KPATKA XAPAKTEPUCTHUKA HA ITIPOAYKTA
KBbM JIMIEH3 3A YIIOTPEBA Ne0022-1627

1. HAUMEHOBAHUE HA BETEPUHAPHOME/JUIIUHCKUS IPOAYKT
Nmvunoxap6 BETIIPOM uHXEKIIMOHEH pa3TBOP

Imidocarb VETPROM solution for injection

T'oBena, oBLE, KOHE U Ky4eTa.

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

AKTHBHA cy0OcTaHIMA:
Imidocarb dipropionate 120 mg/mi

ExcuunuenTu:
3a IIBJIHUSA CHUCHK HA EKCHMIIMCHTUTE, BHK Touka 6.1.
3. DAPMAIIEBTUYHA ®OPMA

WHXeKIHOHEH pa3TBOP.

4, KINMHNYHUAU JAHHU

4.1 Bwunose :KUBOTHH, 32 KOUTO € nmpeanazHayed BMII

I'oBena, oBuE, KOHE U KyYeTa.

4.2 TepaneBTHYHU NMOKA3AHUS, ONIPeIeTEeHH 32 OTAETHUTE BHI0BE JKUBOTHH

3a JedeHue u HpO(I)I/IJ'IaKTI/IKa Ha 0abe3mnosa npu roeeja, OBLC, KOHC M Ky4d€Ta;, 3a JICYHCHUC Ha
aHarjiasmo3sa Ipu roeejiata u €pjIMxuo3a npu Kyucrara.

4.3 IlpoTuBOmOKAa3aHUS

Jla He ce W3MOJI3BA MPHU CBPBXUYYBCTBUTEIHOCT KbM aKTHBHATa CyOCTaHIMS WJIM KbM HSKOH OT
EKCLUIUEHTHUTE.

Jla He ce U3M0II3Ba HUHTPABEHO3HO.

Ja He ce M3M0II3Ba ITPH )KUBOTHH € HapylIeHa YepHOipoOHa nin ObOpedHa QpyHKIHS.

[la He ce U3M0I3Ba PU )KUBOTHHU TPETUPAHH C XOJUHECTEPa3HU MHXUOUTOPH U MIECTHLIU/IH.

4.4 ChnenuajaHu npeamna3sHu MepKH 3a BCEKH BHU/I JKMBOTHH, 32 KOMTO e peaHasHadeH BMII
Hsima.

45 CroenuajJHU npeana3Hu MepKH Npu ynorpeda

CHCHI/IaHHI/I OpeanasHy MCPKH 3a ) KMBOTHUTEC IIPHU VHOTDCGaTa Ha IIPOAYKTa

He e npunoxxumo.

CHCHI/IaHHI/I nopearnas’sHy  MCPKH 34 JidiaTta, IIpujaaraimy BCTCPHUHAPHOMCIAMIIMHCKHA IIPOAYKT Ha
XKHUBOTHHUTC

He e nmpuioxumo.



4.6 HebdsaronpusiTHu peakuuu (4eCTOTa U Ba)KHOCT)

Haii-decTo cpemanuTe HEOIArONMPHUIATHU PEAKIMY, BKIOYBAT OOJIKA 10 BPEME HAa WHXKCKTHPAHETO U
c1abu XOJNHMHEPrdYHM MpH3HALK (CaluBallus, OBPBIIAHE, HA3aIHM HM3TCUCHHs). Te3u CHUMITOMH
n3ye3Bar g0 1-2 yaca.

XOoJIMHEPTUYHUTE TPU3HAIM MOrat Ja ObaaT oOJEKYCeHU C MPUIIOKEHUE Ha aTponuH cyndar. Jpyru
HEeOJIaronpUsATHH PEaKIUK, KOUTO MOrar Ja ObJaT HaOJroJaBaHH ca 3aTPYIHEHO TUINAHE, JUapus,
BB3IaJICHHE B MACTOTO HA MH)KEKTHPAHE, JAKPUMAIIHS, H3II0TIBaHEe U 0€3II0KOMCTBO.

YecToTara Ha HEOIArONPUATHUTE PEAKIIMU CE OIMPEeis upe3 CieHaTa KiacHu()ruKaius:

- MHOTO uecTH (moBeue oT 1 Ha 10 TpeTHpaHu )KMBOTHH, IIPOSBABALIN HEOIATONPHATHH PEAKIINHN)

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

- He yecTH (moBeye ot 1, Ho mo-Manko ot 10 sxuBoTHU Ha 1,000 TpeTHpaHU )KUBOTHH)

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

- MHOTO peaku (mo-manko ot 1 kuBorHo Ha 10,000 TpeTHpaHu KUBOTHH, BKIIOYMTEIHO H30JIHPAHH
CHOOILICHHUS).

4.7 Ynorpeda mo BpeMe Ha OPEMEHHOCT, JJAKTAIUS WIH sliilleHOCeHe
Jla He ce U3MoJI3Ba NIPU OBIIE, YUETO MIIIKO € IPeHa3HAYeHO 3a KOHCYMAIUs OT XOpa.

