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JAOITAMMH WZF 40 mg/ml onnenTpaT Sauniyaonen pazTBop 2 5 m ? 0 77

AONaMHHOB XHI[pOXJIOPH,EL
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DOPAMIN WZF 40 mg/ml concentrate for solution for mfusnon
dopamine hydrochloride

IIpoyeTeTe BHHMATEIHO NAJIATA JTHCTOBKA, IPEH 1A 3aN0YHETE AA H3NOA3BATE TOBA

JIEKAPCTBO, Thil KaTo TH CHALPkKA BaxkHa 32 Bac uadopmanus.

- 3anasete Ta34 JHcTOBKA. MOXKe /la Ce HAJIOKH JIa A IPOYETETE OTHOBO.

- AKO HMaTe HIKaKBH JOIBIHUTEIHH BBIPOCH, ToNuUTaiTe Baiuys jiekap, win GpapMaieBT.

- Tosa nekapetso e npeamicaso mm4Ho Ha Bac. He ro mpeotcThieaiite Ha apyru xopa. To Moxe
Iia ¥M HABPEH, HE3aBICHMO € IIPU3HALIMTE HA TIXHOTO 3a00JIsABaHe ca CHIUTE KaTo Bamwure.

- AXO noTy4nTE HIKAKBH HexKeTaHU JIEKapCTBEHU PEaKiiy, YBeIoMeTe Barius nekap, uiu
dapmaneBT. ToBa BKIIFOYBA ¥ BCHYKH BB3MOXHH HEKEIAHH PEAKIIMH, HEOTIMCAHH B Ta3H
nucToBKa. Brokre Touka 4.

Kakso CBLABbPIKa Ta3H JJHCTOBKA

Kaxgo npencrasmssa JJOITAMUH WZF

Kakgo Tpsa6Ba na 31aere, npeau fa usnoissare JOITAMWH WZF
Kak nma mamonseare JIOTIAMKWH WZF

Bb3MOXHHM HekeNaH! peaKilin

Kak na cvxpansisare JIOTIAMUWH WZF

CpabpikaHye HA ONIAKOBKATA U JOIIBIHATETHA HHPOpMALKL

R

1. Kaxso npeacrasasnea JOITAMWH WZF u 3a KakBo ce H3MOI3BA

JloraMuH € KaTeXoIaMuH, IeHCTBalLl HA a/IPeHEPIIUHAITE KAKTO U HA IOTIAMUHEPTIYHITE PELIETTTOPH.
Toli nunatupa 6E6peyHNTe, HA BFTPEIIHATE OPraHH, Ha CHPICYHMA MYCKYJI H B MO3bKa KPBBOHOCHH
CBJOBE.

Crnent mpuoxkeHHe Ha HUCKH 1034 JlomamuH, JIEKapcTBOTO AeiiCTBA HA BPBO BpeMe Ha
JONaMMHEPrHYHUTE PELCIITOPH, B PE3YJITAT HA KOETO Ce NOBHINaBa OBOpedHns ae6uT (riioMepyiHaTa
¢urTpanyi), HOBMINaBa CE HATPUEBATA eKCKpelus 1 Juypesara. [IpHIoKeHHeTO Ha YMEPEHH 03U
BOJIM 10 CTUMYJIAMs Ha [r-aJ{peHepIrHYHHITE PEENTOPH, JOKATO BUCOKUTE JO3H CTUMYJIHPAT Q.-
aJIpeHEPIMYHKUTE PELENTOPH IPUUUHABANKY CBHBaHE Ha nepr()epHUTE KPHBOHOCHH ChIAOBE U
MOBUIIIABaHE HA aAPTEPUATTHOTO HAJIATaHE.

IIpenaparsT ce ynorpebsBa Ipy XeMOJMHAMUYHY HapYLICHHs, POABSBAIIH C€ 110 BpeME Ha 10K,
IpeIU3BHKaH OT MHOKap/ieH UHGapKT, TpaBMa, CETICHC, ChpAeUHA XUPYpPrus, Ipu 000CTpsHe Ha
XPOHHMYHA 3aCTOMHA ChpJIeUHa HEZOCTATFYHOCT, KaKTO M IIPH IIOK, BOAEI 10 Oh0pedHa
HEJIOCTATBYHOCT.

