoMoqrrroM,
O TE)KKI4 PI4TBMH}I HAPYINEHI{': KAMCPHO MbXAEHE, HEKOPI'INPAHU



[pegynpe4Aerrrrfl rr rrpeArra3nrr MepKtr
fonopere c Barupr.s JreKap ruru SapuaqeBr, rrpeAr{ Aa LcrroJr3Bare [orrAMI4H wZF.

Zsnorssafire,IIOIIAMZI{ W ZF c rroBtrrxeHo BHr.rMaHue:
. npu rral+rerrrl,I cbc cbAoBI,I sa6ontsaHrrf, (uanp. arepocKJrepos4 6onecr ua Pefiuo, apreplraJreH

eNa6onustN{, 3acqraHe Ha cbAoBere B xoAa na gr.ra6er ra 6onecr Broprep).

Koraro npunarare AOIIAMI{H WZF:
o Ao3ararpt6naAa ce HaManr4 aKo 4vrac"roJll{qHoro KpbBHo HaJrrraHe ce rroBr{mr{ r4Jrrl cbp,qeqHara

rlecrora ce sa6aru,
r HO crnrpairre BHe3arrHo un$ysuna.

flpeuaparrr rpx6ra Aa ce ylorpe1ssa c BHr4MaHlre [pr4 laqr,rerrrra c qepHoApolnawtn6r6peuua
He,40cTaTbqHocT.

.Ileua n nHorrrtr
EegonacHocrra Ha J[rorpe6a npra Aerla roA 12 rowuuHe e ycraHoBeHa.

Apyrn rreKapcrBa u .{OIIAMI{II WZF
I4rrdoprr,rupafire Baurux JreKap, ano u3noJr3Bare, HacKopo cre H3rroJr3BaJr4vrf,tue Bb3MoxHo Aa
H3rroJr3BaTe Apyru JreKapcTBa.

Zrrxr,r6rropl4 Ha MoHoaMl{HoKcriAasara (MAO) ycwrBar 4eficrnraero Ha AorraMr,rH. fla4lerrru
npueMiulll MAO nrxu6r,ruopu npes [ocJreAuvre 2-j ceAMr4qrr rpt6naAa noJD rar [bpBoHaqaJrHa
Ao3a, He rro-roJurMa or I0%o or o6nqafuro ynorpe6rnaHara Ao3a AonaMuH.
E4uonpenreHHoro rlplrJro)rceHlre Ha rlr.rxJrolp orral vtru xanoreHrlpaHlr xrgporap6oHoBr,r aHecrerr4rlr4
(xaloran) il AoTIaMI,IH Mox(e Aa npeAlr3BlrKa BerilpmcyJrapHa Ancpprruus. ,{eftcmuero Ha AorraMprH ce
arrraroHu3prpa or B-a4penoJrr,nlil+r Kilro nponpaHoJroJr r{,Jrr,r Merorrponon. ,{onauzn ue rpx6na Aace
5morpe6rua c eproroBl,I arlKzuror4Arr, mfi raro e Bc3Mo)r(Ho Aa Hacrbrtr{ Ba3oKoHcrpmflIr,rf,.
Tprrytcnnuuzre aI{TI,IrelpecaHTH r{ rBaHerrrrrrH Morar 4a3acvfin AorraMlrHoBr,rre eQerrr.r raro
rIoBr4IrIeHO KpSBHO HaJIflIaHe.
flpu laqnerrur ynorpe6xnarqu tfeuuronn r,r AonaMVH ca ua6mo4anaHr{ xr4rrorowzs.u6paatrxap1Lrn.
[onarn+r Moxe Aa 3acvr]M e$errule Ha Aq/peruqlile.

Bpelrenuocr rr KbpMeHe
Arco cre 6peueHua rurrl K6pMr4re, cMrrrare, qe Moxe Aa cre 6perraerura ulu rrnaHupare 6peueunocr,
nocrserBafire ce c Barnrnf, JreKap npeApr ynorpe6ara Ha roBa neKapcrBo.

flpenapamr Molr(e Aa ce ynorpe6xra no BpeMe Ha 6peuemrocr, caMo Koraro, no MHeHr{e Ha JreKapr,
IroJr3ara sa N,Iafuara Hary{eJUIBa HaA rlorerilprurrruta3arrJraxa 3a nro,ua.

