KPATKA XAPAKTEPUCTHUKA HA ITPOAYKT
KBbM PA3PEHIEHHUE 3A ThbPI'OBHUSA Ne 0022-2727
1. HAUMEHOBAHUE HA BETEPUHAPHUS JIEKAPCTBEH ITPOJAYKT

Cadorex 300 mg/ml MHXEKIIMOHEH Pa3TBOP 3a rOBENIa, OBIIE U MpaceTa

2. KAYECTBEH U KOJIMYECTBEH CbCTAB
Bcexu ml cpappika:

AKTHBHO BelleCTBO:
Florfenicol 300 mg

ITomolHM BelecTBa:

KonuyecTBeH cbeTaB, ako Ta3u MHGpopManus
€ Ba)KHA ¢ orJie]l Ha NPABUJIHOTO NPpUJIaraHe
HA BeTePHHAPHNS JIeKAPCTBEH NMPOIYKT

N-MeTtuimupoauaon 250 mg
[IponusieH IIUKo
Maxkporoa 300

KauecTBeH chcTaB Ha NMOMOIIIHUTE
BEIIECTBA U IPYIUTE CbCTABKHU

Buctbp, 651eH0KBIT 10 CIIAMEHO OIBETEH, C1a00 BUCKO3€H Pa3TBoOp, 0€3 CTpaHUYHU TIPUMECH.

3. KINMHUYHA UHOOPMALIUS

3.1 Bunose :kMBOTHH, 32 KOUTO e peaHa3nayen BMII

T'oBena, oBle U npacera.

3.2 Iloka3anus 3a ynorpeda 3a BceKM BUJI >KUBOTHH, 32 KOWTO € MpeJHA3HAYEH NPOAYKTbT

I'oBena:

3abossiBaHMs, IPUYMHEHH OT OAKTEpPHH, IyBCTBUTEIHH KbM (ioppennkor: MeradunakTnano u
TeparneBTHYHO JICYCHUE Ha PeCMpaTOpHu HH(EKIMK pu ToBe/a, npudrHenn ot Mannheimia
haemolytica, Pasteurella multocida u Histophilus somni. Hainuuero Ha 3abosnsiBaHeTo B rpymnara
TpsibBa 1a ObJie yCTAaHOBEHO MPE/IH NpHIaraHe Ha BETEPUHAPHHS JICKAPCTBEH MPOIYKT.

Osue:
Jleyenue Ha pecniupaTopHu HH(EKIUK TpH OBIle, TpuurHeHn ot Mannheimia haemolytica u
Pasteurella multocida.

IIpacera:
JleueHue Ha OCTPH pecMpaTOpHH MH(EKIMK TIPH TpaceTa, IPHYMHEHU OT mamose Ha Actinobacillus
pleuropneumoniae u Pasteurella multocida.

3.3 IIporuBonoxka3zanus

Jla He ce M3MOI3Ba IPU BH3PACTHU OMKOBE M KOYOBE, MPEAHAZHAUEHH 32 PA3ILIOZ.

[Ja He ce U3MoJ3Ba NpU HEPE3H, NPEIHABHAUCHH 32 PA3ILIO/.

[a He ce U3MoJ3Ba NPU CBPHXUYBCTBUTEIHOCT KbM aKTUBHOTO BEIIECTBO WU KBM HIKOHU OT
TTIOMOIITHUTE BEIIECTBA.



3.4 CnenunajaHu npeaynpexieHus
Hama.
35 CrnenyaJHu NpeAna3sHyl MePKH NMpH ynorpeda

CroenmanaHy npeana3sHyd MEPKH 3a 0e30I1acHa ynoTpeda Ipy BUIOBETE YKUBOTHH, 32 KOUTO €
npexaazaaded BJIIT:

To3u BeTeprHAPEH JICKAPCTBEH MPOIYKT HE ChIbPiKa HUKAKhB aHTUMUKPOOCH KOHCEPBAHT.
BesomacHocTTa Ha BeTeprHAPHUS JIEKAPCTBEH MPOIYKTa HE € YCTAHOBEHA IPH OBIIE Ha BB3PacT Mo 7
CEIMHUILIN.

Jla He ce M3MoI3Ba MpU MpaceHIia ¢ TeJecHa Maca noj 2 kg.

