‘ mqhnumm ATEHUMS 110 NEKAPCTBATA

et
Kpamxa xapaxkmepucmuxa na npogyxma MNourowsrue 1

Jincroska: ungopManndg 3

AnpeHaaun Codapma 1 mg/ml vrkeKnHOHEH pa3TBOP
Adrenaline Sopharma 1 mg/ml solution for injection

anpenanuH (adrenaline)

[IpoueTeTe BHHMATENHO HAJATA JHCTOBKA, NPSAH A2 3aMOYHETE Aa H3N0A3BaTe TOBA

JEKAPCTBO, Thil KATO TA CHIBpPXKA BaxkHa 338 Bac undopmanus.

- 3anazere Tasu THCTOBKA. MoXKe 1a ce HANOXM J1a st MPOYETETE OTHOBO.

- AX0 MMaTe HAKAKBH AOTBIHUTE/IHH BBIPOCH, TIonuTaidTe Bammsa jexap WM MEAHLIMHCKA
cectpa. |

- AKO MONYYHTE HAKAKBH HEXETAaHH IEKAPCTBEHH PEaKUKH, yBeaoMeTe Banius TeKkap #iM
MEIHLIHHCKA cecTpa. ToBa BKIIOYBA M BCHYKH BB3MOXKHH HEXETaHH PEaKIIHH, HCONHNCAHU
B Ta3M JTMCTOBKA. BIDKTE TOUKA 4.

KakBo chIbpaa TA3H JHCTOBKA:

Kaxso npencrasnasa Aapenanud Codapma H 3a KaKBO ce K3I10/3Ba
Kakso TpsiOBa xa 3Haete, npeayu na usnonspare Aapenanut Codapma
Kak na u3nonssare Aapenams Codapma

BB3MOXKHH HEXENAHH PEAKIHH

Kak na coxpanasare Anpenanud Codapma

CeaspKaHHE Ha ONAKOBKATA M AOTIBJIHUTENHA HHGOpMALH

AN ol S M

1. Kaxso npeacrasasisa AapeHaaun CodapMa H 32 KAKBO C€ HINOJI3RA

AjApeHanyH e XOPMOH, kOiTo ce oTAens ot HandLOpeunara xesa. Toil moTHcka
ocBoDOKIaBAHETO Ha BENIECTRA, YYACTBALIH B IIPOLIECHTE Ha BL3NAICHHETO H alepruaTa.
[Ipenn3BHKBA CBMBaHE Ha KPHBOHOCHHUTE CBAOBE. [[0BHIIIABA PA3KO, HO HETIPOXBIKHTENHO
KPBBHOTO HAaMAraHe, BE3OYKa JUXaTeTHIA LIEHTHP, [IOHHXaBa TOHYCA Ha I1aJKara
MYCKyJaTypa Ha OpoHXHTE K YyepBaTa (3a6aBs NEPHCTANITHKATA), IPEAU3BHKBA XHITEPrIHKEMHS
(noBuiuaBa HUBOTO Ha KPbBHATA 3axap), MOBHILABA OCHOBHATA OOMAHA.

Anpenanun Cofapma HIDKEKUHOHEH Pa3TBOP CE M3M0/13BAa 34 JICYCHHE HA CTIEUIHA ChCTOAHHA B
HonHuuna obcTaHoBKA: aHa)MAAKTIMEH IOK; B KOMILIEKCHOTO JICYEHHE Ha CHPAEYEH apecT
(cnHpaHse Ha CHPLETO); 32 chpAcuHO-6enopoOHa peaHnMAaIHA.

