PEI'JIAMEHT (EO) Ne 1451/2006 HA KOMUCHUSTA
ot 29 centemBpu 2006 ronnna

3a usMeHeHue HA npuiioxkenus | u 1l kbm Periaament (EMO) Ne 2377/90 na
CbBeTa 32 yCTaHOBSIBaHE HA OOIIIHOCTHA MPOIEYPa 3a onpe/esisiHe HA
MAaKCHMAJTHO JIONYCTHMH FPAHUIM HA OCTATHYHHU BelIeCTBA OT BeTePUHAPHH
JIEKAPCTBEHH CPEICTBA B XPAHHUTE OT ;KUBOTHHCKH MPOMU3X0/ 110 OTHOIIEHHE HA
(¢payasypona, HaTpueBHsI HUTPUT U NedopenHa

(Texcr ot 3nauenue 3a EUII)

KOMUCHSATA HA EBPOIIEMCKUTE OBI[HOCTH,

KaTto B3e nmpeasua Jlororopa 3a ch3gaBane Ha EBponeiickara oOmHoCT,

karo B3e npensun Pernmament (EMO) Ne 2377/90 na CwBeta ot 26 ronu 1990 r. 3a
YCTaHOBSIBAaHE Ha OOILIHOCTHA MPOIEAYypa 3a OMpENessHe Ha MaKCUMAJIHO JTOMYCTUMHU
TPaHULM HA OCTAThYHU BEUIECTBA OT BETEPUHAPHU JICKAPCTBEHU CPEJICTBA B XPAHUTE OT
YKUBOTHUHCKH HpOI/ISXOIll Y TIO-CTICIIMAIIHO WICHOBE 2 U 3 OT HErO,

Karo B3¢ MpeABHJA CTaHOBUIIaTa Ha EBpomeiickara areHuus 3a JI€KapCTBEHUTE
cpencTsa, popmynaupanu ot KoMmurera 3a BeTeprHapHUTE JIEKAaPCTBEHU CPEJICTBA,

KaTo uMa IpeaBui, ye.

(1) Bcuuku (apmMakoIOrMYHO aKTHBHU BEIIECTBA, H3IOJI3BaHM B pPAaMKHTE Ha
OOmHOCTTa BBB BETEPUHAPHUTE JIEKAPCTBEHH CPEACTBA, NpeJHA3HAYCHH Ja Ce
MPEIMCBAT HA JKUBOTHUTC-NIPOU3BOJUTEIM HAa XpaHW, TPsOBa ja ObJaT OICHCHU B
cpoTBeTcTBUE ¢ Pernmament (ENO) Ne 2377/90.

(2) BemectBoTo (hiiyasypon e BkitodeHo B npuiokerue Il kbm Permament (EMO) Ne
2377/90 3a enpust poraT 10OUTBHK, 10 OTHOLIEHHWE HAa MYCKYJIUTE, Ma3HUHUTE, YEPHUS
JIpo0 u OBOpenuTe, C U3KIIOYCHHE HA KUBOTHUTE, MIITKOTO HAa KOWTO € MPeHA3ZHAUYCHO
3a KOHcyManus oT 4oBeka. Cieq choOIIaBaHeTO U OL[EHKAaTa Ha HAKOHU JIONbIHUTEIHU
JaHHu Oe mpenopbyaHO (Iya3ypoHBT Ja Oblie BKIIOYEH B TpwiokeHHe | KbM
Pernament (EMO) Ne 2377/90 3a enpus poraT JOOUTHK MO OTHOLIEHHE HA MYCKYJIUTE,
Ma3HUHUTE, YepHUs Apod u ObOpenuTe, ¢ M3KIOYEHHE Ha JKUBOTHUTE, MISKOTO Ha
KOMTO € ITpeJHa3HaueHO 32 KOHCYMaIUs OT YOBEKa.

(3) Cren pasriexmaHe Ha HCKaHe 3a OINMpeIe/isHE HAa MaKCHMalHU TPaHHWIA Ha
OCTaThYHM BEIIECTBA OT HATPUEB HUTPUT B MIEKOJAMHHWTE >XMBOTHH CE€ CUMUTA 3a
yZlayHO TOBa BELIECTBO Ja Objae BKIt0oYeHO B npuioxenue |l kbm Permament (EMO) Ne
2377/90 camo 3a mOpoaUTE eabp porat JOOUTHK 3a MECTHA ymoTpeoba.

(4) Crnen pasriexaaHe Ha HCKaHE 3a ONPEENITHE HA MAKCUMAJIHO JIOMTYCTHMHU TPaHUIINA
Ha OCTaThYHU BEIIECTBA OT Me(OopesnH B CBHHCKHUTE TIOPOJIM CE€ CUMTA 32 YIa4yHO TOBA
BEIIeCTBO Aa Objae BKIOUeHO B mpuinoxkenue |l koM Permament (EMO) Ne 2377/90 3a
CBUHCKHTE TTOPOJIH.

