KPATKA XAPAKTEPUCTHUKA HA ITIPOAYKTA
KBbM PA3SPEIIEHHUE 3A THhbPI'OBUS Ne 0022-2922

1. HAUMEHOBAHUWE HA BETEPUHAPHOMEJIUIIUHCKUSA NIPOAYKT

ATONYL 1.5 mg/ml SOLUTION FOR INJECTION

2. KAUYECTBEH U KOJIMYECTBEH CbCTAB
Coappxanne B 1 ml ot mpogykTa:

AKTHBHA cy0OcTaHIMA:

Neostigmine metilsulfate ..................c........ 1,5mg
ExcuunuenTu:

Methy| parahydroxybenzoate (E218) .......... 1,0mg
Propyl parahydroxybenzoate ..........c............ 0,2 mg

3a mBIHUS CIIUCHK HA EKCIUIUEHTHTE, BUXK T. 6.1.

3. DAPMAIIEBTUYHA ®OPMA

WHXeKIHOHEH pa3TBOP.

buctsp, 6e3uBeTeH pa3TBOP.

4. KJIMHNYHU JAHHU

4.1 Bunose ;KUBOTHH, 32 KOUTO € npeanazHayedn BMII

I'oBena, oBIie, KO3 U KOHE.

4.2 TepaneBTHYHU NMOKA3aHUs, ONPedeTeHH 32 OTIeTHUTE BUI0BE KUBOTHH
I'oBenia, OBIIE U KO3H:

Atonus Ha THpOyXa
ATOHHA Ha YepBara

Komne:
ATOHHA Ha YepBara
Besukanna aronus

4.3 IlpoTuBOmOKAa3aHUS

Ja He ce M3Moa3Ba NMPU MEXaHWYHM 3aIyIIBAaHUS HAa TACTPOMHTECTHHAIHHS WM YPUHAPHHS TpPaKT,
MIEPUTOHMT U IPH CbMHEHUS 3a HapyllaBaHe MPOITyCKJIMBOCTTA Ha YpEBHATA CTEHA.

[a He ce npuiiara npu OpeMeHHHU KUBOTHHU. Bux T. 4.7

Ja He ce m3MmON3Ba MPH CBPBXYYBCTBUTEIHOCT KBbM AaKTHBHATA CyOCTaHIMA WM KbM HSAKOH OT
eKCLUTTUEHTHTE.

44 ChneuuaJHu NpeIna3Hu MEPKH 32 BCEKH B/ KMBOTHM, 32 KOUTO e npeaHazHayeH BMII

Hsama.

45 CroenuajJHU npeana3Hu MepKH Npu ynorpeda
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CrenyaiHy npearna3Hd MepKH 3a KUBOTHHTE MPH YIIOTpedaTa Ha IPOIYKTa

JKuBoTHOTO TpsiOBa ma ce HabMromaBa 3a XOauHeprudHu eekT (BK T. 4.10) KaTo HeOIaronpusATHH
peaKinu, CBbP3aHu C JI03aTa.

CoenuanHy Opeana3sHy MEpKH 3a JIMIATa, OpPUIaraiyd BEeTCPUHAPHOMEAMIIMHCKUS TPOAYKT Ha
JKUBOTHUTE

HeocturmMunbT € UWHXMOMTOp Ha CH3UMa aleTWIXOJMHECTepa3a. He mpuaraiite TO3u
BETEPUHAPHOMEIUIIMHCKA TPOIYKT, ako Bammsar nexap Bu e mpenympennn ga He paboTHte C
nmoto0HU cyOcTaHmu. HEOCTUrMUHBT M €CTEPUTE Ha MapaxuApOKCUOCH30eBaTa KUCEIMHA MOraT Ja
MpEAN3BUKAT aJIEPTUYHU PEAKITUH.

Xopa C yCTaHOBEHa CBPBXUYBCTBUTEIIHOCT KbM HEOCTHTMHUH TpsiOBa Ja M30STBaT KOHTAaKT C
BETEPUHAPHOMETUIINHCKUS TPOIYKT.

BerepuHapHOMETUITMHCKUST IPOAYKT HE TPsIOBaA Jla ce Ipujiara oT OpeMEHHH KCHH.

[Ipu ciydaliHO caMOMHKEKTHpaHe, He3a0aBHO Jla e MOTHPCH MEIUIMHCKU ChBET, KaTO Ha JIeKaps ce
MIPEIOCTAaBH JINCTOBKATA WJIM €TUKETAa Ha MPOAYKTA.

