PEI'JIAMEHT (EO) Ne 1943/1999 HA KOMUCUSITA
ot 10 cenremBpu 1999 rognna

3a n3MeHeHue Ha npujoxkenus I, I1 u Il kbm Pernament (EMO) Ne 2377/90 na
CbBeTa 3a onpeaesisiHe HA npoueaypa Ha OOIHOCTTA 32 YCTAHOBSIBAHE HA
MAaKCHMAJIHO JONMYCTHMH FPAHUIM HA OCTATHYHH BelIeCTBA OT
BeTePUHAPHOMEIUIMHCKY NPEeNnapaTu B XPaHU OT )KUBOTHHCKH MPOU3X0/

(Texct ot 3Hauenue 3a EUII)

KOMUCHSITA HA EBPOIIEMCKUTE OBIHIHOCTU,
Kato B3e npensua JloroBopa 3a ch3gaBane Ha EBpomneiickara oOmIHOCT,

karo B3e mpensun Permament (EMO) Ne2377/90 na CobBeta ot 26 1onu 1990 r. 3a
ompezensHe Ha mnporenypa Ha OOmHOCTTA 3a YCTAaHOBSBAHE HA MAaKCHMAITHO
JOIYCTUMH T'PaHUIM HA OCTAThUHU BEIIECTBA OT BETEPUHAPHOMEAHUIIMHCKH MpenapaTu
B XPAaHH OT XMBOTHHCKH IIPOM3XOJ, TOCIeHO m3MeHeH ¢ Pernament (EO) Ne1942/99
Ha KOMI/ICI/I}ITaZ, M IIO-CIEIMAJIHO WieHOBE 6, 7 M 8 OT HeETo,

1) Kato uma npensun, ye copriaacHo Permament (EMO) Ne 2377/90 tpsioBa mocteneHHO
Ja CE OMPENeNIAT MaKCHMAJTHO JOIMYCTHMHTE TPAaHUIM 3a BCUYKU (HapMaKOJIOTHIHO
AKTUBHM BEILECTBA, KOUTO C€ M3MoN3BaT B pamkuTe Ha OOIHOCTTa BBHB
BETEPUHAPHOMEIUIIMHCKU TPOJYKTH, IPEIHA3HAYCHU 3a yIoTpeda IMpU >KUBOTHH,
OTIJICKIAHH 32 MMPOU3BOJICTBO HA XPAHHU.

2) Karo nma npeaBu, Ye MaKCUMAIHO JIOYCTUMHTE TPAHUIIM CIIEABA J]a CE ONPEICIIST
camMo cien pasriexaaHe, B pamMkuTe Ha Kommrera 1O BeTepHHAPHOMETUIIMHCKA
NPOAYKTH, Ha IsIaTa MHPOpMaLUs, OTHACSIA ce JO 0e30MacHOCTTa Ha OCTaThbYHHUTE
KOJIMYECTBA OT CHOTBETHOTO BEIIECTBO 3a IMOTPEOWTENS HA XpPaHW OT >KUBOTHHCKU
OpOM3X0A W JO0 BIMSHUETO HAa OCTAaThbUHUTE KOJMYECTBA BBPXY MPOMHILIEHATA
npepaboTKa Ha XpaHUTE.

3) Karo uma mpenBu, ue mpu ONpeaesiTHETO Ha MAaKCUMAJTHO JOMYCTUMHTE TPAHUIU Ha
OCTATBYHUTE KOJIMYCCTBA OT BETCPUHAPHOMCIUWIHWHCKU HNPOAYKTHU, CbAbpKallkd CC B
XpaHUTE OT XUBOTUHCKHM TPOHM3XOJ € HEeOOXOIMMO Ja Ce€ MOCcOoYaT >KUBOTHHCKUTE
BHUJOBC, Y KOUTO MOKC Jia MIPUCHCTBAT OCTAaThbYHU KOJIMYCCTBA, HUBATA, KOUTO MOXKC J1a
Ce€ MPUCHCTBAT BbB BCSKA OT CHbOTBETHUTE MECHU THKAHU, MOIYYEHU OT TPETUPAHOTO
JKUBOTHO (TIPHIIENIHA ThKaH), KAKTO U €CTECTBOTO Ha OCTATHYHOTO KOJIMYECTBO, KOETO €
MOAXOASAIIO 332 MOHUTOPUHIA Ha OCTaThbUHHUTE KOJIMYECTBAa (MapKEpHO OCTaThUHO
BEIIIECTBO).

