PEI'JIAMEHT (EO) Ne 2535/2000 HA KOMUCHSITA
ot 17 noemBpu 2000 roquna

3a u3MeHeHue HA npujioxkeHue I kbm Pernnament (EMO) Ne 2377/90
HA 32 YCTAHOBSIBAHE HA MAKCHMMAJIHO JIONYCTUMHU I'PAHUIIA HA OCTATHYHH
BellleCTBA OT BeTePUHAPHOMEIMIIMHCKHU MPENapaTH B XPaHH OT KUBOTHHCKH
NMPOMN3X0/

(Texer ot 3Hauenue 3a EUII)

KOMUCHUSTA HA EBPOITEMCKUTE OBIIIHOCTHU,
Kato B3¢ npeasun JJorosopa 3a ch3gaBaHeTo Ha EBpomeiickara o0mHOCT,

kato B3e mpensua Permament (EMO) Ne 2377/90 ma CoBera ot 26 tonu 1990 r. 3a
ompenensHe Ha mnpouenypa Ha OOLIHOCTTa 3a YCTaHOBSBAaHE Ha MaKCHUMAaJIHO
JO0IMYCTHUMHU I'PaHUIIM HA OCTAaTh4YHU BCIICCTBA OT BETCPUHAPHOMCIAUIIMHCKHN IIpCiapaT
B XPaHH OT XMBOTHHCKH MPOM3XOX , MOCHEAHO u3MeHeH ¢ Permament (EO) Ne
2391/2000 na Komucusra 2, M B YaCTHOCT 4JIeHOBE 6, 7 1 &,

Karo uma npensu, ye:

(1) Corinacuo Permament (EMO) Ne 2377/90 TpsiOBa MOCTENEHHO 1@ CE€ OMPEICIST
MaKCHUMAaJHO JIOMyCTUMHUTE TpaHULU 3a BCHUYKH (PAPMAKOJOTMYHO AaKTHBHHU
cyOCTaHIIMM, KOWUTO c€ u3Mmoi3BaT B paMmkuTe Ha  OOIIHOCTTa  BBB
BETEpUHAPHOMEAMIIMHCKY MPOAYKTH, INpEIHA3HAYeHH 3a ynorpeda Npu >KUBOTHHU,
OTIJICKIAaHH 32 MTPOU3BOJICTBO HA XPAHHU.

(2) MakcumanHO JONMYCTHMHUTE TPAHMIM ClelBa Ja CE ONpeNeNsiT caMo Clel
pasriexaane, B paMkuTe Ha Komurera 1mo BeTepHHApPHOMEAWIIMHCKU MPOIYKTH, Ha
Is1aTta nHGOpMaIHs, OTHacAIIA ce 0 0e30IT1aCHOCTTa Ha OCTAThYHHUTE KOJIHMYECTBA OT
CHOTBETHOTO BEIIECTBO 3a MOTPEOHTENs HA XPaHW OT JKMBOTHHCKH HPOM3XOJ] H JIO
BIMSHUETO Ha OCTAaThYHUTE KOJMYECTBA BBPXY MPOMHILIEHATa NpepadoTKa Ha
XpaHUTe.

(3) Ilpu ompenensHeT0 Ha MAaKCHMAJIHO MAaKCHMAJIHO JOMYCTUMHUTE TpaHUIM Ha
OCTaThYHHUTE KOJIMYECTBA OT BETCPUHAPHOMETUIIMHCKH MPOAYKTH, ChIbPIKAIIN CE B
XpaHHUTE OT JKUBOTHHCKH IIPOM3XOJ € HEOOXOAMMO Ja C€ I0COYaT >KHBOTHHCKHTE
BHUJIOBE, Y KOUTO MOJKE J1a IPUCHCTBAT OCTATHYHU KOJMUYECTBA, HUBATa, KOUTO MOXE Ja
Ce MPHCHCTBAT BHB BCSAKA OT CHOTBETHHTE MECHHM THKAHH, IOJYYEHH OT TPETHUPAHOTO
YKMBOTHO (IIPHUIIETHA ThKaH), KAKTO U €CTECTBOTO Ha OCTATHYHOTO KOJIUYECTBO, KOETO €
HOAXOJAII0 38 MOHHTOPHHTA HA OCTaThUYHHMTE KOJIHMYECTBA (MAapKEPHO OCTATHYHO
BEIIIECTRO).

