PETJIAMEHT (EO) Ne 749/97 HA KOMUCUSATA
ot 25 anpua 1997 ronuna

3a usMeHenue Ha npuiaoxenus L, IT u 111 kM Pernament (EMO) Ne 2377/90 na
CbBeTa 32 yCTAHOBSIBAHE HA MAKCHUMAJIHO JIONYCTUMHU I'PAHUIU HA OCTATHYHHU
BelIeCTBA OT BeTEPUHAPHOMEINIMHCKH NMPEeNapaTu B XPAHMU OT KUBOTHHCKHU
MPOMU3X0/

KOMUCHSITA HA EBPOITEVCKUTE OBIIHOCTHU,
KaTo B3e npensua JloroBopa 3a ch3naBane Ha EBpomneiickara oOIIHOCT,

karo B3e npeasui Permament (EMO) Ne 2377/90 na CobBera ot 26 onu 1990 1. . 3a
ompezensiHe Ha mpouenypa Ha OOIIHOCTTa 3a YCTaHOBSIBAHE HA MAaKCHUMAJIHO
JOTYCTHUMHM TPAHUIIA HA OCTAThUHU BEUIECTBA OT BETEPUHAPHOMEAUIIMHCKH MpenapaTu
B XpaHH OT xuBoTHHCKH mpomsxox (%), mociemno m3menen ¢ Permament (EO) Ne
1430/94 na Komucusra (2) Y MO-CIEIMaTHO YJIeHOBE 6, 7 U 8 OT Hero,

KaTo uma npeasu, dye cbriaacHo Permament (EMO) Ne 2377/90 TpsiOBa mocTerneHHo /1a
ce OMpeleNaT MaKCUMAIHO JOMYCTUMHUTE TPAHUIU 32 BCHUYKU (PapMaKOJIOTHYHO
aKTUBHU CYOCTaHIIMM, KOWTO C€ H3Moi3Bar B paMmkuTe Ha OOIIHOCTTa BBHB
BETEPUHAPHOMEIUIIMHCKA TPOAYKTH, MpeqHAa3HAYeHH 3a ymoTpeda MNpu KUBOTHU,
OTTJICK/IAHH 34 TIPOU3BOJICTBO HA XPaHH,

KaTo uMa IpelBUJ, Y€ MAKCHUMAJIHO JIOIMyCTUMUTE T'PAaHUIM CIIE/BA J1a CE ONPEACI AT
camMoO ciel pasriexnaHe, B paMkuTe Ha Komurera mo BeTEpHMHApHOMEIUIIMHCKU
MPOJYKTH, Ha Isi1aTa HHGOpMalKs, OTHAcAIA ce 10 0e30MacHOCTTa Ha OCTaThbUHUTE
KOJINYECTBA OT CHOTBETHOTO BEIIECTBO 3a MOTPEOUTENs Ha XpaHU OT >KUBOTUHCKHU
MPOM3X0A M JO BIMSHMETO Ha OCTaThbYHUTE KOJIMYECTBA BBHPXY IPOMHUIILIEHATa
npepaboTKa Ha XpaHUTE;

KaTo MMa MpeABUJ, Y€ IIPU ONPEACIIIHETO HA MAKCHUMAJIHO JOIYCTUMUTE TPAHULIA Ha
OCTAaThYHUTE KOJUYECTBA OT BETEPUHAPHOMEIMIIMHCKH NPOAYKTH, ChIABPKALIU CE B
XpaHUTE OT >KUBOTHHCKU MPOM3XOJ € HEOOXOAMMO Ja C€ MOCOYaT >KUBOTHMHCKUTE
BHJIOBE, Y KOUTO MOXE Ja IPUCHCTBAT OCTAThYHU KOJIMYECTBA, HUBATa, KOUTO MOXKE
Jla Cc€ IIPUCBCTBAT BBB BCSIKA OT CBOTBETHUTE MECHHU TBKAaHHW, IIOJIYyYEHU OT
TPETHUPAHOTO >KUBOTHO (MPHUIEIHA THKaH), KAKTO M €CTECTBOTO Ha OCTAaThYHOTO
KOJIMYECTBO, KOETO € IMOAXOJAII0 32 MOHUTOPHMHIAa Ha OCTaTbUYHHUTE KOJUYECTBA
(MapKkepHO OCTaTHYHO BEUIECTBO);

