KPATKA XAPAKTEPUCTHUKA HA ITIPOAYKTA
KBM PA3SPEIHIEHHUE 3A THPI'OBHUS C BJIII Ne 0022-3199

1. HAMMEHOBAHUE HA BETEPUHAPHUS TEKAPCTBEH ITPOJAYKT
Recudon 5 mg/ml + 0,25 mg/ml urmkeknnoHeH pa3TBoOp 3a KOHE U KydyeTa

2. KAUYECTBEH U KOJIMYECTBEH CbCTAB

Bceku ml chabpxa:

AKTHBHM BelleCTBAa:

Levomethadone 4,4 mg, exBuBanenten Ha 5 mg levomethadone hydrochloride

Fenpipramide 0,22 mg, exBuBaienteH Ha 0,25 mg fenpipramide hydrochloride

ITomomHu BemecTBa:

KonuyecTBeH cbeTaB, ako Ta3u nHGpopManus
€ Ba)KHa ¢ orJie]l Ha NIPAaBMJIHOTO NPUJIaraHe
Ha BeTEPUHAPHMUS JIeKAPCTBEH NPOIYKT

KadecTBeH ¢bcTaB Ha IOMOIIHHUTE BellleCTBA
U IPYTUTEe CbCTABKH

Metun napaxunpokcudensoar (E218) 1,0 mg

Hatpues xnopun

Hatpues xunpokcuy (3a kopexiust Ha pH)

CounHa xucenuHa (3a Kopekius Ha pH)

Bona 3a umkeknuu

buctbp 6e31BeTeH HHXEKIIMOHEH Pa3TBOP, HA MPAKTHKA 0€3 BUANMH YaCTHITH.

3. KJIMHUYHA UHOOPMALUS

3.1 Bwunaose :KUBOTHH, 32 KOUTO € npeanazHavyen BJIII

Kone u kyuera.

3.2 TIloka3anus 3a ynorpeda 3a BCeKH BU/I ’KHBOTHH, 32 KOIWTO € MpeIHa3HAYeH MPOAYKTHT
AHanre3us v IpeMeUKaIus MpeIu IPoIeypH.

3.3 IIporuBomokazaHus

[la He ce u3noa3Ba NpY )KMBOTHH C HANpeAHATA IUXaTEIHa HETOCTAaThYHOCT.

[a He ce n3moa3Ba NpH )KMUBOTHH C TeKKA YepHOIPOOHA Wi 0b0pedHa IuchyHKITHS.

Ja He ce u3mos3Ba Npu KUBOTHU, CTPAAAIIM OT CMUJICHTUYHU WIN CTPUXHUHOBH NMPUNIAABIM WU
TE€TaHyC

[la He ce n3Moa3Ba NPY CBPHXUYBCTBUTEIHOCT KbM aKTHBHOTO BEIIECTBO MITH KBM HSIKOE OT
MTOMOIIIHHUTE BEILECTBA.

3.4 ChnenuajaHu npeaynpexaeHust

ITopaau npoMeHIMBYSI HHAMBUIYAICH OTTOBOP KbM JICBOMETAJIOH, YKHBOTHUTE TPSIOBa J1a ce

HaOJFO/IaBaT PEJIOBHO, 32 JIa C€ OCUTYPH JOCTaTh4HA e(UKACHOCT 3a )KeJlaHaTa MPOJIBIDKUTEITHOCT Ha
edexra.
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3a MeTaioHa ce TBBPH, Y€ XPHTKUTE MOXKE J]a M3UCKBAT ITO-BUCOKHU JIO3H OT APYTHUTE ITOPOIIH, 3a 1a ce
MOCTUTHAT e(hUKACHU IJIa3MEHHU HHUBA. HsiMa HajIiMuHa ChOTBETHA HH(pOPMAIIHsI OTHOCHO H3UCKBAHETO
3a MO-BUCOKH J03H OT JICBOMETAIOH KOHKPETHO IIPU XPHTKHU B CPABHEHUE C JPYTH MOPOIH.

