JIMCTOBKA:

Nmunokapd BETIIPOM uHXEKIIMOHEH pa3TBOP
l'oBepna, oBuE, KOHE U Ky4yeTa

1. HUME U IIOCTOSHEH AIPEC HA IIPUTEXATEJISA HA JIMIIEH3A 3A YIIOTPEBA
N HA ITPOU3BOIUTEJIA, AKO TE CA PA3JIMYHUN

BETIIPOM A/,

yi. ,,Oten [Hancuii” Ne26,
2400 rp. Pamomup,
boirapus

2. HAUMEHOBAHUE HA BETEPUHAPHOMEJIUIUHCKUA TPOAYKT

Nmupnokapo BETITPOM uHXEKIIMOHEH pa3TBOP
Imidocarb VETPROM solution for injection

3t CbABbP/KAHUE HA AKTUBHATA CYBCTAHIA U EKCHUIIMEHTUTE

AKTHBHA cy0cTaHIMA:
Imidocarb dipropionate 120 mg/mi

ExcuunuenTu:
Benzyl alcohol
Propionic acid
Water for injections

4, TEPAIIEBTUYHU ITOKA3AHMA

3a nedyeHue W npoduiakTHKa Ha 0abe3no3a MpU TOBena, OBIE, KOHE M KydeTa; 3a JICUCHUE Ha
aHaIuIa3Mo3a MPH rOBejIaTa M ePIMXH03a IPH KydeTaTa.

5. IHPOTHUBOIIOKA3AHUS

Ja He ce u3Mojd3Ba MPH CBPHXYYBCTBUTEITHOCT KbM AaKTHBHATAa CYOCTaHIMS WJIM KbM HSKOH OT
eKCLUITUEHTHTE.

[la He ce u3noa3Ba UHTPABEHO3HO.

[la He ce 3M0I3Ba IPH )KUBOTHH € HapylLIeHa YepHOApOoOHa nin ObOpedHa QpyHKIHA.

Ja He ce M3MO03Ba MPU )KUBOTHH TPETUPAHH C XOJIMHECTEPa3HH HHXUOUTOPH UTECTHIIUIH.

6. HEBJIATOITPUATHU PEAKLIUN

Haii-gecTo cpemanuTe HEOIATONMPHUIATHN PEAKIMU, BKIOYBAT OOJIKA 10 BpeMe Ha WHXKEKTHPAHETO U
cnabu XOJNMHEPTHYHU TIpU3HANW (CaluBaIlys, MOBPBIIAHE, HA3aJHU H3TCUeHUs). Te3u CHMIITOMH
n3uesBar 10 1-2 gaca.

XoJNMHEPrUYHUTE TPU3HAIM Morar Ja ObaaT oO0JeKYeHU C MPUIOKEeHHE Ha aTponuH cyndar. Jpyru
HEOJIAarONPUATHU pPEaKIUU, KOUTO MoraT ja ObaarT HaOMofaBaHW ca 3aTpPyIHEHO JWINAaHE, AWapus,
BB3IMAJICHUC B MACTOTO HA I/IH)KCKTI/IpaHe, HaKpI/IMaHI/IH, HU3IIOTSABAHEC U 663HOKOﬁCTBO.

YecroTaTra Ha He6HaFOHpI/I$ITHI/IT€ PpCaKkium CC ONpeaACyd Upe3 ClaCaHATa KHaCI/I(l)I/IKaLII/I}II



- MHOTO YecTH (rmoBeue oT 1 Ha 10 TpeTupanu KUBOTHH, TPOSBSIBAIIHA HEOIATONPHUITHH PEAKIIHH 10
BpeMe Ha Kypca Ha €HO JICUCHHE)

- yectH (oBeue ot 1, Ho mo-mainko oT 10 sxuBoTHU Ha 100 TpeTHpaHu KUBOTHH)

- He yecTH (mmoseye oT 1, Ho mo-Manko ot 10 sxuBoTHH Ha 1,000 TpeTHpaHU )KUBOTHH)

- peaxu (toBede oT 1, HO mo-mainko oT 10 xuBotHM Ha 10,000 TpeTUpaHw KUBOTHH )

- MHOTO penku (mo-manko oT 1 kuBoTHO Ha 10,000 TpeTUpaHW KUBOTHH, BKIIFOUNTEITHO H30JIUPAHHU
CHOOIIICHHUS).

