JIMCTOBKA

1. HaumeHnoBaHue Ha BeTepUHAPHUS JIEKAPCTBEH MPOAYKT

HeoCou 500 000 1U/g mpax 3a npuiarane BbB BOJIa 3a MUCHE/MITIKO 3a TOBEa, MUJIETa, MpaceTa,
MATHII, TyWKH, THCKH, ITHABIABIM U SIPEOUTIH.

2. CbcraB

Bceeku g chabpxa:

AKTHBHM BellleCTBA:

Neomycin (kato Neomycin sulfate) 500 000 IU
Bsit no cBeTio KBAT QPUH Mpax.

3. BujioBe ;XMBOTHH, 32 KOUTO € npeaHa3Havyen BJIII

l'oBena (¢ HepasBHTH TpeAcTOMAINHsA), mpaceTra (OTOUTH W 3a YrosiBaHe), MuieTa (BKIIOYUTEITHO
KOKOIITKHA HOCAYKH), TTATUIIN, TYHKH (BKIFOYUTEITHO MyHKH HOCAYKH), 'bCKHU, TBABIBIH U SPCOUIIH.

4. Iloxka3zanus 3a ynorpeda
3a JieueHHe Ha CTOMAIITHO-YPEBHU WH(EKIUH, TpHYHHEHHU OT E.COli, 4yBCTBUTETHN KbM HEOMUIIMH.
5. I[IporuBonoxkazanus

Jla He ce u3Mo3Ba MPU CBPHXUYBCTBUTETHOCT KbM aKTUBHOTO BEIIECTBO, KbM aMUHOTJIMKO3UAN WIIN
KBbM HSKOE€ OT IIOMOIIHHUTE BELIECTRA.
Jla He ce U3MoII3Ba MIPU YpPeBHA OOCTPYKIIMS.

6. CrnenunaJiHu npeaynpe:RIeHus

Crenuainy npeaynpexaeHus:

VceraHoBeHA € KPBCTOCAHA PE3MCTEHTHOCT MEKAYy HEOMHIMH M DPA3MYHA aMHHOTJIMKO3HIHH
anTuOunotuiy npu Escherichia coli. Ynorpebata Ha BeTepuHapHHs JIEKapCTBEH HPOAYKT/HEOMHUIIUH
TpsibBa 1a ce OOMHCIM BHHMATEIHO, KOTaTO M3CIESIBAHETO 3a YYyBCTBHTEIHOCT € IOKAa3alio
PE3UCTEHTHOCT KbM aMHUHOTJIMKO3H/IHN aHTHOMOTHIIN, Thil KaTO HEroBata e(heKTUBHOCT MOXKE 11a Ob/ie
HaMmaJseHa.

Croenmaiady Inpeana3sHd MEpKH 3a Oe3omacHa ymnorpeba IIpM BHIAOBETE KHBOTHH, 33 KOWUTO €
npeanazHagyen BJIIT:

IIpax 3a mepopajeH pa3TBOp TPsOBa Jla ce pa3TBOpPUM BBHB BOJAa M HE MOXKE Ja C€ W3MOJ3Ba B
Mpaxoo0pa3HO ChCTOSIHUE.

TpsiOBa 51a ce OOBpHE CIEIUAIIHO BHUMAaHHE, KOraTo Ce Kacae 3a MPWIOKCHHE HA BETCPUHAPHHS
JIEKapCTBEH MPOAYKT IPH HOBOPOJIEHO TEJE MOpPajy M3BECTHA BUCOKA CTOMAIIHO-YPEBHA PE30pOIHs
Ha HEOMUIIUH IIPH HOBOPOIeHU. Ta3u BUCOKa pe30pOIHsl MOXKE J1a TIOBE/IE A0 OBUIIIEH PUCK OT OTO- U
He()POTOKCUYHOCT. YTIOTpeObaTa Ha BETEPUHAPHHUS JICKApPCTBEH NPOAYKT IIPU HOBOPOJCHH TPsiOBa Jia
CE OCHOBaBa Ha OIPEJIEIsIHEe HAa ChOTHOIICHUETO TI0JI13a/PUCK OT OTTOBOPHUS BETEPHUHAPEH JIEKap.
Ynorpebata Ha BeTEpHHApPHHS JIEKAPCTBEH NPOAYKT TpsOBa Ja Ce OCHOBaBa Ha TECTOBE 3a
uaeHTU()UKALMS ¥ YyYBCTBUTEIIHOCT Ha MPHIICTHUTE MATOTeHU. AKO TOBa HE € Bh3MOXKHO, JICUCHHETO
TpsiOBa J1a Ce€ OCHOBaBa Ha CHHAEMHUOJOTHYHA HMH(GOPMAIIUSA W 3HAHUSA 32 YYBCTBUTEIIHOCTTa Ha
MIPUIIETHUTE TATOTCHU Ha HUBO ()epMa, WU Ha MECTHO/PETUOHAITHO HHBO.

