PETJIAMEHT (EO) Ne 1441/95 HA KOMUCHSATA
ot 26 1ouu 1995 roauna

3a usMeHenue Ha npuioxenus L, I u I koM Pernament (EMO) Ne 2377/90 na
CbBeTa 32 ycTaHOBsIBaHe HA nmpoueaypa Ha QO0uHocTTa 32 onpe/e/isiHe HA
MaKCHMAJIHO JONYCTUMU I'PAHUIIU HA OCTATHYHM BelEeCTBA OT
BeTEPUHAPHOMEIUIIUHCKH NMPENapaTu B XpaHUTE OT *KUBOTHHCKH MPOU3X0/]

(Texct ot 3Hauenue 3a EUII)

KOMUCHUSTA HA EBPOITEMCKUTE OBIIIHOCTH,
KaTo B3e npensua JJoroBopa 3a ch3naBane Ha EBpomneiickara o0mHOCT,

karo B3e npeasun Permamenta (EMO) Ne 2377/90 na CwBeta ot 26 torn 1990 1. 3a
yCTaHOBsIBAaHE Ha mponenypa Ha OOmHOCTTa 3a ONpeneNsHe Ha MaKCHMAalHO
AONIYCTUMH TI'pPaHUOM HaA OCTAaTb4YHMU BCIICCTBA OT BCTCPHUHAPHOMCIAUIIMHCKHU
IpernapaTd B XpaHUTE OT XUBOTHHCKU IIPOU3XO[ !, mocenno m3MeHeH ¢ PermamenT
(EO) Ne 1102/95 na Komucusita ° i mo-Crieuaiso wieHoBe 6, 7 # 8 OT Hero,

Karo uMa mnpensua, 4e cwriaacHo Permament (EMO) Ne 2377/90, e neobxommmo
IOCTCIICHHO ONpEeACIdAHEC Ha MAKCUMAJIHO JOIMYCTUMHUTC TI'paHHUIMU 3a OCTATbYHO
CbAbpKaHUEC Ha BCUYKU Q)apMaKonoquHo AKTHUBHHU BCUICCTBA, KOUTO CC MU3II0JI3BaT, B
pamkuTe Ha OOIIHOCTTA, BbB BETEPUHAPHOMEAUIIMHCKUTE MPOAYKTH, pUIaraHu mpu
JKMBOTHH, OTIJIC)KAAHU 3a IMIPOMU3BOJCTBO HA XPaHH,

KaTo WMa MpPEeIBHJ, Y€ MAKCUMAJIHO JONYCTUMHUTE TpaHULM 3a OCTaThYHO
ChIIbpKaHUE cje/iBa Ja ObJaT ONPENENIEHH caMo cjejl MpoydyBaHe, B paMKUTE Ha
Komurera mno BeTepuHapHOMEIUIIMHCKM NPOAYKTH, Ha LsjgaTa HHpoOpmanus,
OTHacslla ce 10 0e30IacHOCTTa Ha OCTaThbUHUTE KOJUYECTBA Ha CHOTBETHOTO
BEUIECTBO 3@ IMOTPEOMTENUTE HA XpaHU OT JKUBOTUHCKU TPOU3XOJA U [0
BB3JICICTBUETO HAa OCTAThUHUTE KOJIMYECTBA BHPXY MPOMHUIIUIEHATa MpepadoTKa Ha
XPaHUTE;