AKo 3a0eexuTe HIKaKBH HEOIaroNpHsITHA PEaKINH, BKIIOYUTEIHO U TaKHBa, KOUTO HE Ca ONMCAaHU B
Ta3M JIMCTOBKA WIJIM MUCIIUTE, Y€ BETCPUHAPHOMEIUIIMHCKUS MPOIYKT HE pabOTH, MOJIS J]a YBEIOMHTE
Bamms Betepunapen uexap.

7. BUJIOBE JKUBOTHMU, 3A KOUTO E IPEJHA3ZHAYEH BMII

T'oBena, oBLE, KOHE U Ky4eTa.

8. JO3UPOBKA 3A BCEKH BU/I ’KHBOTHO, METO/Jl U HAYMHMU HA ITPUJIATAHE

Nmunokapd BETIIPOM e mpepHa3HaueH 3a MOAKOXKHO MM HHTPAMYCKYJIHO MpHiokeHue. Tosu
MPOIYKT HE € MpeJHA3HAYEH 32 HHTPABEHO3HO MPUIIOKEHUE.

TepaneBTHYHH J03MU:

I'oBexa: 1 ml ma 100 kg tenecua maca. B ciydan Ha cMeceHH HH(EKIMHU, TbJDKAIIN Ce Ha aHaIia3mMa
u 6abeswus, ma ce mpwioxu 2.5 Ml Ha 100 kg Tenecna maca.

Ogiie: 0,5 ml na 50 kg Tenecua Maca.

Kone: 2 ml ma 100 kg TermecHa Maca, KaTO MHTPAMYCKYJHOTO MPHIOKEHHUE € MPEMOPHUUTEITHO 3a
KOHE.

Kyuera: 0,25 ml Ha 10 kg tenecra maca. B cimydan Ha cMeceHd HHPEKITHH, TBIDKAIIHN CE HA SPIUXHS 1
6abe3us, aa ce mpuiaokar 0,5 ml va 10 kg tenecna maca. 2 1031 ¢ wHTEpBaNI OT 14 AHH.
Ipopuniaakruka Ha 6ade3103a NPHU roBeAa, KOHEe M Ky4eTa:

I'oena: 2,5 ml va 100 kg tenecna maca. ExnokpartHa f03a 1ie npejnasu oT 6abe3nosa 3a mosede ot 4
CEJIMMIIU B 3aBUCUMOCT OT TEKECTa Ha 3apa3siBaHETO U BUJIOBETE KUBOTHHU.

Kone: 2 ml ma 100 kg Tenecua maca.

Kyugera: 0,5 ml ma 10 kg tenecuna maca. EnHokpaTha j03a mie npeznasu ot 6adbe3nosa 3a mosede ot 4
CEJIMMIIY.

B moBedero ciyuau, eHOKpaTHA J103a BOJU JI0 ITBJIHO 03/IpaBsABaHe, HO TP JICUCHUETO Ha WH(EKIIUH,
npuyrHeHu ot B. equi mpu KoHeTe MOXe J1a ca HeoOXOoauMH 2 103K C MHTEpBal 24 Jaca.

Ha4yuH Ha npuioxkeHue:
IToKOKHO MIJIM UHTPAMYCKYJIHO.

9. CBBET 3A ITPABUJIHO ITPUJIOKEHUE

10 KAPEHTHH CPOKOBE

T'oBema: Meco u BpTpentau opraau — 213 mau. Misiko — 5 1HU.

Ogiie: Meco u BbTpemHu opranu — 213 nuu.

