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O6wm npasuna — MNpeanncaHmne ot BeTepnHapeH feKap
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NMPUEM HA IEKAPCTBA YPE3 ®YPAXK UJ/IU BOOA

PernameHT (EC)

2019/4
(M®)
BaxkaT pas3inyHu
npasusa 3a )
Ypes aXka
JlekapcTBa 3a nepopasHo A Pernamenr (EC)
2019/6 (BNN)

NPpUNoXeHne
~ un JenernpaH

pernameHT (EC)

2024/1159 Ha
Komucuara

(cmecBaHe BbB dpepmarta C
dyparxKa nnm BoaaTa oT

}KMBOTHOBBHAA) Hpes BogaTa




3aKoHoAaTe/IHa pamKa Ha EC:
PernamenT (EC) 2019/4
oTHocHo MEAUKAMEHTHWUTE
OYPAXKUN (MD)

N3non3BaHe Ha aHTUMUKPOOHM BETEPUHAPHMN NEKAPCTBEHU NPOAYKTHU

MpuHUMNKM 33 U3NON3BAHE HA MeAUKAaMEHTO3HU dyparku

3abpaHa 3a n3nonssaHe Ha M® c aHTUMUKPOOHKM cpeacTBa 3a
npodunaKkT1Ka.

M3ncKBaHe 3a AMarHoCTUKa Ha 3abonaBaHeTo npeau
3a4b/IKUTENHOTO npeanucsaHe Ha M.

OrpaqueHme Ha NPOAbAKNTENHOCTTA HA 1e4eHNUeTo U BaIMAHOCTTA
Ha NpeanncaHoTOo J1edeHUne.

HamansaBaHe Ha BCAKO NOTEHUMANHO B3aUMOAENCTBUE MEXKAY
NPeHeceHn oCcTaTbLM OT JIEKAPCTBA BbB Pyparka M NoaBaTa Ha
aHTMMUKPODOHa Pe3nCTEHTHOCT.

MepKn 3a NoBULIABaHE Ha Ka4eCcTBOTO Ha NPOM3BOACTBOTO Ha
MeaMKaMeHTO3HU dypaxun (No-npeunsHo go3unpaHe) 3a
HeAoMnyCKaHe NpuaaraHeTo Ha cybTepaneBTUYHMN 403N,

MaKCMMaNHM HMBA Ha KPbCTOCAHO 3aMbpCcABaHE 33
24 aHTUMUKPOOHM aKTUBHW BELLECTBA B HELle/IeBU Qyparku.



O6wm npasuna — MNpeanncaHmne ot BeTepnHapeH feKap

X

PeuenTtu oT BeTepMHapeH JieKap no oTHOLEHMe Ha MeaAuKameHTo3HuTe ¢ypaxku (1/2)

Pernament (EC) 2019/4

IYneH 16

MeauKkameHTO3HUAT pypaxK (Ppypark 3a })KUBOTHU, CMECEH C IeKapCTBa OT
onepaTop B CEKTOpPa Ha PpyparknuTe) U3UCKBA:

¢ peuenTta OoT BeTEPUHAPEH NEKapP

* npuaaraHe camo cief KAMHUYEeH npernes unuv apyra noaxoAsila oueHKa Ha
3/10aBOC/IOBHOTO CbCTOSAHME HA KUBOTHUTE

¢ npegBapuUTesHO ANarHoCTuumnpaHe Ha 3abonaBaHeTo (C U3KZTIOYEHUNE Ha
BAKCUHU U I'IpOTVIBOI'Iapa3VITHM)

< BHMMaBaWTe 3a B3aMMOAENCTBUSA C APYru IeKkapcTeal



O6wm npasuna — MNpeanncaHne ot BeTepnHapeH NeKap
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PeuenTtu oT BeTepMHapEeH JieKap no OoTHOLWEHMe Ha MeAuKaMmeHTo3HUTe ¢ypaxku (2/2)