2. Kaxso TpudBa ga 3Haete, npean qa manoaseate JOITAMWH WZF

He n3nonspaiite JIOIIAMMWH WZF, ako ¢ ¢h000¢H0 HAKOE OT CJCIHATE CLCTOSIHNA:
®  aKO CTe aAMePrudHU KbM JIOTIAMHH MIIH MM KbM HIKOS OT OCTAaHAIMTE CHCTABKH HA TOBA
nexapcTBo (M30poeHH B ToUKa 6),
*  (JeoxpoMOLUTOM,




Ilpenynpexnenns H npeanasHa MEPKA
[oBopere ¢ Bamust nexap win dapmarnest, npeau aa msnonssate JJOITAMUH WZF.

Hsnomseaiire JJIOTIAMWH WZF ¢ moBuilieHO BHUMAHUE:
. TPY NALMEHTH ChC ChIIOBH 3a00JIBaHKA (HAIIp. aTepocKiieposa, bonect Ha PeifHo, aprepuanen
eMGoNM3BM, 3acAraHe Ha ChIOBeTe B X0/a Ha auaber u 6omect Broprep).

Korato npunarare JOIIAMIWH WZF:

° Ao3aTa Tps6Ba Ja Ce HaMAIK aKO TMACTONHYHOTO KPHBHO HAJISTAHE Ce TIOBHINH WM ChpASUHATA
YeCTOTa e 3a0aBH,
. HE CIIMpaiTe BHE3AIHO HH(Y3HATA.

IIpenaparst TpsGea ma ce ynotpe6sBa ¢ BHUMAHUE IIPH NAIMEHTH ¢ 96PHOAPOOHa MK GEOpedHa
HeJOCTaTHYHOCT.

Jena n oHomn
besonacnocrra Ha ynorpe6a npu ena mox 12 rouHy He € yCTaHOBEHa.

Apyra nexapersa u JONAMWH WZF
Hndopmupaiite Banms nexap, ako H3M0I3BaTE, HACKOPO CT€ U3MO3BAIU WIH € BE3MOXKHO J[a
M3II0JI3BaTe JAPYTH JIEKAPCTRA.

Huxuburopu Ha MoHOaMMHOKcHaaszaTa (MAO) ycunsar neiictereTo Ha onamud. Ilaimentn
npuemamn MAO uaxuGUTOpH 1pe3 MocneAHATe 2—3 ceaMULM TPAOBa Aa MOMYYAT TbPBOHAYAIHA
no3a, He no-rossiMa ot 10% ot obuuaiiHo ymoTpebsBaHaTa 103a JOIIAMHH.

EnHoBpemMeHHOTO NpHIIOKEHNE Ha IMIJIONPOTIAH WIH XaIOTeHUPAHH XMAPOKapOOHOBH aHECTETULIN
(xanoTtan) ¥ JOTAMHH MOXe J]a IIPEIM3BAKA BEHTPUKYIapHa qucputMus. JleiicTBHETo Ha TOIAMEH ce
AHTATOHU3MPA OT P-aAPEHOTUTHIM KaTO IPOIPAHONION Witk MeTonpoion. ormamMu He Tpa6Ba aa ce
YHOTPeBsBA C EPrOTOBH AIKATOUIH, Thil KATO € Bh3MOXKHO JIa HACTHIH BA30KOHCTPUKLYSL.
TpuuMKIHYHKMTE aHTHAETIPECAHTH M FTBAHETHAVH MOTAT A2 3aCHIIAT JONAMHHOBUTE €(EKTH KaTo
MOBUIIEHO KPBBHO HAIATAHE.

ITpu narmenTyn ynotpebasaimy GeHHTONH B TONAMKH ¢a HaOJONABAHM XUNIOTOHMS U GPaTKapIys.
JonamMuH Moxke na 3aciiy eheKTUTe Ha AUy PETHIIHTE.

BpeMemch H KbpM€EHe
Axo cte 6peMeHHa WK KbpMHTEC, CMATATC, YE€ MOXKE J1a CTC 6peMeHHa WIHA IUIaHUpATE 6peMeHHOCT,
noChBETRalTE ce ¢ Bammms JICKap npeau yHOTpe6aTa Ha TOBa JICKapCTBO.