4) Karo uma mnpeaBuja, 4ye 3a KOHTpPOJAa HA OCTAaThbYHUTE KOJMYECTBA, CIOpEN
CBHOTBETHOTO 3aKOHOJATEJICTBO Ha OOIIHOCTTa, OOMKHOBEHO CJe/lBa Ja C€ OIpPEeeIIsAT
MaKCHMAaJIHO JIOMYCTUMH FPaHULM HAa OCTAThbUYHUTE KOJIMYECTBA 3a MPULIETHUTE ThKaHU
Ha 4YepHHA po0 U OBOperuTe; KaTo uMa NpeaBu I, e, MPH MeKIyHapoIHATa ThProBUs

0B L 224,18.8.1990 r. cTp. 1.
2 Buwx ctp. 4 Ha HacTosmusd OUIHaNeH BECTHUK.
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YEPHUAT ApoO M OBOpEIUTE YeCTO ce OTCTPaHsSBAaT OT TPYMHOTO MECO, MAaKCHMMAaJIHO
JOIYCTUMH TPaHUIIM HAa OCTAThUHUTE KOJUYECTBA CIICJBA BHHATH JIa CE OIPEACTAT
CBIIO W 32 MYCKYyJTHaTa M MacTHaTa ThKaH.

5) Kato uma npensu, 4e B CirydyauTe, KOraTo BETEPUHAPHOMEAUITMHCKUATE MMPOTYKTH Cca
npeJHa3HayYeHu 3a yrnorpebda Mpu NTUIU-HOCAYKH, MIIEKOJANHU JKUBOTHU WIIU
MEJOHOCHH ITYEIM MaKCHUMAJIHO JONYCTUMHU TPaHUIM Clie[Ba Aa OBbJaT OmpeeiacHU
CBIIIO TaKa | 3a fillla, MIIKO U MEJ.

6) Karo uma mpenBuj, ue enpuHOMEKTHH TpsOBa Aa ObJe BKIIOUEH B MpHIIOKeHHE |
kbM Pernament (EMO) Ne 2377/90.

7) Karo mma npeasua, ye medornepa3oH W aTponuH TpsOBa jga ObJaT BKIIOYEHU B
npuinoxkenue Il kem Pernament (EMO) Ne 2377/90.

8) Kato muma mpenBuj, Ye 3a MPUKIIOYBAHETO HA HAYYHHTE W3CIICABAHHS, CJICIBA J1a
O0b1e BrItoueH nedornepason B npmioxkenue I ksm Pernmament (EHO) Ne 2377/90.

9) Karo uma npeaBu, 9€ 3a MPUKIKOYBAHCTO HAa HAYYHUTC HU3CIICABAHUS, CIICABA 1a CC
YABIIKHU chKa Ha BAJIMIHOCT HaA BpeMeHHI/ITe MAaKCHUMAJIHO IIOHYCTI/IMI/ITe FpaHI/IIlI/I Ha
KJIaBYJIOHOBATa KHCCJIMHA, KOUTO Ca OIPCACIICHU B IIPHUIIOKCHUC Il kxeMm Pernmament
(EMO) Ne 2377/90.

10) Karo uma mpeasuj, 4e € HeoOXOAMMO Ja ce IpeABHIU nepuoa oT 60 AHHM Mpeau
BJIM3aHE B CHJIa Ha HACTOSIIMS PETJIaMeHT, 3a Ja MOTaT AbP)KaBUTE-WICHKH J1a BHECAT
HY)KHUTE KOPEKIIMM B pa3pelIMTEeIHUTEC 3a IyCKaHe Ha Ta3apa Ha CHOTBETHHUTE
BETEPUHAPHOMEIUIIMHCKYA TPOAYKTH, UYHUUTO pPa3pelIuTeNHH ca OWilM u3AaJeHu
ceraacHo Jlupexrusa 81/851/EMO Ha CbBera’, mocienHo m3MeHeHa ¢ JIMpeKTHBa
93/40/EMO ? ¢ nien CchoOpa3siBaHe ¢ pa3nopeadUTe Ha HACTOSIINS PETJIaMEHT;

11) Kato wuma mnpeaBua, ye MEpKUTE, MPEABUACHH B HACTOAILIUS PETJIAMEHT, ca

CbOOpPa3eHH ChC CTAHOBUILETO Ha [IOCTOSHHUS KOMUTET 1O BETEPUHAPHHU JIEKAPCTBEHU
CpEJICTBa,

ITPUE HACTOAIIMA PETJTAMEHT:

Ynen 1

[Tpunoxenus I, II u III xkpm Permament (EMO) Ne 2377/90 ce u3MEHST ChITIacHO
NPUIIOKEHUETO KbM HACTOSAIIMS PETJIaMEeHT.

