PETJIAMEHT (EO) Ne 281/96 HA KOMUCUSATA
ot 14 ¢eBpyapu 1996 ronuna

3a u3MmeHenue Ha npuioxkenus | u 11l kbm Pernament (EMO) Ne 2377/90 na CbBera
Ha CbBera 32 ycTaHOBsIBaHe Ha npouexypa Ha O01HOCTTA 32 onpeaesasiHe HA
MAaKCHMAJIHO /IOIyCTMMH I'PAHULM HA OCTATbYHH BellecTBA OT
BeTEPUHAPHOMEIMIMHCKH NPenapaTH B XpPaHUTE OT }KUBOTHHCKHU NPOU3XO0/

(Teker ot 3Hauenue 3a EUII)

KOMUCHSATA HA EBPOIIEMCKUTE OBI[HOCTH,

kato B3¢ npensua JloroBopa 3a cb3naBane Ha EBpomneiickara oOmHOCT,

karo B3e mpenBun Permamenta (EMO) Ne 2377/90 ma CwBera ot 26 ronu 1990 r. 3a
yCcTaHOBsSIBaHE Ha mpoueaypa Ha OOIIHOCTTa 3a OompeiesiHe Ha MaKCHMAaJIHO JONMYCTHMHU
TPaHULM HA OCTaThYHU BEUIECTBA OT BETEPHUHAPHOMEIUIIMHCKU IMpernapaTH B XpaHUTE OT
KHBOTHHCKH IIPOM3XOJ’, TMOCHeaHO u3MeHeH ¢ Permament (EO) Ne 2701/94% ma
Komucusita u no-crneunaiHo 4ieHOBE 7 U 8 OT Hero,

Kato wWMma TmpeaBua, de cbriacHo Permament (EMO) Ne 2377/90, € HeoOXomumo
MOCTEIICHHO OMpeAeiisHe HAa MAaKCUMAJIHO JOMYCTHMHTE TPaHUIM 33 OCTaThYHO
ChABPKaHWE Ha BCUYKU (papMaKOJOTHYHO AaKTHBHHU BEIECTBA, KOUTO CE€ M3MON3BAT, B
pamkure Ha OONIHOCTTa, BHB BETCPUHAPHOMEIMIIMHCKUTE TPOMYKTH, TPHIATAHH TIPU
JKUBOTHH, OTTJICKIAHH 32 POU3BOJICTBO HA XPaHU;

KaTo MMa Mpe/BUJ, Y€ MAaKCHUMAJIHO TOMYCTUMHUTE I'PAaHHUIM 32 OCTaThUHO ChIbpKAHHE
cienBa ga ObAaT OHpEJeNIeHH caMo Clle] MpoydBaHe, B paMmkure Ha Komwurera mo
BETEpUHAPHOMEAMIIMHCKY TPOAYKTH, Ha Isata uHGoOpMalus, OTHAcsma ce J0
0€30I1aCHOCTTa Ha OCTaTbYHHUTE KOJIMYECTBA HA CHOTBETHOTO BELIECTBO 3a NOTPEOUTEIUTE
Ha XpaHW OT >XMBOTUHCKU IPOU3XOJ U A0 BB3JACHCTBHUETO HAa OCTATBUHUTE KOJINYECTBA
BBPXY IPOMHUIIUIEHATA IPepabOoTKa Ha XPaHUTE;

KaTo MMa MPEJBHUJ, Y€ TMpPHU OMNPENETSTHETO HAa MAaKCUMAJIHUTE OCTAThYHU KOJMWYECTBA
BETCPUHAPHOMEIUIIMHCKY MTPOIYKTH, ChIABPIKAIIN CE B XPAHUTE OT )KUBOTHHCKHU TTPOU3XO/T
€ HEeoOXOUMO J1a C€ TOCoYaT KUBOTUHCKHUTE BHJIOBE, Y KOUTO OCTATHYHUTE KOIUYECTBA
MoOraTr jJa OBJaT HaJIWIE BHB BCAKA OT CHOTBETHUTE MECHU THKaHU, MOJyYaBaHU OT
TPETUPAHOTO JKUBOTHO (TapreTHH TBHKAaHU), KAKTO M €CTECTBOTO Ha OCTaThYHOTO
KOJTMYECTBO, HMMAIO0 OTHOIIEHWE KHhM MOHUTOPUHTa HAa OCTAaThUYHUTE KOJIMYECTBA
(ocTaTpueH Mapkep);