Ynorpebara Ha BeTepHHAPHUS JICKAPCTBEH MPOIYKT TPSOBA J1a C€ OCHOBaBa Ha UACHTU(DUIIMPAHE U
TECTBaHE 32 YyBCTBUTEITHOCT Ha OaKTepUUTE, N30JIMPAHU OT KUBOTHOTO. Odunnanaure,
HallHOHATHUTE U PETHOHATHUTE aHTUMHUKPOOHM ITOIMTHKY TPsIOBA J1a ce B3eMAaT 10,1 BHUMAHKE TIPH
ynorpebaTa Ha BeTEpUHAPHUS JICKAPCTBEH MPOJYKT.

Ynorpebara Ha TPOAYKTa, OTKIOHSBAIIA C€ OT MHCTPYKIIMHUTE B KpaTKaTra XapaKkTepHUCTHKA Ha
MIPOJYKTA, MOXKE J1a YBEINYH Pa3pPOCTPAHSHNUETO Ha OaKTEPHH, PE3UCTEHTHH KbM (IIOpPEHUKON U
MOJKE J]a HaMaJId e(hpUKACHOCTTA OT JICYCHUETO ¢ aM(PESHUKOJIH MOPAJIH PUCK OT KPhCTOCAHA
PE3UCTEHTHOCT.

CHe]_[I/IaJIHI/I OpealiasHyu MECPKHU 34 JIrMiara, mpujaraiiyi BETCPpUHAPHUA JICKAPCTBCH NMPOAVYKT Ha
JKUBOTHUTC!

To3u BeTeprHAPEH JIEKAPCTBEH MPOIYKT MOXKE JIa IPUUUHN CBPbXUYYBCTBUTEIHOCT (QJICpIus).

Xopa ¢ ycTaHOBEHA CBPHXYYBCTBUTEIHOCT KbM (IIOP(HEHUKOI, TPOTMIICH TJIMKOJI HIIH TOJIHCTHIICH
TJIMKOJY TPsIOBa J1a U30STBAaT KOHTAKT C BETEPHHAPHUS JICKAPCTBEH MPOIYKT.

JlaGopaToOpHUTE MPOYYBAHHUS TIPH 3aHIIH U TUTHXOBE C MOMOIIIHOTO BEIIECTBO N-METHIT MUPOJIHIOH ca
nokasand (eToTOKCHIHOCT. JKeHnTe B I€TepOIHA Bh3PACT, OPEMEHHHTE KEHHU WIIH KCHUTE, 38 KOUTO
ce mpezrnoara, 4e Moxke Jia ca OpeMeHHH, TpsOBa Jia MpuUiIaratT BeTepPHHAPHHUS JIEKAPCTBEH MPOIYKT C
MO-BUIIICHO BHUMAaHHME, 3a Ja W30ErHaT ClIy4YaliHO CAMOUHKCKTHUPAHE.

Jla ce mpuiara ¢ MOBUINIEHO BHUMaHHME, 3a J1a ce u30erHe cliy4aiiHO caMoumKeKkTupane. [1pu ciydaitno
CaMOMH)KEKTHPaHe, He3a0aBHO J1a ce MOThPCH MEAMIIMHCKHU ChBET, KaTO HA JIEKaps Ce MPEI0CTaBU
JIMCTOBKATa WJIM €TUKETA Ha IMMPOAYKTaA.

Jla ce u305rBa KOHTAKT Ha BETEPUHAPHHUS JICKAPCTBEH MPOIYKT ¢ KoXarta Wik ouure. [1pu ciydacH
KOHTAKT C KOJKaTa MJIM OYHTE, 3aCETHATHAT y4acThK He3a0aBHO J1a Ce M3IIaKHE C OOMITHO KOJTMYECTBO
YHCTA BOJA.

ITpu TiposiBa Ha CHMITTOMH, KaTo KOKeH OOpHUB, ClIe]] KOHTAKT C MPOAYKTa, He3abaBHO /1a Ce MTOThPCH
MEIUIIMHCKH ChBET, KATO Ha JIEKaps ce MPeJOCTaBH JUCTOBKATA MM €THKETA Ha TPOIYKTA.

W3muiite phieTe cu ciies ynorpeoa.

CHGHI/IaJ'IHI/I Opeana3Hyd MCpKH 3a 3al11MTa Ha OKOJIHATA Cpeaa.
YHOTpe6aTa Ha TO3W BCTCPUHAPCH JICKAPCTBCH NNPOAYKT MOXKE [1da IPCACTABJIAIBA PUCK 3a CYXO3CMHUTC
pacTeHus, HI/IaHO6aKTepI/II/ITe " IOA3EMHUTC OpPraHUu3Mu.

