KPATKA XAPAKTEPUCTHUKA HA ITIPOAYKTA
KBbM PA3SPEIIEHHUE 3A TBhbPI'OBHUS C BJIII Ne 0022-3198

1. HAUMEHOBAHUWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOJAYKT
Recudon 2,5 mg/ml + 0,125 mg/m] urxeKIMOHEH pa3TBOP 3a KOHE U KydeTa

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Bceku ml chabpxa:

AKTHBHM BelleCTBAa:

Levomethadone 2,2 mg, exBuBanenten Ha 2,5 mg levomethadone hydrochloride

Fenpipramide 0,112 mg, exBuBanenten Ha 0,125 mg fenpipramide hydrochloride
IToMourHu BenecTBa:

KonuyecTBeH cbeTaB, ako Ta3u MHGpopManus
¢ Ba’KHa ¢ OIJie] Ha NIPABMJIHOTO NPHJIaraHe
HA BeTePHHAPHUS JIeKAPCTBEH NMPOIYKT

KauecTBeH chCTaB Ha NIOMOIIHUTE BeIeCTBA
U APYIruTe CbCTaBKHU

Metun napaxunpokcudensoar (E218) 1,0 mg

Hatpues xnopun

Hatpues xunpokcuy (3a kopexiust Ha pH)

ConHa kucenuHa (3a kopekuus Ha pH)

Bona 3a umkeknuu

bucTbp Oe31BeTeH HHXEKLIMOHEH Pa3TBOP, Ha MPAKTUKA 0€3 BUIUMH YaCTHUIIH.

3. KIMHUYHA UHOOPMALIUS

3.1 Bunaose :KUBOTHH, 32 KOUTO e npeanazHayen BJIII

Komne u kyuera.

3.2 Tloka3anmus 3a ynoTpeda 3a BCeKM BH/I JKUBOTHH, 32 KOWTO € MpeAHA3HAYEH NPOIAYKTHT
AHainres3us ¥ IpeMeAnKaLus Ipeau MPoLeTypH.

3.3 IIporuBomokazaHus

Jla He ce M3IM0JI3Ba MPH KUBOTHU C HAIIPEIHAIA JUXATeTHAa HEAOCTaThYHOCT.

[a He ce M3MO03Ba MPU JKUBOTHH € TEXKKa YepHOpOoOHA min ObOpedHa TUChyHKITHS.

lla HEC C€ U3M0JI3Ba IIPU )XKUBOTHHU, CTpadallld OT CITUJICITUYHN U1K CTPUXHUHOBU NPUIIaIbIU WA
TETaHyc.

[a He ce u3M0I3Ba MPU CBPBbXYYBCTBUTEIHOCT KbM aKTHBHOTO BELIECTBO MIIM KbM HSKOE OT
TIOMOIITHHUTE BEIECTBA.

3.4 CneuuajHu npeaynpe:xkaeHust

Hopazm IMPOMCHIIMBUA HHANBUAYAJICH OTTOBOP KbM JICBOMETA/I0H, )KUBOTHHUTE TpSI6Ba Ja ce
HaOII0]aBaT PEIOBHO, 3a J1a C€ OCUTYPH JOCTaThuHa e()UKACHOCT 3a KellaHaTa MPOIBIDKUTEIHOCT Ha
edexra.

3a MeTajioHa ce TBbP/IH, Y€ XPHTKUTE MOXKE Jla U3UCKBAT [T0-BUCOKHU J03M OT JAPYTUTE MOPOJIH, 3a J1a Ce
MOCTUTHAT e()UKACHU IUTa3MeHHU HHUBa. Hsima HanndHa ChOTBETHA HH(OPMAIHsI OTHOCHO U3MCKBAHETO
3a [M0-BHCOKH JIO3U OT JICBOMETAIOH KOHKPETHO IPU XPHTKH B CPABHEHHE C JIPYTH MTOPOJIH.
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3.5 ChenuajaHu npeanasHu MepKH NPH ynoTpeda

CrenmanaHy Ipeana3sHyd MEPKHM 3a 0e30IacHa ynoTpebda IIpyu BUAOBETE JKUBOTHHU, 32 KOUTO €
npennaszHauexn BJIIT:

IIpenopruBa ce KyderaTa ja He ca XpaHeHHU 12 yaca npeau npuiaaraHe Ha BETEpUHAPHUSA JEKapCTBEH
nponykt. Ilpu kydera To3u BeTeprHapeH JIEKapCTBEH NPOLYKT TPsOBa Aa ce NHXXEKTUPA MHOTO OaBHO,
KOTaTO Ce IIPUiIara MHTPaBeHO3HO. be3moKoicTBOTO M BUEHETO Ha )KUBOTHUTE 110 BpEMe Ha
WH)KEKTUPAHETO ca MPHU3HAILY Ha TpUJIaraHe Ha IT0-HUCKa 10334, TaKa Ye MHKEKTHPAHETO TPsOBa aa
MPOJBIIKH.

