PEI'JIAMEHT (EO) Ne716/97 HA KOMUCHUSITA

ot 23 anpua 1997 ronuna

3a usMeHeHue Ha npuioxkenus |l u 1l kbm Pernament (EMO) Ne 2377/90 na
CobBera 3a onpeesisine Ha npoueaypa Ha O0HOCTTA 32 YCTAHOBSIBAHE HA
MAaKCHUMAJIHO JONMYCTUMH FTPAHMIM HA OCTATHYHU BelIeCTBA OT
BeTEePUHAPHOMEIMIMHCKH MPENapaTu B XPaHHU OT :KUBOTHHCKH TPOU3X0/T

KOMUCHSATA HA EBPOIIEMCKUTE OBI[HOCTH,

Kato B3¢ npensua JloroBopa 3a cb3naBane Ha EBpomneiickara oOIIHOCT,

kato B3e mpensun Permament (EMO) Ne2377/90 ma CwBera ot 26 1onm 1990 r. 3a
ompezensHe Ha mnporenypa Ha OOIHOCTTa 3a YCTAaHOBSIBAHE HAa MAaKCHMAJIHO
JOITYCTUMH TPAaHUIM HA OCTAThYHU BEIIECTBA OT BETCPUHAPHOMEAWIIMHCKH MPETapaTu
B XPaHH OT UBOTHHCKH mpomsxox(’), mocaento msmeren ¢ Permament (EO) Ne1430/94
Ha KOMI/ICI/IﬂTa(Z) 1 MO-CIIEMAIHO WieHoBe 6, 7 U 8 OT HeTo,

KaTo MMa mpeaBu, Ye cbriacHo Permament (EMO) Ne 2377/90 TpsibBa mocTeneHHo aa
Ce OMpeAensiT MaKCUMajlHO JOMYCTUMHUTE TpaHHWIM 3a BCHYKK (DapMaKoIOTUYHO
aKTHUBHU CYOCTAaHIIMM, KOUTO C€ WU3MOoJA3BaT B pamMkuTe Ha OOMIHOCTTa BBHB
BETEPUHAPHOMEIUIIMHCKY TMPOAYKTH, MpEeIHAa3HaYeHH 3a ynorpeba NpU >KUBOTHH,
OTTJICKTAHH 32 TTPOU3BOJICTBO HA XPaHHU;

KaTo MMa TIPEIBU, Y€ MAKCHMAJTHO JOMYCTHUMUTE TPAHMIIM CJIC/IBA JIa CE OMPEICIIST
camMo cleJ pasriexaaHe, B pamkuTe Ha Komurtera mo BeTepHHAPHOMEIMIIMHCKH
MPOJIYKTH, HA Iis1ata MHGOpMAIlUs, OTHACAIA c€ J0 0e30MacHOCTTa Ha OCTAaThYHUTE
KOJIMYECTBA OT CHOTBETHOTO BEUIECTBO 3a IMOTPEOUTENs HAa XpaHU OT KUBOTHUHCKH
Mpon3xoaq MU A0 BJIUAHHUECTO HaA OCTAaTBbYHUTEC KOJMYCCTBA BHPXY IMPOMHIIICHATA
npepaboTKa Ha XPaHUTE;

KaTo uMa MPEelBUJl, Y€ MPHU OMPEICIIHETO Ha MAKCUMATHO JOMYCTUMHUTE TPAHUIM Ha
OCTAaTBYHUTE KOJMYECTBA OT BETCPUHAPHOMCIUWIHWHCKU HNPOAYKTH, CBAbpKallu CE€ B
XpaHUTE OT XUBOTUHCKHU TPOHM3XOJ] € HEeOOXOIUMO Ja Ce TOoCodYaT >KUBOTHHCKUTE
BHUJOBC, Y KOUTO MOXKEC Jia MPUCHCTBAT OCTAaThbYHU KOJIMYCCTBA, HUBATA, KOUTO MOXKE 1a
Ce MPHUCHCTBAT BHB BCSAKA OT CHOTBETHUTE MECHU THKAHU, MOJYUYEHU OT TPETUPAHOTO
KHUBOTHO (TIPUIIETHA THhKAH), KAKTO U €CTECTBOTO HA OCTATHYHOTO KOJIUIECTBO, KOETO €
MOIXOJANIO 32 MOHHMTOPHUHTAa HAa OCTAaTBYHHUTE KOJIUYECTBAa (MapKEpPHO OCTAaThYHO
BEIIECTBO);

KaTO uMa OpcaABU/J, 4€ 3a KOHTPOJAa Ha OCTATBYHUTE KOJNYCCTBA, CIIOPEC CbOTBETHOTO
3aKOHOJATCJICTBO Ha OGH.[HOCTTa, OOMKHOBEHO cJIcaBa Aa CC onpeAciidAT MaKCUMAJIHO
JOIMMYCTHUMHU I'paHHUI Ha OCTATBbYHUTEC KOJIMYECCTBA 3a MPULCIHUTC ThbKAaHW HAa YCPHUIA

(*) OB L 224, 18.8.1990 r. ctp.1.
(2) OB L 156, 23.6.1994 r. c1p.6.
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Ipo6 u OBOpenrTe; KaTo MMa HpeIBUll, Ye, IPU MEXKIYHApOIHATA ThPrOBHS YCPHUST
Ipo0 1 ObOpEUTe YeCTO Ce OTCTPAHIBAT OT TPYIMHOTO MECO, MAKCUMAIIHO JOMYCTUMH
IPaHUIM HAa OCTaThYHUTE KOJMYCCTBA CJIEBA BUHATU J]a CE ONPEACNIAT CHINO U 3a
MYCKYyJIHaTa U MaCTHAaTa ThbKaH,