3.5 CnenuajHu npegnazHu MepKH NpH ynorpeda

CrenmanHy Ipeana3sHyd MEPKHM 3a 0e30macHa ynorpebda IIpyu BUAOBETE JKUBOTHHU, 32 KOUTO €
npennaszHauexn BJIIT:

IIpenopruBa ce KyderaTa ja He ca XpaHeHHU 12 yaca npeau npuiaaraHe Ha BETEpUHAPHUS JIeKapCTBEH
npoaykT. [Ipu kydera To3u BeTeprHapeH JEKapCTBEH NPOAYKT TPsAOBa Aa ce MHKEKTUPa MHOTO OaBHO,
KOTaTO CE IIPUiIara MHTPaBeHO3HO. be3moKoiCTBOTO M BUEHETO HA )KUBOTHUTE 110 BpEMe Ha
WH)KEKTUPAHETO ca MPHU3HAILY Ha TpUJIaraHe Ha IT0-HUCKa 1033, TaKa Ye WHKEKTHPAHETO TpsOBa aa
MIPOIBIIKH.

Tbii KaTO epeKTuTe MPOABIIKABAT HAKOJIKO Yaca, )KUBOTHOTO TpAOBa fa Obe 3alIUTEHO OT aKyCTHYHH
CTUMYJIU U TPsIOBa 12 ce IBbPXKU Ha TOIUIO U CYXO0, JOKAaTO CE Bb3CTAHOBH HAITBJIHO.

I[To BpemMe Ha Je4eHUETO TPSIOBA JIa Ce OCUTYPH aJeKBaTHA OKCUTeHAIIWS, ICKYBaHUTE )KUBOTHH TpsiOBa
Ja ce HaOJIrogaBaT peA0BHO, BKIIIOYUTEIIHO Aa C€ U3CeBa ChbpACYHATa YECTOTa U AUXaTeIHaTa
YecToTa.

[a ce u3mon3Ba c BHUMaHKE TPH KUBOTHH C TPABMa Ha TIaBaTa, Thil KATO €PEKTHT HA OMTHUOU BBPXY
TpaBMa Ha I'JlaBaTa 3aBHCH OT BHJa U TEKECTTa Ha TpaBMaTa U IIpelocTaBeHaTa IuXaTelHa MoJIKperna.
Tl KaTO METaOHBT ce MEeTaboIN3UpPa OT YEPHUS P00, HETOBUAT UHTEH3UTET U IPOABIKUTEIHOCT Ha
JeiicTBUe Morat Jia ObJaT TIOBJIUSHY [IPH )KUBOTHH C yBpeIeHa YepHOAPOoOHa (hyHKIIHSI.

B ciryuaii Ha 0b0peyHa, chpaeuHa WM YePHOAPOOHA TUCHYHKIUS UM HIOK MOXKE /1a IMa TI0-BHCOK
PHCK, CBBbP3aH ¢ yrorpebara Ha BETCPUHAPHUS JICKAPCTBEH MPOLYKT.

Tps6Ba na ce oTOeseKH, Y€ AaHTArOHU3UPAHETO HA KOMIIOHEHTA JIEBOMETAI0H BbB BETCPUHAPHUS
JIEKapCTBEH MPOJYKT MOXKeE Jia IOBE/IE 0 MOBHIICHA KOHIIEHTPANUs Ha (EHMUTIPAMU] XUAPOXIOPH,
KOETO MOJKE JIa JIOBEJIe JI0 TaXUKapAus, 3a moBeye nHpopmarus Brxkte Touka 3.10 CumnroMu Ha
peo3UpaHe.

Crernuaanu Opeana3Hy MEPKHU 3a JIMIaTa, Ipujaraiiy BETCPUHAPHUA JICKAPCTBEH IIPOAYKT Ha
JKUBOTHHUTE.

JleBOMETaZIOHBT € OTMMOMJT M MOXKE J]a MPUYMHHU PECIIUPATOPHA IENIPECHs Clle]] CIIy4yaiiHO
CaMOMHKeKTHpaHe. [IpoabIKUTETHOTO H3IaraHe Ha KOXKarta ChII0 MOKE J1a IPUYMHN HeONIaronpusTHA
edexru.

(JIeBo)MeTaioHbT MOXKE J1a YBpPEIH HEPOJIEHOTO JieTe. BeTepruHapHUAT IeKapCTBEH MPOIYKT HE TPIOBa
Jla ce mpujiara oT OpeMeHHH KEeHH.

