PET'JIAMEHT (EO) Ne 2162/2001 HA KOMUCHUSTA
ot 7 HoemBpH 2001 roauna

3a u3MeHeHue U JonbjaHeHue Ha [Ipunoxenns |, 11 u 11l kbm Pernament (EMO)
Ne 2377/90 na CbBera 3a ycTaHOBSIBaHe Ha OOLIIHOCTHA NPOLEAYPA 32 onpeeisiHe
HA MAKCHMAJIHO JONYCTUMHTE TPAHUIIA HA OCTATbYHH BellleCTBA OT BeTePUHAPHU
JIEKapCTBEHM CpeICcTBa B XPaHUTE OT )KUBOTHHCKH NPOU3XO0]

(TexcT, oTHacs ce 3a EUII)

KOMUCHSTA HA EBPOITEMCKHUTE OBIIHOCTH,
Kato B3e npensua JJoroBopa 3a cb3gaBanero Ha EBporieiickaTa oOIIHOCT,

kato B3e mpeasun Permament (EMO) Ne 2377/90 ma CoBera ot 26 ronm 1990 r. 3a
yCTaHOBSIBaHE Ha OOIIIHOCTHA IPOIEAypa 3a ONpeeNTHe Ha MAKCUMAITHO JOITyCTUMHTE
TpaHUIM Ha OCTAThYHHU BEIIECTBA OT BETEPUHAPHU JEKAPCTBEHU CPEJCTBA B XPAHUTE OT
KHBOTHHCKH Tpom3xon (1), MOCHeIHO M3MEHeH M jombiHeH ¢ Permament (EO) Ne
1879/2001 na Komucusita (2), Y B YaCTHOCT WIeH 7 U §,

KaTO nMa npeaBua, 4c:

(1) Cpranacuo Permament (EMO) Ne 2377/90 TpsOBa mocTeneHHO Ja CE€ OMPENeIIAT
MAakKCUMaJIHO JOMYCTHUMHUTEC TI'paHHUIM Ha OCTaTbUYHHU BCIIECCTBA OT BCTCPHUHAPHU
JIEKapCTBEHH CPENCTBA 3a (PapMaKOJIOTMYHO aKTUBHH CYOCTAHIIMH, KOUTO CE€ MU3MOI3BAT
B OOImHOCTTa 3a BjaraHe BHB BETEPHHAPHHUTE JICKAPCTBEHH CPENICTBA, NMpeIHA3HAYCHU
3a JXUBOTHUTC, U3IIOJI3BAHU 3a XPaHa.

(2) MakcuManaHO AOMYCTUMU FPaHMIM Ha OCTAaThUHU BEILIECTBA MOTAT Ja CE€ ONPEAesiT
camo cief; kaTo KoMUTEeThT 3a BeTEpUHApHU JIEKAPCTBEHU CPEACTBA IIPErIefa BCUUKU
HEOOXOJMMHU [aHHM, CBBP3aHM C O€30IaCHOCTTa Ha OCTATBLIMUTE OT CHOTBETHOTO
BCIIECCTBO 3a HOTpC6I/ITeJ'I$I Ha XpaHU OT XUBOTUHCKHU IMPOU3XOA U C BIUAHUCTO HaA
OCTaThYHUTE BEIIECTBA BbPXY NPOMHUIIIEHATa IPepaboTKa Ha XpaHUTE.

(3) IIpu onpenenstHETO HA MAKCUMATHO JOITYCTUMH TPAHUIIM HA OCTATHYHH BEIIECTBA OT
BETEPUHAPHU JIEKAPCTBEHU CPEJICTBA B XPAHUTE OT KUBOTHHCKH MIPOU3XO/ CIIE/IBA Ja CE
YTOYHST >KHBOTHHCKUTE BHUJOBE, B KOWTO TE€3W OCTAaThYHU BEIIECTBA MOraT Jia ce
CBABpXKAT, JOMYCTUMUTE HHBAa 3a BCSIKa OT MECHHTE€ TBKaHW, IMOIYYeHH OT
00pabOTeHOTO JKMBOTHO (TapreTHa ThKaH), KAKTO M €CTECTBOTO Ha OCTaThUYHOTO
BEIIECTBO, HEOOXOAMMO 32 KOHTPOJIA HAa OCTaThbUHUTE BEIIECTBA (MapKEPHO OCTATHYHO
BEIIIECTBO).