He ce paspemasa 3a yrorpeba mpu KOHE, YUETO MECO € MPeIHA3HAYeHO 32 KOHCYMaIlHs OT X0pa.
He ce paspemasa 3a yrotpeba mpu 0OBIle, YHETO MIISKO € MTPeTHA3HAYEeHO 32 KOHCYMaIlUs OT XOpa.

11. CHELUAJIHU YCJIOBHUS 3A CbXPAHEHUE HA ITPOAYKTA

I[a CC CbhbXpaHsBa Aajied OT MOrJjicAa U Ha HCAOCTBIIHU 3a JIC1a MECTA.
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Ja ce cexpansBa mpu Temrepatypa mox 25 °C.

Jla ce ma3u oT CBETJIMHA.

[a ce chxpaHsiBa Ha CyX0 MSCTO.

Jla ce ma3u ot npsika CTbHYECBA CBETIIHMHA.

Jla He ce W3MONI3BA TO3W BETCPUHAPHOMEIUIIMHCKU TMPOJYKT CJIC] M3THYaHE CpPOKa Ha TOJHOCT,
MMOCOYEH BHPXY OmakoBKaTa. CPOKBT Ha TOJHOCT OTrOBaps Ha MOCIEIHUS ACH OT TO3H MeCell.

CpoK Ha TOTHOCT CJIe ITEPBOTO OTBApPSHE HAa OMaKOBKaTa: 28 ITHU.
12. CHELOUWAJIHU NPEAYIPEXIEHUS

CoenuanHy npeAna3sHu MEpKH 3a BCEKH BUJI dKUBOTHH, 32 KOUTO € npenHazHadyeH BMIT:
He e npunoxumo.

CrenmanHy IIpeana3sHy  MEPKH 3a JWIATa, OPWIArand BETEPMHAPHOMEIMIIMHCKHAS IIPOAYKT Ha
JKHUBOTHHUTE:

He e npunoxumo.

BpeMeHHOCT U JIaKTalusl:
Ja He ce u3mon3Ba npu OBIIE, YAETO MJISKO € MPEIHa3HAYEHO 32 KOHCYMalus OT X0opa.
Jla He ce M3Io0JI3Ba IPHU KOHE, YMETO MIISIKO € IIPEIHA3HAYCHO 32 KOHCYMAIIHMs OT X0pa.

IIpeno3upane (CUMIOTOMH, COEIIHU MEPKU, AaHTUIOTH):
Hsma manau.

OCHOBHI/I HCCHBMCCTUMOCTH.
He ca u3BecTHH.

13. CHELUAJIHU MEPKH 3A YHUIIOXKXABAHE HA HEM3IMOJI3BAH MNPOAYKT
NJIM OCTATHIHU OT HEI'O, AKO UMA TAKHUBA

BMII =e Tps6Ba Aa 6bAAT U3XBBPISIHU Ype3 OUTOBH OTIIAABLM WIH OTHAIHU BOJIU.
ITonuraiite Bamus BeTepuHapeH jeKap KakBo J1a npasute ¢ HeHykHuTe BMII. Te3un Mepku 1ie moMorsar
3a OIa3BaHE HA OKOJIHATA Cpefa.

14, JATATA HA MMOCJIEJHATA PEJAKIMSI HA TEKCTA

06/2023
[Moxpo6Ha uHpOPMAITHS 32 TO3H BETEPUHAPHOMEIUIIMHCKA POIYKT MOKE JIa HAMEPUTE Ha HHTEPHET
crpanunara Ha EBponeiickara Arenims o Jlekapctsara http://www.ema.europa.eu/.

15. JAOHNBJHUTEJHA UH®OPMALIUA

3a Bcska I/IH(I)OpMaI_II/IH OTHOCHO TO3U BCTCPUHAPHOMCAHUIHWHCKU IMPOAYKT, MOJII CBBPIKETEC CC C
TECPUTOPUATIHUA MIPEACTABUTECII HA MPUTCIKATECIIA HA JIMLICH3a 3a yHOTpe6a.

A-P AHTOHHMO PAJTOEB
3AMECTHHK HU3ITBJIHUTEJIEH JJUPEKTOP


http://www.ema.europa.eu/