[a ce n30srBa KOHTAKT C KOXKaTa, OYUTe U ycrara. [Ipu ciydaifHO pasinBaHe BbPXY KOXKaTa WiIn
NpBCKaHe B OYHTE, U3MHUITE He3a0aBHO C TrojieMu KonndecTBa Boaa. OTcTpaHeTe 3aMbpPCEHUTE IPEXH.
Xopa ¢ ycTaHOBEHA CBPbXYYBCTBUTEIIHOCT KbM JICBOMETAJ/IOH M/UJIH 1apadeHu TpsiOBa Jia u30srsat
KOHTAaKT C BETEpUHAPHHUS JIEKAPCTBEH MPOAYKT.

IIpu cnyyaifHO caMOMHKEKTHpaHe, He3a0aBHO J1a c€ MOThPCH MEIUIIMHCKU CHBET, KaTO Ha JIEKaps ce
npenocraBu auctoBkata, HO JIA HE CE ILIO®UPA, Thii KaTO € BE3MOXKHO JIa CE MOSIBH CEAITHSI.
CBbBET K'bM JIEKAPUTE: JleBoMeTanOHBT € ONMUOU], YUATO TOKCHUYHOCT MOXKE J1a TPUIMHHU
KJIMHAYHU €(eKTH, BKIIIOYUTEIHO PECITUPATOPHA JIENPECcHs UK arHes], Celalisl, XUOTOHUS U KOMa.
[Ipu nosiBa Ha pecnipaTopHa Jenpecus TPsAOBa Ja ce 3aloyHe KOHTPOJIUpaHa BeHTuamus. [Ipenoprusa
ce TpuiIaraHe Ha ONMOWIHUS aHTaTOHUCT HAJIOKCOH 3a CIIPaBsHE ChC CUMITTOMHUTE.

CHCHI/IaHHI/I NpeaAna3Hy MEpPKHU 3a 3aluTa Ha OKOJIHATA Cpeaa.

He e npunoxxumo.
3.6 Heb6uaronpusiTHU peakuu

Kyuera:
YecToTa HebsaronpusitHa peaknus
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Heomnpenenena yectoTa (OT HANUYHUTE PecniuparopHa nemnpecus, 3aAbXBaHe,

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

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

JAaHHH HE MOXe /1a Ob/Ie HalpaBeHa OLlEHKa)  TeJeCHAa 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 PEAKIUU € BakKHO. ToBa MO3BOJSIBA 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 KOMIIECTCHTCH OpraH 4Ype€3 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 PECIUpaToOpHa
Jenpecus Ipu HoBopoaeHH. JlabopaTopHuTe MpoyyYBaHuUs NpH Ja00PaTOPHH KUBOTHHU Ca JOKA3aIH
HeOIaronpusaTH eeKTH BbPXY penpoayKuusaTa. be3onacHocTTa Ha BETEpUHAPHUS JICKApPCTBEH
IpOJyKTa HE € JoKa3aHa Mo BpeMe Ha OpemMeHHOCT. [Ipunara ce camo cieft IpereHKa 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 BeTEPHUHAPHU JeKAPCTBEHH MPOAYKTH U APYTrH (popMH Ha
B3auMojelicTBHe

BerepuHapHHAT JIeKapCTBEH MPOAYKT MOXKE J1a MOJICHIN e(hEeKTUTE Ha aHAJITETHIINTE, MHXUOUTOPHUTE Ha
LIEHTpaJHaTa HEPBHA CHCTEMA M BELIECTBATA, KOUTO IPUUMHABAT PECIIMPATOPHA JETIPECHSI.
EnnoBpemMeHHaTa Wiy mocie/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 € MPEAHA3HAYEH 32:
- Kone: 6aBHO HHTPaBEHO3HO IIPUIIOKEHHE
- Kydera: 6aBHO MHTpaBEHO3HO TPUIIOKEHHE

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: 2,0-3,0 ml BerepuHapeH JeKapCTBEH MPOYKT.
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HQI/I HM3I10JI3BAHC 3a IMPEMEANKAIIUA B KOM6I/IHagI/I}I C KCHJIa3HH, QOMI/ISDI/IQI/IH HJIH ICTOMMJINH