2.  Kaxso TpsdBa aa 3naere, npenu Aa uinoassare Aapenanann Codapma

He usnoaszpaiite Agpenannn Codapma
Korato aapeHanuH ce mpunara mo »KH3HeHH [IOKA3aHMi, MPOTHBOMOKA3AaHHE 3a yrnorpedara Ha
MPOAYKTA MOXKe Ja 6bie CaMO CBPBXYYBCTBHTEIHOCT KbM aKTUBHOTO MM HAKOE OT MOMOIIHHUTE
BELECTBA.
B1B BCHYKH OCTaHANH CITy4au CJICAHATE MPOTHRONOKA3aHUSA Ca OTHOCHTE/HH:
- XHIEPTUPCOHIHIBM (NIOBHIICHA PYHKUMS Ha IMMTOBHHATA KJIE3a),
- XUINCPTOHMS {BUCOKO KPBBHO HANATAHE),




- HCXeMuyHa bonecT Ha chpieTo (HEIOCTATHIHO KPHBOCHAOAABAHE HA CHPLETO),
- nuaber,
- ITaykoMa (MOBMIICHO BETPEOHHO HANATAHE).

IipexynpexaeHAn H NPEANAIHA MEPKH

Creunannure npexynpexkaeHus ca OTHOCHTENHH, Thil kato Anpesanud Codapma ce npuiara
[IpH JKUBOTO3ACTpALIABALIM CHCTOSHUA. Tpbpa na ce npwrara ¢ NOBHIICHO BHUMAaHHE NpH
TMAIMEHTH B HANMPEAHANA BH3IPAcT, TeXK4 M NMPOAB/DKUTENHA OpOoHXHaTHa acTMa H eM(pH3EM, [TpH
ACTeHepaTHBHM 3a0019BaHHN HA CHPLETO.

ApyTru Jexapcersa u Aapenanann Codapma

Mons, radopmupaiite Bamua nexap, ako mpHeMaTe WIH HACKOPO CTE NpHEMAand Jpyru
JICKapCTBa, BKIIOYIHTE/HO K TAKWBa OTITYCKaHH 6ea penenra.

Hapaiena xunepronus u Opagukapnus (3abassne Ha CHPAEYHHA PUTHM) MOTAT Ja C€ MOABAT IIPH
EAHOBPEMEHHOTO NPHIOKEHHE Ha AnpeHamH Coapma ¥ HecenekTHBHH HeTa—bnokepu
(nponpadonon). [Tporpanonon Moxe [1a HOTHCHE GPOHXOPA3NIMPABAIIOTO NEHCTEBHE Ha
afIpeHAIHH,

[Tosuien puck OT ChpAEYHA APUTMHA CBIIECTBYBA TIPH TALHEHTH HA JICYCHHE C AMTOKCHH WK
XHHHM/IMH ClIefl TpHIokKeHAe Ha A npenanud Codapma,

IIpunoxenrero Ha Anpenamun Codapma Mo3Ke J1a 3aTpyAHE KOHTPOJIKPAHETO Ha HUBaTa Ha
KpbBHATa 3axap npH (HabeTHuu Ha aHTHARAbeTHA Tepanus.

EdexrHre Ha ampeHATHH Ce MOTEHIMPAT OT TPUUHKIMYHHTE AHTHACHPECAHTH (IEKapcTBa 3a
JICYCHHE Ha TETIPECHS).

OObmrTe aHecTeTHIM KaTo XaNoTaH, MOTAT Aa MOBMIIAT PACKA OT KAMEPHA APHTMHAA H OCTHD
6enonpobeH oToxk.

bpemMeHHOCT, KhpMeHe i GepTUIHTET

AKO cTe OpeMeHHA WIH KbPMHTE, CMATATE 4e& MOXE fa cTe OpeMeHHa WIN [UIAHKpaTe
6pemeHnrOCT, IOCHEBETRAlITE Ce ¢ Bammi# iekap npeau ynotpebaTa Ha TOBA IEKapCTERO.
ANpeHanut NpeMHHABRA MPe3 IUIAIEHTATA H MOKE Ja HPHYMHH YCKOPABAHE HA CHPICUHHS PHTHM
M eKcTpacHcTom ¥ miona. Agpenanud Cogapma Tpabpa na ce npunara npM OpeMEHHH CIICH
CTpOra NpeleHKa Ha ChOTHOINCHHETO OT 11013aTa 3a MaiKaTa M pHcKa 3a moga. Otaens ce B
KbPM4Ta, HO HE NOCTHIa (PapMaKoJ0rHIHO-aKTHBHH KOHIICHTpAlMM. Moke Aa ce H3mon3Ba IpH
KbpPMEHIH XEHH.