4.8 B3amMmopeiicTBHEe ¢ APYrH BeTEPUHAPHOMEIMIIMHCKHA NPOAYKTH M Apyru ¢opmu Ha
B3auMoOJeHcTBHE

He ca usBecTHn.
4.9 Jlo3a 1 HAYMH HA MPUJIOKEHHE

Nmunokapd BETIIPOM e mpepHa3HaueH 3a MOAKOXKHO MM HHTPAMYCKYJIHO MpHiokeHue. Tosu
MPOAYKT HE € MPEAHA3HAUEH 32 UHTPABEHO3HO MPUIIOKEHHUE.

TepaneBTUYHHU A03U:

I'oBena: 1 ml na 100 kg tenecna maca. B ciydan Ha cMeceHn HH(EKIMHU, TbJDKAIIY Ce HA aHaIIa3mMa
u 6abeswus, na ce mpuwitoxu 2.5 Ml Ha 100 kg tenecna maca.

Osiie: 0,5 ml na 50 kg TexecHa maca.

Kowne: 2 ml ma 100 kg TermecHa Maca, KaTO MHTPAMYCKYJHOTO TPHIOKEHHUE € MPEMOPHUUTETHO 3a
KOHE.

Kyuera: 0,25 ml a 10 kg TenecHa maca. B ciiydan Ha cMeceHr HH(EKIMH, TbDKAIIH CEe Ha EPIIAXUI U
6abe3us, ma ce mpuiaoxar 0,5 ml ma 10 kg temecna maca. 2 103u ¢ uHTEpBaN OT 14 AHM.
IpopuiaakTuka Ha 6ade3103a NpU roBeaa, KOHe U KydeTa:

I'oena: 2,5 ml na 100 kg tenecna maca. ExnokpartHa f03a 1ie npejnasu ot 6abe3nosa 3a mosedue ot 4
CEJIMHIIY B 3aBUCUMOCT OT TE€KECTa Ha 3apa3sBaHETO U BHJIOBETE KUBOTHHU.

Kowne: 2 ml na 100 kg Tenecua maca.

Kyuaera: 0,5 ml ma 10 kg tenecna maca. EnHokpaTHa j03a mie npeznasu ot 6abe3nosa 3a moseue ot 4
CEIMHIIN.

B moBedero ciyuau, eJHOKpaTHA J103a BOJU JI0 ITBJIHO O3/IpaBsABaHe, HO TP JICUCHUETO Ha WH(EKIIUH,
npuurHeHu ot B. equi npu KoHeTe MOXe J1a ca HeoOXoauMH 2 103K C MHTEpBa 24 Jaca.

Ha4yuH Ha npuiiokeHue:
TToIKO’KHO UM UHTPAMYCKYJTHO.

4.10 Ilpeno3upaHe (CHMITOMH, CIIELIHA MEPKHU, AHTHAOTH), AKO € He00X0TUMO
Hsama manam.

4.11 KapeHTHHU CpOKOBe



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

Osgue: Meco u BbTpenIHu opranu — 213 quu.

He ce pa3pemaga 3a ymorpe6a mpu KOHE, YHETO MECO € MTpeJHa3HaYeHO 32 KOHCYMallis OT X0pa.
He ce paspemaga 3a ynorpe6a mpu OBIIe, YHETO MIISIKO € TIPEHA3HAYCHO 32 KOHCYMAIIHs OT XO0pa.

5. DAPMAKOJIOI'MYHU OCOBEHOCTHU

dapMakoTepaneBTUYHA TPyIa: AHTHIIPOTO30MHU CPEICTBA.
Berepunapuomenuiuacku Anatomo-Tepanesrnuen Koa: QP51AEQL.

51 dapmakoIUHAMMYHH CBOICTBA

NMunokapd OUMpPONHOHAT € CHITHO aKTHBEH CPenry MH(EKIUH MPUYWHEHH OT MIIAJN U BH3PACTHU
¢opmu Ha Oabe3ms MpH TOBeAa, OBIE, KOHE W KydeTa, Cpelly aHaruia3Ma WH(EKINH TPy TroBena u
cperty uHbekuu, npuunHenn ot Ehrlichia canis mpu kydvera. ITpoabKUTENTHOTO JCHCTBHE Ha
UMUIOKap0 TUTIPOIHOHAT BOIH A0 MpoduiIakTHueH eQeKT cperry nHPEKINH, TPUIHHEHH 0T Oabe3nn
3a Haj 6 CeIMHUIIH.

5.2 dapmakoKHHETHYHH 0CODEHOCTH

B mpoBeneHuTe (apMaKOKMHETHYHM HM3CIICABAaHUS ¢ WMHUAOKAPO IMIPONHMOHAT € JCMOHCTpUpaHa
IMPOABLJDKUTEIIHA aKTUBHOCT, B PE3YJITAT OT 63BHI/I$[ My MeTa6OJII/I3’LM 1 CBbP3BAHCTO MY C IIJIA3BMCHUTC
U THKaHHWTE NPOTEMHH. B W3cienBaHe C JIaKTHpalmlM M HENAKTHPANIM KpaBH, UMHIOKapd e Owmi
TIPHUIIOKEH TIOAKOXKHO B 7032 oT 3 mg/kg T.m.