TpsOBa na ce U3MmoI3Ba JojHATA TPAHHUIIA HA TO3H JTO30B JHAITA30H, KOTATO BETCPUHAPHIAT JIEKAPCTBECH
MPOAYKT CE€ M3M0JI3Ba B KOMOMHAIMS C €HO OT Te3H BemecTBa. OleHKaTa Ha KOMOWHAIIMATA, KOSTO IIIe
ce M3M0J3Ba, TPSAOBA Jla CE HAIIPABH OT JICKYBAI[Usl BETCPUHAPEH JICKap Bb3 OCHOBA Ha IIeTa Ha
JIEYCHUETO U GU3MICCKUTE XapaKTEPUCTHKN Ha KOHKPETHHSI ITAIIMEHT. BCHUKY aHEeCTEeTHIIHN,
M3IM0I3BaHM 32 BHBEKIAHE WU TIOIbpKAHE Ha aHECTE3Hs, TPSOBA Ja ce IMpuiIarat cropen eexra.

Kyuera:

AHanre3us

0,2-1,0 mg neBomeranon-HCL/ 0,01-0,05 mg pennunpamua-HCL Ha kg TenecHa MacauHTpaBEHO3HO.
CrotsetctBa Ha: Ha 10 kg Tenecna maca: 0,4- 2,0 ml BeTeprHapeH JeKapCTBEH MPOLYKT.
JIeBOMETAZOHBT € MPHOIM3UTEITHO J[BA ITHTH ITO-MOILCH OT METAJ0HOBHS parieMar. JlozupoBkara
00MKHOBEHO TpsI0Ba Ja ObJie MOJOBMHATA OT 103aTa METAJIOH.

Jo3zu no-sucoku ot 0,5 mg nesomeranon-HCL Ha kg TpsiOBa aa ce mpuiarat camo cieq 3a1bJI0o4ueHa
OLICHKA Ha CHJIaTa Ha OOJIKaTa, MHANBHYAIHUTE Pa3INIMs B 9yBCTBUTEIHOCTTAa KbM OOJIKA M 0OIIOTO
CBCTOSIHHE Ha KY4eTO.

Oo6miara 103a Mpu KydeTa He TpssOBa j1a HaaBuiasa 12,5 ml.

[Ipu u3no3BaHe 3a NpeMEAUKALM B KOMOMHAIIMS ¢ KCUIA3MH, MEACTOMMINH WX JIEKCMEAETOMHUINH
TpsiOBa aa ce W3M0a3Ba JA0IHATA TPAHMIIA HA TO3H JI030B IMANIa30H, KOTaTO BETCPHUHAPHUST JICKapCTBEH
MPOAYKT CE€ M3I0JI3Ba B KOMOMHAIMS C €HO OT Te3H BemlecTBa. OlieHKaTa Ha KOMOWHAIIMATA, KOSTO II1e
ce M3M0J3Ba, TPSAOBA JIa Ce HAIIPABH OT JIEKYBAII[Us BETEPUHAPEH JIeKap Bb3 OCHOBA Ha IIeJTa Ha
JICYCHUETO U (PU3UICCKUTE XaPAKTCPUCTUKU Ha KOHKPETHUS MalMeHT. Bcuuku aHecTeTHIM,
W3II0JI3BAHM 332 BhBEXIaHE WM TOIbPIKaHEe Ha aHECTe3usl, TpIOBa Ja ce mpuiiarar cropes eekra.

[Mpeau npunokeHue TpIOBa TOYHO JIa ce ONpEeIeNH TeliecHaTa Maca. DIaKOHBT MOXKeE Jia ce podHe 10
10 mpTu. [ToTpeduTensar TpsOBa 1a n30epe HaM-TIOXOASIIUS pa3Mep Ha (DJIaKOHA CIIOPE]T IICJICBUTE
BUJIOBE, KOUTO III¢ OBbJaT JICKYBaHU.

3.10 CumnroMu Ha mpeno3upane (M KOraTo e NpUJI0:KUMO — MPOLEAYPH HA JieiicTBHeE NMPH
CTIeIIHHU CIy4Yau U AHTHIO0TH)

IIpeno3upaneTo MOXe /1a 10BeJe 10 ABIOOKA pecnuparopHa aenpecus w/win genpecust Ha LIHC.
Jpyru HeONaronpusaTHU peakiiy MOTaT Jia BKIIOYBAT ChP/ICYHO-CHJIOB KOJIATIC, XUTIOTEPMHUS,
KOHBYJICUM M XUIIOTOHUS HA CKEJIETHUTE MycKysn. KoHeTe Morar 1a 1eMoHCTpUpar Bb30yAUMOCT Ha
LHC (xuneppedaexcus, TpeMop) 1 I'bPUOBE NPH BUCOKH 03U HIIM aKO ce puiaraT 06p30
WHTPaBEHO3HO.