HpenapaTLT MOIKEe Ja CC yHOTpe6SIBa o BpEMe Ha 6peMeHHOCT, CaMO KOraro, 1o MHCHUE Ha JIeKaps,
noJ3aTa 3a Maikara HaJAOCHdBa Hald IIOTCHIHATHATA 3arUiaxa 3a mioaa.

.HeKapCTBOTO € MOKa3aHO B CITy4Yad Ha HENOCPEACTBCHA OIIACHOCT 34 >KHUBOTA. HpH HO)106I{[/I
00CTOATEIICTBA KbpMEHETO HE € IIPOTHBONIOKA3AHUE 34 NIPUIIOKCHHC Ha IIperiaparta.

IModnpane u paGora ¢ MAMHAHH
He e npunoxumo — nexapcTBOTO Ce ynoTpe6sBa MpH HeMOCPeACTBEHH JKHBOTO3aCTpaINaBally
CHCTOSHUSA.

AOINAMMHH WZF cbabpka HATPHEBHAT MeTA0HIycHT, HATPHI
Harpuesuat MeTabuirycuT BKIIOUEH B JT€KAPCTBOTO PAAKO MOKE /1a IPHYUHHA CEPHO3HH PEaKIMK Ha
CBPBXYYBCTBHTEIHOCT M OPOHXOCTIA3HM.

JlekapersoTo chabpika 0,55 mmol/5 ml (12,27 mg/5 ml) Hatpuii. Topa TpsGBa 1a ce Mma np
NP MAIMEHTH, KOUTO Ca Ha IUEeTa C KOHTPOIHUPAHO ChIbPKAaHHE HA HATPHIA.




3.  Kak pa m3noiseare JOITIAMIAH WZF

penaparst TpsGBa 1a ce MPHIOXKH Upe3 HATPABEHOZHA HH(Y3HS Clie/| IPETXOMJIANIO0 Pa3PEeNIAHE.
IIpemaparsT ce npunara B TojisiMa BeHa HIIM LEHTPATHATA BEHO3HA CUCTEMA, 3a 1A €6 HAMAJH PHCKA OT
eKcTpapa3anusl.

ToBa siekapcTBo TpsOBa J1a ce pa3peiy mpeau ynorpeoda.

Homamuu WZF Mosxe s1a ce pasTBopH ¢ 5% [TIOKO3eH pa3TBop 3a uudy3us win 0,9% pasTBop Ha
HaTpHeB XJIOpU/ 32 uHQy3us. PasTBapsaHeTo TpsaOBa 1a ce U3BBPINY B CTHKIICH, TOJTHETHIICHOB
(LDPE) nm nonumnpomienos (PP) konTeiinep.

3a 1a ce IPUTrOTBH Pa3TBOP 3a MHGY3MA, pasteopere 100 mg wau 800 mg nonamuH B 250 ml ot
pastBopures (5% riroko3eH pasTsop 3a mHbYy3us win 0,9% pasTBoOp Ha HATPHEB XJIOPHJL 3a
uHdysns). 1 ml ot momydenns pasTBOp chABPKA ChOTBETHO 400 MUKporpama wim 3200 MuKkporpama
JOMaMUHOB XHUAPOXIOpU/. Pa3TBapaHeToO Ha JEKapCTBOTO TPAOBa Ja Ce MPOBEXK/A B KOHTPOJIUPAHH K
BaJIMAMPAHY ACCNTHYHH YCIOBHS.

Cpox Ha roJHOCT Ha pa3peeHus 3a ynoTpeda MpOoIyKT: BIHKTE TOYKA 5 OT JIMCTOBKATA 3a
JOIBIHUTETHA MHPOPMAIIHS.

gOSI/IQOBKa

Buvspacmuu, nayuenmu 6 cmapuecka év3pacm, oeya nao 12 zo0unu:

[Ispeonavanno, 1-5 pg/kg TenecHa maca/mun B uHdy3ug. B nocreacTere 103aTa MoKe 1a ce
yBemiun ¢ o 1-5 pg/kg Tenecna maca/MuH Ha Beeku 10-30 MunyTH MaxcumanHo 1o 20-50 ug/kg
TenecHa Maca/MudyTa. CpesiHarta 103a ynorpebssana npu namuent € 20 pg/kg TenecHa Maca/MuH.
1Ipy HanpenHanm cTanuu Ha HAPYIIEHKS B LAPKyJIALMITa ce ynoTpeGasaT no3u Han 50 pg/kg TenecHa
Maca/MuH.