Ynorpebara Ha PoAyKTa TPsOBa 1a ObJie B CHOTBETCTBUE ¢ OQHUIIHAIIHN, HAIIMOHAIIHUA U PETHOHATHU
AHTUMHUKPOOHU TOJIUTHUKH.
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AHTUOMOTHK C TMO-HUCHK PUCK OT M300p HAa aHTUMHKPOOHA PE3UCTEHTHOCT (IO-HHCKA KaTeropus
AMEG) TpsOBa na ce HM3M0J3Ba KAaTO IIbPBH H300p Ha JICUCHHE, KOraTo H3CJICIBAHETO 3a
YYBCTBUTEIIHOCT IIPEIOJIara BeposTHaTa e(hUKaCHOCT Ha TO3HU TOIXO/I.

Ko-cenexnus Ha Ipyru KiiacoBe aHTUMHKPOOHU CpPEJCTBa € uecTa (BK Touka 4.2 3a AOMBJIHUTEIIHA
nHpOpMaIus).

CrenmanHy TMpeana3Hd MEpKH, KOWUTO TpsOBa Ja B3eMe JIMIETO, MpHaramo BeTepUHAPHUS
JCKapPCTBEH MPOAYKT Ha )KUBOTHHTE:

AMWHOTTIMKO3UIUTE MOTaT Ja NPHYUHAT CBPBXUYyBCTBHTEIHOCT (ajeprusi) cienx IOrIbIIaHe,
BIMILBAHE WM KOHTAKT C KOXKAara.

Xopa ¢ ycTaHOBEHa CBPBXUYBCTBUTETHOCT KbM HEOMHIMH WM IPYyTd aMUHOTIMKO3MIM TPsOBa na
M30ATBaT KOHTAKT C BETCPUHAPHUS JIEKaPCTBEH IPOIYKT.

AMHMHOTJIMKO3UANTE MOTaT na ObJaT OMacHU MpH MOINIbIAHE, KOHTaKT C OYMTE WM KoXKaTa U
BJIMILIBAHE.

Jla ce pabotn ¢ 0coOeHO BHMMAaHHME C TO3M BETEpHHAPEH JIEKApPCTBEH MPOIYKT, 3a Ja ce H30erHe
eKCTIO3HIIUS Ha KOKaTa, BKIIOYMTEHO KOHTAKT pbKa-ycTa. Jla ce n30sArBa BIUIIBAHE HA MPaX.
WupuBuayanHo npennasHo oOOpyaBaHe, CHCTOSILIO CE OT MpeArna3sHo oO0JeKIo, PbKABUIU, OYMIa U
pecnupaTopHa NoJy-Macka 3a eIHOKpaTHa ynorpeba, orroBapsia Ha EBponeiicku Cranaapt EN149,
WM peCIupaTop 3a MHOTOKpaTHa ymorpeba, otroBapsmy Ha EBponeiicku Cranmapr EN140 ¢ ¢untsp,
otroBapsinl Ha EN143, tpsioBa na ce HocH, KoraTo ce paboTH ¢ BeTepUHAPHHS JIEKAPCTBEH MPOAYKT.
Ha ce u3MusT pbLeTe ciies ynorpeoda.

[Ipy KOHTaKT C OYHMTE WIIM KOKara, Ja ce M3IUIAKHE 3acerHara MOBBPXHOCT ¢ OOMIHH KOJIMYECTBa
YHCTa BOAA.

[Ipu ciyuaitHo mormpinane, He3ab0aBHO M3IIAKHETE YCTATa ¢ BOJIAa M IOTHPCETE MEIUIIMHCKH ChBET.

B cnydaii, 4e ce mposIBAT CUMITTOMH CJIe]l KOHTAaKT KaTo Harpumep oOpuB 10 Kokata, He3abaBHO Ja ce
MOTHPCH MEIUIMHCKH CHBET, KaTO Ha JIeKaps e MPEeIOCTaBU JIMCTOBKATA MJIM €TUKETa HA MPOIYKTa.
OTOKBT Ha JIMICTO, YCTHUTC M OYUTC HJIM 3aTPYAHCHOTO AHIIAHC Ca MO-CEPUO3HU CHUMITOMHU H
W3UCKBAT He3a0aBHA MEUIIMHCKA ITOMOIII.

bpeMeHHOCT, TakTamus ¥ SHIICHOCCHES:

BezomacHocTTa Ha BeTeprHAPHUS JIEKAPCTBEH MPOIYKT HE € I0Ka3aHa 110 BpeMe Ha OpeMeHHOCT,
JIJaKTaluus nUjiun ﬂﬁHCHOCGHC HpI/I HpI/IHCHHI/ITC BUIOBC )KUBOTHHU.