Tbii KaTO epeKTuTE MPOABIIKABAT HAKOJIKO Yaca, )KUBOTHOTO TpAOBa fa Obe 3alIUTEHO OT aKyCTHYHH
CTHMYJIU U TPsIOBa Ja ce IBPKU Ha TOIUIO U CYXO0, JOKAaTO CE B3CTAHOBH HAITBIIHO.

ITo Bpeme Ha e4eHUETO TPSIOBA J1a Ce OCUTYPH aJeKBaTHA OKCUT€HAIIWs, IEKYBaHUTE )KUBOTHH TPsiOBa
Jia ce HaOJIroaBaT peI0BHO, BKIIOYUTENIHO Aa C€ U3CIeBa ChbpACYHATa YECTOTA U AUXaTeIHaTa
YecToTa.

[a ce u3non3Ba ¢ BHUMaHHE TPH KUBOTHH C TPaBMa Ha TIaBaTta, Thil KaTO €PEKTHT HA OMTUOU BBPXY
TpaBMa Ha IJlaBaTa 3aBHCH OT BHJA U TEKECTTa HA TPaBMaTa U IpeA0oCTaBeHaTa AuXaTellHa IOJKperna.
Tl KaTO METAaIOHBT c€ METabONIN3UpPa OT YEPHUS Ap00, HETOBUAT UHTEH3UTET U MIPOABIKUTEIHOCT Ha
JeiicTBUe Morat Jia ObJaT TIOBJIUSIHY [IPH )KUBOTHH C yBpeAeHa YepHOAPOOHa (QyHKIIHUSI.

B ciryuaii Ha 0b0peyHa, chpaeuHa WK YePHOAPOOHA TUCHYHKIUS U HIOK MOXKE /1a IMa TI0-BHCOK
PHCK, CBBP3aH ¢ yrnorpebara Ha BETCPUHAPHUS JICKAPCTBEH MPOLYKT.

3a MakcuMaieH 00eM Ha HHTPaMYyCKYJTHO MHKEKTUPaHe B €IHO MSICTO Ha MHXKEKTHPAaHE BIKTE TOUKA
3.9: HauWH Ha MIPUIIOKEHHE U T03UPOBKA.

Tps6Ba na ce oTOeseKH, Y€ AaHTArOHU3UPAHETO HA KOMIIOHEHTA JIEBOMETAI0H BbB BETCPUHAPHUS
JIEKapCTBEH NPOIYKT MOXeE Ja JOBE/E A0 MOBUILIEHA KOHLIEHTpauus Ha (EeHNUIpaMul XUAPOXIOPHL,
KOETO MOJKe JIa JIOBEJIe JI0 TaXUKap/Aus, 3a moBeye nHPpopmMarus Brxkte Touka 3.10 CumnroMu Ha
IIPEJO3UPAHE.

CHCHI/IaHHI/I OpeanasHy MCPKH 3a JUIiaTa, Impujaraimy BETCPUHAPHUA JICKAPCTBCH NPOAYKT Ha
JKUBOTHUTE.

JleBOMETaZOHBT € ONMUOWT M MOXKE J]a PUYNHU PECIHpPATOpPHA JIEIPECHs Clie/ CIyIaifHO
camouHxekTupane. [Ipob/KUTETHOTO U3JIaraHe Ha Ko)KaTa ChI0 MOXKE JIa TPUYMHH HEOJIaronpHusITHU
edexru.

(JIeBo)MeTamoHbT MOKE /1a yBpeIr HEPOJACHOTO AeTe. BeTepuHapHUAT JIeKapcTBEH NPOAYKT He TpsOBa
Jla ce mpujiara oT OpeMeHHH KEeHH.

