PETJIAMEHT (EO) Ne 613/98 HA KOMUCUSATA
ot 18 mapt 1998 ronnna

3a usMeHeHue Ha npuioxenus 1L, III u IV kM Pernament (EMO) Ne 2377/90 na
CobBera 3a onpenesisine Ha npoueaypa Ha O0IHOCTTA 32 YCTAHOBSIBAHE HA
MaKCHMAJIHO JONYCTUMH I'PAHUIMN HA OCTATHYHHU BelleCTBA OT
BeTEePUHAPHOMEINIMHCKH MPEeNapaTu B XPaHH OT KUBOTHHCKH TPOU3X0/

(Texcr ot 3nauenue 3a EUII)
KOMUCHUSTA HA EBPOITEMCKUTE OBIIIHOCTHU,
Karto B3e npensun JloroBopa 3a ch3gaBane Ha EBporielickara oOIIHOCT,

karo B3e mpensun Permament (EMO) Ne 2377/90 ma CeBera ot 26 ronu 1990 r. 3a
ornpezensHe Ha npoueaypa Ha OOIIHOCTTa 32 YCTaHOBSIBAHE HA MAKCUMATHO JTOMYCTUMH
TPaHUIM Ha OCTAaThYHHU BEIICCTBA OT BETCPUHAPHOMEIMIIMHCKH TPEIapaTd B XpaHU OT
KHBOTHHCKH mpomsxox (1), mociemHo msMeHen ¢ Permament (EO) Ne 1430/94 Ha
Komucusita (%) ¥ II0-CIIeIHANHO dieHOBE 6, 7 1 8 OT Hero,

KaTto mMa mpenBul, de cbrimacHo Permament (EMO) Ne 2377/90 TpsiOBa mocTeneHHO J1a
Ce OIpeeIIsAT MAKCUMATHO JOMYyCTUMHUTE TPAaHHIIN 32 BCHYKU ()apMaKOJIOTHYHO aKTHBHH
BEIIECTBA, KOMTO CE€ U3IMOJI3BAT B paMKuTe Ha OOIIHOCTTAa BHB BETCPUHAPHOMETUITUHCKA
MPOJYKTH, MPEAHA3HAUCHH 32 YIOTpeda Mpu KUBOTHU, OTTIICKIAHH 3a IPOU3BOJICTBO HA
XpaHu;

KaTo MMa Mpe/BHJl, Y€ MAKCUMAJIHO JONYCTUMHUTE T'PAHULIU CJIE/Ba Ja CE ONpPENeisT
camMoO ciuej pasriexjgaHe, B pamkure Ha Komurera no BeTEpHHAPHOMEIUIIMHCKH
MPOJYKTH, Ha LisylaTa MHGoOpMalus, OoTHAcAlla ce 10 0e30MacHOCTTa Ha OCTaTbYHUTE
KOJINYECTBa OT CHOTBETHOTO BEIIECTBO 3a MOTPEOMTENs Ha XpaHU OT KUBOTHHCKH
MpPOM3X0A W J0 BIMSHHETO HAa OCTaThYHHUTE KOJIMYECTBA BBPXY IPOMHUIILIEHATA
npepaboTKa Ha XpaHUTE;

KaTo MMa MPEABHJ, Y€ MPH OIMpeNesTHETO Ha MAaKCHUMAIHO JOMYCTUMHUTE TPaHMIM Ha
OCTAaTBhbYHHUTEC KOJIMYECTBA OT BeTepI/IHapHOMe)II/IIII/IHCKI/I HpOI[YKTI/I, cwn)pmaum CC B
XpaHUTE OT JKUBOTHMHCKH TIPOHM3XOJ € HEOOXOAMMO Ja C€ IMOcoYaT >KUBOTHHCKUTE
BUJIOBC, y KOUTO MOXKE a HpI/IC”bCTBaT OCTaTh4YHHU KOJIMYCCTBA, HUBATa, KOUTO MOXKE Ja
Ce MPUCHCTBAT BHB BCSIKA OT CHOTBETHUTE MECHU THKAHH, MOJIYUYEHU OT TPETUPAHOTO
KUBOTHO (TIPHUIIEITHA ThKaH), KAKTO U €CTECTBOTO HA OCTATHYHOTO KOJHMYECTBO, KOETO €
MOAXOJANIO0 32 MOHHMTOPHMHTa Ha OCTAaThUHUTE KOJIHYECTBA (MapKepHO OCTATHUYHO
BEIIIECTBO);