JlaGopaTopHuTe MPOyYBaHUs MPH JIAOOPATOPHU )KHUBOTHHU HE TTOKa3BaT HUKAKBH JIOKA3aTeJICTBA 32
TEPaTOTEHHOCT.

[Mpunara ce camo ciie MpereHKa moJji3a/prUcK OT OTTOBOPHUS BETEPUHAPEH JICKap.

BzaumojieiicTBiE ¢ Apyry BETEPUHAPHH JIEKAPCTBEHU IPOAYKTH U APYIH (hOPMH Ha B3aUMOAENCTBHUE:
OOmu aHecTeTMIIM M MYCKYJIHM pEJaKCaHTH IIOBHUIIABAT HEBPOOJIOKUpaIus eekT Ha
aMUHOTTIUKO3UAUTEe. ToBa MOXeE 1a MPUYMHHM MMapain3a U armHesl.

CriernaiHO BHUMaHue TpsOBa fa ce 00bpHE, KOraTo MPOAYKTHT C€ M3IO0JI3Ba 3a€HO C JUYPETHIIN H
MTOTEHIIUAIHA OTO- WM He()POTOKCHYHH BEIIIECTBA.

IIpenosupane:
Hedporokcnanu u/vimm OTOTOKCUYHN €PEKTH MOTaT J1a HACTHITAT IPH CITy4alHO MpeIo3upaHe.

OCHOBHU HECHBMECTUMOCTH:

To3u BeTepuHapeH JIEKapCTBEH MPOJIYKT MOXKE JIa Ce Ipuilara ¢ BoJia 3a MUeHe, ChAbpiKalla XUAPOTeH
MEPOKCH]] B MAaKCHMaJTHa KOHIIEHTpaIws 35 ppm.

To3u BeTepuHaApEH JEKapCTBEH MPOAYKT HE TPSIOBA Ja ce Ipriiara ¢ TBbpa BoJia, ChIbprKaIla XJiop.
To3u BeTepuHApPEH JIEKAPCTBEH MNPOAYKT MOXE Ja Ce Mpujara ¢ MeKa BOJa, ChAbpiKalla XJop B
MaKCUMaJIHa KOHILIeHTpauus 1 ppm.

[Ipu nurmca Ha MaHHA 32 CBBMECTUMOCT TO3W BETEPHUHAPEH JICKAPCTBEH MPOAYKT HE TPsOBa Aa ObIe
CMECBaH C APYTH BETCpUHAPHU JIEKAPCTBEHU MTPOTyKTH.
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7. HebsaronpusiTHu peaknuu

l'oBena (c Hepa3BUTH IpeACTOMAIINS ), TIpaceTa (OTOUTH U 3a YrosiBaHe), MuieTa (BKIIUYUTEITHO
KOKOIIKY HOCA4YKH), TATUIIM, MyHKH (BKIFOUUTETIHO MyHKH HOCAYKH), 'bCKU, TBAIBIBIN U APSOULIH:
He ca n3BectHn.

CroO1maBaneTo Ha HEOIATONPUATHH PEaKIU € BaKHO. T0Ba 1MO3BOIIIBA HEMTPEKHCHAT MOHUTOPHHT Ha
0e30MacHOCTTa Ha MPOIYKTa. AKO 3a0CNIe)KUTE HAKAKBU HEOIATONPHUATHA PEAKIHH, BKIIFOUUTEIHO H
TaKuBa, KOUTO HE Ca OMHMCAHU B Ta3U JUCTOBKA WU MUCIUTE, Y€ BETCPUHAPHMUS JICKAPCTBEH MPOTYKT
He IelicTBa, CBBpPKETE Ce IMBbPBO ¢ Bamms BerepuHapeH iekap. MokeTe ChIO 1a ChOOIIaBare
HEOJIaronpHUATHH PEaKINY Ha TIPUTEKATEN Ha Pa3pelIeHneTo 3a ThPTOBHS, KaTO M3MOI3BaTe JaHHUTE
3a KOHTAKT B Kpas Ha Ta3W JUCTOBKA WiK Ype3 Barara HaroHanHa cucreMa 3a ChoOIaBaHe:
https://kvmp.bfsa.bag/phv.

