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JOINNAMMHH WZF 40 mg/ml konuenTpar 3a HHpY3HOHEH Pa3TBOp 0 2 -02- 2028
NOMAMUHOB XHJIPOXJIOPH/L

JIncroBka: nHdopmauus 3a nauHeHTa

DOPAMIN WZF 40 mg/ml concentrate for solution for infusion
dopamine hydrochloride

[IpoyeTeTe BHUMATENHO UNAJIATA JHCTOBKA, NPEIH A2 3aM04HeTe 12 H3M0/13BaTe TOBA

JEKApPCTBO, Thil KATO T ChAbP:KA Ba’KHA 3a Bac uudopmauusn.

- 3anasere Ta3su JTUCTOBKA. MOXKe 1a ce HaJIOXKH /1a 51 MPOUYETETe OTHOBO.

- AKO UMaTe HAKAKBH JOMBIHMTEIHH BbIPOCH, NonuTaiiTe Bawus nekap, Wi papmalesrT.

- ToBa nekapcTBO € npeanucaHo Ju4HO Ha Bac. He ro npeorcrensaiite Ha Apyru xopa. To Moxe
1a UM HaBpeIH, HE3aBUCHMO 4Ye MPU3HALIMTE Ha TAXHOTO 3a0osiABaHe ca ChLIMTE KaTo Bamure.

- AKO MOJIYYHTE HAKAKBH HEXKENIaHU JICKaPCTBEHHU peakuuH, yBeaomere Bawus ekap, uim
¢apmaueBT. ToBa BKJIIOUBA U BCHYKH BB3MOKHH HEXKEMAHH peaKLMH, HEONMUCAHH B Ta3H
nucToBKa. Buwxkre Touka 4.

KakBo ¢cbabpKa Ta3H JJHCTOBKA

. Kakso npeacrasnssa JJOITAMWH WZF
Kakso Tpsa0Ba aa 3Haere, npenu aa usnonspare JJOITAMHWH WZF
Kaxk na m3nonssare JJIOITAMUWUH WZF

BBb3MOXHH HEXEJIaHH peakLuu
Kak na cpxpansasare JOIIAMHWH WZF
CpabpKaHHAE HA ONAKOBKATA U JAOMBIHUTEIHA MH(POPMALIHS

S

1. Kakso npeacrasansa JOITAMUH WZF n 3a KakBo ce H3mo/138a

JlonamMuH € KaTeX0JaMHUH, JeiCcTBall Ha AlpeHeprHYHUTE KaKTO U Ha 10MaMHHEPru4yHUTe PEeLeNnTOpPH.
Toit nunatupa 6b0peyHuTe, Ha BLTPELUHUTE OPraHy, Ha CbpPACYHHSA MYCKYJI U B MO3BbKa KPbBOHOCHH

CbI0OBE.
Cnepn npunoKeHHe Ha HUCKU 103H JlonaMuH, J1eKapCTBOTO N€HCTBA HA MbPBO BpeMe Ha

[ONAMMHEPTHYHHUTE PELIENTOPH, B PE3yJITAT HAa KOETO ce noBuiuasa 6b0peynus aeOUT (ryioMepyHaTa
¢unTpaum), NOBULIABA Ce HATPUEBATa EKCKpeuys U auypesara. [1puiokeHneTo Ha yMepeHH 1031
BOJM 0 CTUMYJIALMA Ha Bi-aipeHEprudHUTE PeLeNTOPH, JOKATO BUCOKHTE 103U CTHMYJIHPAT O~
aJ[pEHEePrUYHHUTE PEeLEeNnTOPH NPHYNHABANKH CBUBAHE HA NEPH(EPHUTE KPHBOHOCHH CHIIOBE H

MOBUILABAHE HA apTEPHAIIHOTO HAJIAraHe.
[IpenaparsT ce ynoTpebsasa npu XeMOJAMHAMHYHH HapylLIEHHs, MPOSBABALIM CE 10 BpEME Ha LIOK,

npeaM3BUKaH OT MHOKapAeH HH(apPKT, TpaBMa, CENCHC, CbpeYHa XUPYpPrus, MpH 000CTpAHE Ha
XPOHHYHA 3aCTOHHA ChpeYyHa HeAOCTATbYHOCT, KAKTO U MPH LIOK, Boaell 10 Ob0pedHa
HEeIOCTATBYHOCT.

