JUCTOBKA: HHOOPMALHNA 3A NIOTPEBHUTEJIA

CuHopa 1 mg/ml koHueHTPAT 38 HH(PYIHOHEH PAa3TBOD
HOpaJApEeHAINH
Sinora 1 mg/ml Concentrate for solution for infusion
noradrenaline

NpoueTeTe BHHUMATENHO HANATA JHCTOBKA, IIPEH 1A 3aN04YHETEe A2 NPHEMATe TOBA JIEKAPCTBO, THA KaTO
TH CBABPKA BaxkHA 32 Bac undopmanus.
- 3anazere Tasu NUCTOBKA. MOKe Ja ce HANOXH 13 A MpoYEeTeTe OTHOBO.
-  AKO HMaTe HAKAKBH JOMBJIHUTEIHH BLIIPOCH, NMONUTaANTE Bamug nekap Win MEQHLIMHCKA CeCTpa.
- AKO NOJIYHHTE HAKAKBH HEXE/IAHH PeakluH, yBeloMeTe Ballus ekap wiy MEIHLMHCKE cecTpa. Tosa
BIJTIOYBA H BCUUKY BBL3MOMXHH HEXENaHu Peakliiy, HEONHCaHy B Ta3H JIMCTOBKA. Bxkre Touka 4.
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1. Kaxso npeacrasaasa CHHOpa H 3a KAKBO ce H3MOJ3BA

CHHOpa CBABPXA aKTABHOTO BELLIECTBO HOPAIPEHATHH U IEHCTBa KaTO Ba3OKOHCTPHUKTOP.
CuHopa ce K3M0N3Ba 3a CNEIIHO Bh3CTaHOBABAHE Ha KPHBHOTO HAATaHE B CTyYaHn Ha BHE3AMHO MOHIKCHO
KPBBHO HaAraHe (0CTpa XHUITOTOHHSA).

2. Kaxso Tpa0dBa 1a 3Haere, npean ga npuemere CHHOpPA

He n3nonszsaiire Cunopa:

- aKoO CTE aleprH4HU KbM HOpaJApeHANIHH WIH KbM HAKOA OT OCTAHAIWTE ChCTABKH HA TOBA JIEKApCTBO
(m30poenu B TouKa 6).

- aK0 HMATe XHIOTOHMA (HHCKO KPBBHO HaNIAraHe), IPHYHHEHA OT XHIOBOJIEeMUs (HHMCBK KpbBeH 00eM).

- aKo NpUEMAaTe HAKAKBH aHECTETULIM, KATO HallPUMEP XaTOTAH WK LIMKJIONPONaH (TOBa MOXeE 12 YBEIHYH
PHMCKA OT HENPABWIEH CHPIASYEH PUTHM).

[IpeaynpexaeHHs H MPEeANA3ZHH MEPKH
CoBopeTe ¢ Bamiyga JeKap HIH MeAHUMHCKA CeCTPa, NpeaH a3 uinonspare CuHopa

. aKo uMare auader

. aKoO CTpazaTe OT BUCOKO KPhBHO HaNAraHe

. aKO MMaTe XHIepakTHBHA LIATOBHIHA XKJe3a

’ aKO MMAaTe HUCKK HUBA HA KUCNOPOA B KPBHBTA

. AKO MMaTe BUCOKH HMBA HA BBIJIEPOAECH AHOKCHA B KPBBTA

. aKO MMaTe ChCUPELY WY 3anyLBaHHs Ha KPbBOHOCHHTE CB0BE, KPbBOCHAOAABAIIN CHPUETO, YepBaTa
WIH IPYTH YacTH Ha TAIOTO

. aKO MMATE HUCKO KPBBHO HaNAraHe cjen CbpAe4YeH HHPapKT

. aKo MMaTe THII CTeHOKapamsa (rpeasa bonka), HapeueHa cTeHoxapaua TUN IlpuHumeran

. aKoO CTe B CTap4eCKa Bh3pacT

. aKO MMaTe PHCK OT eKCTpaBasalus (pUCK KpbBTa MM iMMbara By aa Hanese H3BBH CBOUTE CHIOBE B
OKOJIHUTE ThKaHH) ~

¢ aKo UMaTe CEPHO3HA JIeBOKaMepHa AUCyHKLMA (ChpASYHO HApYIUEHHE)