Ynen 2

Hacrostmusit permameHT Bim3a B cuia Ha 60-us jgeH cien myOnMKyBaHETO MYy B
Oguyuanen éecmnux na Esponetickume obuHocmu.

OB L 317, 6.11.1981, ctp. 1.
20B L 214, 24.8.1993, ctp. 31.
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HaCTOSIH.II/IHT PEriiaMCHT € 3aJdbJDKUTCIICH B CBOATA LAJIOCT M CC IIpUJIara mnpskKO BbBB
BCHUYKU AbpPiKABU-YJICHKH.

CncraBeHo B bprokcen Ha 10 centemBpu 1999 ronuna.

3a Komucuama
Karel VAN MIERT
Ynen na Komucuama
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1IPHJIO’KEHUE

[Tpunoxenue I kbM Permament (EMO) Ne 2377/90 ce n3mens, KakTo cienBa:

2. [IpoTuBONapa3uTHU CPEACTBA

2. 3. CpexncTBa, AeMCTBAIIM CPEILY €HJI0- U €KTOMapa3suTUTE

2.3. 1. ABepMeKTUHU

PapMaKoJIOruyHO MapkepHo KuBotuncku MATI'OB [Mpunennu | Ipyru croOpaskeHus
aKTUBHO(M) OCTaTbYHO BH]I THKaHU
BeiecTBo(a) BELIECTBO
,» EIPUHOMEKTHH Enpunomextun ['oBena 50 pg/kg | Myckyn
Eprinomectine Bla 250 pg/kg | Masuuna
Eprinomectine 1 500 pg/kg | Yepen npob
300 pg/kg | bropernu
20 pg/kg | Misiko

[Tpunoxenue Il kbM Pernament (EMO) Ne 2377/90 ce nu3aMeHs, KakTo clieBa:

2. Opranu4yHu CheIUHECHUS

DapMaKoJIOTHYHO aKTUBHO(M) BEIIECTBO(a)

JKuBotuncku BUI

Hpyru cpoOpaxkenus

ATtponuH Beuuku BUOBE NPOAYKTUBHU

Atropine KUBOTHHU

Lledonepaszon I'oBena Jla ce wu3noi3Ba caMO 3a HHTpaMaMapHO
Cefoperazone MIpujiarane Mpu KpaBu B JAKTAllMOHCH NICPHUOJ 1

BBB BCUUKHU THKaHU 0€3 MIISKOTO”

[Tpunoxenue 11 kbm Pernament (EMO) Ne 2377/90 ce u3meHs1, KakTo cle/iBa:

1. AHTUHH(EKITNO3HY TpenapaTH

31999R1943 — LIIIP - penaktupan



1.2. AgTHONOTHUIIN

1.2.1. Uuxuburopu Ha Oera-nakramazaTa

PapmMaKoIOTrH4HO MapxkepHo JKuBoTHHCKHM BUJ MIAI'OB [punens | Apyru cpobpakeHus
AKTHBHO(H) OCTaTbYHO U ThKaHU
BEIECTBO(A) BELIECTBO
,,KJ1aByJIOHOBa KnaBynonoa I'oBena, oBue 200 pg/kg | Mmsiko | Bpemennure MJII'OB-Ba uztnuar
KHCEIHA KHCEIMHA Ha 1.7.2001 r.
Clavulanic acid Clavulanic acid |T'oBexa, oBiie, cBHHE 200 pg/kg | Myckyn
200 pg/kg |u
200 pg/kg | Ma3nuna
200 pg/kg | Yepen
Jpo0
bropenn
1.2.4. Hedanocnopunu
dapMaKoIOru4HO MapxkepHo KuBoTHHCKM BUA MAI'OB [Tpunennu | Apyru ceoOpaxkeHus
AKTUBHO(M) OCTaTbYHO ThKaHU
BeIecTBO(a) BEIIECTBO
,Llepomnepazon Iledonepazon  |I'oBena 50 pg/kg | Mnsiko Bpemennute M/II'OB-Ba nstnuar
Cefoperazone Cefoperazone Ha 1.1.2001 r.
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