1 OB, Ne L 224, 18.8.1990 r., ctp. 1.
20B, Ne L 276, 28.10.2000 ., cTp. 5.
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(4) 3a ocwhliecTBsIBaHE KOHTpPOJIa HA OCTAThUHHUTE BelIeCTBA TPsIOBa Jla Ce ONMPEICIIsT,
Bb3 OCHOBa Ha OOIIHOCTHOTO 3aKOHOJATEJICTBO IO Ta3d MaTepus, MaKCHMAJIHO
JIONYCTHMH TPAHHMIM HA OCTaThYHM BEIECTBA [VIABHO 3a MPUIEIHUTE ThKAHH, YCPHHSI
apo6 wim OwOperure. YUepHust apod u OBOpEnUTE HYECTO CE€ OTCTPaHSBAT OT
KJIaHUYHUTE TPYIOBE, KOUTO Ca MPEIMET Ha MEXIYHAPOIHA ThPrOBHs, U MOPaIHd TOBA
CBIIO CJICZIBA Ja C€ OMPEACNIAT MAaKCHMAJIHO JOMYCTHUMH TPAaHUIM Ha OCTAThYHU
BEIIIECTBA 32 MYCKYJIHUTE MJIH MACTHUTE ThKaHH.

(5) B canyuante, KOraro BeTepUHAPHOMEAMIIMHCKUTE MPOAYKTH Ca MpeJHa3HAYEHH 3a
ymorpeba TpH NTHIH-HOCAYKH, MIIEKOJAAWHHM J>KUBOTHH WM MEJOHOCHU ITYEIN
MaKCHUMAJTHO JIOITYCTUMU TPaHUIM Clie/[Ba 1a ObJaT ONMPEACIICHN ChIIO TaKa U 3a SHIa,
MIISIKO B ME/I.

(6) IMpeanusoaoHbT TPsOBa Aa ce BKIOYM B npuiokenue | kbM Pernmament (EMO) Ne
2377/90.

(7) CnenBa nma ce mpeaBUIy AOCTAThUEH CPOK IPEAM BIM3aHETO B CHJIa HA HACTOSIIUS
peryiaMeHT, Tpe3 KOWTO AbpPKABUTE-WICHKU Ja BHECAaT HEOOXOAMMHUTE IMPOMEHH B
pa3pelIuTeNIHUTE 3a MyCKaHE Ha Ma3apa Ha CHhOTBETHUTE BETEPUHAPHOMEIUIIMHCKH
IPOAYKTH, YAUTO Pa3pelIuTesIHu ca Omim u3aaneHu corinacHo Jupexrusa 81/851/ENO
Ha CbBeTa ~, mocienHo u3aMenena ¢ Jupexrusa 93/40/EMO 4

(8) MepkuTe, mNpeaBHICHH B HACTOSIIUS pErjaMeHT, ca B CHOTBETCTBHE ChC
cTtaHoBUIIETO HA [IOCTOSTHHUS KOMUTET 110 BETEpUHAPHH JIEKAPCTBEHH CPEJICTBA,

I[TPUE HACTOAIMA PETJTAMEHT:

Ynen 1

[Tpunoxxenune I koM Permament (EMO) Ne 2377/90 ce u3MeHs B CHOTBETCTBHE C
MPUIOKEHUETO KbM HACTOSIIIHS PETIaMeHT.

Ynen 2

HacToamusaT perinameHT BiM3a B cujla Ha TPETUs JEH, CJelBall J€HS Ha HErOBOTO
nyonukyBaHe B Oguyuanen eecmuux na Eeponetickume obwnocmu.

Toit ce mnpwmiara, CYMTaHO OT WIECTIECETHS J€H, CJEABANl JEHS HAa HETOBOTO
nyOJIMKyBaHe.

HaCTOHH_[I/IHT PEriIaMCHT € 3aAbJDKUTCIICH B CBOATA LAJIOCT U € MPAKO IMPUITIOKUM BBHB
BCHYKU OABPIKABU-UJICHKH.

CsocraBeno B bprokcen Ha 17 HoemBpu 2000 roauHa

0B, Ne L 317, 6.11.1981 r., crp. 1.
*OB, Ne L 214, 24.8.1993 r., ctp. 31.
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3a Komucuama
Erkki LIIKANEN
Ynen na Komucuama
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1IPHJIO’KEHUE

A. TIlpunosxenue [ koM Pernament (EMO) Ne 2377/90 ce n3MeHs1, KakTo Clie/Ba:

5. Koprtukounu
5.1. T'mroxokopTuKOAN
®apmakosiornyno | Mapkepuo | Xuotuncku | MII'OB | Ilpunennu | Hpyru
aKTUBHO/U OCTaThYHO BU/]I ThKaHU ChOOpaKEHUS
BEIIECTBO/a BEIIECTBO
,, I IpEIHU30I0H [Mpeauuszon | 'oBena 4 ug/kg | Myckyn
Prednisolone OH 4 ng/kg | Masuuna
Prednisolon 10 ng/kg | Yepen apod
e 10 pg/kg | bebpenn
6 ug/lkg | Masiko”
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