. aKo HaCKOpO CTe HMalH wH(papKT Ha MHOKapaa (ChpicueH BHPAPKT)




. aKO UMATE HAPYLICHHUA Ha ChbPACYHHA PUTbM (TBBPAE YCKOPEH, TBbpAe 6aBeH WM HENPAaBUIICH ChPACHEH
PHTBM ), LLle & Hy»XaaeTe 0T MOHmKeHa 103a.

o apeme Ha 61UBAHEMO HA HOPAOPEHAAUK Bawuam nexap HenpeKvCHAMO Uie npoGEPREA KPBEHOMO Bu
HAAAZANE U CopOedHa yecmoma (nyac).

Jpyru aekapcrea H CHHopa
Tpab6pa ga kaxere Ha Bamusg jekap WM MEIHLUHCKA CECTPa, aKO MPUEMATE, HACKOPO CTE IPHEMATH KIIH MOXC

1a IpHemMare apyru JIeKapCcTBa.

3a MHOTO JIEKAPCTBa € U3BECTHO, Y€ YBEMUYaBaT TOKCUYHUTE €PEKTH HA HOPARPCHATHH, HANPUMED:

o XanoTaH, LIAKJIONPOMNAaH: TE€3M JIEKAPCTBa Ca AHECTETHLH, T¢ IPHYHHABAT JIUICA HA 1y BCTBUTCAHOCT
KBbM 00JKa ¥ ce U3MT0NI3BAT TIPEAH HAKOH OnepalnuH. AKO MojydapaTe TE3H JICKApCTBA, KakTO 1
HOPAIPEHAIMH, TOBAa MOX€ 1a IIOBUIIH PUCKA OT HETNPABH/IEH ChPACHCH PHTEM.

e  AMUTPHIITWIHH, HMUIIPAMHH, TPUMHTIPAMHH, MOKTIOOEMI, HITPOHHA3HI, (deHens3nH, PIyOKCETHH,
CEpTPANTMH: TE3U JIEKapCTBa C€ U3NOII3BAT 32 JIeYeHHe Ha fenpecus. [IpueMaHeTo Ha HAKOE OT Te3H
NeKapcTBa 3aeJHO C HOPANPEHAIMH MOXE 113 MOBHIUY OMACHO KOHIIEHTpANuiATa My B KPbBTa H
CNIEAOBATENHO - TIPECOPHUS My €QEKT.

o JIuHe30MH], aHTHOHOTHK (JIEKAPCTBO, H3MOJ3BAHO 32 IeUeHHe Ha HH(EKLIHH, TPHYHHEHH OT OaKTEpHH
1 ApYTr'¥ MEKPOOPTAHH3MHK), MOKE 2 MOBULIY ONMAacCHO KOHLEHTpALMATa Ha HOpanpeHalInH B KPbBTA H
CNeNOBATEIHO NPECOPHHUA MY €(EKT IpH IIpHEMAHE 3aCIHO.

e Anda- u 6era-Gl0Kepy: aKo NpHEMare Te3u JIeKapcTBa, KakTo ¥ HOpaApeHaINH, TOBA MOXKE 1a NOBHIIH
PHCKA OT TEXKKa XMIIEPTOHHA.

e II[HTOBHOHH XOPMOHH, CHPASYHH NIHKO3MH, aHTHAPUTMHLI: KO NIPUEMATe TE3U IEKapCTBa, KAKTO U
HOPaJpPEHATHH, TOBA MOXE A3 IPUMUHH MOBUIIIEHH CHPACYHH eDeKTH.

e EproraMHHOBHTE ANKaJOMAM WIH OKCHTOLMHBT MOTAT Jia yCHIIAT BasONpPECOPHHUA H
Ba30KOHCTPUKTOPHUA edeKTH.

BpeMeHHOCT, KbpMeHe H (pepTHIHTET

AKo cTe 6peMeHHa WIH KbpPMHTe, CMATATE, Y€ MOXe a CTe GpeMeHHa Wi ItaHupaTe OpeMEHHOCT,
nockBeTRaliTe ce ¢ Balua nekap npeau ynorpedara Ha TOBA JIEKapCTBO.