Ja ce n30sTBa KOHTAKT C KOXKaTa, 0uuTe M ycrata. [Ipu ciayuaitHo pasnuBaHe BEPXY KOXKaTa WU
MpbCKaHE B OUUTE, U3MHUITE He3a0aBHO C TOJIEMHU KoludecTBa Boja. OTCcTpaHeTe 3aMbPCEHHUTE IPEXU.
Xopa ¢ ycTaHOBEHA CBPbXYYBCTBUTEIIHOCT KbM JICBOMETAJ/IOH M/UJIH 1apadeHu TpsiOBa Jia u30srsat
KOHTAaKT C BETEpHUHAPHHUS JIEKAPCTBEH MPOTYKT.

[Ipu cyyaitHo caMOMHKEKTHpaHe, He3a0aBHO J1a Ce MOTHhPCH MEAUIIMHCKH CHhBET, KaTO Ha JIeKaps ce
npenocraBu auctoBkata, HO JIA HE CE ILIO®UPA, Thii KaTO € Bb3MOXKHO J1a CE MOSBU CEeIaLH.
CBHBET K'bM JIEKAPUTE: JIeBoMeTaOHBT € OMHOU/I, YAATO TOKCUIHOCT MOXKE Jla MPUINHU
KIIMHUYHU €(EKTH, BKIIFOUUTEITHO PECIIUPATOPHA JCTIPECUS WIIH aItHes, CeAalns, XUITOTOHMS U KoMa.
[Ipu mosiBa Ha pecimpaTopHa Aenpecus TPSAOBa Ja ce 3aloYHe KOHTpOJIMpaHa BeHTwianus. [Ipenopbusa
ce TIprIaraHe Ha ONMUOWIHHS aHTaTOHUCT HAJOKCOH 3a CIPABSHE ChC CUMIITOMHUTE.

CHCLII/IaJ'IHI/I Opeanasdy MCPKH 3a 3allliTa Ha OKOJIHATA Cpcaa:

He e nmpuioxumo.
3.6 HebGgaronpusiTHU peakuMu

Kyuera:
YecrToTa HebaaronpusiTHa peakums
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Heomnpenenena yectoTa (OT HANUYHUTE PecniuparopHa nemnpecus, 3aAbXBaHe,

JaHHU HE MOXKe Ja ObJe HalpaBeHa OL[EHKAa) HEepaBHOMEPHO AWIIAHE, TOHMWKEHA
TeJleCHa TeMIeparypa, Opaaukapaus’,
MIOBUIICHA YyBCTBUTEITHOCT KbM 3BYK,
3aIieK, MOBPbILAHE.

Kone:
YecrorTa HebaaronpusitHa peaknus
Heomnpenenena yectoTa (0T HANUYHUTE PecnimparopHa nenpecns, NIOHMKEHA

JAaHHH HE MOXe /1a Obie HalpaBeHa OLlEHKa)  TeJIeCHA TeMIieparypa, Opaaukapans,
BB30y1a%, 3ameK.
! Camo 11pu BHCOKH 1031
2 HannuneTo niy OTCHCTBHETO HA OOJIKA BIIHSIE BBPXY peaknusaTa KbM OITUOUIUTE. Konere ¢ 6oska Mosxe J1a HC
MOKaKaT HEOIArONPHATHN peakIliy KbM 103U, KOUTO OMXa mpean3BHKaIN Bb30y1a IPH HOPMATHU )KUBOTHH

Cro0ImaBaHeTo Ha HEONArOMPHUATHY PEAKIIUU € BakHO. ToBa MO3BOJISIBA HEMPEKHCHAT MOHUTOPHHT Ha
0e30MacHOCTTa Ha BETEPHHAPHHUS JICKapCTBEH NPOoayKT. ChoOLIeHHsITa TpIOBa J1a ce M3Mpallar, 3a
MMPEANIOYUTAHC YPE3 BETCPUHAPCH JICKAp, WJIN Ha MPUTCKATCIIA Ha pa3pClICHUCTO 3a ThbProBUsA UJIU Ha
MCECTHHA MY NIPEACTABUTEII, NI HAa HAHUOHAJIHUA KOMIIETCHTCH Oprad 4Ype3 HallMOHAIHATa CUCTEMaA 3a
choOIIaBane. 3a ChOTBETHHTE IAHHU 32 BPB3Ka BIKTE CHINO TOYKA 16 OT JIHCTOBKATA.