3.6 He6aaronpusTHu peakuun

I'oBena:
MHoro penku Hamanen npuem Ha xpaHa
(mo-manko otl ma 10 000 TpeTupann | PasmMekHaTn u3npaxkHeHus’
’KUBOTHH, BKJIFOYUTEITHO H30JMPaH | Bb3nanenue Ha MSACTOTO Ha MHKEKTHpaHe?
ChOOLICHNUS): AHauIaKTHYEH IOK
! JlexyBaHuTE KMBOTHH C€ Bb3CTAHOBABAT OBP30 M HAIIBJIHO CJIEJ IIPEKPATSBAHE Ha JIEYEHUETO.
2 Mose na mpoabioku 14 qau.




Ogre:
3
MHoro penku Hamanen npuem Ha xpaHa
(mo-manko orl uHa 10 000 Tpetrpanu | Bb3nanenue Ha MSACTOTO HA MHKEKTUpaHe®
’KUBOTHH, BKIIOUUTEIIHO U30JIMPAHU
CHOOIICHN):
3 JlexyBaHHTE )KUBOTHH CE€ Bb3CTAHOBABAT OBHP30 M HAITBIHO CIIE IPEKPATABAHE HA JICYEHHUETO.
* Mosxe na mpoabioku 10 28 auu. OGMKHOBEHO Te Ca JIEKU U IPEXOIHH.

[Ipacera:
Yectn IMupekcus™®
(1 no 10 na 100 TpeTupanu PecniuparopHa aenpecus’, aucrHes’
JKUBOTHH): Jlnapus®, aHaIHO U PEKTAIHO HApyLIeHHUE (epUTeMa/OToK)?
MHoro penku OTOK Ha MSICTOTO Ha MHKEKTUPAHE®, Bh3MAICHUE HA

(mo-manko orl na 10 000 TpeTupaHu | MACTOTO Ha MHKeKTUpaHe™
KUBOTHH, BKIIOUUTEITHO U30JIUPAHH
CHOOIICHN):

%40 °C

® Tesu edextr ca HaGMOAaBaHK TIPH MPHOIM3UTENHO 30% OT JIEKYBaHHUTE PACETa, CBHP3aHH C
yMepeHa JISpecHsl WIM yMepeHa JUCITHes CeIMUIIA WM TIOBeYe CIIe/I puilarane Ha BTopara J103a.
" Ymepeno

8 Tesu edextu Morar na 3acernat 50% ot xuBotHuTe. Te3n eeKTh MoraT jia ce HabJIIo/1aBaT B
MPOIBDKEHHE HA €Ha ceaMuUIia (TIPEXOIHN).

® Moxe sa ce Habr0/1aBa 10 5 THH.

10 Moxe na ce nabmonasa 1o 28 nHu.

CroO1aBaneTo Ha HEOIArOMPUATHH PEAKIIUH € BayKHO. ToBa MO3BOJIsIBA HETIPEKHCHAT MOHUTOPUHT Ha
0e30rMmacHOCTTa Ha BETEpUHAPHUS JIEKapCTBEH MPOoayKT. ChoOIIeHHnTa TPAOBa J1a Ce M3IpaIliar, 3a
MIPEANOYUTAHE YpEe3 BETEPUHAPEH JICKap, HIIX Ha MPUTEKATEISI Ha Pa3pPEIICHUETO 33 ThPTOBHUS WM Ha
MECTHHUA My HpC[ICTaBI/ITeH, HMJIN HA HAlTUOHAJIHUA KOMIICTCHTCH opraH ‘Ipe?’ HaIllMOHAJIHATAa CUCTEMaA 34
choOImaBaHe. 3a ChOTBETHUTE JTAHHU 32 BPh3Ka BIKTE CHINO TOUKA 16 OT MHMCTOBKATA.

3.7 Ynotpeda mo BpeMe Ha OPEMEHHOCT, JIAKTAIUS WIH sliilleHOCeHe

BezonacHocTTa Ha BeTepuHAPHMS JIEKapCTBEH MIPOAYKT HE € JJOKa3aHa [Py T'OBeIa, OBIIE U IpaceTa I1o
BpeMe Ha OpEMEHHOCT, JTaKTaI¥sl WIIA TIPU KUBOTHH, TIpeIHA3HAYEHH 32 pa3Iuioj. bpeMeHHocT u
JIaKTaus

JlaGopaTopHuTe Npoy4BaHUs MIPH JTAOOPATOPHM )KUBOTHHU HE TIOKA3BaT HUKAKBU JI0KA3aTEJICTBA 32
eMOpHOo- WM QeTOTOKCHYHOCT. JlabopaTOpHHUTE MPOYUYBAHUS TP 321U U TUIBXOBE C IIOMOIIHOTO
BelIecTBO N-METHII MMPOJIMIOH ca Jlokazanu perorokcnynoct. [Ipunara ce camo cief| mperneHka
M0J13a/PUCK OT OTTOBOPHUS BETEPHUHAPEH JIeKap.

