PETJIAMEHT (EO) Ne 1102/95 HA KOMUCUSATA
ot 16 Maii 1995 roauna

3a usMeHeHue Ha npuioxenus L, I u I1I kM Pernament (EMO) Ne 2377/90 na
CbBeTa 0THOCHO YCTAHOBSIBaHE HA Npoueaypa Ha OOIHOCTTA 32 onpe/iesissiHe Ha
MAaKCHUMAJIHO JONYCTUMNUTE TPAHULM HA OCTATHYHHU BelleCTBA OT
BeTEPUHAPHOMEIUIUHCKH NMPOAYKTH B XPAHUTE OT KUBOTUHCKH MPOU3XO0/L

(Texct oT 3Ha4eHue 3a EUII)

KOMUCHUSTA HA EBPOITEMCKUTE OBIIIHOCTH,
KaTo B3e npensua JJoroBopa 3a ch3naBane Ha EBpomneiickara o0mHOCT,

karo B3¢ mpeasua Permament (EMO) Ne 2377/90 ma CwBera ot 26 1onu 1990 r. 3a
ycTaHOBSIBaHE Ha Imporeaypa Ha OOUIHOCTTA 32 ONpeesIHe Ha MAKCUMAITHO JTOITYCTUMH
rpaHviiid Ha OCTaTb4YHMU BCIICCTBA OT BCTCPHUHAPHOMCIAUIMHCKU IPLCIIApaTh B XPAHUTC
OT KMBOTHHCKH IPOM3XOA’, TOCIeAHO m3MeHeH ¢ Permament (EO) Ne 3059/94 ma
Komucusita > 1 1o-CrenuaiHo WICHOBE 6, 7 u 8 ot Hero,

KaTo uMa npeasu, 4e B choTBeTcTBHE ¢ Permament (EMO) Ne 2377/90, e HeoOxoaumo
MOCTEIICHHO ONPEISIITHE Ha MAaKCHMAJTHO JOMYyCTUMH TPaHHWIM Ha OCTATHYHOTO
ChJIbPKaHUE HA BCUYKU (DPAPMAKOJIOTHYHO aKTUBHU CYOCTAHIIMH, KOUTO CE M3IOJI3BAT, B
pamkuTe Ha OOIIHOCTTA, BEB BETCPUHAPHOMEAMIIMHCKUTE TIpENapaTH, MpeIHa3HaAuCHU
3a yrmoTtpeda mpu MPOAYKTUBHH KUBOTHH,

KaTo uMa NpeJBUJ, Y€ MaKCUMAaIHO JONMYCTHMHUTE I'PAaHUIM HA OCTAaThbUHU BELIECTBA
cienBa Aa ObAaT ONpENeNeHH caMo cliel] MpoyuBaHe, B pamkuTe Ha Komwurera 1o
BETEPUHAPHOMEIUIIMHCKN Tpenapartd, Ha Isiara HMHQOpMalus, OTHacsIma ce [0
0€30MacHOCTTa Ha OCTAaThbYHOTO ChHIBPKAHUE HA CHOTBETHOTO BEIIECTBO 3a
MOTPEOUTENUTE HAa XpaHU OT >KUBOTUHCKM IPOU3XOA U JO0 BB3IACHCTBHETO Ha
OCTaThbYHOTO CBHJbPKAaHUE BBPXY MpPOMHILIEHATa NpepaboTKa Ha XPaHUTEITHU
TIPOJyKTH;

KaTo MMa MpeABUM, Y€ MPU ONpPENEIIHETO Ha MAKCUMAJIHO JOMYCTUMUTE IPAHULIU HA
OCTaThbYHOTO CBHAbpPKAHME HA BETEPUHAPHOMEAMIIMHCKHM Ipernapartd B XpPaHUTE OT
KUBOTHHCKH MPOU3X0]] € HEOOXOAMMO Jia ce€ I0CcoYaT KUBOTUHCKUTE BUJIOBE, Y KOUTO
OCTaThYHOTO CHABpPKAHME MOXKE Ja ObJe Hajlulle BbB BCSKA OT ChOTBETHUTE MECHU
THKaHU, MOJIy4aBaHU OT TPETUPAHOTO KUBOTHO (TapreTHU ThKaHM), KAKTO U €CTECTBOTO
Ha OCTaThbYHOTO ChIbPXKAHHE, UMAIO0 OTHOIIEHHE KbM MOHUTOPUHIA HAa OCTaThYHUTE
KOJIM4YecTBa (OCTaThYeH MapKep);