3.7 Ymnorpe6a no Bpeme Ha GpeMEHHOCT, JTAKTAIUS HJIH siillEHOCEeHe

BpemenHocCT:

JleBoMeTanOHBT NPOHUKBA NpeE3 MJIalleHTapHaTa Oapuepa U MOXe Jja JOBEAE A0 PECIIUpaTOpHa
Jenpecus Ipu HoBopoaeHH. JlabopaTopHuTe MpoyyYBaHuUs NpH J1a00PaTOPHH KUBOTHHU Ca JOKA3aIH
HeOIaronpusaTH eeKTH BbPXY penpoayKuusaTa. be3onacHocTTa Ha BETEpUHAPHUS JICKApPCTBEH
IpOJyKTa HE € JoKa3aHa Mo BpeMe Ha OpemMeHHOCT. [Ipunara ce camo cieqt pereHKa 1noja3a/puck ot
OTTOBOPHHSI BETEPUHAPEH JIEKap.

JlakTanms:
beszomacHocTTa Ha BeTepUHAPHUS JIEKAPCTBEH MPOJIYKTA HE € J0Ka3aHa 10 BpeMe Ha JTaKTaIlus.
[Tpunara ce camo cre MmpereHKa moi3a/prcK OT OTTOBOPHUS BETEPUHAPEH JIeKap.

3.8 B3ammopeiicTBHE ¢ IPYTd BeTEPUHAPHHU JIEKAPCTBEHH MPOAYKTH U APYTH (popMH HA
B3auMojelicTBHe

BerepuHapHHAT JIeKapCTBEH MPOAYKT MOXKE J1a MOJICHIN e(hEeKTUTE Ha aHAJITETHIINTE, MHXUOUTOPHUTE Ha
LEHTpaJHaTa HEPBHA CHCTEMA M BELIECTBATA, KOUTO IPUUMHABAT PECIIMPATOPHA JETIPECHSL.
EnnoBpemeHHaTa Wiy rocie/Baiia yrnorpeda Ha BeTepuHApHHS JIEKAPCTBEH MPOAYKT ¢ OynpeHopduH
MO2K€ J1a TOBEJIe [0 JIUMca Ha e(hUKACHOCT.

EdexThT Ha METOKIIONIPAaMU BbPXY YCKOPSIBAHETO Ha U3IIPAa3BaHETO HA CTOMAaxa € HaMaJeH.

3.9 Hauun Ha NMPUJTO0KEHUE U TO3UPOBKaA

BerepuHapHUAT n1€KapcTBEH NPOAYKT € NPEIHA3HAYEH 32:
- Kone: 6aBHO HHTpaBEeHO3HO MPHIIOKEHUE
- Kydera: 6aBHO MHTpaBEHO3HO WJIM HHTPAMYCKYJITHO PHIOKEHHE

Kone

Amnanresus

0,1-0,15 mg neBometanon-HCL/ 0,005-0,0075 mg dpennunpamua-HCL Ha kg Tenecna maca
WHTPaBEHO3HO.

CrorsercrBa Ha: Ha 100 kg Tenecna maca: 4,0-6,0 ml BerepuHapeH neKapcTBEH MPOYKT.
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HQI/I HM3I10JI3BAHC 3a IMPEMEANKAIIUA B KOM6I/IHagI/I}I C KCHJIa3HH, QOMI/ISDI/IQI/IH HJIH ICTOMMJINH

TpsaOBa ma ce u3Mmon3Ba JojHATA TPAHUIA HA TO3H JIO30B JMAITA30H, KOTaTO BETCPUHAPHHUSIT JICKAPCTBEH
MPOAYKT CE€ M3M0JI3Ba B KOMOMHAIMS C €HO OT Te3H BemecTBa. OleHKaTa Ha KOMOWHAIIMATA, KOSTO II1e
ce M3M0J3Ba, TPSAOBA Jla CE HAIIPABH OT JICKYBAI[Usl BETCPUHAPEH JICKap Bb3 OCHOBA Ha IIeTa Ha
JIeYCHUETO U GU3MIECKUTE XapaKTEPUCTUKN Ha KOHKPETHHS TTallNeHT. BCHYKKM aHEeCTETHIH,
M3MO0JI3BaHM 32 BHBEKIAHE WJIH TIOIbpKaHE Ha aHECTE3Hs, TPSOBA Ja ce IMpuiIarat cropen eexra.

Kyuera:

AHanre3us

0,2-1,0 mg neBomeranon-HCL/ 0,01-0,05 mg pennunpamun-HCL Ha kg TenecHa Maca HHTPaBEHO3HO
WITH UHTPAMYCKYJTHO.