KaTo MMa MpPEeIBUJ, Y€ MPU ONPEACIISIHETO HA MAaKCUMAJIHATE OCTAThYHU KOJIMYECTBA
BETEPUHAPHOMENMIIMHCKA MPOAYKTH, CHIBPKAIIUA CE B XPAHUTE OT >KUBOTHUHCKH
MPOM3X0J € HeoOXOoJMMO Ja ce IOocoyYaT >KUBOTHMHCKHUTE BHJOBE, Y KOHUTO
OCTaThYHUTE KOJIMYECTBA MOrar Ja ObJaT HalMIlE BbB BCAKA OT ChOTBETHUTE MECHU
ThKAaHU, TMOJY4aBaHU OT TPETUPAHOTO JKUBOTHO (TapreTHU THKAHU), KAKTO H
€CTECTBOTO Ha OCTATHYHOTO KOJIMYECTBO, NMAIO OTHOLIEHWE KbM MOHUTOPHMHIA HA
OCTaThYHUTE KOJIMYECTBA (OCTATHUYEH MapKep);
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KaTo HMMa TpeaBUJ, Y€ 3a KOHTPOJa Ha OCTAThYHUTE KOJIMYECTBA, KAKTO €
MPEIBHUIICHO B CBHOTBETHOTO 3aKOHOJATeNcTBO Ha OOMIHOCTTa, MaKCHUMAaTHUTE
TPaHUIM HA OCTATHUHUTE KOJIMYECTBA OOMKHOBEHO CJe/Ba Ja ObAaT OMpECIITHA 3a
4epHUs Ipo0 win OBOperuTe KaTo TapreTHU THhKAaHU; KaTO MMa TPEIABHI, Y€ MPHU
MEXIyHApOJIHATA THPrOBHUS UYEPHHUSAT IPo0 M OBOpEnHTe 4ecTo Ce OTCTPAHSABAT OT
Tpylna Ha XUBOTHOTO, MAKCHMAJTHU TPAHMIIN 32 OCTAThYHUTE KOJUYECTBA CJIe/[BA Ja
OBJaT OMPENIEIICHH ChIIO TaKa 3a MYCKyJHATa U MAacTHATa ThKaH;

KaTo MMa IPEABUJI, YE B CIIy4auTe, KOraTo JIEKAPCTBEHUTE CPEACTBA 3a BETEPUHAPHA
ynotpeda ca NpeaHa3HAYeHU 3a MNTUIU-HOCAYKH, MIICKOJAAMHU KUBOTHU WJIU
MEJIOHOCHH ITYE€IM, MAKCUMAJIHU TPAHULIM 32 OCTATHhYHHUTE KOJIMYECTBA CJIE/IBA CHIIO
Taka Ja ObJaT ompeesieHu 3a siIaTa, MISKOTO WIH MEJa;

KaTo MMa MpeABuja, 4e mpenaparbT capaduiokcanuH (sarafloxacin) cinena ma Obae
BKJItOUeH B npwiiokerue | kbM Pernament (EMO) Ne 2377/90;

KaTo MMa MPEBUI, Ye MpernaparbT OKCUTOIMH (0Xytocin) cienBa jaa Objie BKIOYCH B
npunoxenne Il kbm Pernmament (EMO) Ne 2377/90;

KaTo uMa TPEIBUI, Y€ 3a Jla MOXKe Ja ObJaT 3aBbPIICHU HAYYHHTE H3CIICIABAHUS,
npenaparsT aekcameTrazoH (dexamethasone) cienBa na Ob/1€ BKIIOUEH B MPUIIOKECHUE
I kM Permament (EMO) Ne 2377/90;

KaTo nmMa npeaBu, 4€ 3a Aa MOKC Ja 6"I)I[8,T 3aBbpPUICHU HAYUYHHUTC H3CICABAHMA,
CPOKBT Ha BaJIWAHOCT HAa BPEMCHHHUTC MAKCUMAJIHWU TI'paHUIUM 3a OCTAaTbYHUTC
KOJIMYECTBA, OIpeaeneHu mno-paHo B npuinoxkeHue I kbm Permament (EMO) Ne
2377/90 cnenBa na Obae MPOIBIDKEH 3a cheauHeHusTa okchennazon (oxfendazole),
¢debanten  (febantel), d¢enbenmgazon  (fenbendazole) wu  Tpukimabenmgazon
(triclabendazole);