(5) Bcnencrue e ymectHo Pernmament (EMO) Ne 2377/90 na 6b1e n3MeHeH.

(6) HeobOxomawmo ¢ ma ce MpEeABHIM AOCTAThUYEH CPOK MPEIM BIIM3aHETO B CHJIa HA
HACTOAIIUS PErJaMeHT, 3a Ja c€ IMO3BOJM Ha JAbP)KaBUTE-WICHKH Ja HM3BBPIIAT, B

1oB L 224, 18.8.1990 r., ctp. 1. Pernament, nocneano usmeneH ¢ Permament (EO) Ne 1231/2006 na
Komucusita (OB L 225, 17.8.2006 1., c1p. 3).
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CBETJIMHATa Ha pasMopelOWTe HA HACTOSIIUS pPETJIAMEHT, BCHYKH HEOOXOANMH
aIalITUpaHUs HA pa3pelIeHusTa 3a IyCKaHe Ha Ia3apa Ha ChbOTBETHUTE BETEpUHAPHU
JEKapCTBEHH CPEICTBA, KOMTO Cca OWJIM NPEIOCTaBeHHW ChIVIacCHO JlupekTuBa
2001/82/EO na Eppomelickusi nmapiameHT u Ha CwbBera oT 6 HoemBpu 2001 r. 3a
YCTAHOBSIBAHE HA OOIIHOCTEH KOJCKC OTHOCHO BETEPHHAPHHTE JEKAPCTBEHM CPEICTBA’,
C LeJt Aa ObAaT B3€TU NPEIBHU Pa3NopeIOUTe Ha HACTOSIIHS PETJIaMEHT.

(7) TlpenBuaeHuTe C HACTOSIIHMS pErJAMEHT MEPKH Ca B CHOTBETCTBHE ChC
crtaHoBUIIETO HA [IOCTOSTHHUSA KOMUTET 3a BETEPUHAPHUTE JIEKAPCTBEHHU CPEJICTBA,

I[TPUE HACTOAIUA PETJTAMEHT:
Ynen 1

[Mpunoxenus | u Il xbm Pernmament (EMO) Ne 2377/90 ce u3MeHST B CHOTBETCTBHUE C
HPUI0KEHNETO KbM HACTOSALIMS PETJIaMEeHT.

Ynen 2

HacToammusaT periaMeHT BIW3a B cujla Ha TPETUs JEH cliel] MyOJHMKYyBaHETO MY B
Oguyuanen ecmuux na Esponelickus cvlo3.

[Ipunara ot 29 HoemBpu 2006 roauHa.

HaCTOHH_II/IHT PETIIAMCHT € 3aABbJDKUTCICH B CBOATA LAJIOCT M CC IIpujiara IIpsKO BbBB
BCHYKU OBPIKaBU-UJICHKH.

CncraBeno B bprokcen Ha 29 centemBpu 2006 roguHa.

3a Komucuama
Gunter VERHEUGEN

3amecmuux-npedcedamen

2 0B L 311 28.11.2001 r., ctp. 1. Jlupexrusa, mocieaHo usmenena ¢ Jupexrusa 2004/28/EO (OB L 136
30.4.2004 r., cTp. 58).
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1IPHJIO’KEHUE

A. Cnemnoto BemiecTBo ce npubass B npuioxerne | koM Pernmament (EMO) Ne 2377/90:
2.  AHTUNApa3uUTHH areHTH
2.2. JlexapCTBEHH CPEJNICTBA, JICUCTBAIIM BbPXY CKTOMAPA3UTUTE

2.2.4.1Ipon3BOIHM HA alII ypes

® MapxkepHo
apMaKoJIOraHo OCTAaTBbYHO JKuBoTHHCKHT BU MJII'OB [punenHu ThKaHu
aKTUBHO(M) BELIECTBO(Q)
BEIIECTBO
»@JIya3ypon ®iyasypon Ensp porar no6utsk(1) 200 pg/kg Myckyn
7 000 pg/kg Maszuuna
500 ug/kg Yepen apod
500 pg/kg bropern

(1) I[a HE CC M3II0JI3Ba IPU JKUBOTHU, MIIIKOTO Ha KOUTO € IPCAHA3HAYCHO 3a KOHCYMaAIlUsa OT JoBeKa.”

b.  Canennute BemectBa ce npubassT B npunoxenue |l koM Pernament (EMO) Ne 2377/90:

1. HeopraHnyHu XuMU4YHU TPOAYKTH

dapMakoIOTHYHO aKTUBHO(HM) BEIIECTBO()

JKuBoTHHCKHN BUI

,HaTpueB HUTPUT Ennp porar I[O6I/ITT>K(1)

(1) Camo 3a mecTha ynoTpeba.”

2. OpranuvHA ChETUHCHUS

dapMaKoJIOrHYHO aKTUBHO(H) BEIIECTBO(A)

JKuBoTHHCKHU BU

,11ledopenaun Cune”
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