Jlerapcrnoro e noKa3aHo B c[]iqa[ Ha HenocpeAcrBeHa orracHocr 3a )KHBora. flpu no4o6ru
o6cro.f,rercrBa KbpMeHero He e nporlrBonoKa3aHr{e 3a np[noxeHr{e Ha npenapara.

IlloQnpaue n pa6ora c MartrtrHrr
He e npranoxr,ruo - JleKapcrBoro ce ynorpe6rea [pr{ HenocpeAcrBerilr }cr4Boro3acrpamaBarq.r
cbcTotHlafl.

AOIIAMI4H WZF crgrpxa rrarpneBtrflr uera6n.rryc$nr, narpnft
Harpuenr,rxr uera6ruryctpllT BKJrIoqeH B neKapcrBoro prAKo Mo)r(e Aa npwrrrmx ceplro3Hrr peaxrruu Ha
cBpbxrtyBcTBLITeJIHOCT rr OpOID(OCrra3bM.

Jlercapcrroro cbAbp)Ka 0,55 mmoV5 ml (12,27 mgl5 ml) uurpuir. Tona rpx6na Aa ce vMa
npr{ narlpreHTkr, Kor{To caHaAnera c KorrrpoJrr4paHo cbAbpxcalauelua uarpufi.



3. Kan 4a tr3rrorr3Bare AOIIAMIIH WZF'

Ilpenaparu rpr6na Aa ce npHJro)KI,I qpes rrrrrpaBeHo3Ha unifysur cJreA npe.4xoxAarrtro pa3pexAaHe.
flpenaparrr ce [pl,rJlara B roJIrIMa BeHa LrJrr{ qeHTparHara BeHo3Ha crdcreMa, 3a ra ce HaMaJru pkrcKa or
eKcTpaBiBarll4f,.

Tosa rercapcreo rp,q6ea aa ce pa3peau npean ].norpe6a.
flonarr,run wZF rvroxe Aa ce pa3rBopuc 5Yo rJrroKo3eH pa3rBop:a nn<fysur wm\,9o/o pasrBop Ha
HarpI,IeB xJIopIdA sa nn$ysur. Pa:rnap.rnero rpx6na Aa ce rrcBbprrru B crbKJreH, noJrr{err,rJreHoB
(LDPE) wru nonunporrr{rreHoB (PP) noHrefinep.

3a 4a ce npmorBt4 p{l3rBop ea uH$yszr, pa3TBopere 100 mg unu 800 mg AorraM}rH s 250 ml or
pa3rBopr{rem (5% rJIroKo3eH pa3rBop sa un$yeux usilt\,9Yo pa3rBop Ha HarpveB xJropr4A 3a
uutpysur). 1 ml or roJrJAIeHI,Ifl pa3TBop cBAbpnca cborBerHo 400 unrcporpaMawrv32O0 uurporpaMa
AonaMI{HoB xr4ApoxJlopt4l. Pasrrapauero Ha JreKapcrBoro rpr6na Aa ce npoBe)KAa B KoHTpoJrvpaHVkr
BaJII4AHpaHII aCerITI{rIH}I yCnOBrIJr.

Cpolt ua roAHocr Ha pa3peAeHl4fl :a ynorpe6a npoAJrKr: BlDKre rorrKa 5 or nr,rcrosKara 3a
AonbJrHr,rrenna nn$opiuaqru.

4osuposKa
Brspacmuu, noqueHmu 6 cmapuecKa Bbspqcm, de4a uad 12 eodmru:
Il:spnona.ranno, 1-5 pglkg rerec:aa vraca/pruttr znSysur. B nocne.4crnr4e Ao3ara Molr(e Aa ce
yBenuqu c no 1-5 pglkg renecnauac/rvrunHa BceKlr 10-30 Mr.rHyrkt MaKcr.rMzurHo ao 20-50 pglkg
TenecHa uaca/unryra. Cpe4nara Ao3a ynorpe6sBauanpu naqpreHTr,r e 20 p{kgreJrecHa uaca/uvt+t.
flpu nanpe4HirJrr4 craApllr Ha HapymeH]nr B qapKyraru4sra ce ynorpe6-f,sar Aosu naa 50 pglkg renecna
uaca./rr,rran.

flpra uaqr,rerrru c rexffia, HerroAarJrr,IBa Ha JrerleHpre xpoHlrqHa cbpAerma HeAocrarbrlHocr, JreqeHlrero
rpr6na Aa 3arloqHe c Ao3a or 0.5 Ao 2 pg/kgreJrecHa uaca./nl,rr. Karo BrrocJreAcrBr4e ce yBeJrr.rrraBa c
l-3 ytg/kgreJrecHa uaca./rr,mn. Ao HapacrBaHe Ha Ar{yperruHr,rf, eQercr.