(*) OB L 224, 18.8. 1990 r. c1p. 1.
(2) OB L 156, 23.6.1994 r. c1p.6.
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KaTo uMa IpeBUJ, Y€ 3a KOHTPOJIa Ha OCTaThYHUTE KOJIMYECTBA, CIIOPE] CHOTBETHOTO
3akoHoAarencTBo Ha OOIIHOCTTA, OOMKHOBEHO CJIE[BAa J1a C€ OMPENENSIT MAKCHMAIHO
JONYCTUMM TPaHMIM HAa OCTAaTbYHUTE KOJIMYECTBA 3a IPULIETHUTE ThKaHU HAa YEPHUS
npo6 u ObOpenuTe; KaTo UMa MpPEaBUI, Y€, MPU MEXKIYHAPOJIHATA ThPIOBUS YEPHUSAT
apo0 u ObOpenuTe YecTo ce OTCTpaHSIBAT OT TPYMHOTO MECO, MAKCHMAIHO JOMYCTUMH
IpaHUIM HA OCTAaThUYHUTE KOJMYECTBA CJI€/[BAa BHHATU Ja CE€ OIMpeaessaT ChIIO0 U 3a
MYCKyJIHaTa U MacTHaTa ThKaH;

KaTo uMa MpeABUJ, Y€ B CIIy4auTe, KOraro BETEPUHAPHOMEIUIIMHCKUTE MPOJIYKTU ca
NpeAHa3HaueHW 3a yrnorpeba TMpU NTULIH-HOCAYKHU, MIICKOJAWHH >KHMBOTHH HJIH
MEJOHOCHM MYeJIM MaKCUMaJHO JONMYCTUMM TPaHUIIM Clie/Ba Ja ObJaT OIpeAesieHU
CBILO TaKa M 3a SiIa, MISKO U MEJ;

Karo wma mpenBun, 4e kanueB HUTpaArT, KanweB dl-acmaprar, KaiueB TIIIOKYpOHAT U
kameB rimnepodocdar ciaeasa na ObaaT BKIOYEHH B npuioxkeHue II kbM PermameHt
(EMO) Ne 2377/90;

KaTo MMa TPEIBHI, Ye 3a Ja CE MO3BOJM 3aBBPIIBAHETO HA HAYYHHTE H3CIICABAHHUI,
GropheHNKOT U MOKCHICKTHH cieiBa Aa ObAaT BKIOYEHH B mpmioxkeHue 11 kbm
Pernament (EMO) Ne 2377/90;

Karo mma mpenBuj, 4e 3a Ja ce MO3BOJIM 3aBBPIIBAHETO HA HAYYHHTE H3CIICBAHUS,
MPOAB/DKUTEIIHOCTTA HAa BAJIMIHOCT HA BPEMEHHUTE TPaHUIM 32 OCTaThUHHUTE
KOJIMYECTBA, MpeaBaputTesHo neuaupanu B npuoxkenue 111 kpm Permament (EMO) Ne
2377/90 cnenBa na ObAaT yABIKEHU 32 anOeHaa30i cyadokcua U KapnpodeH;