2. Kakso Tpsa6Ba aa 3uaere, npeau aa ninoassare JOINAMHWH WZF

He n3noassaiite JOINTAMHUH WZF, ako e ¢cb0011eH0 HAKOE OT C/IeJHHTE CHCTOSAHHA!
® AaKO CTe aJIEeprHYHM KBM JIONAMUH WM WIH KBM HAKOA OT OCTaHaJINTe CbCTABKH HA TOBA
nexkapcTBo (M36poeHm B Touka 6),
e (HEOXpOMOLMTOM,
® TEXKKH PUTBMHH HApYLUCHHUA: KAMEPHO MBIKIEHE, HEKOPHUTHPAHH TAXHAPUTMHH.




IlpeaynpexaeHus H OpeAnaIHE MEPKH
["'oBopete ¢ Bamnua nexkap unu dapmaiiesr, npeau aa usnomeare JOITAMUWH WZF.

HNanomssante JIOINAMPH WZF c noBuuIeHO BHUMAHHKE:
. [pH NAallHEHTH Ch¢ ChA0BH 3abonsasanus (Hanp. arepockneposa, 6onect Ha Peliro, apTepnanex
eMOOMIM3BM, 3acATaHe Ha ChAOBETe B Xona Ha auaber u Gonect broprep).

Koraro npuwnarate JJOITAMHWH WZF:

. ao3ata TpsOBa 1a & HaMa/Iu 8KO JMaCTOMUYHOTO KPBBHO HANATraHe ¢e NMOBHILUN WK ChpAEYHATA
yecToTa ce 3abaBny,

. He crHpaiiTe BHE3ANMHO nHOY3UATA.

[lpenapatsT TpsabBa Aa ce ynoTpedasa ¢ BHUMaHKe NpY NaUKMEHTH ¢ YepHoapoOHa K 6bp6peuHa
HeJOCTAaTBhUHOCT.

Jeua # W0HOUIH
besonacrocTTa Ha yniorpeba npu aena noa 12 roauHn He € YCTaHOBEHaA.

Apyru nexapctsa 1 JOINIAMHH WZF
Nudopmupaiire Bamua nexap, ako U3non3sare, HACKOPO CTe H3NO/I3BAJIA WIH € Bb3MOXKHO A4
H3MIOJI3BaTE APYry NEKapCTea.

Nuxubutopu Ha MoHOaMHHOKcHaazata (MAQO) yennear aelcTBHETO Ha AonaMuH, [laumenTH
npuemand MAQ unxubutopu npes nocaeauure 2-3 ceaMuuH TpadBa A3 NOAYYAT NBPBOHAYAIHA
ao3a, He no-ronsaMa ot 10% ot obuvaiino ynotpebaBaHaTa 103a JONaMHH.

EnHOBpeMEHHOTO NIPWIOKEHHE HA IMK/IONPONaH WM XanoreHHpaHH XHAPOKapOOHOBH aHECTETHLIM
(XanoTaH) M JOTIAMHH MOKe fa Npeau3BHKa BEHTPHKyIapHa NucpuT™MHA. JeACTBHETO HA JONAMHH C€
aHTaroHW3npa ot P-aZpeHONUTHUMN KAaTO NPONPaHONoN ik Meronponon. JJonaMuH He TpabBa Oa ce
ynorpebABa ¢ eproToBM ANKANOHOH, ThH KaTO € Bb3MOXKHO 14 HACTBIIH Ba30KOHCTPHKLIKA.
TpHUHKAHYHATE AHTHOCNIPECAHTH M TBAHETHAHH MOTAT [1a 3aCHJIAT JONAMHHOBHTE e(DEKTH KaTo
NOBHIIEHO KPBBHO HAJAraHe.

[Ipy maumeHTH yrroTpedsasaiy PeHHTONH U JONaMHH ca Ha0/mogaBaHy XMIOTOHNA U Opaaukapaus.
HonamuH Moke na 3acwin eeKTUTE Ha JHYPETHLIUTE.

bpeMeHHOCT H KhpMeHe
AXo cre OpeMeHHa WJIH KbpMHUTE, CMATATE, Y€ MOXKE Ja cTe OpeMeHHa UK IU1aHKupaTe OpeMEHHOCT,

nocreeTBalite ce ¢ Baiuus nexap npean ynorpedara Ha TOBa JIEKapPCTBO.

[IpenapaTsT MOXKe Ia ce ynetpedsaBa no speme Ha 6peMEHHOCT, caMO KOraTo, 10 MHEHHE Ha JIeKapH,
[10J13aTa 33 MAHKATA HAOJE/sMBa Hax NOTEHLHWANHATA 3aIUlaxa 3a Iu1oja.