KaTo MMa MPEJBUJI, Y€ € HeoOXOoANMO J1a ce Jaaae cpok oT 60 mHU Tpeau BIN3aHE B
CWJIa HAa HACTOSIIMS PErIaMeHT, 3a Ja MoraT JIbpKaBUTE-WICHKH Ja BHeEcaT
HGO6XOI[I/IMI/ITC KOpCKIOMHU B PaspCHIMTCIIHUTE 3a TbProBud Ha CbHOTBECTHUTC
BCTCPUHAPHOMCANIIMHCKA IMPOAYKTHU, KOHUTO Pa3pClIUTCIIHU Ca onnun n3gaAcHU B
crorBeTcTBUE C JlupektuBa 81/851/EMMO nHa ChbBeta 3, IIOCJIEAHO HW3MEHEHa C
JupexTuBa 93/40/EO*, ¢ nexn na ce B3emar MpEeABU pa3NopeIONTe HA HACTOSAIIUS
periamMeHT;

KaTo WMa IMpEeIABHJ, Y€ MEpPKHUTE, MPEABUJCHU B HACTOSUIUSA pPETJIaMEHT ca B
CBOTBETCTBHE CBhC cTaHOBHIIETO Ha Komurera 3a amantupaHe KbM TEXHUYECKHUS
IIPOrpec Ha JUPEKTUBUTE 32 OTCTPAHSIBAHE HA TEXHUYECKUTE MPEUYKH 32 ThPrOBUATA C
BETEPUHAPHOMEAUIIMHCKH MPOIAYKTH,

[TPUE HACTOAIMA PETJIAMEHT:
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Ynen 1

[Mpunoxenus I, Il u Il xem Permament (EMO) Ne 2377/90 ce u3MeHAT, KakTo €
IMOCOYCHO B NPUJIOKCHUETO KbM HACTOAIIUA PCIrIIaMCHT.

Ynen 2

Hacrosmusar persiaMeHT BiM3a B cuia Ha 60-us JeH OT NyOJMKYyBaHETO My B
Oguyuanen secmuux na Egponetickume obuHocmu.

HaCTOHH_[I/ISIT PEriiaMCHT € 3abJDKUTCIICH B CBOATA LIAJIOCT M CC IIpHJIara nNpsKO BbB
BCHUYKH ABPrKAaBU-YJICHKU.

CncraBeno B bprokcen Ha 26 roHu 1995 ronuna.

3a Komucuama
Martin BANGEMANN
Ynen na Komucusma
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1IPHIIO)KEHUE
Pernament (EMO) Ne 2377/90 ce nzmensi, KakTo clieBa:
A. Ilpunosxenue I ce u3meHs, KakTo cieasa:
1. [TpoTrBOMH(pEKIINO3HH CPEACTBA

1.2. AxTHOMOTHIIA
1.2.3. KBunoioau

®apMaKkoJIOrHyHO OcrarbyeH Mapkep JKMBOTHHCKH BUJ MIIOH TapreTHa ThkaH Hpyru paznopenodu
AKTUBHO BEILIECTBO
100 png/kg Yepen apod
,,1.2.3.2 Sarafloxacin Sarafloxacin [Tunera 10 pg/kg MactHa ThKaH + Koxa”
b. B nmpunoxenue I xpM T. 2 ,,OpraHudHy cheAMHEHUS ce MpubaBs cieqHaTa pyopuka:
2. OpraHUYHA XUMHKAITN
DapMaKoJIOTUYHO aKTUBHO BEIIECTBO JKMBOTHHCKH BUJ Hpyru paznopenou
,,2.6.1 Oxytocin Bcenukn 003alifHULIM, OTIVIEKIAHH 33
IIPOM3BOJICTBO HA XPaHU
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B. IIpunosxenue III ce n3mens, kakTo cieasa:

2. llpoTuBomapa3uTHU IpenapaTu

2.1. IlpoTuBomapa3uTHHU IpeNapaTH Cpelly eHIoNnapa3uTu

2.1.1. ben3umu 123011 ¥ TPOOCH3NMUA30IIN

®apMaKoJIOrHyHO OcraTbueH Mapkep JKMBOTHHCKH BUJ MJOH TapreTHa ThkaH Hpyru paznopenodu
AKTUBHO BEIIIECTBO
Komb6unupanu Benuku 1000 ug/kg Yepen n1pob Bpemennun M/IOH, cbe
2.1.1.1. Febantel OCTaThYHU KOJIMYECTBA | )KUBOTUHCKU 10 nug/kg MyckynHa ThKaH, CPOK Ha BJIMJIHOCT 710 1
oxfendazole, BHIOBE, OTTIICKIAHN O0BOpenH, MacTHA romu 1997 1.
oxfendazole sulfone u | 3a mpou3BOACTBO Ha ThKaH
fenbendazole XpaHH 10 pg/kg Misiko MJIOH ce otHacsT 3a
BCHUYKHU BUJIOBE
OCTaThYHU KOJIMYECTBA OT
febantel, fenbendazole u
oxfendazole
2.Fenbendazole KomOunupanu Benukn Bpemennu MJIOH, cbe
OCTaThYHH KOJIMYECTBA | )KMBOTHHCKH 1000 pg/kg Yepen npod CPOK Ha BaJIMHOCT J10 |
Oxfendazole, BHMJIOBE, OTTJICKIAHH 10 ug/kg MycKyiTHa ThKaH, o 1997 r.
oxfendazole sulfone u | 3a mpou3BOACTBO Ha O0B0pery, MacTHa
fenbendazole XpaHu THKaH MJIOH ce otHacsT 3a
10 pg/kg Misgko BCHUUYKHU BHUJIOBE

OCTAaThb4YHH KOJIMYECTBA OT
febantel, fenbendazole n
oxfendazole
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DapMaKoJIOrH4HO OcraTbueH Mapkep JKMBOTHHCKH BUJ MJIOH TapreTHa ThkaH Hpyru pasnopenou
AKTUBHO BEIIECTBO
Komb6unupanu Benukn 1000 ug/kg Yepen npob Bpemennu M/IOH, cbe
2.1.1.3. Oxfendazole OCTAaThYHU KOJMYECTBA | KUBOTUHCKH 10 ng/kg MycKkyiHa ThKaH, CPOK Ha BAIUIHOCT J0 1
Oxfendazole, BHIOBE, OTTIICKIAHN O0BOpenn, MacTHA romu 1997 1.
oxfendazole sulfone u | 3a mpon3BOACTBO Ha ThKaH
fenbendazole XpaHH 10 pg/kg Misiko MJIOH ce otHacsT 3a
BCUYKHU BUJIOBE
OCTaThYHU KOJIMYECTBA OT
febantel, fenbendazole u
oxfendazole
COop Ha ocTaThYHU I'oBena, oBiie Bpemennn MJIOH, cne
2.1.1.2. Triclabendazole | kosm4ecTBa, KOUTO 150 ug/kg MyckynHa ThKaH, CPOK Ha BaJIMJHOCT J10 |
MOTaT Jia Ce U3BJIeKaT 4yepeH Jipo0, ronu 1997 r.”
U OKCHUJUpAT 110 O0n0peru,
[I0JIy4aBaHe Ha 50 ug/kg MactHa ThKaH

ketatriclabendazole

4. Koptuxounu

4.1. ' mrOKOKOPTUKOU U
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DapMaKoJIOrHYHO OcrarbyeH Mapkep JKMBOTHHCKH BUJ MJIOH TaprerHa TbKaH Hpyru paznopeadu
AKTUBHO BEIIECTBO
I'oBena, cBuHE, 2,5 ug/kg Yepen n1pob Bpemennun M/IOH,
,,1.2.3.2. Dexamethasone Dexamethasone KOHE 0,5 ng/kg MycKkynHa ThKaH, ChC CPOK Ha
OBOpenn BaJIMIHOCT 110 1
l'oBena 0,3 ng/kg Muitsiko sayapu 1997 r.”
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