Brnnranze: KpbBHoro HaJUIraHe, cbpAew{ara rrecrora }r Arlype3ara rpx6naAa ce KorrrpoJrr4par rro
BpeMe Ha npHrroKeHr4eTo Ha neKapcTBoTo.

Ano cre trptreJrtr rroBetre or neodxoAtrMara aoea,{OIIAI\MII WZF
Brglroxno e Aa Hacrbnu rloBr4rtreHlre Ha KprBHoro HzuurraHe. ,{o:ara Ha AonaMrlHarptlua aace
Ifial/'atvluttuttn$ysunra BpeMeHHo Aa ce cnpe Ao HacrbrrBaHeHacra1unuzaryutB crcroflHyrero Ha
[aq[eHTa. Trfi raro 4eficrnnero Ha AonaMrrH e KparKorpaftiro, ue e ueo6xo4r.nro Aa ce npeAnprreMar
AorllbnHarenuu Aeficrvw.. Alco ctcroqHilero Ha naquerrra He ce uo4o6pra, e qpenopbrrrlTeJrHa
ynorpe6ara Ha c[-aApeHeprltrmlr 6rorepu c rparnorpafrno 4eficrrrne, nanp. SerroJraMHH.

4. Brsilrorrtrln HexeJrarrn peanqrrtr

Kanro BcI{qKI4 JleKapcrBa, ToBa JreKapcrBo Moxe Aa npeAr,r3B}rKa Her(eJraHLr peaxru{u,
BCeKH II,r noryqaBa.

Ha6rroAasaHr.r ca Hexeraur,r rerapcrseHu peaKur,rn c .recrora:

Heqecru (eacrrar or 1 4o 10 na 1 000 naquenrn):
- rJraBo6olue, 6egnorcoficrso, TpeBo)Krrocr, TpeMop Ha npbcrrrre
- creuoKapAHa 6omc4 crpue6ueue, rroBr{rtraBaHe Ha KpbBHoro Hrur_flraHe
- mAeHe, noBpbqaHe.

Pe4rcu (sacrrar or 1 4o 10 na 10 000 naqraernz):

BbnpeKLI rle He



- a6epaguuBnpoBoAt4Mocrra, lpaguxapgut npoJroHrr.rpanQRS KoMrureKc
- xuneproHrltfl, npoBoKr{paHe Ha apI4TMI,Iu (cunycona raxrrKapAr4r, HaAKaMepH}r Lr KaMepHv

apmuuu), rIoBI4IrIaBaHe Ha JreBoKaMepHoro Icpafrno Al{acroJrHo HarsraHe, xunoroHllfl
- nniroepeKrlrrfl
- a3oTeMvIS, nonkrypprl
- tfara;lHa KaMepHa apr{TMtrf,.

Mnoro pelxr'r (sacxrar ro-MzurKo or 1 or 10 000 laqzerrru):
- HeKpo3aHaMeKr4TeTbKaHlI.

C nerasnecrHa rlecrora (ot nanrvnr,rre AaHHrl He Mo)r(e ,qa 6r.qe HanpaBeHa oqerxa):
- eKTOIrptlreH IIyJIC, IJ'j'JIIjJ1mAIIJ/IIf.,Ba3OKOHCTpI,IKIIU'

- AucrrHer (saayx)
- MlrApr,ra3a(pa3rrrnprBarreHa:ewrqatra)
- raHrpeHa npu naqr{eHTr4 c npeArrrecrBarrlo cbAoBo ga6onsnaHe.

