PEI'JIAMEHT (EO) Ne 121/98 HA KOMUCHUSATA
ot 16 snyapu 1998 roauna

3a usMeHeHue Ha npuioxenus L, IT u 111 kbm Pernament (EMO) Ne 2377/90 na
CobBera 3a onpenesisine Ha npoueaypa Ha O0IHOCTTA 32 YCTAHOBSIBAHE HA
MaKCHMAJIHO JONYCTUMH I'PAHUIMN HA OCTATHYHHU BelleCTBA OT
BeTEePUHAPHOMEINIMHCKH NMPEeNapaTu B XPaHH OT KUBOTHHCKH TPOU3X0/

(Texcr ot 3nauenue 3a EUII)
KOMUCHUSTA HA EBPOITEMCKUTE OBIIIHOCTHU,
Karto B3e npensun JloroBopa 3a ch3gaBane Ha EBporielickara oOIIHOCT,

karo B3e mpensun Permament (EMO) Ne 2377/90 ma CeBera ot 26 tonum 1990 r. 3a
ornpezensHe Ha npoueaypa Ha OOIIHOCTTa 32 YCTaHOBSIBAHE HA MAKCUMATHO JTOMYCTUMH
TPaHUIM Ha OCTAaThYHHU BEIICCTBA OT BETCPUHAPHOMEIMIIMHCKH TPEIapaTd B XpaHU OT
KHBOTHHCKH mpomsxoxn (), mociemno m3menen ¢ Permament (EO) Ne 1850/97 Ha
Komucusita (%) ¥ II0-CIIeIHANHO dieHOBE 6, 7 1 8 OT Hero,

Karo uma npeasu, 4e ceriacHo Permament (EMO) Ne 2377/90 TpsiOBa mocTeneHHo aa ce
OTpeAeNsAT MAaKCUMAaIHO JOMYCTUMHUTE T'PAHULU 32 BCHUKH (PAPMAKOIOTHYHO AKTUBHU
cyOCTaHIMM, KOMUTO c€  u3moj3BaT B  pamkuTte Ha  OOIIHOCTTa  BBB
BETEPUHAPHOMEUIIMHCKY TPOJYKTH, MpeJHa3HaYeHW 3a ymnoTpeda INpu KUBOTHH,
OTIJISKIAaHH 32 TPOU3BOJICTBO HA XPAHHU;

KaTo WMa MPeIBHJI, Y¢ MAKCUMAIHO JOIMYCTHMHTE TPAHUIINA CIIEJBA Ja CE OMPEISIST
camMo crnei pasriexjaaHe, B pamkuTe Ha Komurera mo BeTepUHAPHOMEIUITMHCKHU
MPOAYKTH, HA IsIaTa WHGOpMAIMs, OTHACAIA ce 0 O0e30MmacHOCTTa Ha OCTaThYHUTE
KOJMYECTBa OT CHOTBETHOTO BEIIECTBO 3a MOTPEOUTENS HAa XPaHU OT >KUBOTHHCKHU
mpous3xoaq W A0 BIUAHUCTO Ha OCTATBYHUTEC KOJIMYCCTBA BBHPXY MIPOMHUILICHATA
npepaboTKa Ha XpaHUTE;

KaTo MMa MPEIBHUJ, Y€ MPH OMpPEACTSIHETO Ha MaKCHMAJHO IOMYyCTHMUTE TPAHUIM Ha
OCTAaTBYHHUTC KOJINYECTBA OT BeTepI/IHapHOMeI[I/IHI/IHCKI/I HpOI[YKTI/I, C"b)]’bp)I(aHH/I CC B
XpaHUTE OT >KUBOTHHCKHM MPOM3XO0J € HEOOXOAWMO Ja C€ MOCOYaT >KHBOTHHCKUTE
BUJIOBC, y KOUTO MOXKE a HpI/IC’BCTBaT OCTaTh4YHHU KOJIMYCCTBA, HUBATA, KOUTO MOXKE Ja
Ce TMPHUCHCTBAT BBHB BCSAKA OT CHOTBETHUTE MECHH THKaHH, MOJYYECHH OT TPETHPAHOTO
’KMBOTHO (TIPHIIEIHA THKaH), KAKTO U €CTECTBOTO HAa OCTATBYHOTO KOJIMYECTBO, KOETO €
MOJXO/AII0 32 MOHUTOPHHTAa Ha OCTaThUHHWTE KOJMYECTBA (MapKEpHO OCTAThYHO
BEIIIECTBO);