4.6 HebdsaronpusiTHu peaknuu (4€CTOTa U Ba)KHOCT)

HebnaronpustHute peakunyd KbM HEOCTUI'MHUH Ca 3aBHCHMH OT J103aTa U Ca CBbP3aHM C IOBHIICHA
XoJuHepruyHa crumynanus. (Bux 1. 4.10)

YecroTara Ha HEOIArONPUATHUTE PEAKIIUHU CE OIIPEesis upe3 CeqHaTa KilacH(hUKaIus:

- MHOTO 4yecTu (moBeue ot | Ha 10 TpeTHpaHH )KUBOTHH, MPOSIBABALIN HEOIArOMPUITHA PEAKIHH)

- yectu (oBeye oT 1, HO mo-manko ot 10 kuBoTHH Ha 100 TpeTupaHu )KUBOTHH)

- He yecTH (roBeue ot 1, Ho mo-Manko ot 10 sxuBoTHH Ha 1,000 TpeTupaHu KUBOTHH)

- penku (oBeue oT 1, HO mo-maunko ot 10 xuBoTHE Ha 10,000 TpeTHpaHU )KUBOTHH)

- MHOTO penku (mo-manko oT 1 kuBotHo Ha 10,000 TpeTmpaHu KMBOTHH, BKIIOYUTEIHO W30JIMPAHH
CHOOILICHHUS).

4.7 Ymnorpeda mo BpeMe Ha OPEeMEHHOCT, JIAKTAIUS WIH sliilleHOCeHe
He ce npuitara o Bpeme Ha OpeMEHHOCT MM JIAKTAIIHS.

4.8 B3auMmopeiicTBHEe ¢ APYrH BeTePUHAPHOMEIMIMHCKH MPOIAYKTH Hu ApPyru ¢opmMu Ha
B3auMoOJeHcTBHE

He npunaraiite 3aejHO ¢ Apyrd HHXHOUTOPH Ha XOJHMHECTEpa3aTa, WIH C JACTOSIPH3UPAIH HEPBHO-
MyCKyJIHH Osiokepu (succinylcholine).

KopTukoctepouute Morat jia HaMaisT JieiicTBHETO Ha HeocTurMuHa. Cliell criupaHe Ha JICYCHUETO C
KOPTHUKOCTEPOU/IH, HEOCTUTMUHBT MOJXKE J1a TIOBUILIM aHTHXOJIMHECTEPA3HOTO CH ACHCTBHE.
TeopeTndHO, NEKCIIAaHTECHOIBT MOXKE J]a TIOKaXKe OMBIHUTENCH e(eKT 3aeIHO C HEOCTUTMHH.
[TapeHTepanHo TpHIaraHe Ha MarHe3Wi MOTHCKa aHTUXOJIMHECTEPa3HOTO JICHCTBHE HA HEOCTUTMHH
Hopa/ii ACIPECUBHOTO My JICHCTBUE BBPXY MYCKYJIHO-CKEJIETHATA CHCTEMA.

4.9 1032 M HAYHMH HA MPUJIOKEHHE

TToKOKHO WITH HHTPAMYCKYJTHO HHKEKTHPAHE.

0,022 mg neostigmine metilsulfate (22 pug)/kg Temecna maca (exsuBanentHo Ha 0,15 ml/10 kg Temecna
Maca).

I'ymenara 3amymaika Moxxe 1a 6bae npoduta 6e3onacHo 10 30 mbTu.

4.10 Ilpemo3upaHe (CHMNTOMHU, CIIELIHA MEPKHU, AaHTHAOTH), AKO € He00OX0TUMO



B ciyuaii Ha npeo3upaHe OCHOBHUTE KIIMHUYHU CUMIITOMH ca: 3a0esie)XuMa MyCKYJIHa OTIIaJHaNOoCT,
HOBPBIIAHE, KOJIMKHU, AUapUs, MHO3a, JUCIIHEs!, OpanuKapaus, XunoTen3us. CMbPT HAaCThIIBA MOpaIu
CIIUpaHe Ha JUILAHETO.

AHTUOT: aTPOTHUH.

[Ipu npunarane Ha TO3M BETEPUHAPHOMEAULIMHCKY MPOAYKT BETEPUHAPHUAT JIeKap TpsiOBa 1a MMa Ha
PasmoNoKeHNe HHKEKTUBEH aTPOIHH.

4.11 KapeHTHH CPOKOBe

Meco: Hyna gHHU.

Muisiko: Hyna IHH.

5. DAPMAKOJIOTUYHHU OCOBEHOCTH

dapmakoTeparneBTHYHA Ipyna: aHTUXOJINHECTEPa3H.
Berepunapuomenuimacku Anatomo-TepanesrrdeH Kog: QNO7AAQL.

5.1 ®apmakoauHaMUYHH CBOiicTBA

HeocTurmMuHBT € aHTHXOJMHECTapa3Ha cyOcTaHuus. Tol ce CBbp3Ba C XOJHMHEcTepasara H
IpeaoABpaTsBa Pa3pylIaBaHETO Ha HEBPOTPAHCMUTEPA aLlETHIIXOIHUH.