() OB L 224,18.8.1990 ., c. 1.
() OB L 285,27.9.2001 r., c. 11.
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(4) 3a ocwbliecTBIBaHE Ha KOHTpPOJIa BBPXY OCTAaThUHUTE BellecTBa TpsOBa na ce
OIIpEJIEISAT, Bb3 OCHOBA HAa OOIIHOCTHOTO 3aKOHOAATEICTBO [0 Ta3u MaTepHs,
MaKCHUMAaJHO AOMYCTHMUTE TPAHHWLM HA OCTAThUHHU BEIIECTBA TJIABHO 33 MPULICTHUTE
ThKaHHW, 4epHus Apo0 wimm OwnOpenurte. YepHusar npod u OwvOpernmre dYecto ce
OTCTpaHSABAT OT KJIAHMYHUTE TPYNOBE, KOUTO ca MPEAMET Ha MEXIyHAPOJHA ThPrOBHS,
U TIOpaJy TOBa CBHUIO CIE/BA J1a CE ONPENENIAT MAaKCUMAIHO JOIyCTUMUTE IPaHULU 32
MYCKYJIHHUTE HJIM MAaCTHUTE THKaHH.

(5) B ciywas Ha BeTepuMHAapHU JIEKAPCTBEHHM CPEJCTBA, MPEIHA3HAUEHU 3a MTULH
HOCA4yKH, 32 )KUBOTHU B JIAKTALIMOHEH MEPHUOJ WA 32 MEJOHOCHU ITYEJH, CIEABA ChIIO
Jla ce OmpeAcNsIT MAaKCUMMAJIHO JONMYCTHMHUTE TI'PAaHUMLIM HA OCTAThYHM BEUIECTBA 3a
siiraTa, MISIKOTO MJIM MEJa.

(6) Ledanerpun, aentaMeTpuH U UMHIOKapO TpsOBa Ja ce BKIOYAT B mpuiioxeHue |
kbM Permament (EMO) Ne 2377/90.

(7) AmonueB naypun cyndar, OpOHOIOJ, KaJlI[MeB MMaHTOTeHAT W Menthae arvensis
aetheroleum TtpsidoBa na ce Britowyar B mpmioxenue |l kbm Permament (EMO) Ne
2377/90.

(8) C ormen ma ce maae BB3MOXKHOCT 3a MPUKIIOYBAHE HA HAYYHUTE H3CIEIBAHUSA,
ClIeZIBa /1a C€ YIBJDKH CPOKBT Ha BAJHIHOCT HA BPEMEHHUTE MAKCHMAIHO JAONMYCTHMHU
rpanunm, omnpeneneHn B mnpmwioxkenue |l xpm Permament (EMO) Ne2377/90, 3a
KaHaAMHIIVH.

(9) CnenBa na ce mpenBHAM TOCTATHUCH CPOK MPEIU BIU3AHETO B CHJIAa HA HACTOSIIUS
periIaMeHT, mpe3 KOMTO Jbp)KaBUTE-WICHKH Ja BHECaT HEOOXOJAMMHUTE IPOMEHH,
NPEIBUI PA3MOpeOUTEe Ha HACTOSIIUS PETJaMEHT, B pa3pelIeHusiTa 3a IyCKaHe Ha
maszapa Ha CHOTBETHHUTE BETEPHHAPHH JIEKAPCTBEHH CPENCTBA, W3/IaBaHU CHITIACHO
Hupextupa 81/851/EMO na CnBera (3), TOCJIETHO U3MEHEHa U JIOobIHeHa ¢ J[upekTuBa
2000/37/EO na Kommucusita (*).

(10) Mepkure, npeaBUICHHM B HACTOSIIUS PEIJIAMEHT, Ca B CHOTBETCTBHE ChC
cTaHoBUIETO Ha [ToCcTOSIHHYS KOMUTET 32 BETEpUHAPHU JIEKAPCTBEHU CPECTBA,

[TPUE HACTOAILMAT PETJIAMEHT:

Ynen 1

[Tpunoxenus |, Il u lll xbm Pernament (EMO) Ne 2377/90 ce m3aMeHAT U 1OMBIBAT B
CBHOTBETCTBHUE C MPUIIOKEHUETO KbM HACTOSIIMS PErJIaMEHT.

Ynen 2

() OB L 317,6.11.1981 r., c. 1.
() OB L 139, 10.6.2000 r., c. 25.
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Hacrosimusat persiaMeHT BiM3a B cujla OT TPETHsl JI€H, CJEABAL JIEHS Ha HErOBOTO
nyonukyBane B Oguyuanen éecmnuk na Eéponetickume obwnocmu.