Ipy naupeHTH ¢ TeXKA, HETIONATINBA HA ISUCHHE XPOHHYHA CHPIEYHA HEJOCTATHYHOCT, JTEUCHHETO
Tpsi6Ba na 3amoune ¢ o3a or 0.5 10 2 ug/kg TenecHa Maca/MuH., KaTo BIOCIEACTBHE CE YBEIHUABA C
1-3 pg/kg TenecHa Maca/MUH. 10 HAPACTBAHE HA JUYPETUYHHS e(DEKT.

BrymManwe: KPBBHOTO HAJIATAHE, ChpJACUHATA YeCTOTa U Aadypesara TpﬁﬁBa Aa C€ KOHTpOIHupar 1o
BPCME Ha NPHIOKEHACTO HA JICKAPCTBOTO.

AKo cTe mpuenH noBede OT HeobxoxaMaTa Ko3a JOINAMUH WZF

BB3MOxHO € na HaCTHNM NOBMIIEHME Ha KPBBHOTO Haisrae. JlosaTa Ha JonaMuHa TpsiOBa 1ia ce
HaMaJIi WM MH(Y3HATA BPEMEHHO J1a Ce CIpe A0 HACTHIBAHE HA CTAOMIN3AINA B CHCTOSHHETO Ha
nanuenTa. Thif KaTo JeHCTBHETO Ha IONAaMHUH € KPaTKOTPaiiHO, He & He0GXOIMMO Jia Ce TPe/IIpHEMAT
JOIBTHUTEITHY JEHCTBAS. AKO CHCTOSHHETO Ha MIAIIUEHTA HE ¢e OA00PH, € NMPeIophUMTeIHA
ynorpe6ara Ha o-apeHepTHIHN GIIOKEPH ¢ KpaTKOTpaifHo AeticTBHe, HAmp. GEHTOTaMHUH.

4. Bop3moxxHE HexkeIaHu peakIUH

KaxkTto Bcrukm JICKApCTBA, TOBA JICKAPCTBO MOXKE Na NPSAM3BHKA HEXKCIIAHU peaKilny, BBIIPEKH 1Y€ HC
BCCKU I' ITOJIy4aBa.

HaGJ'IIOI[aBaHI/I €a HEOXKCIaHHN JICKAPCTBCHU PCAKIIMH ¢ YECTOTA:

Heuectn (3acsrar ot 1 go 10 ma 1 000 nauuenTH):

- rasobome, 6e3M0KOMCTBO, TPEBOKHOCT, TPEMOP HA MPHCTHTE

- CTeHOKapaHa 060JIKa, chprieOueHe, NOBMINaBaHe Ha KPHBHOTO HAIATaHEe
- rajieHe, IIOBPHINAHE,

Penku (sacarar ot 1 mo 10 Ha 10 000 marmenTh):




- abepaliy B POBOIMMOCTTA, OpauKapuus, mposionrdpad QRS koMiuieke

- XWIEPTOHHS, IPOBOKHUPaHE HA APUTMHH (CHHYCOBA TaXUKap/WsA, HAAKAMEPHH U KAMEPHH
apUTMKH), TIOBUIABAHE HA JICBOKAMEPHOTO KPAfHO TUACTOHO HASTAHE, XANOTOHMT

- HIOSPEKIHS

- a30TEMUs, NOTAYPHS

- datanHa KaMepHa apUTMHA.

MHoro pezku (3acarar mo-Maiko ot 1 ot 10 000 manpenTn):
- HEKpO3a Ha MEKHTE ThKaHH.

C Heu3BeCTHA YecTOTa (OT HATMYHKTE JAHHM HE MOXKE Jia O'hJI¢ HATIPABEHA OLICHKA):
- €KTOIMYCH IIyJIC, NAIIUATAIH, Ba30KOHCTPUKIHS

- IUCTHed (3a1yX)

- Mujprasa (pasuupsBaHe Ha 3CHUIIATA)

- TaurpeHa IpH NalUeHTH ¢ TIPE/IIISCTRAIINO ChAOBO 3a00JIBaHe.