Cro6qanaue Ha HexeJrantr JrenapcrBentr peanrln[
Alco nony.rure H{KaKBII HexeJraHI{ JreKapcrBeHr,r peaKrlr{u, yBeAoMere Barrr,rr JreKap r,un $apuaqen'r.
Toea sxrlo.rBa BoI{.IKH Br3Mo)KH}I, Heonr{caHl{ B TL3uJILtcroBKa HomeJraHrr peaKr+tu. Moxere ct,rlo Aa
cro6rqnre HexeJraHlr peaKr[,rr4 Ar,rpeKTHo qpe3:

llsmrHrareJrHa areHrltrr no neKapcrBara
ya. ,,,{auxn fpyen" J\b 8
1303 Cotfur
Ter.:+35 928903417
ye6cain: www.bda.bg
Karo cro6qalare HexeJrilr*r peaKrr.rr4, Moxere Aa AaAere cBos npuHoc 3a rroflyqaBar{e Ha rroBeqe
mtfoprvraqr,rr orHocHo 6esonacHocrra Ha roBa nerapcrBo.

5. Kan 4a cbxpaHflBare .{OIIAMI{II WZF

,{a ce crxpatrrBa ce npu reMneparypr4 rroA 25"C. Crxpauqr;aifie aMnyJrr4re B KaproHeHara onaKoBK4
3a Aaru rrpeAna3zTe or cBerJrr{Ha. ,{a ne ce 3aMp{BrBa.

,{a ce crxpanxBa Ha Mrrcro, HeAocrbrHo 3a Aerla.
He ngnongsaftre rosa neKapcrBo cneA cpoKa Ha roAHocr, orfensgaH Bbpxy erprKera rr KaproHeHara
orIaKoBKa cnel EXP. Cponrr Ha roArrocr orroBap-fl Ha nocJreAHlrJr AeH or nocoqeHrlf, Meceq.

Cpor ua roAHocr Ha roroBlrf, sa ynorpe6a lporyKT:
flpz ynorpe6a e nonasaua xuMlrrrHa r,r $urzvua cra6rznnocr za24'ncartpn2ioC.
Or urrpo6zoJrorrrqHa rJreAHa roqKa, pa3TBopeHr{Jrr npoA}T(T rpr6na Aa ce rrcrroJnBa BeAHara. Axo ne
ce u3rroJl3Ba BeAHara, BpeMero r,r ycnoBr,urra 3a cbxpaHerlrre npeAz ynorpe6a ca orroBopHocr Ha
LI3IIOJI3Balql/u.

Aro e Heo6xoguuo, rrpurorBeHara cMec Moxe Aa ce cbxparurB a lo 24 qaca ilpvreMneparyp a 25"C,
aKO e CUTpHO' qe piBTBopT,T e IIpIITOTB9H B KOHTpOnHpAIfkIvTBaIIId.AI4pAIJId aC€ITII/FIHI4 yCIOBI4fl.
Bcexu HeIr3rIoJI3BaH go 24 uaca pa3TBop rpx6ra Aa ce n3xBT,pru. PaspegeHr4Te pa3TBopu He r,r3rrcKBar
3auII4Ta OT CBeTIHHa.

6. Crgrpxantre Ha orranoBnara rr AonbJrrrrrre.lna nnQopuaqur

Kanno cbAbpllca AOIIAMIIII WZF
- AKrrasr{oro BerqecrBo e AorrzlMtrHoB xr,rApoxJropr4l. Earur ml KoHrIeHTpar 3a

pa3TBop ctAbpn€ 40 mg AorraMLrHoB xr,rApoxJroplrA.



I aunyla cbAbpn€ 200 mg AonaMrrHoB xr{Apoxnopnr.
- Apyrlrre cbcraBKl4 ca: HarpueB naera6ucynQtrr, Avr:uarpkreB eAerar, BoAa 3a urDKeKqulr.

KaK rsrrerqa {OIIAMIIH WZF n KaKBo cbAbpr(a otranoBrara
AOIIAMIIH WZF 40 mg/ml e 6esqnerna unu 6ne4oxnnreHrdraB4 rrpo3paqHa rerrHocr.
OnaKosrfl,r: 10 arr,rnynr,r or 5 ml.

ilpnrexareJr Ha patpemeHrrero sa yuorpe6a ll trporr3BoArrreJr
Warsaw Pharmaceutical Works Polfa S.A,
22l24Karckowa Sh.; 0l-207 Warsaw, flomua

,{ara na noelreAno npepasrJrer(AaHe Ha JrrrcroBrara