Mlodupane 1 pabora ¢ MamHHA
Ilokazanuara, npy KOMTO ce npuiara AapeHanin CodapMa, M3IKMIOYBAT Bb3MOXKHOCT 34

modupane u paboTa C MALTHHH.

Anpenannn Codapma chabpka HaTpHEB MeTabncyadar
HarpHep MeTabucynur, B peikut CTy4ad MOXKE Ja IPHUMHA TEKKH PEAKI[HH HA
CBPBXYYBCTBHTEIIHOCT H OPOHXOCIIAILM.,

3. Kak na vanomsare Anpernaann Codapma

Havynn Ha npuiokKeHne
AnpeHandd CodapMa HIDKEKLMOHEH Pa3TBOpP C€ MPHIAra MOAKOXKHO
KBanUpHULIMpaH MEIHIHHCKH TIEPCOHATN.




Jlo3ata ¥ MPOABDKUTETHOCTTA Ha NICYSHHUE CE OTIPENEAT OT NeKyBamus Bu nexap.

AKO cTe NOJYIHRAR noBeve oT HeobxoAuMaTa 1038 Anpenanaan Codapma

Cumnmomu: Hail-4ecTo ONeal MUraBULM M KOXKa, TpenepeHe Ha KpalHHIATE, YIeCTeHa ChpACYHA
NeHHOCT, CBETORBPTENK, CHPMICUHN APUTMHAN, TPSMKHABANTA B KaMepHu ¢rbpunanuu, 6vpso
MOBHILIABAHE HA KPHBHOTO HAMNATAHE, CTHraImO AC XUTIEPTOHHIHA KPH3a | BOACIIO JI0
HenonpobeH oToK WK MO3bUEH KPhBOUAIHME,

Jleuenue: anga- u 6era-dnokepu, nepudepru anda-610xepH 3a KOHTpoOIHpaHe Ha nepupepHaTa
LMpKy1a1mi, Ba30AWIATATOPH — HUTpaTH H HATPHEB HHTPONIPYCHA,

4. Bh3MOXKHH HeXKEIAHH PeAKIHH

Kaxro BcHuKkH niexapeTsa, Anpenanns CodapMa Moxe 12 TIPeH3BHKA HEKEIAHH PEaKiai,
BEITpEKY 4€ HE BCEKH I'M TIONTy'AaRa.

Yecmu (Mozam da 3acezrnam 0o 1 na 10 oywu): Taxukapana (Y9ecTIBaHE Ha ChPACYHHA
PHTBM), 9yBCTBO 3a ChpLicOMeHe H NOBHINABAHE HA KPBBHOTO HAIATAHe, [IAB06OMKE,
CBETOBBPTEK W/WIM 3aMaiisaHe, TOBHLICHA Bb30YAMMOCT, YYBCTBO 32 CTPAX, TPENEPEHe Ha
KpaHHHAIMTE (TpeMOp), YYBCTBO 3a 3aMyX (IHCIIHER ), raficHe, MOBPhIIaHe, IOBHITARAHE HA

KPBBHOTO HaNAraHe (XUIICPTOHHA ), YyBCTBO 32 H3CTHBAHE Ha KPAXHMIIMTE, KPATKOTPaiiHO
nobneauasane, obua cnafocT.

Morar na ce HabmoaaBaT NOBHINABAHE HA HHBATA HA KPEHBHATA 3axap (XHMIEPrIIMKeMHuA) H
MOHKDKABAHE CTOHHOCTHTE HA KANKA B KPbBTA (XHIIOKAIHEMNA ),