HopanpenanuH Moxe fa yBpeau HepoacHoTo 6ebe. BawuAT iekap e peiiv Aaiy TpaOea Aa Bu ObAe
npunarad Curopa 1| mg/ml koHLIeHTpaT 32 HHY3HOHEH PasTBOP.

IMenuaTpH4HA NMOMYJaUHS
Cunopa TpsabBa na ce rpueMa ¢aMo OT Bb3pacTHHU.
BezornacHocTTa ¥ €PHKACHOCTTA MPY JELA H FOHOIIH HE Ca YCTAHOBCHH.

[llo¢pupane 1 paboTa ¢ MAIIMHH
Twit kaTo CrHopa we Bu 6u1e npunoxen B 6onHuLa, Bamusar nexap we Bu uHpOpMUpa Kora cTe cniocoOHHU Aa
uiodupare UM aa paboTUTe C MAITUHM.

CrHOpAa chbabPkKa HATPHHA
ToBa JIeKapcTBO ChABPXKA Mo-Mayko oT 1 mmol HaTpuii (23 mg) Ha ammyna oT | ml u 4 ml, T.e. MOXke 1a ce

Kaxke, ue NMPakTHIECKH HE ChABPIKA HATPHH.

Tosa nekapcTBO Chabpka 33 mg HATpHH (OCHOBHA CBCTABKA Ha roTBapCKaTa/Tpane3Hara coll) BbB BCAKA
ammyna ot 10 ml. ToBa KOJIHYECTBO € EKBUBAIEHTHO Ha 1,7% OT MpeNOpLIUTENHIA MAKCHMAICH JIHCBECH
XpaHHWTENECH MPUEM Ha HATPHH 3a BB3PacTEH.

3. Kax aa npuemarTe CHHOpA

Cunopa we Bu 6bae npuioikeH B G0MTHMLATA OT JIEKap WIM MEANLIMHCKA cecTpa.

AKo CTe pHEIH IOBeYe OT HeoGxoquMaTa n03a CHHopa
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MaJko BEpOSITHO € [Ia TONYYUTE TBhPAE FoJAMO KOMHYECTBO, ThH KaTO TOBA JIEKAPCTBO IS Bu 6b4¢ npunaraHo
B GONHULIATA.

Brnnpeku ToBa ropopere ¢ Baiina nekap Wik MEAMLMHCKA CECTPa, aKO UMATE HAKAKBH NPUTCCHEHHA,
CUMOTOMUTE HA NPENO3UPAHE Ca MHOIO BUCOKO KPbBHO HANIATAHE, 0aBeH CBPACUEH PUTEM, CWIHO IaBobonue,
4YyYBCTBHTEJIHOCT KbM CBET/IMHA, OONKA B rbpAUTE, 01e10CT, HHTeH3UBHO ITOTEHE U NOBPBILIAHE.

AKO HMaTe HAKaKBH AOMBIHMTEIHH BRIOPOCH, CBbP3aHH C yIoTpebaTa Ha TOBa JIEKapCTBO, MOnHUTaliTe Bamus
fieKap Uy MEIHLIMHCKA CecTpa.

4, B1L3MOXKHH HeXKeJAHH PeaKUHH

KakTo BCMYKH JIEKAPCTBA, TOBA IEKAPCTBO MOXKE Ja MPEAN3BMKA HEXENaHW PEaKLUHH, BLIIPEXH Y¢ HE BCEKH I'M
Mojyuyasa.

OT HATHYHKTE JAHHHU He Moxe Na Obe HanmpaBeHa OLEHKA Ha 4eCTOTaTa Ha HEXEIaHNTE PCAKIIUH.

VeegoMere BalllMi JieKap KOIKOTO € Bb3MOXHO M0-CKOPO, aKO II0TyUHTe:

- 6aBeH myJic, 6bp3 myinc, cepuebueHe, NOBHILEHA CHKPAINAEMOCT Ha ChPACYHHA MyCKYJ, 0CTpa ChbpACYHA
HENOCTATBYHOCT