8. Jdo3upoBka 3a BCeKH B/l ;KMBOTHO, HAYMHH M METO/] HA NPUJIOKEHHE
[Ipunoxenre BHB Boa 3a MHUCHE/MIISKO.

25 000 1U neomummu Ha Kg TenecHa mMaca THEBHO B MPOIBIDKEHHE HA 3 10 4 MOCIIEIOBATSIIHU THH,
KOETO ChOTBETCTBA Ha 50 MQ BeTepUHAPEH JIEKApCTBEH MPOAYKT Ha KJ TerecHa maca Ha JieH (T.e. 5 ¢
BETEepUHAPEH JieKapcTBeH MpoayKT Ha 100 Kg TenecHa maca Ha JieH) B IPOIb/DKCHUE HA 3 110 4 THH.

3a rapaHTHpaHe Ha NpaBWIHA AO3UPOBKA TEJIECHATa Maca TpsAOBa a ce ONpeneinyd Bb3MOXKHO Haii-
TOYHO.

[IpueMbT Ha METUKaMEHTO3HA BOJAA WU MEIUKAMEHTO3HO MJISIKO 3aBUCHU OT KIMHUYHOTO ChCTOSHUE
Ha JKMBOTHHUTE. 3a TOJyyaBaHE Ha TPaBWJIHA JO3MPOBKA MOXKE Ja C€ HAIOKH KOHIICHTpalHsTa Ha
HEOMMIIVH J1a 0bJle ChOTBETHO KOPUTHPAHA.

[IpenopbuBa ce U3MOJI3BAHETO HA TOJIXOSAIIO KATMOPUPAHO H3MEPBATEIIHO 000PYIBaHE.

Bb3 ocHOBa Ha mpemopbhUYUTENHATA 1032 B OpOs M TelecHaTa Maca Ha JKHBOTHHTE, KOWTO IIe ObaaT
TpeTHpaHH, TOYHATA JHCBHA KOHIICHTPALMS HAa BETCPUHAPHHS JICKAPCTBEH MPOAYKT TpsiOBa na ce

W3YHCIH CHIIIACHO cliefHaTa popMmya:

mg BeTepUHAPEH

JIEKapCTBEH
npoxyxr Ha kg cpenHa TenecHa maca (kg)

Ha TPETHPaHHUTE KUBOTHU mg BETEPUHAPEH JIEKAPCTBEH
TeJeCHa Maca Ha _ npoaykT Ha L Boza 3a
ACH HHEeHe/MIIIKO

CpeJieH JTHEBEH MpueM Ha Bojaa/MiIsiko (L/KMBOTHO)

9. CobBeTH 3a NMPaBUJIHO NMpWIaraHe Ha npoaykKrTa

MakcuManHaTa pasTBOPMMOCT Ha BETEpUHApPHHUS jekapcTBeH mpoaykT e 255 000 U meomumuma/ml
(510 g BeTepuHapHusi JekapcTBeH MpoaykT/L) Boxa.

BerepuHapHUAT JeKapcTBEH MPOAYKT TpsAOBa Aa ce Biara B MJIEKO3aMECTUTEN C TeMIIEpaTypa MexXay
21 m 30 °C. 3a pma ce mOCTUTHE pa3TBapsHE HA BETEPUHAPHUS JIEKAPCTBEH MPOAYKT B
MJIEKO3aMeCTUTeN TPsiOBa Jia ce pa30bpKBa EHEPTHYHO B IPOALIDKeHHE Ha 10 MUHYTH.

3a mpunaraHe Ha BETEPUHApPHHS JIEKAPCTBEH MPOAYKT MOTraT Ja ce€ HM3MOJI3BAaT JO3HMPAId IOMIIH,
HAJIMYHU Ha Ta3apa.

10. KapenTHu cpokoBe

I'oena (Tenera):
Meco u BpTpemHu opranu: 14 nxu.

HpaceTa (OT6I/ITI/I OpacCHIla U nmpaceTa 3a VFOHBaHe)I
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Meco u BbTpEIIHN OpraHu: 3 JHMU.

ITunera, maTULM, OVHAKH, THCKHU, ObATBIBIH U APEOHIIH:
Meco u BbTpentHu opranu: 14 nuu.
Sina: Hyna gHHU.