Hevecmu (mozam da 3aceznam oo 1 na 100 dyminu): CHIHO yIecTARAHE HA KAMEPHHTE
ChkpallcHHs (pubpunalii) WiUTH ciupaHe Ha CHPLETO, HAPYIICHK HA CHPACYHNA PUTHM
{apuT™MMR), CTsrade ¥ 60NKM B rpbpaHara 001acT (CTeHOKApAUA), MO3BYEH KPHBOH3IIMB B
PE3yNTAT Ha PA3KO [IOBHILABAHE HA KPBBHOTO HANATAHE, pa3sHIMPABAHEC HA 3CHHLMTE {MHAPHA3a),
Genoapober 0TOK (PA3KO 3aTPYAHEHHE HA JHIIAHETO B PE3YITAT HA ChPACIHOCHAOBH HAPYLICHHS
H HaTpynBaHe HA TCYHOCT B Genus 1pol), 3aaApnkKa HA YPHHATA H 3aTPy/IHEHO YPHHHpaHe,
MOBHIIIABAHE HA KMCEIMHHOCTTA Ha KpbhBTa (MeTROOmMTHA auMao3a).

Peoxu (mozam oa 3aceznam o0 I na 1 000 dywmuu): XuriepTOHHIHH KPU3H C NPOMEHH B KOXXaTa,
JMHrapyIHTe ¥ 6nHpeTe.

AKXO HAKOR OT HEKEJIAHATE JIEKAPCTBEHM PEAKLMM CTAHE CEPHO3HA HIH 3a0eNIeKHTE APYTH,
HEOMUCAHH B Ta3H TACTOBKA HEXENAHM PEAKIMH, MOJIA yBeaAoMere Bamua nexap.

ChofmaBane Ha HeXeI2HH PEAKIKH

AKO MONYYHTE HIKAKBH HEXKENAHH JIEKAPCTRCHH Peakiuy, ysenomere Bauns nexap, gapmauest
WA MEAHUIMHCKA CecTpa. 10Ba BK/II0YBA BCHYKH BE3MOXHH HEOMHCAHH B Ta3H JIMCTOBKA
HEXKEN3HH peakumH. MoxeTe cpio fa choOLHMTE HeXe/laHH PeaKLM QHPEKTHO 9pe3:
H3nunHATEIHA areHumA 0 JIeKapeTBara yil. ,,J]amad I'pyes” Ne 8, 1303 Codus, Ten.: +359 2
8903417, yeOcaitt: www.bda.bg. Karo crobimanare nexenani peakipny, MOXKETE Aa AaJeTe CBOA
[MPHHOC 32 NolyJaBaHe Ha ToBeye HHPopMalMg 0THOCHO 0e30MacHOCTTa Ha TOBA JIEKApCTRO.

5.  Kak jaa cexpanssate Aapenanann Codapma




CoXpansBaifTe TOBa JIEKAPCTBO Ha MACTO, HEAOCTHITHO 3a AEIA.

He n3nonspalite ToBa NexapcTBo Ciiefi CpoKa HAa FOAHOCT, OT6eNA3aH BhPXY OfIAKOBKATA.
CPOKET Ha rOZIHOCT OTrOBAPA Ha NOCAEOHMA JIEH OT OCOYEHHA Mecell,

Ha ce chXpaHaBa B OPHTHHAJIHATA ONAKOBKA, HA 3aIHTEHO OT CBETINHA MACTO, [pH TEMIIEPATYPa
noA 25 °C. Jla ne ce 3ampasana!

He n3xebpiaitre nekapcTpara B KaHANH3AMMATA WIN B KOHTEHHEPA 38 JAOMAILHY OTHRTBLH.
[Tonmuraiire Baunis apMauesT kak Ja H3XBBPIATE JIEKAPCTBATA, KOHTO BEUe HE M3MO/3BATE.
Te3u MepkH e ciomorHar 3a onassaHe Ha OKOHATA Cpe/a.

6. Copanpxande Ha OAKOBKATA H JONLIHATEINA HHGOPMAUHS
Kaxno coabpixa Aapenannn Codapma

- AKTUBHOTO BelecTRO €: anpexanuH (adrenaline) 1 mg 3 1 mi mIDKexUMOHEH Pa3TBOP.
- JApYruTe CECTABKH Ca: BUHEHA KHMCENMHA, HATPHEB XJIOPH/I, HATPHEB MeTabuCy(uT,
JHHATPHEB €CTAaT, BOAA 3a HHKEKLMH.