3ana0as1eMOCT:
Jla He ce M3MoJI3Ba NPU BB3PACTHU OUKOBE, KOUOBE M HEPE3H, TPEIHA3HAUCHH 3a pa3ruiof (BUk T. 3.3).

3.8 B3aumogeiicTBue ¢ APyrv BeTepUHAPHHU JIEKAPCTBEHM NPOAYKTH U APYyru (popmMu Ha
B3auMojeicTBHE

He ca u3BecTHu.
3.9 Hauyun Ha npuiiokeHHe U 103MPOBKA

3a HUHTPaMYCKYJIHO U ITOAKOXXHO ITPUIIOKEHUEC ITPU T'OBEIA.
3a HUHTPAMYCKYJIHO IIPUJIOKCHUC IIPU OBLEC U IIpaceTa.

3a neyeHue



T'oBena:

WnTtpamyckymro npunoxkenue: 20 mg dnopdennkon/kg renecna maca (exkBuBaieHTHd Ha 1| ml ot
BETepUHAPHHUS JIeKapcTBeH MpoAyKT/15 kg TenecHa Maca), IpUIOkKeH ABa MBTU MPe3 UHTEPBaII OT 48
yaca, KaTo ce M3IMOoJI3Ba uria ¢ pasmep 16 G.

[onxoxuo mpunoxenne: 40 mg ¢propdennkon/kg renecna maca (exkBuBajgeHTHH Ha 2 ml oT
BETepUHAPHHSA JIeKapcTBeH MpoAyKT/15 kg TenecHa maca), IpUIIOKEHH €IHOKPATHO, KaTo CE U3IMOI3Ba
urna c pazmep 16 G. O6emMbT Ha f103aTa, MpUjiaraHa B KOETO U 1a OWII0 MSCTO Ha MHXKEKTHpaHe, He
TpsiOBa Aa HamBumana 10 ml.

HmxkekmusaTa TpsOBa ga ce MOCTaBs caMo B 00JIacTTa Ha IIHSITA.

Ogre:

20 mg ¢pnopdennkon/kg TenecHa maca (ekBuBajgeHTHH Ha 1 ml OT BeTeprHAPHUSA JIEKApCTBEH
mpoaykt/15 kg TenecHa Maca) ce mpuiiarat €:KeAHEBHO KaTO HHTPaMYCKYJTHA UHXKCKIUS, TPU
nocneaoBaTeHy Jau. O0eMbT, IpUIaraH B MACTOTO HAa MHXKCKTUPaHe, He TPAOBa 1a HajaBumasa 4 ml.

IIpacera:

15 mg guopdennkon/kg TenecHa Maca (eKBUBaJICHTHU Ha 1 ml OT BeTepuHApHUS JIEKAPCTBCH
mpoaykt/20 kg TemecHa Maca) ce mpuiaraTt 4pe3 HHTPaMyCKyJIHa HH)KEKIHA B 001acTTa Ha MIHSTA,
JIBa ITbTH Ipe3 UHTEpBaj oT 48 yaca, KaTo ce U3IMO03Ba uria ¢ pasmep 16 G.

O6embT, IpUIIaraH B MACTOTO Ha MHXKEKTHpaHe, He TPpsiOBa ja Hagsumasa 3 ml.

IIpy MHTpaMyCKyIHO NPUIIOKEHUE CE NMPENOPHYBA )KMBOTHUTE Jia CE JIEKYBAT B PAHHUTE €TaIlH Ha
3a00JIIBAHETO M J1a C€ OIICHH OTrOBOPBT Ha JICUEHHETO B paMKHTE Ha 48 yaca cie]] Bropara
WHXKEKIUS. AKO KITMHHYHHUTE MTPU3HAIY HA PECIIMPATOPHOTO 3a00IsiBaHe MepcucTupar 48 gaca cien
MOCJIETHOTO MHKEKTHPaHE, JICUCHUETO TPSOBa Ja ce MPOMEHH, KaTo ce M3I0JI3Ba Apyra JIeKapcTBeHa
(dbopmMa mwim Ipyr aHTHOMOTHUK | Ja TIPOABIIKH, JOKATO KIMHUYHHUTE MTPU3HALN OTIIYMSIT.