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

HaokcoH XuIpoxaopu/] MOKe JIa ce M3M0JI3Ba KaTo aHTarOHKCT Ha JieBoMeTaioH. TpsbBa a ce
0TOEeJEeKH, Ye aHTArOHU3UPAHETO HA KOMIIOHEHTA JICBOMETAJOH BB BETEPHUHAPHUS JIEKAPCTBEH
IPOAYKT MOKE J1a JOBEJE A0 MOBUILEHA KOHLIEHTpaKs Ha (EHIUIIPaMUI XUAPOXIOPH, KOETO MOXKE
Jla 10BeZIe 10 Taxukapaus. HalloKCOHBT € MpeAnoYnTaHoTO CPECTBO PH JICUCHHE Ha PECIpaTOpHa
nenpecus. [Ipy MacHBHO MpeI03UpaHe MOXKE JIa Ce HAJIOKH ITOBTOPEHKE Ha JIO3UTE HAIIOKCOH.
JKusotHute TpsiOBa na ce HaOIrOIAaBAT BHUMATENHO, Thi KaTo e()eKTUTE Ha HAJIOKCOH MOraT Ja Obaar
oTCci1a0eHU TIPEe/In J1a Ce JOCTUTHAT CyOTOKCHYHM HUBA HA JIEBOMETAIOH.

3.11 CneuuanHu orpaHnvyeHus 3a ynorpeda u crielaJHH YCJIOBHS 32 YNOTPeda, BRIIYHTETHO

OrpaHUYeHMs 32 YNOTpedaTa HA AHTUMMKPOOHU U NPOTHBONAPA3MTHU BeTePHHAPHHU
JIeKapCcTBeHHU NMPOIYKTH, C LieJ A ce OTPAHUYN PUCKBT OT Pa3BUTHE HA Pe3MCTEHTHOCT

3.12 KapeHTHH cCpoKoBe

Meco 1 BBTpEIIHN OpTraHu: 3 JHHU.
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Musixo: He ce pa3pemaBa 3a ynotpe0a npu KOHe, YAeTO MIISIKO € TIpeTHA3HAYCHO 38 KOHCYMAIUs OT
xopa.

4, DAPMAKOJOI'NMYHA UHOOPMAIIUA
4.1 BerepuHHapeH JieKapcTBeH aHaToMo-TepaneBTuuen koa (ATCvet Code): QNO2ACS52.
4.2 dapmakoguHAMHKA

JIeBOMETAIOHBT € JTUMO(UICH OCHOBEH CHHTCTHYCH OMMUOUICH aHAIreTHK. JIeBoMeTanoHsbT € (-)-R-
€HaHTHOMEPBT Ha paneMuunus dl-metamon. S(+)eHanTHOMEPHT MMa camo 1/50 oT aHaATeTHYHMS eEeKT
Ha R(-) enanTHOMEpAa, Taka 4e JICBOMETAIOHBT € MPUOIUZUTEIHO JABA ITBTH MO-MOILICH OT METaI0HOBHS
pameMaT U OOMKHOBEHO MOTraT 0e30IacHo Jia ObJaT 3aMEHSHU €IUH C IPYT B ChOTHOLICHHUE 2:1.
CrepuyHaTa KOHQHUTYpaLus Ha JIECBOMETA/IOH Hamoao0sBa Ta3u Ha MopduHa. JleBomeTaqoHbT AeHCTBA
KaTo Ce CBBbP3Ba C [L-OMUATHUTE PEUENTOPU. AHAITETUYHOTO MY JICHCTBHE € CPABHUMO C TOBA Ha
MopdHHA, PUIPYKEHO OT cenanus, eyPopus, peciupaTopHa Aernpecus u Muo3a. [IpoasmKuTeHOCTTa
Ha aHANTeTUYHOTO ACWCTBHE Ha TIeBOMETaA0H (KakTo Ipu MopduHa) Bapupa oT 4 10 6 Jaca.