Pernament (EC) 2019/4

IYneH 16

* BopeHe Ha OTYETHOCT: BeTepuHapHuTe peuenTtn Tpabsa aa ce
CbXPaHABAT OT PyparkHUA 3aBOA, U OT BETEPUHAPHUA NeKap,
npeanucBaly, peuenTtute, N X}XMBOTHOBBAA B NPOAbAXKEHUE Ha 5 roguHun

e 1 peuenTa =1 BeTepUHAPHO NeYeHune

* MaKcumanHa npoabAXKUTENIHOCT Ha JleYeHneTo: 2 cegMmnum 3a
aHTM6MoTULUM, 1 Mmecel, 3a APYrM NEKapcTBa

* BanuaHoCT Ha peuenTaTa: MaKCMMYM 5 AHW 33 pypaXK C aHTUMUKPOOHO
CpPeAcTBO, MakKCMMyM 3 ceaMULM 3a APYrY NEKAPCTBA 33 KUBOTHMU,
OTrneXAaHu 3a NPOM3BOACTBO Ha XPaHU, 3a OCTaHanMTe — 6 mecela




NenernpaH PernameHTt (EC) 2024/1159 oTHOCHO NepopasHOTO
NPUAOXEeHUue

Onpepaens npaBuna 3a ocurypsisBaHe Ha edekTuBHaA M 6e3onacHa ynotpe6a Ha BJIM, pa3pelleHU U NpeanUCBaHU 3a NepopasiHO NPUNOXKEHUE MO HAUYMHU, Pa3/IUYHU OT

yn0Tpe6aTa uM non ¢opmaTa Ha MeAUKaMEeHTO3HMU d)ypa)KM, N AaBaHeTO UM Ha XUBOTHUTE, OTrnexaaHm 3a NMpom3BOACTBO Ha XpPaHU, OT JIMLETO, KOeTO oTrJjiexana
XUBOTHUTE

v’ 3a aa ce nsberHe HamansaBaHe Ha epeKTUBHOCTTA, Pa3BUTUE HA PE3UCTEHTHOCT, 3aMbpCABaHE

v' O6xBaLua B/1MN B nuTeltHaTa BOAa AN CMECEHU C MW Pa3NpPbCHATU BbB dyparka OoT coObBCTBEHUKA Ha
¥nBOTHUTE. He obxBalla meamnKkameHTo3eH ¢pypark (0THacA ce 1 3a pypark, KOMTO ce cmecBa C
MobuMNeH MUKCep OT onepaTopa Ha dypak BbB pepmara).

v’ Ba)KHa ponf Ha BeTepuHapHUTE neKkapu — Te Tpabsa Aa oueHAT 0bopyaBaHeTo, BUA0BETE,
CUTyauuATa BbB pepmaTa U T.H., Npean Aa npeannceaT eKkapcTsa. Te cbllo TaKa TpsabBa Aa
CbBeTBaT COOCTBEHMKA KaK a A03MpPa U U3XBBP/IA NPABUIHO /1IEKAaPCTBOTO.

v BaKHa ponA Ha XMBOTHOBBbAA: TPAOBA MPaBUIHO A3 CbXpaHABA, NPUroTBA IeKapcTBaTa, Aa MMa
noaxoasuo obopyasaHe 3a npuaaraHe U U3XBbP/IAHE Ha OCTaTbLUTe OT TAX. [la npoBepABa Aanu
dypaxbT/BoAaTa ca noaxoasaLn. la ocurypu nmMncata Ha 3aMmbpcaBaHe.



NenernpaH PernamenTt (EC) 2024/1159 oTHOCHO NepopasiHOTO
npuaoXKeHue

Onpepaens npaBuna 3a ocurypsisBaHe Ha edekTuBHaA M 6e3onacHa ynotpe6a Ha BJIM, pa3pelleHU U NpeanUCBaHU 3a NepopasiHO NPUNOXKEHUE MO HAUYMHU, Pa3/IUYHU OT

yn0Tpe6aTa uM non ¢opmaTa Ha MeAUKaMEeHTO3HMU d)ypa)KM, N AaBaHeTO UM Ha XUBOTHUTE, OTrnexaaHm 3a NMpom3BOACTBO Ha XpPaHU, OT JIMLETO, KOeTO oTrJjiexana
XUBOTHUTE

v' CMecBaHeTo Ha aHTUBUOTULM MK NPOTUBONAPA3UTHN CPeACcTBa B TBbpAU dypaxku TpabBa Aa ce N3BbpLLBA
CaMO 33 XMBOTHU, XPaHEHN UHANBUAYANHO UM 3@ MaJiKa rpyna XMBOTHU. [IbprkaBaTa YIeHKa MoXe Aa
orpaHn4YK Tesun ynoTpebm camo A0 MHAMBUAYANHO XPaHEHU }KUBOTHU (aKo He yBperkaa 34paBeTo UK
XYMaHHOTO OTHOLWIEHWE KbM XMBOTHUTE). PaspelueHo e npunoxeHue ypes nuTeinHa BoAa 3a rpynu
UBOTHMW.

