PETJIAMEHT (EO) Ne 270/97 HA KOMUCHUSATA
ot 14 deBpyapu 1997 ronuna

3a u3mMeHeHue Ha npuioxenus L, I1, III u IV kM Pernament (EMO) Ne 2377/90
Ha CbBera 3a onpeae/isiHe HAa npoueaypa Ha OOLIHOCTTA 32 YCTAHOBSIBAHE HA
MAKCHMAJIHO JIOMYCTUMH IPAHUIM HA OCTATHYHH BelIeCTBA OT
BeTePHMHAPHOMETUIIMHCKY NMPenapaTy B XpaHH OT )KHBOTHHCKHU MPOU3XO0/T

KOMMCHATA HA EBPOIIEMCKUTE OBIHOCTH,

Karo B3e mpensun JloroBopa 3a ch3gaBaHe Ha EBporelickara oOIIHOCT,

karo B3e mpeasun Permament (EMO) Ne2377/90 na CwBera ot 26 tonu 1990 r. 3a
ompenensHe Ha mnpoueaypa Ha OOLIHOCTTa 3a YCTaHOBSIBAHE HAa MAaKCHUMAJIHO
AONIYCTUMHU TI'paHMOM Ha OCTAaTb4YHU BCIICCTBA OT BCTCPUHAPHOMCIUWIHNHCKHU
TperapaTH B XPaHH OT XKUBOTHHCKH mpomsxos (1), mocneaHo u3mMeHeH ¢ Permament
(EO) Ne1430/94 na Komucusita (%) ¥ II0-CIIeIHaNHO 4ieHOBE 6, 7 1 8 OT Hero,

KaTo MMa npeaBu, e cbriacHo Permament Ne 2377/90 /EMO TpsiOBa mocTeneHHo aa
Ce OmpelesT MaKCHMAallHO JOMYCTUMHUTE TIPaHUIM 33 BCUYKU (HapMaKOIOTUYHO
aKTUBHU CyOCTaHIIMHM, KOWTO C€ M3MOJ3BaT B paMmkuTe Ha OOIHOCTTa BBHB
BETEPUHAPHOMEIUIIMHCKN TMPOIYKTH, MpeAHAa3HaueHU 3a yrnorpeda MpH >KUBOTHH,
OTIJICKIAHH 32 MPOU3BOJICTBO HA XPAHU;

KaTo MMa MpeJBUJl, Y€ MAKCUMAJIHO JOMYCTUMHUTE I'PaHULU CIIEABA J1a CE ONPEIEIIAT
camMo clej pasriexjaHe, B paMkure Ha Komwurera 1o BeTepUHAPHOMEIULMHCKU
MPOJYKTH, Ha IsaTa HHPOpMAIHs, OTHAcsIIa ce 10 0€30MaCHOCTTa Ha OCTaThYHUTE
KOJINYEeCTBAa OT ChOTBETHOTO BEIECTBO 3a MOTPEOMTENs] Ha XpaHU OT KMUBOTHHCKH
MPOM3XO0J W JO BIMSHUETO Ha OCTAaThbUYHUTE KOJUYECTBA BBHPXY MPOMHUILIIEHATA
npepaboTKa Ha XpaHUTE;

KaTo MMa IpeJIBU, Y€ IPU ONpPEeAEITHETO Ha MAKCUMAJIHO TOYCTUMHUTE TPAHUIN Ha
OCTaThbYHUTE KOJIMYECTBA OT BETEPUHAPHOMEAMIIMHCKH MPOAYKTH, ChIBPKAIIN CE B
XpaHUTE OT >KUBOTMHCKU IMPOU3XOJ] € HEOOXOIUMO Jia Ce Mocovar >KUBOTUHCKUTE
BHUJIOBE, Y KOUTO MOXKE Ja MIPUCHCTBAT OCTaThbUHU KOJIMYECTBA, HUBATA, KOUTO MOXKE
Jla ce MpPUCHCTBAT BBB BCAKA OT CHOTBETHUTE MECHU THKaHU, IOJYyYEHU OT
TPETUPAHOTO KUBOTHO (IpPUIEIHA THhKaH), KAKTO M €CTECTBOTO HAa OCTAaThYHOTO
KOJMYECTBO, KOETO € MOAXOMSIIO 33 MOHHUTOPUMHTA HAa OCTaThYHHUTE KOJUYECTBA
(MapKkepHO OCTaTBYHO BELIECTBO);