JlekapCTBOTO € MOKa3aHO B CIIy4aH Ha HEMOCPEACTBEHA ONAcHOCT 3a kKuBoTa. [Ipn nonobuu
06CcTOATENCTBA KBPMEHETO He € NPOTHBONOKA3aHHE 32 NMPWIOKEHHE HA Npenapara.

lllopupane m pabora ¢ MALIUKHA
He e npunoxuMo — IeKapCcTBOTO ce ynoTpedaBa npu HENOCPeaCTBEHH )KHBOTO3ACTPALLABALIH

ChCTOAHHA.

HOIIAMHH WZF cbanpxka HaTpHeB MeTabunychHT, HaTpHIi
HOINAMMH WZF cuabpxa HaTpreB MeTaGHCYNpUT, KOUTO B peKH CIy4Yau MOXKe Na NPUHUHHY
TEXKKH PEaKLiMH Ha CBPBXYYBCTBHTENHOCT B OPOHXOCIA3BM.




Tosa nexapcTBo cpabpxa 12,27 mg HaTpuit (OCHOBHA CHCTABKA HA FOTBAPCKATA/TPANE3HATA COJ) BHB
BcAka aMmmyna 5 ml. Tosa konuiecTso e exuBaneHTHO Ha 0,61% OT NpenopbYHTENIHHA MAKCUMANIEH
NHEBEH XPAaHUTEICH [IPHEM Ha HAaTpHHA 3a Bb3PACTEH,

Topa nekapcTBO MOXE [a Ce pa3pexa - BUXKTeE Mo-A0y TouKa 3. ChAsPKaHMETO HA HATPHIA

B pa3TBOpHTENA TPAOBA Aa Ce MMa NpenBHI, KOraTo ce NpecMATa o6LIOTO ChAbPIKAHHE Ha HaTpuil

B IPHTOTBEHHA Pa3TBOP HA NPOAYKTa. 3a no-noapobHa HHGOopMaLMs OTHOCHO HATPHEBOTO
CBABPIKAHHE B PA3TBOpA, M3MOJ3BAH 33 pa3speKaaHe Ha NpoOyKTa, OTHECETE C€ A0 KPaTKara My
XapaKTEpUCTHKA.

3. Kax aa nanoazeate JOINAMHUH WZF

[IpenapatsT TpAOBa Oa Ce NPUIOKH Ype3 HHTPABEHO3HA MHDYIHA CNel MPeAX0KAAILO pa3peKIaHe.
[IpenapatsT ce MpUIara B ronAMa BEHA WIIH LEHTPAHATA BEHO3HA CHCTEMA, 34 13 C€ HaMaJlH PHCKA OT
€KCTpaBa3allus.

Tosa nekapcteo TpsaGBa Aa ce paspeau npenm yrnorpebda.

Honmamun WZF moxe na ce pa3teopu ¢ 5% rmokoseH pa3Teop 3a HHPy3us win 0,9% pasTeop Ha
HaTpHeB XJIOpHA 33 NHPy3ux. PajTRapsaHeTo Tpa0GBa 1a ¢e M3BBPLIM B CTHKIEH, NOTHETWICHOB
(LDPE) unu nonunponuneros (PP) xonreitrep.

3a na ce NpHroTBH pasTBoOp 3a HH}Yy3uA, pasteopere 100 mg win 800 mg nonamun B 250 ml ot
pastBopuTens (3% rMoKo3eH pa3Teop 3a HHGy3usa wid 0,9% pa3TBop Ha HATPHEB XJIOPHI 3a
vHQy3ua). | ml ot nonmyuenns pasteop chabpKa ChOTBETHO 400 Mukporpama win 3200 Mukporpama
AONAMHHOB XHAPOXNOpHA. Pa3TBapAHETO Ha JIEKapCTBOTO TPAOBA 1a Ce NPOBeXKIA B KOHTPOJIHPAHH H
BATHAHPAHH ACEITTHYHH YCIOBHA.

CpoOK Ha FONHOCT Ha pa3peneHHa 3a ynotpeda MpoAyKT: BHXKTE TOYKA 5 OT JIHCTOBKATa 3a
OOMLIHUTENIHA HHPOpMALIHA.