OB L 224, 18.8.1990 r., ctp. 1.
0B L 323,16.12.1994 r., ctp. 15.
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KaTo HMMa TpPEIBUJ, Y€ 3a KOHTPOJIA BBPXY OCTATHYHOTO ChIbpP)KAHUE, KAKTO €
NPEIBUICHO B CHOTBETHOTO 3aKOHOJATENCTBO Ha OOMIHOCTTa, MaKCHUMAaIHO
JOMYCTUMUTE TPAHUIIM HAa OCTATHYHOTO CHABPIKAHWE OOMKHOBEHO Clie/[Ba Ja ObIaaT
ONpeseNssHA 3a 4YepHUs Apod wim OBOpenuTe KaTo NPHIIETHU THKAHHW, KATo HMa
npenBul, obade, Mpu MEXKIYHAPOIHATA THPTOBUS YEPHUAT APo0 M OBOPEIHTE YeCTo ce
OTCTpaHsBaT OT TpyNa Ha >KUBOTHOTO, U CIJIEOBATETHO MaKCHMajlHH HHBAa 34
OCTaThYHOTO CHABPIKAHHUE CIIE/BA J1a OBJAT ONMPEACICHH CBIIO Taka 3a MYCKyJHATa W
MacTHaTa ThKaH;

KaTo MMa MpEJBUJ, Y€ B CIydauTe, KOraTo BETEPUHAPHOMEIUIIMHCKUTE IMpenapaTu ca
MpeAHa3HaYeH! 3a NTHUIM-HOCAYKH, MJIEKOJAHU >KMBOTHU WJIM MEIOHOCHU MYEIH,
MaKCUMaJIHU TPaHULM Ha OCTATBYHOTO CHABPXKAHUE CJIE/IBA CHIIO Taka Ja ObaaT
OTpeJIeICHU 3a siliaTa, MISKOTO WIH MEJa;

KaTo UMa MpPEABH]I, Y€ mpenaparbT TWIMUKO3HH (tilmicosin) ciensa na Ob/e BKIOYCH B
npunoxenne | kem Permament (EMO) Ne 2377/90;

KaTo MMa MnpeaBu, 4€ Bb3 OCHOBA Ha HaCTOdlIATa UM y1'[OTp€6a BBbB BCTCpUHApHATa
IMpaKTUuKa CbCIWHCHUATA pOMI/I(l)I/IIII/IH, ACTOMUAWH, YOBCHIKKM XOPUOHTOHAAOTPOIIMH,
OpoTm3oiiaM, KallueB XUMOPOCHUT, KAIIMHMEB aleTar, KaIIHUEB IPOIUOHAT, KaJUEB
OeH30aT, KalIMeB MajaT, KallHeB XJIOPH[, KaJIueB Cyndar, KaIueB XHIPOKCHUI,
KaJllUu€B OKCHUIA, KaJIIUCB q)ocq)aT, KaJIueB CHJINKAT, KaJIIKUEB IJIFOKOHAT, KaJIIlUCB
KapOoOHaT, W KaJIIMEB CTeapar cielBa Ja ObJaT BKJIOYEHHW B mpuioxeHue |l kbpm
Pernament (EMO) Ne 2377/90;

KaTo uMa IMpeiBHJl, Y€ CHEIUHEHHUSATA YOBEUIKM XOPHUOHTOHAIOTPOIMH, KaJIUEB
xunodocut, KalueB aleraT, KajJueB MPoNUoHaT, KajllieB OeH30aT, KaJllUeB Maar,
KaJIIMeB XJIOpUJ, KaimueB ¢ocdar, KaJuleB XUAPOKCUM, KaJLHUEB OKCHJ, KaJIHUEB
¢dochar, kanuueBun xujapodocdaTH, KallKUeB CUIMKAT, KaJIUEB TJIOKOHAT, KaJlllUeB
KapOOHAT M KaJlUEeB cTeapaT cieABa Ja ObaaT BKIOYEHHM B mpuiiokenune |l kb
Pernament (EMO) Ne 2377/90: upe3 ekcTpamoiupaHe Ha HayyHUTE JAHHU, Ta3H
kiacudukanus B npuiioxenue |l ce npunara 3a BCHUKU NPOTYKTUBHU )KMBOTHU;

KaTo WMa MNpPEABHJ, Y€ 3a Ja MOXKe Ja ObJaT 3aBbPIICHH HAYYHUTE H3CIICIABAHUS,
npenaparbT HeroOumuH (Netobimin) cinenBa ga Obae BkIoYeH B npuitokenue Il kem
Pernament (EMO) Ne 2377/90;

KaTo uMa MPEJIBUI, Y€ € HEOOXOIUMO Ja ce Jajae cpok ot 60 ITHU mpeny BIU3aHe B CHjla
Ha HACTOSIINA pernaMeHT, 3a Ja Morar )IT)p)KaBHTe-quHKI/I Ia BHEcar HeO6XO}II/IMI/ITe
KOpeKI_[I/II/I B paBpeIHI/ITeJ'IHI/ITe 3a HYCKaHe Ha CBOTBCTHHUTEC BeTepI/IHapHOMe)II/IHI/IHCKI/I
mpermapaTd Ha Ta3apa, KOUTO ca OWIM HW3JaJeHH B CHOTBETCTBHE C JlMpekTHBa
81/851/EMO na CnBeTta 3, nocienno u3Menena ¢ Jupexkrusa 93/40/EMO 4, C IIeJI Ja ce
B3eMar MPEJIBH]I Pa3nopeI0UTe Ha HACTOSIINS PETIIaMCHT;