B wuHTecTHHANMHMA TpPaKT NpPEIU3BUKBA KOHTPAKIMHM Ha TIJIAJKUTE MYCKYJH, KOETO YyBelndaBa
nepucrantrkara (10-30 MUHYTH ciie mapeHTepaIHo Ipuiaraie) U HeiiHaTa ceKperusl.

IIpu peciupaTropHara cucTeMa NpeAU3BUKBA KOHTPAKLINSA Ha OPOHXMATHUS [MIaJbK MYCKYJI, [IOBUILIABA
LUJIHapHaTa aKTUBHOCT ¥ OPOHXHMATIHUS CEKpeT.

IIpu ypruHapHata cucteMa npeAn3BUKBAa KOHTPAKLIKS Ha INIaJKUs MYCKYJ Ha TUKOYHUS MEXYP.

ITpu ckeneTHaTa MycKyjaTypa UMa OTIIyCKalllo JeiicTBUE.

5.2 @apmakoKuHeTHYHH 0CODEHOCTH

Hsma Hannyaa nadopManys 3a >KUBOTHUTE, 32 KOUTO € IPEAHa3HAYCH.

6. DOAPMALEBTHYHU OCOBEHOCTH
6.1 CnucbK Ha eKCIUITHEHTHTE

Merun napaxunpokcudensoar (E218)

[Mpormn napaxuapokcuOeH3oar

Hatpues xmopun

ITponuieH TauKom

Bopa 3a umxexknun

6.2 OcCHOBHH HECHLBMECTHMOCTH

[Tpu nurica Ha TaHHU 32 CHBMECTHMOCT, TO3U BETCPUHAPHOMEIUIIMHCKH MTPOJAYKT HE TpsiOBa 1a Obje
CMECBaH C JIpyrd BETEPUHAPHOMEAUIIUHCKHU TTPOJIYKTH.

6.3 Cpok Ha romHocT

Cpok Ha TOJHOCT Ha KpailHUs BETEpHUHAPHOMEANIIMHCKH TpoAyKT: 30 Mecena.
Cpok Ha TOJHOCT cle/l IbPBO OTBAPSIHE HA TbPBUYHATA ONAKOBKa: 28 THU.

6.4. CroenuajHu yCJIOBHS 3a ChbXpPaHeHHEe HA MPOAYKTA

213 CC Mnasu q)HaKOHa BbB BbHIIIHATa OIIAKOBKa C IEJI NPEAIIa3BaHe OT CBETIIMHA.
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6.5 Bua u cbcTaB Ha IbPBUYHATA OIIAKOBKA

Kexmubapen crbkien ¢aakon tum Il, ¢ OpomOyTminoBa rymena 3amymanka Ph. Eur. Type | u
amymuHueBa ookarka ¢ FLIP-OFF 3anedaTtBane.

Bujioe onakoBku:
Kapronena kytus ¢ 1 ¢uakon, chapprkamny 40 ml.

6.6 Cneunamm MEPKH 32 YHHIIOKABAHE¢ HA HEU3II0JI3BAH NMPOAYKT WJIH OCTATBHIH OT HEro
Bcekn Hemsnon3BaH BETEPUHAPHOMETUIIMHCKH MPOAYKT WM OCTAaTBhIM OT Hero TpsOBa na Obaar
YHUIIOKEHU B CHbOTBETCTBUE C UBUCKBAHUATA HA MECTHOTO 3aKOHOAATEJICTBO.

7. INPUTEXATEJI HA JIMIIEH3A 3A YIIOTPEBA

CENAVISA, S.L.

C/ dels Boters 4 43205 Reus (Mcnanms)

8. HOMEP HA JIMIIEH3A 3A YIIOTPEBA

0022-2922

9. JATA HA IBPBOTO U3JJIABAHE/IIOJHOBSBAHE HA JIMIHEH3A 3A YIIOTPEBA
Jlata Ha TBPBOTO M3/aBaHe Ha JIMIeH3 3a ynorpeda: 30/09/2019 r.

10. JIATA HA TMIOCJEJHATA PEJAKLVS HA TEKCTA

02/2024

3ABPAHA 3A IPOJAKBA, CHABISIBAHE N/NJIN YIIOTPEBA

Camo 3a BeTepMHApHOMEIMIIMHCKA yrorpeba. Jla ce oTmycka camo IO JIEKapCKO MpEeArrcaHue
VYcnoBus 3a octaBsiHe: [locTaBs ce OT BETEpUHAPEH JIeKap WITH MO/ HEroBa MpsSKa OTTOBOPHOCT.

J-P BAIEHTHH ATAHACOB
3AMECTHHUK U3IIBJIHUTEJIEH JIUPEKTOP