3a MeTadunakTuKa

l'oBena:

[NonkoxuHo npunoxenne: 40 mg ¢propdennkon/kg TenecHa maca (ekBUBaIeHTHO Ha 2 ml oT
BETEpUHAPHHUS JIeKapcTBeH MpoayKT/15 kg TenecHa Maca), KOUTO ce mpuiarat eHOKPaTHO ¢ TIOMOIITa
Ha uria ¢ pazmep 16G. O0eMbT Ha J103aTa, MPUIOKEHA BbB BCAKO STHO MSCTO 32 MHKCKTHUPAHE, HE
TpsiOBa na HajgBumrasa 10 ml.

Wmxeknusita TpssOBa Ja ce mocTassi caMo B 00JIaCTTa Ha ITUSTA.

3a0bpiuere 3amymankaTa, Ipeau 1a U3TErNIuTe Besika J1o3a. M3nomnsBaiite cyxa crepuiHa uria u
CIIPHHIIOBKA.

3a rapaHTupaHe Ha MPaBUIIHA JJO3UPOBKA TeJIeCHAaTa Maca TpsiOBa Ja ce OIpeiesId Bb3MOXKHO Hal-
TOYHO.

Twit kaTto GakoHBT He TPSAOBA J1a ce MPOOHBA MOBEYE OT 25 MHTH, TOTPEOUTENAT TPAOBa 1a n3depe
Ha-noaxoasus pa3Mep Ha (hJ1aKoH B CHOTBETCTBHE C BHOBETE KUBOTHH, KOUTO TPsiOBa ja Obaat
Tpetupanu. KoraTo ce TpeTupar rpynu )KUBOTHHA HaBEIHBXK, U3IOI3BANTE IPEHAKHA UIIIA, KOSTO €
MOCTaBEHa B 3aIylIajkara Ha ()J1akoHa, 3a J1a M30erHeTe U3JIUIITHO MHOTOKPAaTHO NPOoOMBaHe Ha
3amymankata. JJpeHakHaTa uria TpsOBa J1a ce OTCTPaHu cie]] TPETHPaHe.

3.10 CumnroMM Ha mpego3upaHe (M KOraTo e MPHJI0KUMO — NMPOoLeyPH Ha JelicTBUHE NIPU
CHEIIHH CTyYau U AaHTHAOTH)

T'oBena:
He ce HabmoiaBaT Ipyru CHMOTOMH, PAa3IUYHU OT OIMMCAHUTE B TOUKA 3.6.

Osre:

Cren npunarase Ha 1033, TPUKPATHO MO-BUCOKA OT MPEMOpbhYaHATA HUITH TTO-BUCOKA, Ce HAOII01aBa
MPEXOHO MOHWKABAHE HA KOHCYMAI[UATA HA XpaHa v BoJa. JIOMbIHUTEITHO OTOCTSI3aHUTE BTOPUYHH
e(i)eKTI/I BKJIFOYBAT ITOBUIIICHA YE€CTOTA HA J'IeTapI‘I/ISI, U3TOICHHUEC U OMCKBAHEC HA I/I3Hpa)KHeHI/I$[Ta.



Crnen mpuiaratne Ha METKPAaTHO MO-BHCOKA OT MperopbhuaHaTa 103a € HaboJaBaHo HaKJIaHsSHE Ha
TJ1aBaTta, KaTo ce CMsTa, Ye TOBAa Hal-BEPOSTHO CE IBJDKU HA pa3Apa3HEeHNe B MACTOTO Ha
MIPUIIOKECHUE.

IIpacera:

Crnen mpuiiarane Ha TPUKPATHO MO-BUCOKA OT MpEnopbyaHaTa J103a WiK M0-BUCOKa, ca HAOI0JaBaHu
MOHMKaBaHE Ha MpUeMa Ha XpaHa, Ha BOJa M Ha/IJaBaHETO HA TETJIO.

Crnen mpuiarate Ha J103a, IETKPATHO MTO-BUCOKA OT MpernopbhuaHaTa WiH II0-BHCOKA, € HAbIIogaBaHo 1
MTOBPBIIIAHE.

3.11 Cnenmnajinu orpaHu4eHus 3a yNnoTpeda v crieliMaIHH YCJIOBHS 32 yoTpeoa,
BKJIIOYHTEIHO OrPAHUYEHHS 32 YNOTpedaTa Ha AHTUMHMKPOOHH U MPOTHBONAPAZUTHH
BeTEePHHAPHU JIEKAPCTBEHU MPOIYKTH, C LeJ 1a ce OTPAHHYH PUCKBT OT Pa3BUTHE HA
Pe3UCTEHTHOCT

He e npunoxumo.