Kax msrnexna Aapenanns Codapma w K2KBO CHIBPXKA ONAKOBKATA
Mmxexunoner pasteop 1 mg/ml — 1 m), nio 10 ammymn B 6mucrep or PVC gonuo, no 1 wim 10
OnucTepa B KapTOHEHA KyTV4, 3a€THO ¢ THCTOBKA ¢ YKa3aHAS 32 ynorpeba.

IlpaTexaTen Ha paspemeHneTo 3a ynorpeba H NPOU3BOARTE
CODAPMA AJ]
ya. Wimaencko moce 16, 1220 Codun, Bearapus

32 JOMBJIHUTENHA NHAOPMALIHA OTHOCHO TO3H NEKAPCTBEH MPOAYKT, MO/ CBBPKETE CE C
JIOKTHHA [TPEACTABHTEN Ha TIPHTEKATEA HA paspelleHHeTo 3a yrioTpeba

/AaTa Ha NocEANO Npepa3IiieAaHe H AMCTOBKATA: (eppyapu 2023 I.

[Tocouenara no-nony uHGOPMaltis € TIpeIHA3HAYCHA CAMO 32 MEAMLMHCKH CIICLAANACTH:
O3MpOBKa

Br3pacTHH
Anagunaxmunen wox: npanara ce 8 nosu ot 0,2 7o 0,5 mg, MaKCHMaTHa ao3a ao 1 mg.
Cepoeuen apecm: wntpasenosHo (caen paspexapane 1:10000) oo 0,5-1 mg Ha BCEKH 3-5 MHHYTH

0 BpEME Ha PEaHUMAIUATA.

Heduampuuna nonynayus

Hurpasenosno no 0,01 mg/kg (10 micrograms/kg) TenecHo Terso nmo BPEME HA PCRHUMALUATA.

Hosopodenu 00 1 mecey: npu cnpneseH apecT uATpaBeHosso B nosa 0,01 mgkg (10
micrograms/kg) — 0,03 mg/kg (30 micrograms/kg) TenecHO TerIo Ha BCEKH 3-5 MUHYTH.
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[Ipunara ce MOAKOXKHO WAH HHTPABEHO3HO OT KBATH(HILIMPAH MeIHUMHCKH nepcosart. [Ipenu
HHTPABCHO3HOTO MPHIIOKEHHE WHDKEKIIHOHHUSAT PasTBOP C¢ paspexia Ao konuexrpamms 1:10000
¢ pu3HONOrHYEH pasTBOP.

AKO HHTPaBEHO3HOTO NPWICKEHHE HE € Bb3MOXHO, HHTPABEHO3HUTE J03M MOTAT [ CC NMpIUIarar
BBTPEKOCTHO. [IpH fena nox 6 ronuHK BETPEKOCTHOTO MPUIOKEHNE CE H3BBLPIIABA C ITyHKLHA HA
NPOKCHMAIHATA THOHS,

BHHMAHHE! [Ia ce n3non3sa camo NPECcHO NPHATOTBEH pa3rsop!

IIpuroTesase Ha pa3TBOpP Ha AAPCHATHH 32 HHTPABEHO3HO NIPIIIOXEHHE:

I amnyna Anpenaman Codrapma (1 ml pasteop) ce paspexaa ¢ 9 ml Hatpues xnopux 9 mg/ml
(0,9%). Kpafinata KoHUEHTpAUHA HA Pa3TBOPA 33 HHTPABEHO3HO npuiokenne € 0,1 mg/mi.

Anperanun 0OMKHOBEHO Ce M3IION3BA B CIICHAHATE KOHICHTPAHH:
1:1000 (1 mg appenamun/1 ml pasTeop) — roToB 33 ynorpeba JIEKapCTBEH NPOIYKT;
1:10000 (1 mg agpenanun/10 ml pasraop.

Hewnznonssanust nexapcrseHn NpoayKT WM OTNATLIHUTE MATEPHAIM OT Hero TpaOsa fa ce
H3XBBPIAT B CHOTBETCTBHE ¢ MECTHHMTE H3HCKBAHHA.