KaTo MMa MpeABHUJ, Y€ 3a KOHTPOJIa HA OCTAThUHUTE KOJUYECTBA, KAKTO € MPEIBHUJICHO B
CHOTBETHOTO 3aKOHOAATEICTBO Ha OOIIHOCTTa, MAKCHMATHUTE TPAHHIIM HA OCTATHYHHTE
KOJIMYECTBAa OOMKHOBEHO cjelBa Ja ObAaT ONpeaessiHu 3a YepHHs Apod wiu OnOpernuTe
KaTo TapreTHH ThKAHM, KaTO MMa MPEABHJ, Y€ TPU MEXIAyHApOIHATA THPTrOBUS YCPHUST
npo0 1 6BOperTe YecTo ce OTCTPaHABAT OT TPyHa Ha )KMBOTHOTO, MAKCUMAIIHU TPAHUIIH
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3a OCTaTbYHHUTC KOJMYCCTBA CJICABA Ja 6’bIIaT ONpCACIICHHU ChIIO TaKa 3a MYCKYJIHATa U
MacTHaTa ThbKaH,

KaTo MMa MpeIBHJ, Y€ B CIIy4auTe, KOraTro JIEKapCTBEHUTE CpElICTBAa 3a BETEpPUHApPHA
yrmorpeba ca mpeaHa3HauYeHU 32 NTHIM-HOCAYKH, MIICKOJAWHH JKUBOTHU WJIH MEIOHOCHHU
MYesid, MaKCUMaJlHU TPaHUIIM 332 OCTaThbUHUTE KOJMYECTBA Clie[Ba CHIIO Taka Jga Obaar
ONpeJIeTICHU 32 AillaTa, MISKOTO WIH MEJIa;

KaTo MMa TPEIBUJ, Y€ TETPALMKINH, OKCUTCTPALMKIIMH, XJIOPTETPALMKIMH ¥ BCHUYKH
CyOCTaHIIMH, TIPHHAUICKAIM KbM CyI(pOHAMUIHATA TPYyIa ClIeABa Ia ObJaT BKIIOYCHH B
npusnoxenue | kbM Permament (EMO) Ne 2377/90;

KaTo MMa TMpEeJIBUJ, Y€ 3a Ja Ce JaJe BB3MOXKHOCT 3a 3aBBbpIIBAHE HAa HAYYHUTE
U3CTIEIBaHMS CPOKBT Ha BAJTMJAHOCT Ha BPEMEHHUTE MAKCUMAIIHO JOIMYCTHUMH IPaHULIA Ha
OCTaThYHUTE BEILECTBA, KOUTO Beue ca rnocoueHu B npuioxenue Il na Pernmament (ENO)
No2377/90, cnenBa na 0b/1€ MPOABIKEH 32 TPUMETOIIPUM;

KaTo MMa MpeABH, 4e € HeoOX0IuMo Jia ce aje cpok ot 60 THU Mpeau BIM3aHE B CUJia Ha
HACTOSIIHUS PEriIaMeHT, 3a Jla MOTaT JIbP)KaBUTE-WICHKHU J1a BHECAT HY)KHUTE KOPEKIUH B
pa3pelInTeNIHUTEe 32 THPrOBUS HA CHOTBETHUTE BETEPUHAPHOMEIUIIMHCKU TMPOAYKTH,
KOMTO PaspelliTeN N ca OWIH m3aeHu ceriacho Jupekrusa 81/851/EMO na Copeera’,
IOCJIEAHO U3MEHeHa ¢ JlupekrTuBa 93/40/EVI0*, ¢ nen cbhoOpa3siBaHe ¢ pasnopeaduTe Ha
HACTOSIIHUS PETJIAMEHT;

KaTO uMa npeaBujl, 4€ MCPKUTEC, MPCABUACHNU B HACTOALIUA PCTIIAMCHT, Ca B CbOTBETCTBUC
CbC CTAHOBHUIIICTO Ha IlocTossHHYS KOMUTET MO BCTCPUHAPHOMCININHCKHU ITPEIIapaTHu,

I[TPUE HACTOSIIUA PETJTAMEHT:
Ynen 1

[Tpunoxxenus | u 1l kbm Permament (EMO) Ne 2377/90 ce u3meHST, KaKTO € OMpeAesieHO B
MPIJIOKEHUETO KbM HACTOSIIUS PETJIAMEHT.