Ho3upoBKa
Bvipacmuu, nayuenmu 6 cmapyecka ev3pacm, deya nvaod 12 zodunu:

[IepBOoHauanuo, 1-5 pg/kg renecHa Mmaca/mMuH B HHQY3uA. B mocnencTeue Ro3aTa MOXe Aa ce
yseaunud ¢ no 1-5 pg/kg renecua maca/muH Ha Bcekd 10-30 muny Ty MakcrmManuio Ao 20-50 pg/kg
TenecHa Maca/MHHyTa. CpenHaTa no3a ynotpebasaHa npu nanueHTtH e 20 pug/kg tenecHa Maca/muH.
Ilpn HanpeqHamH CTAAMM HA HAPYLIEHHA B UMPKYNaUuiaTa ce ynorpedsasar ao3u Han 50 ug/kg TenecHa
Maca/MHH.

[Ipn naumeHTH ¢ TeKKa, HEMOZATIHEA Ha JIeUeHHe XPOHHYHA ChPEYHA HEOOCTAThbYHOCT, ICYEHHETO
TpabBa aa 3anoyHe ¢ 103a oT 0.5 oo 2 pg/kg TenecHa Maca/MHH, KaTo BMNOC/IEACTBHE C€ YBEIHYABA C
-3 pug/kg TenecHa Maca/MHH, A0 HapaCTBaHE HA AUYPETHYHHUA e(eKT.

BHHMaHHe: KPBBHOTO HALATaHe, ChpAeYHATa YeCTOTa U Axdype3aTa Tpadea 1a ce KOHTPOIHpaT fio
BpeMe Ha NPHIOKEHHETO Ha IeKapCTBOTO.

AKo cTe NpHeaH noBeye or Heobxoaumara g03a JOITAMMWH WZF

Bb3MOXKHO € 1a HACTBINHY NOBHILIEHHE HA KPBBHOTO HanaraHe. JJo3aTta Ha JonaMuHa TpaGsa na ce
HaManH WIH HHPY3HATa BpEMEHHO A C€ CNpe A0 HACTHNBaHe Ha CTAbHAN3ALMA B CHCTOAHUETO HA
naiueHTa. Trhi KaTo HeHCTBHETO HA AONAMUH € KPAaTKOTpalHo, He € HeoOX0ANMO 14 Ce peanpHeMaT
BONBAHHUTEIHY AEHCTBHA. AKO ChCTOAHHETO HA NAlMEeHTa HE ¢e roae0pH, e MpenopHUYHTENHA
ynorpebara Ha a-afpeHeprHyHy 6/10KepH ¢ KpaTKoTpaitHo neficTere, Hanp. GeHTONaMHH.

4. BuIMOXHEK HEeXKeJAHE PeaKl BN

KakTo BCHYKH NICKApCTBa, TOBA JICKAPCTBO MOXKE [a NPEAN3IBHKA HEXKCIIAHH PEaKUHH, BBIIPEKH Y€ HE
BCCKH I'H NOJTyYyaBa.




HabnionasaHy ca HeXKEIAHHU JIEKAPCTBEHH PEAKLMH C YECTOTA:

Heuectu (3acarar ot | go 10 na 1 000 naupentu):

- rinasoQonue, 6e3MOKOHCTBO, TPEBOXKHOCT, TPEMOP Ha MPBCTHTE

- cTeHOKapAHa 6onka, copuebueHe, MOBHILIABAHE HA KPBBHOTO HA/IATaHe
- raaeHe, NOBPBLIAHE,

Penxu (3acarar ot 1 a0 10 1a 10 000 naunenTy):

- abepauny B NpoBOANMOCTTa, Opagukapaus, nposoHrupad QRS koMmneke

- XUMEePTOHHA, NPOBOKHPAHE HA ADHTMHH (CHHYCOBA TAXUKapAHA, HAAKAMEPHH H KAMEPHH
apUTMHH), NOBHILABAHE HA JIEBOKAMEPHOTO KpalHO AHACTONHO HA/LIraHe, XUIIOTOHHUS

- NWI0EpeKLIHA

- A30TEMHUSA, TOTTHYPHS

- (paTanHa kaMepHa apHTMHAL.

MHoro penku (3acaraT no-manko ot | ot 10 000 naumeHTH):
- HEKpO03a Ha MEKHTE THKaHH.

C HEeH3BECTHA YeCTOTa (0T HATMYHUTE HaHHH He MOXe Ja One HanpaBeHa OLEHKa):
- eKTOMHYEH MyJIC, MAJINUTALMH, BA3OKOHCTPHKIIHA

- nucnHes (3agyx)

- MHIOpHa3a (pa3liupsaBaHe HA 3€HHILATA)

- raHrpeHa npH NauueHTH ¢ NpeIIecTsallo CbA0B0 3ab0n9Bane.