3.12 KapeHTHHU CpOKOBe

I'oBena:

Meco u BbTpEIIHU OpTaHu: MIpH UHTPAMYCKYJIHO mpuiioxkeHue: 30 qHu.
[pU NOJKOXKHO NpuiioxeHue: 44 qHu.

Musiko:

He ce paspemasa 3a ynorpeba mpu >KUBOTHH, YMETO MIISIKO € IIPEAHA3HAYEHO 3a KOHCYMAIHs OT XOpa.
Ja He ce npunara npu OpeMEeHHH KUBOTHH, YAETO MIIIKO € IPeIHa3HaueHOo 3a KOHCyMalus OT Xopa.

OB1E:
Meco u BbTPEIIHU OPTaHu: IPU UHTPAMYCKYJIHO MpUIoKeHue: 39 nHu.

Misiko:
He ce pa3pemasa 3a yrorpeda npu »KHBOTHH, YHETO MIISKO € NMPeIHA3HAYeHO 33 KOHCYMaIHsl OT X0opa.
Jla He ce mpuiara npu OpeMEHHH KUBOTHH, YAETO MJISIKO € IIPEHA3HAUYEHO 32 KOHCYMAIIUs OT XOpa.

[Ipacera:
Meco 1 BbTpELIHN OPTaHy: IPU HHTPAMYCKYJIHO MIpUjIoKeHue: 18 nHu.

4. DPAPMAKOJIOI'NYHA HHOOPMALIUA

41 Betepunapen jekapcTBeH aHaToMo-TepaneBTH4eH ko (ATCvet Code):
QJO1BA90

4.2 dapMaKkoANHAMHKA

®n0opheHNKOTBT € CHHTETHYEH IHPOKOCIIEKThPEH aHTHOMOTHK, edukaceH cperry noseuero ['pam-
MOJIOKUTENHY U [ paM-OTpHUIaTeTHU OaKTePHUH, U30JIMPAHH OT JTOMAITHUTE )KUBOTHH.
®nopheHUKOTBT ISHCTBA Ype3 HHXHOMPaHEe Ha CHHTE3a HAa MPOTEHHU HAa PHOO30MHO HHUBO U €
OakTeprocTaTh4Ha cyOcTaHiys. JlabopaTopHUTe IPOyYBaHUS OKa3BaT, ue (IOpPEHUKOTBT €
aKTHBEH CpeIlly Hal-4eCcTO M30JIMpaHNUTe OAKTePHAIHHU TATOTCHU, CBbP3aHU C PECITUPATOPHHUTE
3ab0JIsIBAHMS TIPH OBIIETE M TOBeIaTa, kouto BKiarousat Mannheimia haemolytica, Pasteurella
multocida u 3a rosena - Histophilus somni.

Cwmsira ce, 4e GpuioppeHHKONIbT € OaKTepHOCTaTHYHA CyOCTaHIIUS, HO IPOy4BaHus IN Vitro Ha
(hophennko mokasear bakrepuiuaHo AekicTere cpemry Mannheimia haemolytica, Pasteurella
multocida u Histophilus somni.



MexaHU3MHTE Ha PE3UCTEHTHOCT KbM (Di1op(peHmMKOoIIa BKIIIOYBAT CIICU(DHUIHN U HECTICTTU(DHIHI
nekapctBenu Tpancrnoprepu 1 PHK metuntpancgepasu. Karo 110, cnenuduyannre edaykcHr
MPOTEHHU OCUTYPSABAT HUBA HA PE3MCTEHTHOCT, MO-TOJIEMH OT TE€3U HA MYJITHIIEKAPCTBEHUTE
edrykcHU ipoTenHU. MHOXecTBO rern (BkimtountenHo floR rersT) MeaumpaT KoMOMHIpaHa
PE3UCTEHTHOCT KbM (hiopheHnkoa. PesucteHTHOCT KbM (MIIOphEHUKONIA | APYTH aHTUMUKPOOHH
cyOCTaHIMK ¢ yCTaHOBEHA MbpBO Npu Tuiasmua Ha Photobacterium damselae moxsuz Piscida, a cren
TOBa KaTo 4acT OT XPOMO30MEH MYJITHPE3UCTEHTEH reHeH Kinctep npu Salmonella enterica ceposap
Typhimurium u cepoBap Agona, HO CBIIIO U ITPU MYJITHPE3UCTEHTHH u1a3mMuau Ha E. coli.
Ha6nronaBaHa € KO-pe3UCTEHTHOCT C TPETO MOKOJICHHE 11e(haTOCTIOPHHE P PECITUPATOPHH
xpa"ocmmaarennu E. coli.