(*) OB Ne L 224, 18.8.1990 r. c1p. 1.
(2) OB Ne L 156, 23.6.1994 . c1p.6.
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KaTo UMa MIPEeBU, Y€ 32 KOHTPOJa Ha OCTaTbUYHUTE KOJINYECTBA, CIIOPE] ChOTBETHOTO
3aKoHOAATeNCTBO Ha OOIIHOCTTAa, OOMKHOBEHO CIIE/[Ba /1a C€ ONpEeAeNsAT MaKCHUMAaIHO
JONYCTUMM TPAaHULIM HA OCTaThUYHUTE KOJIMUYECTBA 32 IPULIETHUTE ThKAHU HA YEPHUS
npob u 6bOpenuTe; KaTo UMa MpeIBUl, Ye, MPU MEXKIYHAPOIHATA ThPrOBUS YEPHUST
npo0 u ObOperuTe YeCTo Ce OTCTPAHABAT OT TPYIMHOTO MECO, MAKCUMAITHO JTOTTYCTUMHU
IpaHUIM HAa OCTaThYHUTE KOJMYECTBA CJI€/[BA BUHArWM Ja CE€ OIMpPEAENSAT ChIIO U 3a
MYCKyJIHaTa U MacTHaTa ThKaH;

KaTo MMa mnpeaBua, 4€ B CIy4auTC, KOIraTO BETCPUHAPHOMCIUIMHCKUTC MMPOAYKTU Ca
npe€aHa3HauCHHU 3a YHOTpe6a IIpyu NIOTHOU-HOCAYKH, MJ'ICKO,I[aI\/'IHI/I JKHMBOTHH WA
MCJIOHOCHHU NYCIIN MAKCUMAJIHO AOIMYCTHMU I'paHUIMN CJICABA Oa 6’b,HaT OIIpCaACIICHU
ChIIIO TaKa " 3a HﬁHa, MIISIKO U M€,

karo mma npeasun, de difloxacinum u vedaprofenum ciensa na 6baar BKJIIOYEHH B
npunoxenue | koM Permament (EWMO) Ne 2377/90;

karo uma npeasua, ge thiomersalum u timerfonatum ciexBa ga ObaaT BKIIOYCHH B
npunoxxerne |l kem Permament (EMO) Ne 2377/90;

KaTo MMa MPEABUJ, Y€, 3a Ja Ce MMO3BOJIM 3aBBbPIIBAHETO HA HAYYHHUTE W3CIICIBAHUS,
clavulanic acid cnensa na 6bae BritodeHa B npuwioxkenue |l kbm Pernmament (EMO)
Ne 2377/90;

KaTo MMa MpEIBHJ, 4Y€, 3a Jia Ce IO3BOJIM 3aBBPIIBAHETO HAa TEKYIIMTE HAyYHU
H3CJIcABaHusA, CPOKBT Ha I[eflCTBPIe Ha BpEMCHHUTC MAaKCUMAJIHO JOIMYCTUMH I'PaHUIU
Ha OCTAaThYHM BEIIECTBA, MNPEABAPUTEIHO ycTaHOBeHW B mnpuiokenue Il kbm
Pernament (EMO) Ne 2377/90, cnenBa na 6b1¢ npoabiukeH 3a dexamethasonum;

KaTo MMa MpeABHJ, Y€ € HeoOXOAMMO Ja ce mpeABuau nepuoa ot 60 nHU mpenu
BJIM3aHE B CHJIa HA HACTOSAIIMS PErjaMeHT, 3a la MoraT JAbp>KaBUTEe-WICHKHU Jla BHEcaT
HY)KHUTE€ KOPEKIIMM B pPa3pelIMTENIHUTE 3a IyCKaHE Ha Iazapa Ha CHOTBETHHTE
BETCPUHAPHOME/MUMHCKH  TIDOAYKTH, {HHTO  PaspELIMTENHH  Ca OunM u3NaaeHu
chrimacuo Jlupextusa 81/851/EMO Ha Coeera ), mocnenso msmenena c HupektuBa
93/40/EMO “ ¢ nen cboOpa3siBaHe ¢ Pa3NOpeIOUTE Ha HACTOSILUS PErJIaMeHT;

KaTo UMa IIpeJ BUJ, Y€ MEPKUTE, IPEIABUACHH B HACTOSALIUS PETJIAMEHT, Ca B
CBOTBETCTBHE ChC CTAHOBMINETO HA KoMuTeTa 3a ajantupaHe KbM TEXHUYECKUS
IIpOrpec Ha TMPEKTUBUTE OTHOCHO IPEeMaxBaHe Ha TEXHUYECKUTE Oapuepu mpea
THPIrOBHATA B CEKTOPA HA BETEPUHAPHOMEANIMHCKH MIpEIapaTH,

[TPUE HACTOAIMA PETJIAMEHT:

®) OB L 317, 6.11.1981 r., ctp. 1
“ OB L 214,24.8.1993 r., cp. 31
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Ynen [

[Mpunoxenus |, Il u Il xpm Pernmament (EMO) Ne 2377/90 ce u3MeHAT, KakTo €
IIOCOYEHO B IIPUJIOKEHUETO KbM HACTOSALIMS PETIAMEHT.