(*) OB L 224, 18.8.1990 r. c1p.1.
(2) OB L 264, 26.9.1997 r., c1p. 12.
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KaTo uMa IpeBUJ, Y€ 3a KOHTPOJIa Ha OCTaThYHUTE KOJIMYECTBA, CIIOPE] CHOTBETHOTO
3akoHoAarencTBo Ha OOIIHOCTTA, OOMKHOBEHO CJIE[BAa J1a C€ OMPENENSIT MAKCHMAIHO
JONYCTUMM TPaHMIM HAa OCTAaTbYHUTE KOJIMYECTBA 3a IPULIETHUTE ThKaHU HAa YEPHUS
npo6 u ObOpenuTe; KaTo MMa MPEaBUI, Y€, MPU MEXKIYHAPOJIHATA ThPIOBUS YEPHUST
apo0 u ObOpenuTe YecTo ce OTCTpaHSIBAT OT TPYMHOTO MECO, MAKCHMAIHO JOMYCTUMH
IpaHUIM HA OCTAaThUYHUTE KOJMYECTBA CJI€/[BAa BHHATU Ja CE€ OIMpeaessaT ChIIO0 U 3a
MYCKyJIHaTa U MacTHaTa ThKaH;

KaTo uMa npeaBua, 4€ B CIYyHYauTC, KOraToO BCTCPUHAPHOMCIHMIMWHCKUTC IMPOAYKTH Ca
npe€aHa3HauCHU 3a y1'IOTp66a Inpu NOTHOU-HOCAYKH, MJ'IGKO,I[aI\/'IHI/I JKHNBOTHHU HJIN
MCIAOHOCHHU IYCIW MAKCUMAJIHO MOOIMMYCTHMU TI'paHUIUM CJICABA 1a 6’bZ[aT OIpCaACICHU
ChIIIO TaKa " 3a HﬁHa, MIISIKO U M€,

KaTo MMa MpeABHU, Y€ JdaHo(IoKcalyH, e(a30oiuH U TPUMETONPUM cjieiBa Aa ObaaT
BKIIFOUeHHU B nipuiioskenue | koM Permmament (EMO) Ne 2377/90;

KaTo MMa TpeABHI, Y€ JTUHHONEeYyM, (OoTHa KUCeanHa, OeTanH W nedazoiuH cieasa aa
Obaat BitodeHu B npuitokenue |l kbm Pernament (EMO) Ne 2377/90;

KaTo MMa TPEABHI, Y€ 3a Ja CE MO3BOJIM 3aBBPIIBAHETO HAa HAYYHWTE H3CIICIBAHUS,
MPOJBIDKUTEITHOCTTa HA BaJIMJHOCT HA BpPEMCHHUTE TPAHHUIM 33 OCTAThUHUTE
KOJIM4YEeCTBa, npeaBaputenHo aepunupanu B npuwioxenue |l koM Pernament (EMO) No
2377/90 cnenBa na ObaaT YABIDKCHH 32 IICHETAMAT,

KaTo uMa IPEeJBU/I, Y€ € HEOOXOAUMO Ja ce MPEABUAM epro1 oT 60 THY Mpeau BIH3aHe
B CHJIa HAa HACTOSIIMS PETJIaMEHT, 3a J1a MOTaT IbpKaBUTE-UWICHKHU Ja BHECAT HY)KHHUTE
KOPEKIIMU B  Pa3peIIUTEIIHATE 3a IIyCKaHe Ha TMa3apa Ha  ChOTBETHUTE
BETEPUHAPHOMEIUIIMHCKU MPOIYKTH, YUUTO PA3PEIIUTENHU ca OMIIN U31aJIeHH CHhIIIacHO
HupextuBa 81/851/EMO na CbBeta @) nocnenHo u3Menena ¢ Hupextua 93/40/E1O @)
C 1IeTT ChboOpa3siBaHe ¢ pa3nopeaduTe Ha HACTOSIINS PETJIaMEHT;