3a ¢uopdenuko, npu pecnupatopHu 3adosiBaHus Py roBena, 3a Mannheimia haemolytica,
Pasteurella multocida u Histophilus somni CLSI rpaanunwute croitnoctu (CLSI-2018) ca:
qyBCTBUTENHU < 2 pg/ml, MexxauaHu 4 [g/ml u pesucrentHy > § pg/ml.

3a dhaopdenuko, mpu pecupaTopHu 3a00JIsIBaHus 110 cBUHETE, 3a Pasteurella multocida CLSI
rpannyauTe croiiHocTH (CLSI-2018) ca: uyBcTBUTENneH < 2 pg/ml, MmexxauHeH 4 pug/ml U pe3ucTeHTeH
> 8 pg/ml.

4.3 DapMaKOKMHETHKA

I'oBena:

HHaTpamycKyIHOTO NPUIIOKEHHE B TIpenopbyuanara no3a ot 20 mg/kg noaabpika euKacHU HUBA B
KpbBTa 1pu roeeja 3a 48 yaca. CpeaHara MakcuMaiiHa mia3MeHa KoHueHTpanus (Cmax) oT 3.37 pug/ml
ce noctura 3.3 waca (Tmax) cren mpunoxkenuero. CpeqHara rmrasMeHa KoHIeHTpanus 24 qaca cies
npriokenueto e omma 0.77 pg/ml.

[ToaKoXXHOTO MPHIIOKEHHE HA MPOIYKTa B IpenopbyuanaTa go3a ot 40 mg/kg momrbpka epukacHu
HUBA B KpbBTa Iipu roBefa (T.e. Hax MICq Ha OCHOBHUTE peciupaTOpHH MAaTOreHn) 3a 63 Jaca.
Maxkcumannara miazMeHa KOHIEeHTPaus (Cmax) OT IPUOIH3UTETHO 5 tg/ml ce monyyana
npubu3uTenHo 5.3 yaca (Tmax) ciaen npunoxenuero. CpeHaTa mia3MeHa KOHIIEHTpalus 24 Jaca
CJIe]T IPWIIOKEHUETO € PUOIN3UTENHO 2 pg/ml.

XapMOHU3UPAHUAT CPEJIEH MOTy’)KUBOT Ha eMMuHupaHe e 18.3 yaca.

Osgre:

Cren mppBOHAYATHOTO MHTPAMYCKYJIHO NpuiioxkeHue Ha guopdennkon (20 mg/kg), cpennara
MaKcHMaJIHa ria3MeHa kourentpaus ot 10.0 ug/ml e nocrurnara ciex 1 gac. Ciieq TpeToTO
WHTPaMYCKYJTHO MPHJIOKEHNE MaKcUMaliHaTa Tia3Mena KoHeHTpanus ot 11.3 pg/ml e nocturaara
cnen 1.5 yaca. [1onyXuBOTHT Ha eNUMUHUPAHE € U3UUCieH Ha 13.76 + 6.42 yaca. buoHanu4HOCTTA €
oxoo 90%.

[Ipacera:

Crnen eIHOKpPaTHO MHTPAMYCKYJIHO MPHIIOKEeHNE Ha (GIophEHUKOI, MAKCHMATHH TUTa3MEeHH
KOHIIeHTpayu Mexxay 3.8 u 13.6 ng/ml ce nocturar cien 1.4 yaca, a KOHIEHTPATUUTE HAMAJSBAT ChC
CpelieH TepMUHAJICH MTOITY)KUBOT OT 3.6 waca. Cies; BTOPOTO HHTPAMYCKYJTHO TTPHIOKEHHE
MaKCHMaJTHH TUTa3MEeHH KOHIIeHTpanuu Mexy 3.7 u 3.8 nug/ml ce nocturar cien 1.8 gaca.
[Tna3menute koHIeHTpauy naaar nog 1 ug/ml, MICq 3a 1ieneBuTe NaTOreHu npu cBUHE, oT 12 10 24
yaca cjieJl MHTPaMyCKYJIHO NpuiiokeHue. [locTuruaTute KOHICHTpauy Ha GyiopheHUuKoII B
OemopoOHaTa ThKaH OTpa3sBaT IUIA3MEHHUTE KOHIIGHTPAIIUH, KATO CHOTHOIIEHUETO Ha
KOHIICHTpAIUATa OsUT Apo0: T1a3ma € mpruoIM3UTEITHO 1.

Cren MHTPaMyCKYJTHO IPUIOXKEHHE ITpH mpaceTta GuropheHUKOIBT ¢ eKCKpeTHpa ObP30, OCHOBHO C
ypuHaTa. OnoppeHnKoIbT ce MeTaboM3Kupa B 3HAYUTEITHA CTEIICH.