Toii ce mpumara ot MIECTAECETHs JISH, CIIEABAIIl ACHS Ha HETOBOTO MyOIMKyBaHe.
Hacrosimust pernamMeHT € 3abJDKUTEICH B CBOSITA ISUIOCT M € MPSAKO MPHUIIOKUM BHB
BCSIKA JbpKaBa-YJICHKA.
CncraBeno B bprokcen na 7 HoemBpu 2001 roguna.

3a Komucuama

Erkki LIIKANEN
Ynen na Komucusma
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1IPHJIO’KEHUE

A. mpunoxxenue | kbM Pernament (EMO) Ne 2377/90 ce u3ameHs u J0IbJIBa, KAaKTO

cJcaBa:

1. AHTUMH(EKIINO3HU CPEACTBA
1.2. AaTHOHOTHIIN
1.2.2. Ledanocnopuuu

®apmakosior |  MapkepHo Kusotu MATI'OB TapreTna Hpyru paznopeadu
WYIHO OCTaThYHO HCKH ThKaH
aKTUBHO/U BEILIECTBO BUJIOBE
BEIIECTBO/a
3a UHTpaMaMapHo
LLebanerpu | Ledanerpun | ['osena 125 ng/kg Mosiko npuiIoKeHue”
1
2. AHTUDIApa3WUTHH CPEIICTBA
2.2. CpencTBa MpOTHB €KTONAPA3UTH
2.2.3. IlupeTpuH U NUpETpOUIU
dapmMakoIo MapkepHo Kusotu MIATI'OB TapreTtna Hpyru paznopendu
TUYHO OCTaThYHO HCKH ThKaH
aKTUBHO/U BEILIECTBO BHJIOBE
BEILECTBO/a
SHenramer | Jentamerpun | Pubm 10 ng/kg Myckyn u
puH KOXa B
€CTECTBEHU
MIPOITOPIIHH
2. AHTUTIIPOTO30MHU CPEICTBA
2.3.4. KapOanwmumau
®apmakoisior | Mapkepro | KuBotu MII'OB Tapretna Hpyru paznopendu
WYIHO OCTaThYHO HCKH ThKaH
aKTHUBHO/H BEIIECTBO BHUJIOBE
BEIIECTBO/a
LAAmunokapo | Umumokapo | ['oBena 300 pug/kg | Myckyn
50 ug/kg Masznanna
2 000 pg/kg | Yepen apob
1500 pg/kg | bropern
50 ng/kg Musiko”
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b. npunosxenue |l kbMm Permament (EMO) Ne 2377/90 ce u3MeHs 1 AOIBJIBA, KAKTO

cJcaBa:

2. Opranu4yHu ChbeIMHECHUS

DapMaKoIOTUIHO AKTUBHO/H
BEIIECTBO/a

JKuBoTHHCKHM BUIOBE Hpyru paznopeadu

»AMOHUEB Jaypui cyiadar

bponomnon
KanueB nanrorenar

Bcuukn Buzose,
M3I0JI3BaHU 3a XpaHa
Puba

Bcuukn Buzose,
M3M0JI3BAaHU 3a XpaHa”

6. BemecTBa OT pacTHTENCH IPOU3X0]

DapMaKoJIOTUIHO AKTUBHO/H
BEILECTBO/a

JKuBOTHHCKY BUIOBE Hpyru paznopendu

., Menthae arvenis aetheroleum

Bcuukn Bunose,
M3M0JI3BAaHU 3a XpaHa

B. mpunoxxenue Il kbm Permament (EMO) Ne 2377/90 ce n3MeHs U 0IBJIBA, KAKTO

cJeaBa:

1. AuTUMH(EKINO3HU CpEeaCcCTBa
1.2. AHTHONMOTHIIN
1.2.5. AMUHOIIIMKO3U AN

®apmakosiorn | MapkepHo JKusort MIAT'OB [Ipunienan TbKaHU Hpyru
YHO aKTUBHO/M | OCTaThb4YHO WHCKH pasnopenou
BEIIECTBO/a BEIIECTBO BUJIOBE
»Kanamunun | Kanamunun | 3aiimm | 100 ug/kg | Myckyn
100 ng/kg Masznanna Bpemennute
600 pg/kg | Yeper npobd MIAI'OB
2 500 pg/kg | bropern U3THYAT Ha
1.sHyapu
2004 r.”

T'oBena, | 100 ng/kg Myckyn
OBIIE 100 pg/kg Masuuna

600 Mg/kg qepeH ,Z[p06
2500 glkg | PrOPeIH

150 pg/kg Muisako

100 ug/kg Myckyn
CBuHe, 100 pg/kg Koxa 1 ma3anHa
MITHLH 600 pgrkg Uepen npod

2 500 ug/kg BaGper
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