*0OB L 317, 6.11.1981 r., ctp. 1.
OB L 214,24.8.1993 r., ctp. 31.
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KaTo WMa TpPEIBUJ, Y€ MEPKUTE, MPEIBHICHU B HACTOSIIUS PErJIAMEHT, Ca B
ChOTBETCTBUE CBHC CTaHOBHUIIETO Ha Kommrera 3a ajmanThpaHe KbM TEXHHUYECKUS
Mporpec Ha JUPEKTUBUTE 32 MPEMaxBaHE HAa TEXHUYECKHUTE MPEYKH B THPTOBHSTA C
BETEPHUHAPHOMETUIIUHCKHU TIPETapaTH,
I[MPUE HACTOSIIWS PETJIAMEHT:

Ynen 1

Mpunoxenus |, Il u Ill xbm Permament (EMO) Ne 2377/90 ce u3MeHST, KaKTo €
IMOCOYCHO B NPUJIOKCHUECTO KbM HACTOAIIUA PCTrIIaMCHT.

Ynen 2

HacTosmusaT persiiaMeHT BiM3a B CUJIa Ha LIECTIECETHS JIeH cliel] MyOJIMKyBaHETO MY B
Oguyuanen secmnuk na Esponetickume oowmocmu.

HacrosmusaT periiaMeHT € 3ab/DKUTENICH B CBOSITA ISUIOCT M CE€ Tpujiara MpsKO BHB
BCUYKH JbPKABU-UICHKH.
CocraBeno B bprokcen na 16 mait 1995 roguna
3a Komucuama

Martin BANGEMANN
Ynen na Komucusma
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A. Ilpunosxenue | ce u3MeHs, KakTo cieasa:

1. AHTUMHKpPOOHM cpencTBa
1.2.4. Makponuau

1IPHJIO’KEHUE

®apMaKoJIOrHyHO OcrarbyeH Mapkep KuBoTnHCKHM MIATI'OB TapreTHa ThkaH Hpyru paznopenodu
AKTUBHO/Y BENIECTBO/a BUJIOBE
Osue 1000 ng/kg | Yeper apo6, 60pek
,,1.2.4.2. Tilmicosin Tilmicosin Caune 50 pg/kg Myckynarypa, Ma3HHUHA
Muisako
Osue 50 ug/kg

b. B mpunoxenue |l kM TOuka 1 ,,Heoprannunu cbeuHeHus” ce npuodaBsi CIeAHOTO 3arjaBue:

2. HeoprannyHu XMMHYHH CPEJICTBA

DapMaKoJIOrM4YHO aKTUBHO/M BEIIECTBO/a

JKuBoTHHCKHN BUI0OBE

Hpyru paznopenom

1.5. Calcii acetas
Calcii benzoas
Calcii carbonas
Calcii chloridum
Calcii gluconas

Bcuuky BU10BE TPOIYKTUBHU )KUBOTHH
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Calcii glycerophosphatas
Calcii hydroxidum
Calcii hypophosphis
Calcii malatas
Calcii oxidum
Calcii phosphas
Calcii polyphosphas
Calcii propionas
Calcii silicas

Calcii stearas

Calcii sulfas

B npunoxenue |l xbMm TOuKa 2 ,,OpraHnyH ChbeUHEHUS ce TPpUOaBs CIETHOTO 3arjlaBue:

2. OpraHnYHYA XMMAYHH CPEJCTBA

DapMaKoJIOrM4YHO aKTUBHO/M BEIIECTBO/a

JKMBOTHHCKH BUIOBE

Hpyru paznopenou

2.12. Romifidinum
2.13. Detomidinum
2.14. Brotizolamum
2.15. Choriongonadotropinum humanum

EI[HOKOHI/ITHI/I JKNBOTHHU

FOBCI[a, CIHOKOIIMTHU XUBOTHHU
T'oBena

BCI/I‘-IKI/I BUIOBC HpOHyKTI/IBHI/I JKUBOTHU

Camo 3a TepaneBTUYHO IIpUJIaraHe
CaMmo 3a TepaneBTUYHO IpUJIaraHe
Camo 3a TepareBTUYHO IPUIIAraHe

B. IIpunoxenune 1l ce m3meHs kakTo ciena:
2. AHTHTIapa3UTHU CPE/ICTBA

2.1. CpenctBa, IeHCTBAIIN CPEITY €HIOTAPA3UTH
2.1.1. bensumuaazonu u NMpoOSH3NMHIA30JT1
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DapMaKoJIOrH4HO OcraTbueH Mapkep KuBoTuHCKH MAT'OB TapreTHa ThkaH Hpyru pasnopenou
AKTHBHO/Y BENIECTBO/a BUJIOBE
Coop ot netobiminum | I'osena, osue, ko3u | 1000 ug/kg Yepen apob Bpemennu MJII'OB, cbe
2.1.1.7. Netobiminum u albendazole u 500 g/kg O0BOpeK CPOK Ha BaJIMIHOCT J10 31
MeTabOoJIUTH Ha 100 g/kg Myckynatypa, tonu 1997 r.
albendazole, u3pasenun Ma3HUHA
KaTo 100 ng/kg Misko
2-amino-
benzimidazole
sulphone
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