Ynen 2

HactoaummusaT permameHT Bin3a B cuia Ha 60-us 1neH ciel MyOJUKYBaHETO MY B
O¢uyuannus éecmuux na Eeponetickume obwHocmu.

HaCTOHH_[I/IHT PErIIaMCHT € 3aABJLDKUTCIICH B CBOATA LAJIOCT M CC IpUJIara HNpsskO BBB
BCHYKU OABPIKABU-UJICHKH.

CsocraBeno B bprokcen Ha 14 dpepyapu 1996 ronuna.
3a Komucuama

Martin BANGEMANN
Ynen na Komucuama
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1IPHJIO’KEHUE

A. Ilpunoxenue | ce u3MeHs, KakTo cieaBa:

1. AHTUMUKPOOHH CpeacTBa
1.1. XumuoTepaneBTUIH
1.1.1. Cyndonmnamuau

®apmakosniornyno | Ocrarpuen | KuBotuncku | MIAT'OB Tapretnu Hpyru
AKTUBHA Mapkep BUJIOBE ThKaHU ChOOpaxeH
cyOcTaHIus ust
,,Berakn OcHoBHa I'osena 100 pug/kg | Masako O6musT
cyOcTaHIuH, cyOcTaHIus (0):3iS coop ot
MIPUHAICKATITH Kosu BCUYKHU
KBbM cyOcTaHIMH
cyndoHaMHIHATA oT
rpyna cyndonuna
MUIHATA
rpyna He
TpsiOBa J1a
Ha/IBHUIIIaBa
100 ug/kg
1.2. AuTHOHOTHIN
1.2.6 Terpauukiux
®apmakonoruus | OcrarbueH | XXusotunck | MJII'OB | Taprerna HApyru
0 aKTHBHA MapKep U BUJIOBE ThKaHU CHOOpAKEHUS
cyOcTaHIus
,1.2.6.1. Co6op ot Benukn 600 pg/kg | brOpenn
Tetpanukiux OCHOBHATa | BHJIOBE 300 pg/kg | YepeH apob
cyOcTaHuMs | IPOAYKTHBH | 100 ng/kg | Myckyrmu
¥ HefiHHS 4- | M KHBOTHH [ 100 ug/kg | Misixo
CHIMED 200 pg/kg | Simma
1.2.6.2. C6op ot Benukn 600 ug/kg | brOpenn
OKCHTETpalMKJI | OCHOBHATa | BHJOBE 300 pg/kg | YepeH apob
UH cyOcTaHnus | IPOLYKTUBH | 100 ng/kg | Myckysn
U HeWHUS 4- | ¥ KUBOTHU 100 pg/kg | Musiko
CITHIMED 200 pg/kg | Simma
1.2.6.3 C6op ot Benukn 600 ug/kg | brOpenn
XJ‘IOpTeTpaIII/IKJ'I OCHOBHAara BHUI0BC 300 Mg/kg I{epeH ;[p06
UH cyOcTaHnus | IPOLYKTUBH | 100 ug/kg | Myckymu
U HeWHUS 4- | ¥ KUBOTHU 100 pg/kg | Musiko
CHHMED 200 pg/kg | Sitna”

b. IIpunoxenue 1l ce usmens, kakTo cieasa:
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1. AHTUMUKPOOHM CpeacTBa

1.1. XumuotepearneBTHIIN

1.1.2. JluaMUHO-NIMPUMUIUHOBH JICPUBATH

®apmakosiorn | OcrarbueH | Kuotunc | MAI'OB | Tapretnu Hpyru
YHO aKTHBHA/U Mapkep KU BHJIOBE ThKaHU ChOOpakeHUs
cyOcTaHms/u
Benuku 50 ng/kg | Myckynu, CpokbT Ha
BUJIOBE yepeH ApoO, | BpeMEHHUTE
»1.1.2.1. Tpumeronp | NpoAyKTUB O0B0perny, MAI'OB
Tpumeronpum | UM HU MacTHH u3Thya Ha 1
JKUBOTHU THKaHH, sHyapu 1998
MJISIKO r.”
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