- HapyIlUeH ChPIEUEH PUTEM

- 3aTPyIHEHUA B AUILIAHETO

- TPEBOXKHOCT, Oe3ChHUE, 00bpPKBaHe, CNAbOCT, NCUXOTUYHO CHCTOSNHHUE

- rnasodonue, TpeMop

- BHCOKO KPBBHO HalsraHe (apTepHanHa XHIEPTOHHUA), HaMalABaHe Ha CHaONABAHETO ¢ KUCIIOPOA Ha
HAKOH OPI-aHHu (XHITOKCHS )

- OCTpa raykoMa

- CTyJeHU KpanHHUIIH

- foJika B KpaHHALIATE

- rajgeHe, IIOBPBLIAHE

- 3aAbPKAHE HA YPHHA

- JloxanHo: BE3MOXKHO pa3Apa3zHeHHe H HEKpo3a (YBpeKIaHe Ha KIETKUTE, IPHIHHABAILO CMBPT HA
KJIETKUTE B THKAHTA) HAa MACTOTO Ha HHXXEKTHpPaHe.

B cny4ail Ha CBPBX4YBCTBHTENHOCT WIH NPEAO3MpPaHe CAELHUTE ePEeKTH MOXKE Ia BB3HHKBAT M0-YECTO!
XHMepTOHUA (BUCOKO KPBBHO Hanarane), dorodobua (Heobuyaiina HENMOHOCHMOCT KbM 3PUTENIHOTO
BB3MpHEMaHE Ha CBETIMHATA), peTpocTepHaida 6onka (6o/ka B rpbAHNA KOLI), dapuHreansa 6onka (bonka B
rEpIOTO), 61€A0CT, UHTEH3WBHO MOTEHE U TOBPHLIAHE,

Baluuar iekap lie ciegd KppBHOTO By HanAraHe 1 o0eMa Ha KpbBTa.

Croo0luaBaHe HA HeXKeJIAHH PeaKIiHH

AKO MONy4HTe HAKAKBH HeXXENaHU JIEKapCTBEHN Peakily, yBenoMeTe Balnus ekap WK dapmaLesT. Tosa
BKITIOYBA BCUUYKH Bh3MOXHH HEOMHCAHH B TA3M JIMCTOBKA HEXEJaHH peakLun. MoxeTe ChIllo Aa ChOOLINTE
HeXeNMaHH peakuuy AUPEKTHO Ype3:

H3nbAHUTENHA areHUMsA No JieKapcrBaTa
yi. ,,Jamas 'pyes” Ne 8
1303 Codus

Ten.: +35 928903417
yebcaiiT: www.bda.bg

Karto chobaBare HexeNaHn Peakiliy, MOXeTe 1 AaJ€Te CBOs MPUHOC 32 MoyJaBaHe Ha NoBeve HHpopMaLus
OTHOCHO 0€30MacHOCTTA Ha TOBA JIEK&PCTBO,

3. Kak na coxpanasare CHHOpa




IIa ce cpXpaHaBa Ha MACTO, HEAOCTBIIHO 32 JCHa.

He m3nonssaiiTe TOBA JIEKAPCTBO ClEM CPOKa Ha FOJHOCT, 0TOEMA3aH BbPXY KapTOHCHATA ONIaKOBKA M CTHKETA
Ha aMITynara.
CpOKBT Ha FOAHOCT OTrOBaps Ha NOCAEAHHUA AEH OT NMOCOUCHHA MECEL.

Jla He ce cpxpaHasa Hax 25°C.
Ila He ce 3ampa3sssa.
Ila ce cpxpaHABa B OPUTHHAIHATA OMAKOBKA, 32 [a CE NPEANnasH 0T CBETINHA.

ToBa NekapcTo He TpAORBa Aa ce M3NoN3Ba, KO Pa3TBOPHT € NO-THMEH OT JICKO JKBJIT HIH PO3OB LUBAT WIH aKo
HMa yTalka.

OT MUKPOOHONOTHYHA IJIeiHa TOYKA IIPOAYKTHT TPAOBA Aa Ce U3MoA3Ba BeaHara CJIE paspexiIanc.

Bcekyd HEM3NON3BAH MEAULIMHCKH NMPOAYKT WIM OTIaIb4eH MaTepua TPs0Ba 1a €€ H3XBBP/IA B ChOTBETCTBHE C
MECTHUTE W3UCKBaHHA.