Jpyru BropuiHu eexTy, crennpUIHY 3a BEMIECTBOTO, BKIIOYBAT OpaJuKapIus, XUIIEPTOHUS, 3alleK U
aHTHNYpE3a, KaTo HAKOH e(eKTH (HaIp. peCrupaTopHa JASMpecs) MOTaT Ja POIBIDKAT TO-IBJITO OT
aHanreTHuHus epekT. PapMaKoIOrnIHaTa aKTUBHOCT Ha JICBOMETAJIOH Bapupa MPH PA3ITUIHUTE BUIOBE
JKUBOTHMH.

deHnunpamu] € napacCUMIaTUKOINTHK. Upe3 koMOnHupaHe Ha (PEHIUIIPaMuUJ C IEBOMETAO0H Ce
IIPOTHUBOZEICTBA Ha BaryCHUS €(DEKT Ha J€BOMETAZ0H U 10 TO3M HAYHMH CE HaMaJIsIBaT
HeOIaronpusTHATE peakiiy OT JieBoMeTaaoH: [IpemaxBar ce crioHTaHHaTa AedeKausi, ypuHApaHe HiTH
MIPEKOMEPHO CIFOHOOTAEsAHE. ChpAeYHaTa 4eCTOTA U IMyJICHT HE C€ MPOMEHAT. BbIpekn ToBa ce
HaOJroaBa MOHIWKABaHE Ha TEMIIEPaTypaTa, KakTo U JIEKa pEeCIpaTOpHa ACTIPECHSL.

C BeTepHHApHUS JIEKAPCTBEH MPOAYKT Ce MOCTUTA TUIAaBHO IMOBHUILIABaHE Ha Mpara Ha 0ojika. EQexTsT ce
NPOSBSIBA CPABHUTEITHO OBP30 MPH UHTPABEHO3HO MPUIIOKEHHE.

[Tpu xyueTa eQeKTHT MOKE JIa ce HaOoJaBa Mpyu 0aBHO UHTPABEHO3HO HHXEKTUpaHe. MycKynuTe
HOCTENEHHO Ce OTITyCKaT U Ky4eTo 3aciuBa 0e3 Bb30yaa.

I[Ipu KOHETE BETEPUHAPHMUSAT JIEKAPCTBEH MPOIYKT MPEIU3BUKBA H3pa3eHa Celalys U aHAIre3Hs, HO
OOMKHOBEHO HE BOAM /10 00mIa aHecTe3us. EQekTsT e Obp3, Korato ce MHKEKTHpa HHTPABEHO3HO U ce
NPOSIBSIBA B 11032 C M3ITFHATH KPAHHMIIM M U3NpaBeHa omnamika. X0AeHEeTO YeCTO CTaBa HECTaOMITHO.
KomMOuHanmsiTa ¢ HEBpOIENTUIIM MM TPAaHKBHJIAHTH 3aCHJIBA CEAaTHBHO-aHAITETHYHHS e(heKT, HO He
HIOCTHTA aHECTE3HSL.

4.3 dapmMakoKWHETHKA

(DapMaKOKI/IHeTI/I‘IHI/ITe JJaHHU ITPU KOHE M Ky4d€Ta Ca MOJIYYCHHU I'NIaBHO OT NPOYUBAHUA C U3IIOJI3BAHE HA
paleMu4eH MeTaioH. MeTafioHbT ce pe3opoupa ObP30 ciie]] MOJKOKHO, HHTPAMYCKYJIHO M IEPOPATHO
npuioxxenue. CBbP3BaHETO C IIA3MEHUTE POTEHMHU € BUCOKO M 00EMBT Ha pasIipeieNiCHHE €
OTHOCHUTEITHO ToJIsiM. BUCOKM ThbKaHHHM KOHLIEHTPALMH CE OTKPUBAT B UEPHUS U Oemust apo0,
MOCIIEABAaHA OT OBOpennTe 1 MO3bKA.

MeTanoHbT ce MeTabOoIM3HUpa B TOJISIMA CTENIEH OCHOBHO B YEPHUS Ip00 10 HEAaKTUBHU META0OIHUTH.
JleBOMETaZOHBT ce€ OTAEINS KAaKTO C ypUHATA, Taka U ¢ U3NPAKHEHUATA. MOJENBT HA OTAENISIHE MEKIY
AKITbUKaTa M YPUHATA MOXE J1a BapHUpa B 3aBUCUMOCT OT J103aTa, Pa3IMKATE B UEPHOAPOOHATA U
0n0peunara ¢ynkius u pH Ha ypuHata. KonkoTo mo-Brucoka € 03ata, TOJIKOBA [TOBEeYE M3TIIexK/1a ce
OTJeNs upe3 KIIbuKaTa. EMMMUHAIIMOHHUSAT MTOYKUBOT HA JIEBOMETAJIOH € MPUOIU3UTEHO 2 Jaca Mpu
KydeTa ¥ 1 4ac npu KoHe.