11. CuoenmnajHu yCJIOBHSI 32 CbXpPaHEHHE
Jla ce chxpaHsiBa Jajied OT IOIJIeAa U Ha HEAOCTHIIHM 3a JIella MeCTa.
To3u BeTeprHAPCH JICKAPCTBEH MPOAYKT HE N3MCKBA HUKAKBY CIICIIUAIIHU YCIOBHS 32 ChXPaHCHHUE.

Z[a HE CC HU3MOJ3Ba TO3HW BCETCPUHAPCH JICKAPCTBCH MNPOAYKT CJICH HU3TUYAaHC CpPOKa Ha TOAHOCT,
IMOCOYCH BbPXY CTUKETA CIIC/ EXp CpOK’I)T Ha TOAHOCT OTroBaps Ha MOCJICAHNA JCH OT TO3U MCECCII.

Cpoxk Ha TOZIHOCT CIIe/T TBPBO OTBapsIHE Ha ITbPBUYHATA ONIAKOBKA: 6 Mecena.
Cpok Ha TOIHOCT CcJel pa3TBapsiHe BHB BOJIa 32 MUEHE B CbOTBETCTBUE C MHCTPYKIMUTE: 24 yaca.
Cpok Ha TOAHOCT cien A00aBsHEe KbM MJICKO3aMECTUTEN B ChOTBETCTBUE C MHCTPYKIIMUTE: 2 Jaca.

12. Cl'leIII/IaJ'IHI/I npeanasHiu MEPKHU NP YHUIIIOKaBaHE

BerepuHapHuTe JTeKapCTBEHU MPOAYKTH HE TPsAOBa Ja ObJAT M3XBBPJISHUA 4pe3 OTHATHU BOJHM WU
OUTOBHU OTIIAIBIIN.

Wznon3aiite mporpamMu 3a BpbLIaHE NPU YHUINOKAaBAaHETO HA HEW3IIOJI3BAaHH BETEPUHAPHU
JICKapCTBEHW NPOLYKTH WM OCTaTbLM OT TAX B CHOTBETCTBUE C M3HCKBAaHUATA HA MECTHOTO
3aKOHOJATEJICTBO M C BCHUYKHM NPWIOKUMH HAIMOHAJTHHU CHCTEMH 3a chOupaHe. Te3m mepku Ie

IIOMOrHaT 3a Oma3BaHC Ha OKOJIHATa cpcaa.

[lonuTaiite Bamus BeTrepuHapeH JieKap Kak Aa YHHIIOXKHTE HEHY)KHH BETCPHHAPHU JIEKapCTBEHHU
MPOAYKTH.

13. Kuacudukanusi Ha BeTepUHAPHUTE JIEKAPCTBEHH MPOAYKTH
Ja ce oTmycka camo 10 JIEKapCKO MpeucaHue.

14. Homepa Ha pa3penieHHeTO 32 THProOBUs H Pa3MepH ONMAKOBKH
Ne 0022-3327

100 g camre
1 kg cak

He Bcuuku pasMepH Ha oMakoBKaTa MOraT Jia ObJaT npejiaraHy Ha rnasapa.
15. Jlara Ha mocjieHATA peJaKIMs HA TEKCTA
{MM/TTTT}

IMonpoOna wHpopMaIKs 3a TO3M BETEPUHAPEH JIEKAPCTBEH MPOJYKT MOXE Jia HaMmepure B 0aszara
nmannau Ha Cpro3a otHocHO mpoaykTute (https://medicines.health.europa.eu/veterinary).

16. [lanHwu 3a BpB3Ka

HDI/ITG)KaTeJ'I Ha paspCIICHUCTO 34 ThbpIroByA M JAHHH 3a BPH3Ka 3a C’I)O6H_[aBaHe Ha nipeanojaracmMu
HC6J'IaI‘OHDI/I$[THI/I PpCaKLUU.

Huvepharma NV
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Uitbreidingstraat 80
2600 Antwerpen

benrus
Ten: +32 3 288 18 49

IIpousBoaUTEN, OTTOBOPSIIL 32 OCBOOOK/IABAHETO HA HAPTHIN:

HUVEPHARMA SA

34 rue Jean Monnet

Z1 d’Etriché

Segré

49500 Segré-en-Anjou Bleu
Opanuys

17. JlombaHuTeaHAa HH(pOPMALHA

Bausinue BbpXy OKOJIHATA cpeaa

AKTHBHOTO BEILIECTBO HEOMUIIMH CyJI(aT € yCTOHYMBO B OKOJIHATA CpPera.

11.9.2025 .

X

[-P KPACUMWP 3/IATKOB
OWPEKTOP HA ANPEKLNA KB/
Signed by: KRASIMIR YANKOV ZLATKOV
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