CrorsetctBa Ha: Ha 10 kg Tenecna maca: 0,8- 4,0 ml BeTeprHapeH JIeKapCTBEH MPOIYKT.
JleBOoMETaOHBT € MPUOIU3UTEIHO 1Ba ITHTH MTO-MOLICH OT METaJI0HOBUS panemar. Jlo3upoBkara
00MKHOBEHO TpsI0Ba Ja Obie MOJOBMHATA OT 03aTa METAJIOH.

Ho3u mo-sucoku ot 0,5 mg neBomeranoH-HCL Ha kg TpsiOBa na ce mprarat camo ciief] 3a1bi0oueHa
OLICHKA Ha CHJIaTa Ha OOJIKaTa, MHANBHYAIHUTE Pa3INdHs B 9yBCTBUTEIHOCTTAa KbM OOJIKa U 00IIOTO
CBCTOSIHUE Ha KY4eTO.

Koraro 060eMbT 3a HH)KEKTHpaHe HaJBHIIaBa 5 ml, OTTOBOPHHAT BeTEpHHAPEH JIeKap TpsOBa 1a
OOMHMCIIN pa3leNITHeTO Ha HHTPaMyCKyJTHaTa HH)KEKINS Ha MHOXKECTBO HH)KEKIIMOHHH MecTa WU Ja
n30epe MHTPABCHO3EH MbT Ha MpHiokeHne. O0Iiara 103a Mpu Ky4era He TpsOBa na Haasumasa 25 ml.

[Ipu u3no3BaHe 3a NpeMEAUKALM B KOMOMHAIIMS ¢ KCUIA3MH, MEACTOMMINH MM JIEKCMEAETOMHUINH
TpsiOBa aa ce W3M0A3Ba J0IHATA TPAHMIIA HA TO3H JI030B IMANa30H, KOraTO BETCPUHAPHHSAT JICKapCTBEH
MPOAYKT CE€ M3M0JI3Ba B KOMOMHAIMS C €HO OT Te3H BelecTBa. OlieHKaTa Ha KOMOMHAIUATA, KOSTO I11e
ce M3M0J3Ba, TPSAOBA JIa Ce HAIIPABH OT JIEKYBAI[Us BETEPUHAPEH JIeKap Bb3 OCHOBA Ha IIeJTa Ha
JIEYCHUETO U PU3UICCKHUTE XaPAKTEPUCTHKN Ha KOHKPETHUS MAMeHT. BCHUKM aHEeCTEeTHIH,
W3II0JI3BAHM 332 BhBEXKIaHE WM TOIbPIKaHe Ha aHECTe3usl, TpsiOBa Ja ce mpuiarar criopes edekra.

[Mpeau npunoxkeHue TpIOBa TOYHO JIa ce ONpEe/IeNH TeliecHaTa Maca. DIaKOHBT MOXKeE Jia ce MpodHe 10
10 mptu. [ToTpeduTensar TpsOBa a n30epe Ha-TIOIXOASIINSA pa3Mep Ha (DJIaKOHA CIIOPE]T IICJICBUTE
BUJIOBE, KOUTO III¢ OBbJaT JICKYBaHU.

3.10 CumnroMu Ha nmpeao3upaHe (M KOraTo e NPUJI0KUMO — IPOLEYPHU Ha eiicTBHe NPH
CTIEHIHH CIYy4Yau ¥ AaHTHI0TH)

IIpeno3upaneTo MOXe J1a 10BeJe 0 ABIOOKA pecnuparopHa aenpecus u/uinn genpecus Ha LIHC.
Hpyru HebmaronpusaTHU peakilui MOTaT Ja BKJIIOYBAT ChP/AEYHO-CHI0B KOJAIC, XUITOTEPMHUS,
KOHBYJICUU M XUIIOTOHHUS Ha CKeNeTHUTE MycKynu. KoHeTe moraT ia 1eMOHCTpHpaT Bb30yANMOCT Ha
LHC (xuneppedaexcus, TpeMop) 1 I'bPUOBE PU BUCOKH 03U MU aKO € IpHiiaraT 0bp30
WHTPaBEHO3HO.

B ciryuante Ha Texkka peciupaTtopHa Jenpecus TpsiOBa 1a ce 0OMHCIH MeXaHUYHa peclupaTopHa
HOJKpera.