Ynen 2

Hacrosimusat permameHnT Biam3a B cwia Ha 60 geH cien myOnMKyBaHETO My B
Oguyuanen secmuux na Eeponetickume Obwnocmu.

HaCTOHH_II/ISIT PErilaMCHT € 3aAbJDKUTCIICH B CBOATA UAJIOCT M CC IIpHJiara IpsakKO BbHB
BCHUYKH ABPKABHU-UYJICHKH.

CocraBeHo B bprokcen Ha 25 anpuin 1997 roguna

3a Komucuama
Martin BANGEMANN
Ynen na Komucusma
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1IPUIIO)KEHUE
[Tpunoxenusara kM Pernament (EMO) Ne 2377/90 ce U3MEHSAT, KaKTO ClIEBA:
A. Ilpunoxenue | ce u3MeHs, KakTo cieaBa:
1. IIpoTuBO3apa3Hu areHTu

1.2. AgTHOHNOTHIIN
1.2.3. KBunosonu

®apMakoyioruny MapkepHo Kusotuncku | MIAI'OB Tapretnu Hpyru
HO aKTHBHO/U OCTaThYHO BH/]I ThKaHU ChOOpaKEHUS
BEIIECTBO/a BEIIECTBO
,» 1.2.3.3. Difloxacinum [Munera, 1900 Yepen npob
Difloxacinum myHKH ug/kg
600 Bbropex
ng/kg
300 Myckyn
ng/kg
400 Koxa/mazuun
pg/kg | a"

4. [IpoTHBOBB3NAIUTENHU CPEACTBA
4.1. IIpOTMBOBB3NAIUTEIIHN AaHTUCTEPOUTHH
4.1.1. JlepuBaTu Ha apyJINPONHOHOBA KUCEJINHA

®dapmakosoruy MapxkepHo Kusotuncku | MAI'OB Taprernu Hpyru
HO aKTHBHO/U OCTAaThYHO BH/]L THKaHU CbOOpaKEHUS
BEIIECTBO/a BELIECTBO
»4.1.1.1. Vedaprofenum | ExnoxonutHu 1000 Yepen npob
Vedaprofenum ug/kg
100 Bbropex
ng/kg
50 pug/kg | Myckyn
20 ug/kg | MasHuna"

b. IIpunoxenue |l ce n3meHs, KakTo cienBa:

2. Opranu4yHu CheINHECHUS

DapMaKOIOrH4HO ‘ JKuBOTHHCKHM BUJ ’ Hpyru croOpakenus
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AKTUBHO/M BEIIECTBO/a
,,2.8.2. Thiomersalum Beuuku BumoBe MPOAYKTHBHH | 3a yrmoTrpeda camMo Karo
KUBOTHH KOHCEPBAHT npu
MHOTOKPAaTHU BaKCHHH
MpU KOHIICHTpAIUs, HE
Haasumasama 0,02 %
2.8.3. Timerfonatum Bcuuku BumOBe MPOIYyKTUBHU | 3a yrmoTpeba caMo KaTo
KUBOTHU KOHCEpPBAHT npu
MHOTOKpPaTHH BaKCUHU
IpU KOHIIEHTpAlusl, He
Haasumasaiia 0,02 %"
B. IIpunoxenue |1l ce usmens, kakto cienasa:
1. AHTUMH(EKIIMOH3HH CPEJCTBA
1.2. AgTHONOTHIIN
1.2.10. beranakTaMHH HHXHOUTOPH
®apmakonoruy MapkepHo Kusoruncku | MIAI'OB Tapretnu Hpyru
HO aKTHBHO/U OCTaThYHO BH/ ThKaHU ChOOpAKEHUS
BEIIECTBO/a BEIIECTBO
,1.2.10.1. Clavulanic acid | I'oBena, osire, 200 Myckya, Bpemennute
Clavulanic acid CBHUHE ng/kg | uepen apo6, | MAI'OB
O0BOpeK, u3Th4ar Ha 1
Ma3HUHA roinu 1999 . "
I'oBena, oBile 200 Misko
ng/kg
4. Koptuxonau
4.1. ' MIOKOKOPTUKOUIN
PapMaKoIOrH9HO MapxkepHo XKusotn | MAT'OB | Tapretau | Jdpyru
AKTUBHO/U OCTaTh4YHO HCKH BH]T ThKaHU | ChOOpaKEeHUs
BEII[ECTBO/a BEIIECTBO
,L4.1.1. Dexamethazonum | T'osexa, 2,5 ug/kg | Yepen Bpemennute
Dexamethazonum OBIIE, pod MJII'OB
€HOKOII u3Th4ar Ha 1
ATHU o 1999 r."
0,5 ug/kg | Myckyu,
O6b0pex
T'oBena 0,3 ug/kg | Misixo
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