5. DPAPMANEBTUYHU JAHHU
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[Tpu nunca Ha TaHHU 3a ChBMECTUMOCT TO3U BETEPUHAPEH JICKAPCTBEH MPOJYKT HE TPsIOBa ja ObJe
CMECBaH C APYTH BETEpUHAPHU JIEKAPCTBEHH MTPOAYKTH.

5.2 CpoK Ha roIHOCT

Cpok Ha TOOHOCT Ha KpailHNs BETEPUHAPEH JIEKapCTBEH MPOIYKT: 2 TOIWHHU.
CpoOK Ha TOTHOCT CJel IFPBO OTBApsHE HA MbPBUYHATA OMAKOBKA: 28 THHU.

5.3 CrnenuanaHu ycJI0BHUS 32 CbXpPaHeHue

Ha ce cbxpansiBa npu temrepatypa o 30 °C.
a He ce 3ampassiBa.

5.4 BI/I)I U CbCTAaB HA MbPBHYHATA OIIAKOBKA

HomumpornuienoB ¢uakod ot 100 ml, 3aTBopeH ¢ 6poMOyTHIIOBa TyMeHa 3aITylIaliKa U 3aredaTaH C
TyMHHHEBa OTUYIIBAILA CE Kalayka Wil ¢ alTfyMUHHEBa/TUIaCTMAaCcOBa OTUYIBAIA Ce KalavKa.
[MomunponwienoB ¢uakoH ot 250 ml, 3aTBOpeH ¢ OPOMOYTHIIOBAa T'yMEHA 3allyllajika U 3aredaTaH ¢
alyMHHHEBA/TUIACTMACOBA OTYYIIBAIA CE KamayKa.

Pasmepu Ha onakoBKara:
Kapronena xytus, ceappxkama 1 diaakon ot 100 ml.
Kapronena xytus, ceappxama 1 daakon ot 250 ml.

5.5 Cnenua/lHu MepKH 32 YHUII0KABAHE HA HEM3MOJI3BAHM NPOAYKTH WM OCTATBUHU OT TAX
BerepunapHuTe JIeKapCcTBEHN IPOIYKTH HE TPsAOBa a ObJAT U3XBBPISIHA Ype3 OTINaIHN BOJHU WIH
OWTOBU OTHAIBIIN.

BerepuHapHUST JeKapCTBEH MPOAYKT HE TPsiOBa Ja HAaB/IM3a BB BOJAHM OacelHU, ThH KaTo
¢dophenrkon Moxe na Ob/e onaceH 3a pUOH U IPYTH BOJHHU OPTaHU3MH.

W3non3BaiiTe mporpamu 3a BpbIIAHE MIPU YHULOKABAHETO HA HEU3IIOJI3BAHU BETEPUHAPHU
JIEKAPCTBEHU MPOIYKTU WM OCTATBIM OT TSIX B COTBETCTBUE C U3UCKBAHUATA HA MECTHOTO
3aKOHOJIATEJICTBO U C BCUUKU HAIIMOHAIHU CUCTEMHU 3a ChOMpaHe, IPUIIOKUMHE 332 ChbOTBETHHSI
BETEPHUHAPEH JIEKAPCTBEH MPOJIYKT.

6. NME NHA ITIPUTEXATEJISI HA PASPEHIEHUETO 3A ThbPI'OBUSA

LIVISTO Int’l, S.L.

7. HOMEP HA PASPEIHIEHUETO 3A TBPT'OBUSA

0022-2727

8. JATA HA II'bPBOTO U3JABAHE HA PASPEHIEHUETO 3A ThbPI'OBUS

Jlata Ha TBPBOTO M3AaBaHE Ha pa3pelIeHueTo 3a Toprosus: 24/04/2017



9. JATA HA ITIOCJIEJHATA PEJAKIIUSA HA KPATKATA XAPAKTEPUCTUKA HA
INPOAYKTA

05/2024
10. KITACHOPUKAIIUA HA BETEPUHAPHUTE JIEKAPCTBEHU ITPOJAYKTHU
Jla ce oTIrycka caMmo 1O JIEKapcKO MPeANUCcaHue.

[MoapoOna uHpopManus 3a TO3M BETEPUHAPEH JIEKAPCTBEH MPOAYKT MOXKE J1a HaMepuTe B O6azarta
nanau Ha Chro3a otHocHO mipoaykrute (https://medicines.health.europa.eu/veterinary).

X

[-P BANEHTH ATAHACOB
3AMECTHWK N3MBAHUTENEH ANPEKTOP
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