6. CobIbpKaHHE HA ONAKOBKATA H AONLJIHHTENHA HHpOpMANHSE
KaxBo cbabpxa CuHopa

AKTHBHOTO BEIECTBO € HopampeHaTHH (o (popMaTa Ha HOPAAPEHAHH TapTapar).

Cunopa 1 ml xoHIEHTpaT 3a HH}QY3HOHEH pa3TBOP CBABPXKA 2 mg HOpalpeHalnWH TapTapaT, eKBUBAICHTCH Ha
1 mg HopanpeHanuH Oasa.

IpyTuTe CHCTABKH €A HATPUEB XJIOPHI M BOJAA 32 HIDKCKLMH,

Kak narnexaa CHHOPa H KAKBO CbAbLPXKa ONAKOBKATA

To3H JieKAPCTBEH MPOLYKT € BB BUJ Ha KOHLIGHTPAT 33 MH(Y3HOHeH pasTBop. PasTBOPLT & OHCTEHD, Oe3LBETEH.,
JlekapcTBEHHMAT MPOAYKT C€ NPEMJiara B OMAKOBKH, ChABPKALLH 10 amnynu x 1 ml, 10 amrynu x 4 ml,

10 ammyau x S ml kOHUEHTpaT 3a MHQy3HOoHeH pa3rBop 10 ammynu x 10 m!l koHueHTpaT 3a HHQY3IHOHEH
pasTBOP.

He BCHUKH BMOBE OMAKOBKHM MOraT ja Obaar MycHaTH B mpoaaxo6a.

Mpurexares na paspelieHHETO 3a YNOTpeoda:
Sintetica GmbH
Albersloher Weg 11

48155 Miinster
["epMaHu=

IIpon3soguTen:

Sirton Pharmaceuticals Spa
Piazza XX Settembre, 2
22079 Villa Guardia (CO)

Utanus
o830 5|

Sintetica GmbH
Albersloher Weg 11
48155 Miinster

["'epManns




Togpa JieKapcTBO € pa3penieso 3a ynorpeta B AbpxaBuTe 4WieHKU Ha EBponedcKaTa HKOHOMHYECKA
o0IHOCT MoA CJI¢AHHTE HMEHA!

["epmaHus: Noradrenaline Sintetica 1 mg/ml Konzentrat zur Herstellung einer
[nfusionsldsung,

brarapus: Cunopa 1 mg/ml KoHueHTpar 3a MHQY3HOHEH pasTBOp

EcTronus Norepinephrine Sintetica

["spuMa Sinora 1 mg/ml [Tokvé SidAvpe Yo TopacKeT} SIEADRATOS APOG
£Yoom

DUHA3HAUA Noradrenaline Sintetica 1 mg/ml Infuusiokonsentraatti, liuosta
varien

XBbpBaTHA Sinora 1 mg/m] Koncentrat za otopinu za infuziju

HNpnanaus Sinora 1 mg/ml Concentrate for solution for infusion

Ucnannous Noradrenalin Sintetica 1 mg/ml Innrennslispykkni, lausn

JlaTBus Sinora 1 mg/ml Koncentrats infliziju §kiduma pagatavo$anai

Jlutea Norepinephrine Sintetica | mg/ml koncentratas infuziniam tirpalui

Hupepnanang Sinora 1 mg/ml concentraat voor oplossing voor infusie

Hopserus Noradrenalin Sintetica

[penus Noradrenaline Sintetica 1 mg/mi koncentrat till infusionsvétska,
18sning

CnoBeHus Noradrenalin Sintetica 1 mg/m} koncentrat za raztopino za
infundiranje

JaTa Ha OCAEIHA pPeJaKlHsl HA JTHCTOBKATA

[NocoueHaTa Mo-a0.1y HHGOpMAaIlHs e NPpeAHa3HAUEHA CAMO 32 3APABHH CICLHATHCTH:

3a HHTPaBEHO3HO MPHIOKEHHE,

Jla ce paspexaa mpeam ynorpeba.

CuHopa HH(}Y3HOHEH pa3TBOp Ce BJIMBAa HHTPABEHO3HO NMOX dopmara Ha paspeleH pa3TBop. 3a na ce u3bere
MCXeMUYHa Hexpo3a (Ha KoXaTa, KpaHHULMTE), Tpsi6Ba a ce W3MON3Ba KaHwMa, TOCTABEHA B JOCTATHYHO
LIMPOKA BEHA MIIM UEHTPAJEH BEHO3CH AOCThII.