Hanokcon Xxuapoxnopu MoXKe /1a ce U3M0J3Ba KaTo aHTarOHUCT Ha JIeBoMeTanoH. Tpsaoa aa ce
0TOEJEeKH, Ye aHTArOHU3UPAHETO HA KOMIIOHEHTA JICBOMETAJOH BB BETEPHUHAPHUS JIEKAPCTBEH
NPOAYKT MOKE J1a JOBEJE A0 MOBUILICHA KOHLIEHTpaKs Ha (EHIUITPaMU XUAPOXIOPH, KOETO MOXKeE
Jia 10BeZIe 10 TaxuKapaus. HalloOKCOHBT € MpeAnoYnTaHoTO CPEJICTBO MPH JICUCHNE Ha PeCIpaTopHa
nenpecus. [Ipn MacuBHO mpeno3npaHe MOXKE /1a Ce HAJOXH MMOBTOPEHHE Ha I03UTE HAJOKCOH.
JKuBoTtHuTe TpsiOBa ja ce HAOIrOIaBAT BHUMATENHO, Thi KaTo e(eKTUTe Ha HAJIOKCOH MoraT Ja ObJar
oTciTa0eHU IPe/In J1a Ce JOCTUTHAT CyOTOKCHYHU HUBA HA JIEBOMETAJIOH.

3.11 CnenuanHu orpaHnyeHus 3a ynorpeda u crielaJHHu YCJIOBUS 32 yNOTpeda, BRIIOYHTETHO
OrpaHNYeHMs 32 yHOTpebaTa HA AHTUMHMKPOOHH M NIPOTHBONAPA3NTHU BeTePUHAPHHI
JIEKapCTBeHH NMPOAYKTH, C [eJI 1A ce OTPAHUYHM PHCKBT OT Pa3BUTHE Ha Pe3MCTEHTHOCT

3.12 KapeHTHHM CpOKOBe
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Meco ¥ BbTpEIIHN OpTaHu: 3 JTHU.
Musixko: He ce paspemaga 3a yrnorpeba npu KoHe, YUeTO MIISIKO € MPEeTHA3HAYCHO 32 KOHCYMAITUs OT
xopa.

4. DPAPMAKOJIOTUTYHA UHO®OPMAILIUS
4.1 BerepuHapeH JekapcTBeH aHaTomo-TepaneBTuuen koa (ATCvet Code): QNO2ACS52.
4.2 dapmakoguHAMHKA

JIeBOMETAIOHBT € JTUMO(UICH OCHOBEH CHHTETHYCH OMUOUICH aHAIreTHK. JIeBoMeTanoHbT € (-)-R-
€HAaHTHOMEPHT Ha paneMuunus dl-metamon. S(+)eHanTHOMEpPHT MMa camo 1/50 oT aHaIreTHYHMS ePeKT
Ha R(-) enanTHOMEpA, TaKa 4e JICBOMETAJOHBT € MPUOIU3UTETHO ABA IIBTH MO-MOIIECH OT METaI0HOBHS
pariemMar u OOMKHOBEHO MOTaT 0€30MacHo Ja ObJIaT 3aMCHSIHU €IMH C JIPYT B ChOTHOIIEHUE 2:1.
CrepuunaTa KOH(UTYpalKs Ha JIECBOMETAIOH HANoJ00sBa Ta3u Ha Mop¢uHa. JIeBOMETaIOHbT JeicTBa
KaTO Ce CBBbP3Ba C [L-OMHUATHUTE PEIENITOPH. AHAITCTUYHOTO MY JICHCTBUE € CPAaBHUMO C TOBA Ha
MopdHHA, MPUIPYKEHO OT ceaanus, eyGopus, peciupaTopHa Aenpecus u Muo3a. [IpoabkUTeTHOCTTA
Ha aHAJITeTUYHOTO JCUCTBUE HA JIEBOMETaA0H (KakTo Ipu MopdurHa) Bapupa ot 4 10 6 Jaca.

Jlpyru BTOpuYHU e(heKTH, Crienn(UIHY 32 BEIISCTBOTO, BKJIIOYBAT OpaJuKap s, XUTICPTOHUS, 3aleK 1
aHTHNYpE3a, KaTO HAKOU e(eKTH (HaIp. pecrupaTopHa JAeMpecs) MOTaT Ja POIBIDKAT TO-IBJITO OT
AHaJIr'CTUYHUA C(i)CKT. @apMaxonoquHaTa AKTUBHOCT Ha JICBOMCTA/IOH BapHupa IIpu pa3IMYHUTC BUOOBE
JKHUBOTHHU.