KaTo HuMa TMpeaBUJl, Y€ 3a KOHTpOJa Ha OCTaThYHUTE KOJUYECTBA, CIIOPE]
CHOTBETHOTO 3aKOHOAATENCTBO Ha OOIIHOCTTA, OOMKHOBEHO CIIE/IBA JIa C€ ONPEIEIIAT
MaKCUMaJHO JONYCTUMHU TpaHUIM Ha OCTAaThYHUTE KOJUYECTBA 3a MPHULEITHUTE
ThKaHU Ha YepHUA AP0oO U OBOpenuTe; KaTo uMa MpeAaBUI, Y€, TPH MEXKTyHApOIHATA
TBPTOBHSI YEPHUAT ApoO0 U OBOpEUUTE YeCTO ce OTCTpaHsIBaT OT TPYMHOTO MecCo,
MaKCHMAaJIHO JOMYCTUMHU TPaHUIIM Ha OCTAaThYHHUTE KOJIMYECTBA CJI€/[Ba BUHATHU J1a C€
OMPEJIEIAT ChILO U 32 MyCKYJIHaTa U MacTHaTa ThKaH;

(*) OB L 224, 18. 8. 1990 r. c1p.1.
(2) OB L 156, 23. 6. 1994 r. c1p.6.
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KaTo UMa MPEBUJ, Y€ B CIy4YauTe, KOraTO BETEPUHAPHOMEIUIIMHCKUTE IPOTYKTH Ca
MpelHa3HauYeH! 3a ymoTpeda Mpu NTHIM-HOCAYKH, MIICKOJAWHU KUBOTHU WIIH
MEJIOHOCHH TTYEJIM MaKCHUMAJIHO JIOTYCTUMH TPaHUIIM CJIe/IBa Ja OBbIAT ONpeAcIICHH
CBIIO TaKa M 3a Silla, MIITKO U MEJI;

Karo uma npeasun, ye Doramectinum u Cefazolinum (3a misiko) cienBa na ObaaT
BKIIOYeHU B mipmiioxeHue I kbm Permament (EMO) Ne 2377/90;

kato uMma npensua, ye Alfaprostolum, Cefazolinum, Medroxydrogesteroni acetas u
Propylenglycolum crneasa ma Obmar BimoueHu B npuioxkeHue I kem Permament

(EVIO) Ne 2377/90;

KaTo MMa IPEeABUJ, Y€, 3a J]a MOorar Jna ObJarT 3aBbpIICHA HAYYHHTE W3CIICIBAHUSL,
Cefapirinum cnenBa xa 6b1e BitoueH B npuwiokenue Il kpm Permament (EMO) No
2377/90;

KaTo MMa MPEJBUJI, Y€ HE MOTaT Jia CE ONPEIeNIAT MAKCHMAIHO JIOMTYCTUMU TPaHUIIH
Ha octarbuHu BemecTBa 3a Chlorophormium, Thil KaTo OCTaThUHU KOJMYECTBA OT
HEro B KAaKBUTO M Ja OWJIO KOHIICHTPAIMM B XpaHH OT J>KMBOTHHCKU IPOM3XO]
MPEJICTaBISIBAT OMACHOCT 3a 3JIPAaBETO HA MOTPEOMTENUTE; KaTO MMa TMPEIABUM, Ue
BcaeacTBue Ha ToBa Chlorophormium cnena na Obae BKIOYEH B npuiioxkenue 1V
kbM Permmament (EMO) Ne 2377/90;

KaTo uMa MpeaBuj, ye € HeoOXOauMo Jia ce NpeaBuau mepuoa oT 60 aHM npeau
BJIM3aHE B CHJIa HA HACTOSALIMS PETJIaMEeHT, 3a Jla MOTaT Abp>KaBUTE-WICHKHU Ja BHecaT
HY)KHUTE KOPEKIIMH B pa3pelIuTeHUTE 3a IyCKaHe Ha Ta3apa Ha ChOTBETHUTE
BETEPUHAPHOMEUIIMHCKY TPOAYKTH, YHHUTO 3g;aspemI/ITenHI/I ca OwiM u3IaJeHU
cerinacHo [upextusa 81/851/EMO nHa Coeera®, mocnenno m3MeHena ¢ HupextuBa
93/40/EMO™ ¢ nen cboOpa3siBaHe ¢ pa3nopeAOnTe Ha HACTOSIIUS PerJaMeHT

KaTo KMa TpeABUJA, Y€ MEpKHUTe, MPEABUACHU B HACTOSIIUS pEriiaMeHT, ca B
CHOTBETCTBUE ChC CTaHOBHIIIETO Ha ITocTosHuHuS KOMUTET o
BETEPHUHAPHOMEIUIIMHCKHU TIperapaTH,
[MPUE HACTOSIIWA PETJIAMEHT:

Ynen 1

[Mpunoxenus I, II, Il u IV xem Permament (EMO) Ne 2377/90 ce u3MeHSAT, KakTo €
MMOCOYEHO B MPHJIOKEHUETO KbM HACTOSIIIHS PETIaMEHT.