Cro0maBane Ha HeXXeJAHH JIEKAPCTBEHH PeAKIHH

AKko nonyuuTe HAKaKBH HEXEJIAHH JIEKAPCTBECHH PeaKI|H, yBeaoMeTe Bauus ekap v apmarerT.
ToBa BKIIIOYBa BCMYKH BH3MOJKHH, HEOTIMCAHM B Ta3H JIMCTOBKA HEKEJIAHM peakiu. MoeTe ChIIo Aa
CHOOIIUTE HEKETAHM PeAKIHU ANPEKTHO IPe3:

H3rbiHMTENHA areHIHS 110 JIeKapCTBaTa

yiL. ,,JJamsna I'pyes” Ne 8

1303 Codpus

Ten.: +35 928903417

yebcaiit: www.bda.bg

Karo crofmaare HexeIlaHN peakidy, MOXeTe /1a IaJIeTe CBOS MIPUHOC 34 MOJIyYaBaHe Ha IIoBeue
uH(pOpMAaIMA OTHOCHO Ge30macHocTTa Ha TOBA JIEKAPCTRO.

5. Kax na cbxpansBare JOIHAMWH WZF

Ha ce cvxpansiBa ce Ipu TemnepaTyps oy 25°C. ChxpaHsBaiiTe aMITyJIMTe B KAPTOHEHATA ONAKOBKa,
34 J1a TY NIPe/INasuTe OT CBeTNIMHA. [la He ce 3ampassBa.

[a ce cpxpaHsBa Ha MACTO, HEZOCTHIIHO 33 AeIA.
He wn3nosspaiite TOBa JIEKapCTBO ClIEZ CPOKa Ha FOAHOCT, OTOENN3aH BEPXY €TUKETA U KapTOHeHaTa
omakoeka ciner, EXP. CpokbT Ha rOAHOCT OTTOBaps Ha MOCHEHMSA JeH OT IOCOYCHMS MeCcell,

Cpok Ha rofHOCT Ha OTOBHA 34 YIOTPeOa MPOIYKT:

ITpu yrorpeba e nmokasaHa xuMugHa B Gu3HuHA cTaGHITHOCT 32 24 waca mpu 25°C.

Ot MUKpOGHONIOTHYHA TTTe[[HA TOUKA, Pa3TBOPEHHUAT IIPOAYKT TPpsAGBa Aa ce U3MOM3Ba BegHara. AKO He
ce U3MOJI3Ba BeAHAra, BpeMETO M YCIIOBHUATA 33 ChbXpaHEHHE IIpeId ynotpe6a ca OTTOBOPHOCT Ha
W3M0JI3BAIIHS.

AKko e He0OXOIMMO, IPHTOTBEHATA CMEC MOXKE Ja C& ChXpaHsiBa 10 24 yaca npu Temneparypa 25°C,
aKo € CHI'YpPHO, Y€ PasTBOPET € IIPUTOTBEH B KOHTPOIMPAHU M BATUIUPAHU ACEIITHYHH YCIIOBHA.
Beexu Hensnonspan 1o 24 daca pa3TBop TpsabBa la ce u3XBLpiiu. PaspeneHure pasTBOpH He H3HCKBAT
3al[UTa OT CBETIIMHA.

6. Cwn.pmarme HA ONMAKOBKATA H JONBJHHTEIHA mi(])opmamm

Kakso cbabp:xka JODAMAH WZF
- AKTHBHOTO BEIIECTBO € JONIAMHHOB XUAPOXIOpHA. Enun ml KOHIEHTpAT 3a uH
pasTBOp chabpka 40 mg 1ONaMUHOB XHAPOXIIOPHIL.



1 ammyna ceabpixa 200 mg KOHAMHHOB XUAPOXIOPHL.
- Jpyrure ChCTaBKY ca: HATPHEB METaOUCYII(DUT, IMHATPHEB €ETAT, BOIA 33 HEDKEKI[HH.

Kak msrnexaa JOITAMWH WZF 1 KakBo ChIbpiKa OIAKOBKATA
HOIIAMHUH WZF 40 mg/ml e Ge3nBeTHa win 6J1€0XKBITEHAKABA, TIPO3PAYHA TEUHOCT.
Onakorxu: 10 ammynu or 5 ml.

ITpurexaren na paspeiiennero 3a ynorpeda u npoM3BOIHTE T
Warsaw Pharmaceutical Works Polfa S.A.
22/24 Karolkowa Str.; 01-207 Warsaw, Tlomma

I[aTa Ha MOCJICTHO Ipepa3rijexgane HA JUHCTOBKATA