deHnunpamu] € napacCUMIaTUKOIUTHK. Upe3 komOuHupaHe Ha (PEHIUIIPaMUJ C ICBOMETAIOH Ce
MPOTHUBOJICHCTBA Ha BaryCHUs €EeKT Ha JICBOMETAZ0H U TI0 TO3W HAYHMH CE HAaMaJIsiBaT
HeOJIaronpusaTHATE Peaklu OT JIeBOMeTanoH: IIpemaxBar ce cioHTaHHaTa AedeKalys, ypuHupaHe Win
IPEKOMEPHO CIoHOOTAEsIHE. ChpAeUYHATa YeCTOTa U IMYJICHT HE ce€ IPOMEHST. Bblpeku ToBa ce
Ha0JIr01aBa IOHMKaBaHe Ha TeMIIepaTypaTa, KakTo U JIeKa pecliupaTopHa JAenpecusl.

C BeTepuHApHUS JIEKapCTBEH MPOAYKT CE MOCTUTA IUTAaBHO ITOBHIIaBaHE Ha Tpara Ha Oonka. EQekTsT ce
NPOSIBSIBA CPABHUTEITHO OBP30 NMPH UHTPABEHO3HO MPHIIOKEHHE.

[Tpu xyueTa eQeKThT MOXKE Jia ce HaOoJaBa Mpyu 6aBHO UHTPABEHO3HO HHXEKTUpaHe. MycKynuTe
HOCTENEHHO Ce OTITyCKaT U Ky4eTo 3aciuBa 0e3 B30y a.

I[Ipu KOHETE BETEPUHAPHMUSAT JIEKAPCTBEH MPOIYKT MPEIU3BUKBA H3pa3eHa Celalys U aHAIre3Hs, HO
OOHMKHOBEHO He BOAHM /10 o0mIa aHecTe3us. EQeKkTsT e Obp3, Korato ce MHKEKTHpa HHTPABEHO3HO U ce
HPOSBSBA B 11032 C M3ITbHATH KPAHHUIM U M3IPABEHA OIMAIIKa. XO0JCHETO YeCTO CTaBa HECTAOMITHO.
KomMOuHanmsTa ¢ HEBpOJICNTUIIN MM TPAHKBIIAHTH 3aCHJIBA CEIaTHBHO-aHAITETHYHHUS e(DeKT, HO He
IIOCTUTA aHECTE3HsL.

4.3 dapmakoKWHETHKA

®apMaKOKUHETHYHUTE JAaHHU MIPHU KOHE M Ky4eTa ca IMOJIy4eHHU TJIaBHO OT MPOYUYBaHUS C U3IMOJI3BAaHE Ha
paneMuyueH MeTaJloH. MeTaloHbT ce pe3opOupa Obp30 ciell NOAKOKHO, HHTPAMYCKYJIHO U IIEpOPaIHO
npuioxxenue. CBbP3BaHETO C IUIA3MEHHUTE IPOTEHHU € BUCOKO M 00EMbT Ha pasIipeiesiCHHE €
OTHOCHUTEITHO TOJISIM. BUCOKM ThKaHHM KOHIIEHTPALIMU CE OTKPUBAT B UEPHUS U Oenust 1poo,
nocieaBaHu ot ObOpennTe u MO3bKa.

MeTanoHbT ce MeTadOIM3HUpPa B TOJISIMA CTETIEH OCHOBHO B YEPHUS Ipo0 10 HEAKTUBHU META0OIHTH.
JleBOMETaZIOHBT ce OTAENS KaKTO C ypUHATa, TaKa U C U3MpaKHEHUATa. MOJENbT Ha OTACIISTHE MEXKIY
AKITbUKaTa M YPUHATA MOXE J1a BapHUpa B 3aBUCUMOCT OT J103aTa, Pa3IMKATE B YUEPHOAPOOHATA U
0bOpeunaTa ¢pynkuus 1 pH Ha ypunarta. KonkoTo no-Brucoka e 103aTa, TOJIKOBa [TOBEYE U3IIEXKIa e
OTJeNs upe3 *KIbuKaTa. EMMMUHAIIMOHHUSAT MTOTYXUBOT HA JIEBOMETAIOH € MPUOTU3UTEIHO 2 yaca npu
KydeTa u 1 "ac mpu KoHe.

Cren MHTPaBEHO3HO MPHJIOKEHUE (HEHNHUITPaMuI HaMallsiBa 10 MHOTO HUCKH HUBA B paMKUTe Ha 24
yaca 1 ce OTAENs B ypHHAaTa U N3NPaKHEHUATA.