Criel MHTPAaBEHO3HO MPHJIOKEHUE (DEHITUIIPaMU] HaMaJlsiBa 0 MHOTO HUCKU HUBA B paMKUTE Ha 24
yaca U ce OTAENs B ypHHaTa U N3NPaKHEHUSATA.

5. DOAPMAIIEBTUYHU JAHHHU
5.1 OcHOBHH HECHBMECTHMOCTH
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IIpu nunca Ha TaHHU 32 CBBMECTUMOCT, TO3W BETEPUHAPEH JIEKAPCTBEH MPOAYKT HE TPsOBa /a Obae
CMECBaH C JPYTrd BETepUHAPHU JICKAPCTBEHU MPOIYKTH.

5.2  Cpok Ha rogHOCT

Cpok Ha TOZJHOCT Ha KpaifHus BeTepUHApEeH JICKapCTBEH MPOAYKT: 3 TOAWHHU.

CpoK Ha TOTHOCT CJIeH ITHPBO OTBApSHE Ha ITbPBUYHATA OMTAKOBKa: 28 JHH.

5.3 Cneuuaanu ycjaoBusi 32 CbXpaHeHHe

[a ce cpxpansBa BbB BHHIITHATA OMAKOBKA C IIeJ1 MIPEa3BaHe OT CBETIINHA.

To3u BeTeprHApEH JIEKApCTBEH MPOIYKT HE N3MCKBA HUKAKBH CICUAIIHU TEMIIEPaTypHH yCIIOBUS 3a
ChXpaHEHHE.

5.4 BI/IJI U CbCTAaB HAa IbPBHYHATA OIIAKOBKA

Kapronena xytus ¢ 1 npo3pauet crokieH (Tum I) daakon ot 10 ml, 30 ml nmm 50 ml ¢ Tama ot
OpoMoOyTHIIOBa TyMa M alyMUHHEBA Karayka.

Pa3Mepu Ha onakoBkara:

5 ml (BbB (h1akoH ¢ pazmep 10 ml)

10 ml

30 ml

50 ml

He Bcnuku pa3mepn Ha omakoBKaTa Morat Aa ObJaT Npeljiarand Ha nasapa.

55 CneuuajHu MepKH 32 YHUII0KABAHE HA HEU3MOJI3BAHU MPOAYKTH UJIU OCTATBIUM OT THX
BerepuHapHuTE JIeKapCTBEHH IPOLYKTH HE TPsAOBa Ja ObJaT U3XBBPIISTHY Ype3 OTIaJHU BOJIU HIIH
OWTOBH OTHAABIIN.

W3znon3Baiite mporpamu 3a BpbIllaHe MpY YHUIIOKABAHETO Ha HEM3IOJI3BAHN BETEpUHAPHU
JIEKapCTBEHU NMPOIYKTH MM OCTAaThLH OT TSAX B CHOTBETCTBUE C M3UCKBAHHUATA HA MECTHOTO
3aKOHOJATEJICTBO M C BCHUKM HALIMOHAIHU CUCTEMH 3a ChOMpPaHe, MPUIOKUMH 32 ChbOTBETHUS
BETEPHUHAPEH JIEKAPCTBEH MPOIYKT.

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

Alfasan Nederland B.V.

7. HOMEP HA PABPEHIEHUETO 3A TBhbPTOBUSA
Ne 0022-3199

8. JATA HA ITBbPBOTO U3JABAHE HA PASPEIIEHUETO 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. KIIACU®UKAIUSA HA BETEPUHAPHUTE JIEKAPCTBEHU ITPOJAYKTHU
Ja ce oTmycka caMo MO JIEKapcKO MPEeNrcaHue.

Hoapo6Ha I/IH(l)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 1.

X

A-P KPACUMWP 3/TIATKOB
AWNPEKTOP HA ANPEKL A KB/
Signed by: KRASIMIR YANKOV ZLATKOV
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