KaTo WMa TMpeABHJA, Y€ MaKCHMalHH TPAHUIM 3a OCTaThbUHU KOJHMYECTBA 3a
METPOHHA30J1 HE MOraT Ja ObJaT YCTaHOBEHH, 3aIOTO OCTATHYHUTE KOJMYECTBA, HA
BCAKO HHBO, B XPaHUTEIHHUTE TMPOAYKTH OT KUBOTUHCKH TPOM3XOJA, MOrar Ja
MIPEJCTaBISABAT PHUCK 32 3APAaBETO Ha KOHCYMAaTOpa; KaTo MMa TPEIBHI, Y€ TOBA CIIE/IBa
na Obe BKIoYeHo B puitoskerue IV kpMm Pernament (EMO) Ne 2377/90;

KaTo uMa MpeBUI, Y€ € HEOOXOAUMO Aa ce MpeABUIN epuod oT 60 THU mpeau BIU3aHe
B CHJIa HAa HACTOSIIHS PETJIAaMEHT, 3a JIa MOTaT IbpPXKAaBUTES-WICHKH Ja BHECAT HYKHHUTE
KOPEKIIMM B  pa3pelIuTe]IHUTE 3a I[yCKaHe Ha TMa3apa Ha  CHOTBETHUTE
BETEPUHAPHOMEIUITUHCKU MPOTYKTH, YAUTO PA3PEIINTEITHU ca OWIIM U3/IaJICHH CHIITACHO
Hupextusa 81/851/ENO na CnBeta (3), nocneaHo usmeHena ¢ lupexrusa 93/40/ENO @
C 1IeJT ChOOpa3siBaHe ¢ pa3nopea0uTe Ha HACTOSIIIHS PETIaMeHT;

KaTo uMa TMpea BUJ, Y€ MEpPKUTE, MNPEIBUJICHH B HACTOSALIUS pErJIAMEHT, ca B
CHOTBETCTBHUE ChC CTaHOBHUINETO HAa KoMuTeTa 3a agantupaHe KbM TEXHUYECKUS MPOTpec
Ha JMPEKTUBHUTE OTHOCHO MpeMaxBaHE HAa TEXHUYECKHUTE Oapuepu Mpe] ThProBUSATA B
CEKTOpa Ha BETEPUHAPHOMETUITMHCKH TIperapaTu,

® OB L317,6.11.1981 ., cp. 1.
@ OB L 214,24.8.1993 r., c1p. 31.

31998R0613 — LII1P — penakTupan



I[TPUE HACTOS A PETJIAMEHT:
Ynen 1

[Tpunoxenus I, 11l u IV kpm Pernmament (EMO) Ne 2377/90 na CpBera 1o TO31 HaYMH Ce
MU3MEHST, KaKTO € MTOCOYEHO B IPHIIOKEHHUETO.

Ynen 2

Hacrosmusar pernmameHT Biau3za B cuia Ha 60us geH cien NyOJMKYBAaHETO My B
Oguyuanen secmuux na Eeponetickume oowHocmu.

HaCTOHH_[I/IHT PErIIaMCHT € 3aJAbJDKHUTCIICH B CBOATA LSAJIOCT W CC IIpuiiara IpsKO BbB
BCHUYKH OABbPrKaBU-YJICHKU.

CncraBeno B bprokcen Ha 18 mapt 1998 ronuna
3a Komucuama

Martin BANGEMANN
Ynen na Komucuama
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1IPHJIO’KEHUE

A. Ilpunoxenue Il ce n3meHs, kakTo cieasa:

1. HeopranuuHu XMMHUYHU CpEACTBa

DapMaKoJIOrHYHO
AKTHUBHO(H)
BeIeCcTBO(a)

Kusotuucku By

Jpyru cro0pakeHust

Kanues Hutpar

Benuku BUJOBE, OT KOUTO
CC MMPOM3BCIKIA XpaHa

Kamues DL-acmaprar

Benuku BHUJOBE, OT KOUTO
CC MMPOM3BCIKIA XPpaHa

Kanues rirokopon

Bcwuku BUmoBe, OT KOUTO
ce MPOM3BEXKA XpaHa

Kamues rmuniepodocdar

Bcuukm BUoBe, OT KOUTO
ce MPOM3BEXKA XpaHa

b. IIpunoxenue III ce n3mens, KakTo cieasa:

1. IIpoTuBo3apa3Hu areHTu

1.2. AuTHOMOTHLIA

1.2.11. ®nopdheHnKos1 u CBbpP3aHU CheTUHEHUS

®apmakonor | Mapkepro | XKusotune | MAI'OB IMpunennun | dpyru cbobpaskeHus
UYHO OCTaThYHO | KU BUJ ThKaHU
aKTUBHO(M) | BEIECTBO
BeIecTBO(a)
,Florfenikol |Cyma ot Puba 1 Myckynu u VY C0BHO U3THYaHE Ha
bmopdeno 000 pg/kg | koxa B MJTI'OB Ha 1 romm 2000
au €CTECTBEHU T.
HEroBUTE MPOMOPLUHU
METa0OoUT
H,
opa3MepeH
1 KaTo
braopdeno
J-aMHUH
2. AHTUTIIapa3UTHYU areHTH
2.1. ArenTH, IefCTBAIIM CPELy BBTPEIIHN apa3UuTH
2.1.1. bensumuaazonu u Mpo-0€H3UMHUIAZ0TH
dapmakoJior ‘ MapkepHo ‘ KuBoTHHCKHN ‘ MJIT'OB ‘ [Tpunennu ’ Hpyru
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UYIHO OCTaThYHO BH/T ThKaHU ChOOpax
AKTHBHO(H) BEILIECTBO EHUS
BeIIeCcTBO(a)
»Albendazole | Cyma ot l'oBena, oBie, 1000 ug/kg |Yepen apob | YcaosHo
sulphoxide | Albendazole, |da3zanu 500 pg/kg Br6pek U3TUYAHE
Albendazole Ha
sulphoxide u 100 pg/kg Myckynu, MJII'OB
Albendazole 2- MAa3HUHU Ha 1
amino I'oBena, oBie Mutsiko SHYyapH
sulphone, 100 pg/kg 2000 r.
M3pa3eHH KaTo
Albendazole
2.3. AreHTH, IeHCTBAIIM CPELLy BHTPEIIHN U BHHIIHU Napa3UTH
2.3.1. ABepMeKTUHU
®apmakonoru | MapkepHo | XKuBotuHc MIAT'OB [Mpunenan | dpyru
YHO OCTaThYHO | KU BH]L ThKaHU cbhoOpaxke
aKTUBHO(M) | BEIIECTBO HUS
BeIIeCTBO(a)
,Moxidektin | Moxidekti Kone 50 ng/kg Myckynu | YCIoBHO
n Masuunau | A3THYaHE
500 ug/kg Ha
Uepen npob MAT'OB
100 ug/kg Eg;apﬂ
50 pg/kg bropex 2000 1.

4. IIpoTnBOBB30Y KAl aTr€HTU
4.1. HectepouaamHu MpOTUBOBB30YXIAIIN ar€HTH
4.1.1. [Ipon3BOAHU HA apUIINIPONMOHHATA KUCETUHA
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®apmakosiornyHo | Mapkepno | KuBoTunc MII'OB [Ipunenaun | dpyru
AKTUBHO(H) OCTaThYHO | KU BH]I ThKaHU ChOOpaKEHUS
BEIEeCTBO(a) BEIIECTBO
,,Carprofen Carprofen | ToBena 1 000 ug/kg Yepen apo0, | YciIoBHO
O0B0OpeK H3THYaHE Ha
Myckymu, |MATI'OB Ha l
500 ng/kg Ma3HUHHU sayapu 2000 .
Uepen npo0,
1 000 pg/kg O0BOpex
50 pg/kg Myckynn
100 pg/kg Masuunan

B. IIpunoxenue IV ce u3MeHs, KakTo CIe/Ba:

Crnucek Ha (I)apMaKOJ'IOFI/I‘IHO AKTUBHUTC BCIICCTBA, 3a KOUTO HC MOIraT Ja 6’LI[8.T
OIpeaciiCH MaKCUMaJIHU HUBA

,»MeTpOoHH1a30J1".
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