KaTo uMa MPEJBUJI, Y€ B CIIydauTe, KOTaTO BETCPUHAPHOMEAUIIMHCKUTE MPOAYKTH Ca
MpeAHa3HAaYeHW 3a yrnoTrpebda Mpu NTHIM-HOCAYKH, MIICKOJAWHU JKUBOTHH WIIU
MEJOHOCHHM IMYEJIM MAaKCHUMAJIHO JOMYCTUMHU TpaHUIM clie[Ba Aa ObAAT omnpeleicHu
CBILIO TaKa U 3a SiIa, MISIKO U MEJ;

Kato uMa npeasu, ue Gonadotrophin releasing hormone Phe6 u Neostigminum cieasa
na ce Briroudat B npuitokenue 1l kem Permament (EMO) Ne 2377/90;

KaTo MMa MpeIBUJ, Y€ 3a Ja ce JaJe Bb3MOXKHOCT Jia C€ 3aBbpLIaT HayyHHUTE
u3cnensanus, Ivermectinum cienBa ga ce Bkioun B npuiiokenue |1l xpm Permament
(EMO) Ne 2377/90;

KaTo MMa MPEIBHJ, Y€ € HEOOXOAMMO Ja Ce MPeABUAM Mepuoj oT 60 mHU Tpenu
BJIM3aHE B CHJIa Ha HACTOSIIUS PETJIaMEHT, 3a Jla MOraT Jbp)KaBUTE-UJICHKH Jla BHECAT
HY)KHUTE KOPEKIIMM B pa3pelIMTEeITHUTEC 3a ITyCKaHe Ha Ta3apa Ha CHOTBETHHUTE
BETCPUHAPHOMEMIIMHCKU TPOJIYKTH, YHHTO g;aspemmenHH ca Owm W3IaJACHU
ceriaacao JlupextuBa 81/851/EMO Ha Coeera®, mocinenHo n3MeHeHa ¢ JupexTrBa
93/40/EUO™ ¢ uen CchOOpa3siBaHe C pa3nopeOUTe Ha HACTOSIIHS PEriiaMeHT;

KaTo UMa IIpeJ BUJ, Y€ MEPKUTE, IPEABUACHH B HACTOALLUS PETJIAMEHT, Ca B
CBOTBETCTBUE ChC CTAHOBULIETO Ha KomuTeTa 3a afanTupaHe KbM TEXHUYECKUS
Iporpec Ha TUPEKTUBUTE OTHOCHO IpeMaxBaHe Ha TEXHUUECKUTe Oapuepu npea
THPTOBHATA B CEKTOPA Ha BETEPUHAPHOMEIMIIMHCKH IIpenaparH,

I[TPUE HACTOSIIUA PETJIAMEHT:
Ynen 1

[Tpunoxenus Il u Il kbm Pernament (EMO) Ne 2377/90 ce n3MeHST, KaKTO € TOCOUYEHO
B IIPHUJIOKCHHUETO KbM HACTOAIINUA PETIIaAMCHT.

Ynen 2

Hacroamusat perinameHt Biau3a B cwia Ha 60-us AeH cienq myOJMKyBaHETO MY B
Oguyuanen ecmnux na Esponetickume oouHocmu.

HaCTOHH_[I/IHT PEriIaMCHT € 3aJdbJDKUTCIICH B CBOATA LAJIOCT M CC€ IpHJiara MmpsaxKoO BHB
BCHYKU OABPIKABU-UJICHKH.

CncraBeHo B bprokcen Ha 23 anpun 1997 roguna

@ OBL317,6.11.1981 r., ctp. 1.
@ OBL214,24.8.1993 r., cp. 31.
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3a Komucusama
Martin BANGEMANN
UYnen na Komucuama
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1IPHIIO’KEHUA

Pernament (EMO) Ne 2377/90 ce u3meHs, KakTo cieiBa:

A. Ilpunoxenue Il ce n3mens, kKakTo cieasa:

2. OpraHuyHU CheTUHEHUS

DapMaKoIOTHIHO AKTUBHO/H
BEIIECTBO/a

KusotuHcku Bug

Jlpyru cho0paxeHus

,» 2.85. D-Phe6-LH-RH

Bceuuku npoyKTuBHH
BHJIOBE JKUBOTHU

2.86. Neostigminum

Bcuukn IMPOAYKTUBHU
BUJ0OBEC XXNBOTHU

b. IIpunoxenue |1l ce u3mens, kakTo cieasa:

2. AHTHIIapa3WTHU CPEICTBA

2.3. Cpenctna, AeiCTBAIIM CPELLY €HI0- U €KTONapa3uTu

2.3.1. ABepMeKTHUHHI

dapMaKoJIOrH4HO MapxkepHo Kusorunc | MJAI'OB | Taprern Hpyru
aKTUBHO/U OCTaTbhb4HO KU BH]T U TbKaHU | ChOOpakeHUs
BEIIECTBO/a BEILECTBO
»2.3.1.6. 22, 23- Enenn, B 20 ng/kg | Myckyn CpokbT Ha
Ivermectinum Huxunpo- T.4Y. u BPEMEHHUTE
aBepMeKTHH B CEBEPHU 100 pg/kg | Mactan | M/IT'OB nstnua
la €JICHU. THKAaHU Ha | sHyapu
50 pg/kg | Yepen 1999 r.”
Jpob
20 ng/kg | broOpernn
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