ChofmaBane Ha HEXKENAHH JEKADCTBEHH peakiHy

AKO NONYYHTE HAKAKBH HEXXENAHH JICKapCTBEHH peakUHH, yBenoMeTe Balus nekap wnn papMalesT.
Tosa BKIIOYBA BCHYKH BB3MOXKHH, HEOITHCAHU B TA3H JINCTOBKA HEXEJIaHHM peaxuuy. Moxkere chIIo Aa
CBODIINTE HEXKEIRHH PEAKUHH AUPEKTHO Ypes:

HM3nbnHUTEHA AreHIUA O JISKapCTRaTa

yia. ,,Jamsan I'pyes” No 8

1303 Codusn

Ten.: +35 928903417

yebcaitT: www.bda.bg

KaTto chobluasare HexXeNaHH peakiiy, MOXeTe a JaieTe CBOA MPHHOC 3a MOMYYaBaHe Ha [oBeye
HHQOpMALIHUA OTHOCHO GE30MAaCHOCTTa Ha TOBA JIEKAPCTEO.

5. Kak aa cexpanasare JOIIAMHWH WZF

Ha ce cpxpaHaBa ce npH TemnepaTypH noa 25°C. CrxpaHaBaiiTe aMITy/IHTE B KAPTOHEHATA OMAKOBKA,
3a Ja 4 NpeanasuTte oT cBernuua, [la He ce 3amMpassasa.

Jla ce cpXpaHABa Ha MACTO, HEIOCTHITHO 33 AcIa.
He w3non3saiire ToBa N€KapcTBO Cel CpOKa Ha FOAHOCT, OTOENA3aH BhPXY €THKETA H KapPTOHEHATA
onakoBkKa cnea EXP. CpoxsT Ha rogHOCT OTroBapa Ha NOCHEOHHA IeH OT NOCOYESHHSA Mecell.

CpOK Ha rOQHOCT Ha FOTOBHA 3a ynoTpeba NpoayKT:

[Ipn ynorpeda e nokasana XHMHYHa ¥ Pu3raHa cTabwiHOCT 3a 24 vaca npn 25°C.
Ot MHKpOOHOIOrHYHA ITIeHa TO4KA, Pa3TBOPEHUAT NPOAYKT Tp6Ba Ja ce H3Moa3Ba BeaHara. AKo He
Ce M3MOoA3Ba BEOHAra, BpeMeTO M YCJIOBHATA 34 ChbXpaHeHHe npeau ynorpeda ca OTrOBOPHOCT HA
M3I0N3BAlIHA.

AXo ¢ HeoOX0RMMO, NPUIOTBEHATA CMEC MOXKE Aa Ce CEXpaHABa 10 24 yaca Ipu temnepatypa 25°C,
aKO € CUIypHO, Y€ pa3TBOPBT € NPUIOTBEH B KOHTPOJMPAHH H BAIMAMPARY aceNTHYHY YCAOBHA




Bcexn Hensnon3saH o 24 yaca pasteop TpadBa aa ce u3Xpbpnu. PazpeneHure pasTBopu He H3HCKBAT
3allIMTa OT CBETIIMHA.

6. CopaspXxaHHe Ha ONAKOBKATA U AONLJHHTE/IHA HHOOPMAUHA

Kaxkso cuaspxa JOITAMHKH WZF

- AKTHBHOTO BELIECTBO € IONMAaMHHOB XHApoxnopud. Eaun ml koHIteHTpaT 33 HH)Y3HOHEH
pa3TBOp ChABPXKA 40 mg AONAMHHOB XUAPOXJIOPHA.
1 ammyna ceappka 200 mg J0NaMHHOB XHAPOXIOPHL.

- JpYrUTe CHCTABKH Ca: HATPHEB MEeTaOUCYNQUT, IMHATPHEB €1€TaT, BOIA 3a HHYKEKLIHH.

Kax miraexaa JOIIAMHH WZF B kakBo CbILPXKAS ONAKOBKATA
AOITAMHH WZF 40 mg/ml ¢ 6e3upeTHa win 61en0xKbITeHHKABa, IPO3PaYHa TETHOCT.
Onakosku: 10 amnynu or 5 ml.

[IpurexkaTen HA pa3pelIeRHETO 32 YNOTpeba u npoH3BOAHTEN

Zakiady Farmaceutyczne POLPHARMA S.A.
ul. Pelplinska 19, 83-200 Starogard Gdanski, [Tommua

Hata Ha nocjeaHo npepasraexaane Ha aucropkaTta 08/2025