Uudysuata Tpabea fa € ¢ KOHTPONHMpPaHa CKOPOCT, C H3NOI3BaHe Ha ITOMIA 33 CNPHHLIOBKA, HH(O}Y3UOHHA TOMII&

WJIH KankoB OpoAY.

HechLBMECTHMOCTH

HMMa cvobLieH s, 4e HH)Y3HOHHUTE Pa3TBOPH, ChAbPXKallld HOPAAPECHANHH TapTapar, ¢ HEChBMECTHMH ChC
ClleHUTE BEILECTBA: AKATHUA W OKCHAVPALIM CpelcTBa, 6apbuTypar, XI0pPEHUPaMUH, XJTOPOTHA3H],
HUTpOdYPaHTONH, HOBOGHOLMH, GEHUTOHH, HATPHEB OMKaPOOHAT, HATPHEB Hoaun, CTPENTOMULIMH.

HHCTPYKIIHH 32 pa3pexAaHe
IMpenu ynorpeba, paspenere ¢ pasTeop Ha 5% rNioK03a WM HATPHEB XJTOPH] 9 mg/ml (0,9%), wiun ¢ pa3TBOP HA
HaTpHeB xaopua 9 mg/ml ¢ 3% raoKo3a.

Mo6asere win 2 ml koHIEHTPaT KBM 48 ml pasTBOp Ha 3% rNI0KO3a (WIH HATPHEB XJIOPHA 9
pasTBOp Ha HATpHEB XJopuA 9 mg/ml ¢ 5% rnioko3a) 3a NPHIOKEHHE Ype3 NOMNa 3a CIIp
nobasere 20 ml xorueHTpaT XbM 480 ml pa3TBop Ha 5% rioKo32 (UNH HATPHEB XJIOP
Ha HaTpHes xnopua 9 mg/mi ¢ 5% rmoko3a) 3a NpUIOKEHKE C KaNkoB Oposy. Y B xBa

5



KOHLISHTPALMS Ha MHQY3HOHHMs pasTBOp € 40 mg/MUTEp HOpapeHAHH Oaza (KoeTO € eKBUBICHTHO Ha

80 mg/nMUTLp HOpanpeHANUH TapTapat). Moxe [a ce H3MOoN3BaT M paspexaau, pasinitn ot 40 mg/l
HOpaJpeHaTuH 6a3a. AKO C€ M3MOJ3BAT PA3PEXAAHNA, PA3IMIHA OT 40 mg/l HopaapeHanuH 0a3a, npoBepere
BHHUMATEJIHO H3YHCIEHATa CKOPOCT Ha HDY3Hd, NPEAM [a 3aM0YHETE JICUCHHETO

[IpoayKTBT € ChbBMECTHM C MH(}Y3HOHHH CAaKOBE OT PVC.

Heu3non3BaHKAT JIEKAPCTBEH MPOXYKT WM OTHAXBYHHUTE MATCPHAIHN OT HETO TpAOBa Ja ce U3XBLPNAT B
CBOTBETCTBHE ¢ MECTHUTE H3HCKBAHMA.

CpoK Ha rogHOCT cj€eA paspexiaHe

JIeMOHCTPHpPaKa € XMMHYHA 1 H3MUHA CTAOWIHOCT N0 BPEME Ha ynotpe6a B poab/DKeHHe Ha 24 yaca NpH
25°C, XOraTo pasTBOPHT € paspencH 0o 4 mg/nutep U 40 mg/nMuThp HOpaApeHalInH Oa3a B pa3TBOP HAa HATPUEB
xsopua 9 mg/ml (0,9%) niu pa3TBOp Ha IOK032 5%, WIM pa3TBOP Ha HaTpHeB xyopua 9 mg/ml ¢ 5% rirokosa.
OT MUKPOGHOJIOTHYHA TNIeAHa TO4Ka, NPOAyKTHT TpAOBa a C& U3MOo/3Ba BEAHArA. AKO HE Ce N3NON3Ba BeAHAra,
BPEMETO M YCIOBUATA HA ChXpaHeHHe ¢a OTTOBOPHOCT Ha norpedurens.