v" USKMKOYEHUE — aKo He e HanueH MeaAnKaMeHTO3eH Gypask UM ce Yaka J0CTaBKa, e paspeLleHo CMecBaHe
Ha aHTUMUKPOOHU M aHTUNAPa3UTHU CpeacTBa C pyparka 3a rPYNnoOBO 1eYEHUE HA BOAHU }KUBOTHU

v' He e no3soneHo Aa ce npunnarat HAKONKO aHTMMMKpO6HM cpeacrtea egHoBpeMEHHO

v' Camo no BETEPUHAPHO npegnmncaHne Bb3 OCHOBaA Ha ANArHO3a 1 Noco4ysaHe Ha uenesund sna un 6p0ﬂ Ha
KNBOTHNTE, KOUTO We 6'b,£|,aT TPETUPAHN.

v' Bbaete BHUMaTENHU C Broumamn, dypaskHn A0OaBKM MU APYIY BELLLeCTBa, U3MN013BaHN e4HOBPEMEHHO, Te
MoraT [la CM B3aumoemncreat



NenernpaH PernamenTt (EC) 2024/1159 oTHOCHO NepopasiHOTO
NpUAOXeHue

Onpepaens npaBuna 3a ocurypsisBaHe Ha edekTuBHaA M 6e3onacHa ynotpe6a Ha BJIM, pa3pelleHU U NpeanUCBaHU 3a NepopasiHO NPUNOXKEHUE MO HAUYMHU, Pa3/IUYHU OT

yn0Tpe6aTa uM non ¢opmaTa Ha MeAUKaMEeHTO3HMU d)ypa)KM, N AaBaHeTO UM Ha XUBOTHUTE, OTrnexaaHm 3a NMpom3BOACTBO Ha XpPaHU, OT JIMLETO, KOeTO oTrJjiexana
XUBOTHUTE

v ,ﬂ,’pr-(aBVITe YNEHKU MOraT Aa pa3pa60TﬂT A4O0NB/IHUTE/THU HAUNOHA/THN HACOKW, 3a Aad YNECHAT
NPUIAraHeETo Ha TO3U peri1aMeHT.

v Mpwunara ce ot 9 Hoemspwm 2025 T.



HauuoHanHu
pasnopeabn

_




3AKOH 3A ®YPAXWUTE

e HauuoHanHuTe pasrnopendu 3a npunaraHeto Ha Pernament (EC) 2019/4
oTHocHO MEOAUKAMEHTHUTE ®YPAXMU ca BbBegeHu cbc 3aKkoHa 3a pypaxkurte /
[ObpxaBeH BECTHUK, bp. 21 o1 2024 r./;

e OdomunanHuAaT KOHTPON Ha pypaxute ce ocbllecTBABa OT bbnrapckaTa
areHums rno 6e3onacHOCT Ha XpaHUTe, KOATO € KOMMETEHTHUAT opraH no
cMucbia Ha un. 4, naparpad 1 ot PernameHT (EC) 2017/625.

- BbBEJEHM Ca HauuoHanHuTe MepPKM BbB Bpb3Ka C MNPOU3BOACTBOTO,
NycKaHeTo Ha nasapa un ynotpebaTta Ha MeankaMeHTO3HU bypaKu;



3AKOH 3A ®YPAXWUTE
- Bcuyknm  pgenHocTn CcBbp3aHM C  NPOU3BOACTBOTO U TbproBusaTta H
MEONKAMEHTO3HN ypaXn ce u3BbplBaT camMo B 00eKTU, 0400peHu
bbnrapckata areHuus no 6e30nacHOCT Ha XpaHuTe.