MaxkcumaiiHa, cpeiHa KpbBHA KoHIeHTparus oT 1360 pg/kg ce moctura 3a 1 wyac cien NpuioKeHUe Ha
€IHOKpaTHa TOJKOXHA J03a oT 3 mg/kg TemecHa mMaca MMHUIOKApO TUMPOIUOHAT TPU JIAKTHPAIIU
KpaBH M KOHIIEHTpAIMATA ce 3aJbpika 3a 4 yaca clie/l TpeTupaneTo. BriocieacTeue, KOHIEHTpaUaTa
ce noHmxaa 110 279 ug/kg Ha 24 gac cnen tperupaneto. [loBeue ot 70% OT MPUIOKEHUS UMUOKAPO
ce CBBp3BAT C IUIA3MEHHTE MPOTEeMHH. Makcmmanam MiedHn koHmeHTpanuud ot 0,37 mgkg ce
JIOCTHTaT 3a 24 4aca clie/i MPUIOKEHUETO U CJIe]] TOBA CE MOHMKABAT C MOJYKUBOT OT OKOJIO 24 yaca.
[To-ronsiMa yacT OT MMHIOKApO aunponvoHaT ce otaeis ¢ (ekamuute (39% 3a 28 AHM) U MaIKO
koyimuecTBO ¢ ypuHata (15%). PeHanHaTa ekcpenusi ce OCBINECTBSIBA 3a 4 JIHM, KaTO 3HAYUTEITHU
KOJIMYECTBA Ce OTIENAT ¢ pexanuute 3a nmepuon ot 10 quu cren TpetupaHeto. OCHOBHUSI KOMIIOHEHT
B YpHHATa U (eKaTMUTe € HeMeTaboIu3upaH UMUIOKapO.

WNmunokapd AMImiponrioHaT MOXKe J1a IpeMUHABA IiaeHTapHara Oapuepa.

6. DAPMAIIEBTUYHU OCOBEHOCTHU

6.1 CnuchbK HA eKCUHUNIUEHTHTE

Benzyl alcohol

Propionic acid

Water for injections

6.2 OCHOBHM HECHBMECTUMOCTH

He ca u3BecTHu.

6.3 Cpok Ha rogHoCT

Cpok Ha rOJHOCT Ha KpailHHUs BETCPUHAPHOMEAMIIMHCKY IPOAYKT: 2 TOJUHHU.

Cpok Ha TOJHOCT CIie/T ITbPBO OTBApsIHE HA ITBPBUYHATA OMAKOBKA: 28 JTHU.
Ja ce cexpanssa B xnamuiauk (2°C - 8°C).



6.4. CrnenuaJjHu ycJIOBHUS 32 ChbXpPaHeHHe Ha MPOAYKTa
Ha ce cbxpansBa mpu Temmnepatypa mon 25 °C.

Jla ce ma3u oT CBETJIHHA.

[a ce cbxpaHsaBa Ha CyX0 MSCTO.

[a ce ma3u ot npsKa c’IpHYEBA CBETIIMHA.

6.5 Bua u ¢chcTaB HA MBPBUYHATA ONMAKOBKA

Temuu crekiaenn ¢uakonn mo 50 ml m 100 ml, xuaponutuueH kiac |, 3aTBOpeHH C TymeHa
3aIlylIajka 1 alyMHUHUEBa Kalladka.

6.6 CraenuajHun MEPKH 32 YHHIIOKABAHE HA HEU3IT0JI3BAH NMPOAYKT WJIH OCTATBHIH OT HEro

Bcexkn Hemson3BaH BETEPUHAPHOMETUIIMHCKH MPOAYKT WM OCTATBhIM OT Hero TpsOBa na Obaar
YHUIIOKEHU B CHOTBETCTBHUE C U3UCKBAHUITA HA MECTHOTO 3aKOHOJATENICTRO.

7. HPUTEXATEJ HA JIMIIEH3A 3A YIIOTPEBA
BETITIPOM A/,

yi. ,,Oten Iancuit” Ne26

2400 rp. Pamomup,

brarapus

8. HOMEP HA JIMIIEH3A 3A YIIOTPEBA

0022-1627

9. JATA HA IBPBOTO U3JJIABAHE/IIOJHOBSBAHE HA JIMIHEH3A 3A YIIOTPEBA
Jlata Ha MOCJIEIHOTO TOTHOBSIBAHE Ha JIMIIeH3 3a yrotpeba: 07/07/2016
10. JIATA HA TIOCJEJIHATA PEJAKLVS HA TEKCTA
06/2023

IMoapobua wHGOPMAIMS 3a TO3W MPOAYKT MOKE Ja HAMEpUTEe Ha HWHTEPHET CTpaHWIaTa Ha
EBponeiickata Arenrus no Jlekapctsara http://www.ema.europa.eu/.

3ABPAHA 3A ITPOJAXKBA, CHAB/ISIBAHE U/NJIN YIIOTPEBA

He e npunoxumo.

A-P AHTOHHMO PAJOEB
3AMECTHHK HU3ITBJIHUTEJIEH JJUPEKTOP


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