Ynen 2

Hacrosmusat pernameHT Biu3a B cuia Ha 60—us neH cien myONMKYBaHETO MY B
Oguyuanen secmnux na Esponetickume obunocmu.

® OB L 317,6.11.1981 ., cp. 1
@ OB L 214,24.8.1993 r., cp. 31
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HaCTOHH_II/ISIT periiaMCHT € 3aAbJDKUTCIICH B CBOATA IAJIOCT U CC IpUiara nmpsaxKo BbHB
BCHUYKH OAbPKABHU-UYJICHKH.

CnbcraBeHo B bprokcen Ha 8 ronu 1996 roguna.
3a Komucuama

Martin BANGEMANN
UYnen na Komucuama
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1IPHJIO’KEHUE

A. IlIpunoxenwue I kbM Pernament (EMO) Ne 2377/90 ce nzmens, KakTo cliesipa:

1. AnTtunH(peKuno3HH CpeacTBa

1.2. AuTHOMOTHIIN
1.2.2. Hedanocnopunu

®apmakonornyo- | MapkepHo | JKuBotu MIAI'OB [Ipunennu Hpyru
aKTHBHA OCTaTh4YHO | HCKU BUJ ThKaHU CbOOpaXKeHUs
cyOcTaHIus BEIIECTBO
,1.2.2.2. Cefazolinu | Tosena 50 ug/kg Misako”
Cefazolinum m
2. AHTHIapa3WTHHU CPEICTBA
2.3. CpenctBa, AeCTBAIIM CPELLY €H/I0- U €KTONapa3uTu
2.3.1. ABepMeKTUHU
®apmakonoruuno- | MapkepHo | Kusormne | MJIT'OB [Ipunennu Hpyru
aKTHBHA OCTaTh4HO Ki BUA ThKaHU ChOOPaKCHUS
cyOcTaHIHs BEIIECTBO
»2.3.1.3. Doramectin | TI'oBena 150 pg/kg | Mactau
Doramectinum um THKaHU
100 ug/kg | Yeper npob
30 ug/kg | brOpenn
10 pg/kg | Myckymu”
b. IIpunoxenue Il ce n3MeHs, KakTo cieasa:
2. Opranu4yHu CheIUHECHHS
PapmMaKoIOrH4YHOAKTUBHA JKuBoTHHCKHN BH]T Hpyru cpoOpaxkeHus

cyOcTaHIus

,,2.75 Alfaprostolum

I'oBena, cBuHE, € THOKOIMMTHU

2.76. Cefazolinum [oBena Camo 3a BBTpeIIHa yrnorpeda
(c u3KIIOUEHUE Ha CiIy4yauTe,
KOraTo  BUMETO Ie  Cce
M3I0J13yBa 32 XpaHa Ha Xopa)
2.77.  Medroxydrogesteroni | Osue CamMo 3a WHTpaBarMHaJlHa
acetas

ynorpeba 3a 300TEXHHUYECKHU

Len

2.78. Propylenglycolum

Bceuuku BUI0BE TPOTYKTUBHU
SKUBOTHH

B. IIpunoxenue I ce u3MeHs, KakTo cienBa:
1. AHTUMH(DEKIHO3HH CpelICTBA

1.2. AuTHOMOTHIIN
1.2.4. lledanocnopunu
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®apMaKoIOru4HO- MapkepHo [Mopona | MAT'O | Ilpuunen Hpyru
aKTUBHA OCTaThYHO KUBOTHHU B HU ChOOpaKeHUS
cyOcTaHIws BEIIECTBO ThKaHU
»1.2.4.2. Cymara ot oT l'oBena 100 | beOperu CpoxsbT Ha
Cefapirinum Cefapirinum u ug/kg BPEMCHHHTE
desacetylcephapirin 50 | Myckyn MJII'OB
um Mg/kg U HM3TH4Ya Ha
50 | Yepen 1.1.1999 r.
ug/kg | zpoo,
50 | Mactau
ug/kg | ThKaHM
10 | Mimsixo ,,
ng/kg

I'. Ilpunoxenue IV ce u3mens, KakTo ciueasa:

Crucbk Ha (HhapMaKOJIOTMYHOAKTUBHU CyOCTaHIIMM, 3a KOWTO HE MoraT Ja ce

OIPCACIIAT MAKCUMAJIHO AOITYCTUMU KOHLICHTPAIIUU:

,,9. Chlorophormium,”
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