- BeTepunHapHaTta peuenta 3a MeOUMKAaMEHTO3eH (pypax ce usgaBa camo OT
pErMCTpUpaH BeTepuHapeH nekap. CbOobpXaHMETO Ha peuenTata u
N3NCKBaAHUATA 3a CbXpPaHABAHETO M ca noco4yeHu B 4n. 16, naparpad 6 ot
PernameHnT (EC) 2019/4.

- yn. 146 - bbnrapckata areHuusa rno 6e3onacHOCT Ha xpaHuTe cbbupa U
obobuwaBa TpumecevHa nHdopmauusa OT onepaTopun BbB PyparkHUSI CEKTOP,
KOUTO npousBexaaT, TbpryBaT wunu ynotpebsiBaT npu m3XpaHBaHe Ha
XUBOTHN  MEOUKAMEHTO3HU dypaxmnm wUnNnu  MeXOUHHU NpoaykKTn  3a
NPON3BOACTBOTO UM.



3AKOH 3A ®YPAXWUTE

- Un. 55e — pa3nucaHu ca 3abpaHnTe CBbP3aHM C ynotpebaTta Ha
MEeONKAMEHTO3HN doypaxu;

- Yn. 553 — BbBexaa nanckBaHeTo, CbomnpaHeTo n 0b6e3BpexaaHeTo
Ha MeguKaMEHTO3HU doypaxu U/unm Ha MeXAUHHM NPOAYKTU Oda ce
opraHmampaT U M3BbPLUBAT OT NPOU3BOAUTENS UMW TbproBeLa Ha
MeONKAMEHTO3HN dbypaxu nU/mnm mMexguHHU NpoaykTn — pasnucaHa

e npoueaypa.

- BbBegeHn ca agMuMHUCTpPaATUBHO-HaKas3aTenHu pasnopendou npu
Hecna3BaHe Ha U3NCKBaHUATA.



NMPUNOXUNMU MHCTPYKUUN U NTPOTOKOJIU OT NPOBEPKU BbB
BPB3KA C YIIOTPEBATA HA MEOAUKAMEHTO3HU ®YPAXWU:

e WVHCTPYKUMA 3A WM3IBBLPLWBAHE HA WHCIEKUMA  HA
KMUBOTHOBBAEH OBEKT 3A KOHTPOIJI BbPXY YIOTPEBATA HA
BETEPUHAPHOMEOVNUNHCK TMPOOAYKTU W MEOVNKAMEHTO3HU
OYPAXU

— nyobnnkyBaHa e Ha MHTepPHeT-cTpaHnuaTa Ha BABX;

- onpegens pega v HadMHa Ha U3BLPLUBAHE HA MHCMEKUMM OT CTpaHa Ha
BABX B >XMWBOTHOBBbAHUTE OOEKTM NO OTHOWEHWEe chna3BaHeTo Ha
M3NCKBaHUATaA 3a  ynoTpeba, CbXpaHEHME U KapeHTHW CPOKoBe Ha
BETEPMHAPHN NEKaApCTBEHM MNPOAYKTU M ynoTpeba Ha MeguKaMeHTO3HU
dypaxun, npeaBuaeHn B 3aKoHa 3a BeTepuHapHoMeauuMHcKaTa OeWHOCT
(3BL), 3akoHa 3a dypaxute (3P) u nog3akOHOBUTE HOPMATUBHU aKTOBE,
n3gageHun no npunaraHeTo nM.



NMPUNOXNMU MHCTPYKUUN U NPOTOKOIJIU OT NMPOBEPKU
BbB BPBb3KA C YNIOTPEBATA HA MEOAUKAMEHTO3HM
OYPAXMN:

e [IPOTOKON OT TNPOBEAOEHA  WHCIEKUMNA  HA
XMBOTHOBBAEH OBEKT 3A KOHTPOIJ1 BbPXY YIOTPEBATA
HA BETEPUHAPHW  JIEKAPCTBEHW  TIPOOAYKTU W
MEOUNKAMEHTO3HUN ©YPAXW

— nybnukyBaHa e Ha MHTepHeT-cTpaHuuaTa Ha bABX;

- YHUpUUMpPA HauYnMHaA Ha U3BBbPLLUBAHE HA MHCMNEKUUM OT CTpaHa Ha
BABX B XXMBOTHOBBAHUTE 0DEKTU
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