5. DAPMALIEBTUYHU JAHHU
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5.1 OcHOBHH HECHBMECTHMOCTH

HpI/I JIMIICA Ha JaHHU 3a CbBMECTUMOCT, TO3U BECTCPUHAPCH JICKAPCTBCH IIPOAYKT HC TpH6Ba Ja 6’1)[[6
CMCCBAH C IPpYyru BETCPpHUHAPHU JICKAPCTBCHU IIPOJYKTH.

5.2  Cpok Ha rogHOCT

Cpok Ha rOJIHOCT Ha KpaifH!s BETepUHAPEH JICKAPCTBEH MPOJYKT: 3 TOJANHHU.

Cpok Ha TOTHOCT CJIeH ITHPBO OTBApSHE Ha ITbPBUYHATA OMTAKOBKa: 28 THH.

5.3 CnenuanHu ycjaoBusi 3a CbXpaHeHHe

[a ce cpxpansiBa BbB BHHIITHATA OMAKOBKA C I1eJ1 MIPEa3BaHe OT CBETIIMHA.

To3u BeTeprHAPEH JIEKApCTBEH MPOIYKT HE U3UCKBA HUKAKBY CIICIIMAIHU TEMIIEPATypHH YCIOBHS 32
ChXpaHEHHUE.

5.4 Buau cbcTaB HA MBPBHYHATA ONMAKOBKA

Kapronena kytus ¢ 1 npo3pauet crbkieH (Tum I) paakon ot 10 ml, 30 ml nnm 50 ml ¢ Tana ot
OpoMoOyTHIIOBa TyMa M aTyMUHHEBA Karayka.

Pasmepu Ha onakoBkara:

5 ml (BbB (h1akoH ¢ pazmep 10 ml)

10 ml

30 ml

50 ml

He Bcuuku pasmepu Ha onakoBKaTa MOraT fja ObJar npeajaraHy Ha rasapa.

5.5 Chenuaanu MepKH 32 YHUII0KABAHE HA HEM3MOJ3BAHN MPOAYKTH WM OCTATBIM OT TAX
BerepuHapHuTE JIeKapCTBEHH IPOLYKTH HE TPsAOBa Ja ObJaT U3XBBPIISTHY Ype3 OTIaJHU BOJIU HIIH
OWTOBH OTHAABIIM.

W3znosn3Baiite mporpamMu 3a BpbIllaHe IPU YHUII0KABAHETO Ha HEM3IOJI3BAHN BETEpUHAPHU
JIEKaPCTBEHU MPOAYKTH WU OCTaTBLU OT TSIX B CBOTBETCTBHE C M3UCKBAHUATA HA MECTHOTO
3aKOHOZATEJICTBO M C BCHUKH HAIMOHAITHU CUCTEMU 33 ChbOMpaHe, IPUIIOKUMH 33 ChbOTBETHHS
BETEPHHAPEH JIEKApPCTBEH MPOIYKT.

6. HNME HA ITPUTEXATEJISI HA PASPEIIEHUETO 3A ThbPI'OBUS

Alfasan Nederland B.V.

7. HOMEP HA PABPEHIEHUETO 3A TBPI'OBUSA
Ne 0022-3198
8. JATA HA II'bPBOTO U3JIABAHE HA PASPEHIEHUETO 3A ThbPI'OBUS

Jlata Ha TBPBOTO M3J]aBaHE Ha pa3perieHneTo 3a Thproeust: 12/07/2023.

9 JATA HA TIOCJIIEJHATA PEJAKIUS HA KPATKATA XAPAKTEPUCTHUKA HA
INPOAYKTA
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11/2025
10. KIIACUO®UKAIUSA HA BETEPUHAPHUTE JIEKAPCTBEHU ITPOJAYKTHU
Ja ce oTmycka caMo MO JIEKapcKO TPEeIICaHue.

Hoapo6Ha I/IH(I)OpMaHI/IH 3a TO3U BECTCPUHAPCH JICKAPCTBCH MPOAYKT MOXKE 1a HAMCPHUTC B Oaszarta JaHHU Ha
Cpro3a otHocHO npoxykrute (https://medicines.health.europa.eu/veterinary).

27.11.2025 r.

X

[4-P KPACUMIWP 3/TATKOB
AWNPEKTOP HA ANPEKLNA KBAM
Signed by: KRASIMIR YANKOV ZLATKOV
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