Kato uMa MnOpca BUA, Y€ MCPKUTC, NPEABUACHU B HACTOAIINWA PCriIaMCHT, Ca B
CHOTBETCTBHUEC CHC CTAHOBUIIICTO HA Komutera 3a aZlaliITUPAHE KbM TCXHUYCCKUS ITPOrpecC
Ha JUPCKTHUBUTC OTHOCHO INPCMAXBAHC HA TCXHUYCCKHUTC 6apHepH nopea TbproBusiTa B
CCKTOpPa Ha BETCPUHAPHOMCIAUIIUHCKU IIPCIIapaTH,

[MPUE HACTOAIMA PETJIAMEHT:

Ynen 1

® OB L317,6.11.1981 ., cp. 1.
@ OB L 214,24.8.1993 r., c1p. 31.
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[Mpunoxenus I, 1l u 11l koM Permament (EMO) Ne 2377/90 na CbBera mo T03U HaYUH CE
U3MEHST, KaKTO € IIOCOYEHO B MPHIIOKEHUETO.

Ynen 2

Hacrosmusar pernament Biu3a B cwia Ha 60-us 1geH cien myOlIMKYyBaHETO My B
Oguyuannus éecmuux na Egponetickume obwHocmu.

HaCTOHH_II/ISIT periiaMCHT € 3aABJDKHUTCIICH B CBOATA LAJIOCT WM CC IIpuJiara InpsAKO BHB
BCHUYKH ABPKABHU-UYJICHKH.

CobcraBeHo B bprokcen Ha 16 ssayapu 1998 roguna

3a Komucuama
Martin BANGEMANN
Ynen na Komucuama
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1IPHJIO’KEHUE
A. Ilpunoxenue | ce u3MeHs, KakTo cieaBa:

1. IIpoTuBO3apa3Hu areHTu
1.1. XemoTepaneBTUYHU

1.1.2. IIpou3Bo/iHM HAa JTUAMUHOTUPUMUINHA
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®apMaKkoJIOrHyHO MapkepHo JKuBoTHHCKH MII'OB TapreTHu ThKaHu Hpyru
aKTHUBHO/U OCTaTbhb4HO BUJ CbOOpakeHUs
BEIECTBO/a BEIIECTBO
Trimethoprim Trimethoprim | ToBena 50 ug/kg Myckynu, Ma3HUHH, YepeH poo,
OBOpEK, MIISIKO
CBuHe 50 ug/kg Myckyiu, Koka 1 Ma3HUHU, YEPEH
Jpo0, 6bOpek
IItnnnm 50 ug/kg Myckynu, Koka 1 Ma3HUHH, yepeH |Hee
Jpo0, ObOpek MpeaHa3HAYEHO 3a
ynotpeda mpu
KUBOTHU, YUUTO
Aina ca
MpeHa3HauYeH! 32
KOHCyMallusl OT
YOBEKa
CTHOKOITUTHH 100 ng/kg MycKkynu, Ma3HUHH, YepeH P00,
0B0pek
pudu 50 ng/kg Myckynu 1 K0oKa B €CTECTBEHU

IPONOPLUHU
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1.2. AgTHONOTHIIN
1.2.2. Hedanocnopunu

@®apmaxosiornud | MapkepHo JKuBotnncku MAI'OB Tapretun | [Ipyru
0 aKTUBHO/U OCTaThb4HO BU/T ThKaHU CbOOpaxeH
BEIIECTBO/a BEIIIECTBO usi
Cefazolin Cefazolin OBlI1€E, KO3 50 ug/kg Mutsiko
1.2.3. Kyunononu
dapMaKkoJIOTHYH MapkepHo JKuBoTuHCcKH MII'OB Tapretnun | pyru
0 aKTUBHO/H OCTaTbhb4HO BUJL ThKaHU CbOOpaXKEHUsS
BEIIECTBO/a BEIIECTBO
Danofloxacin Danofloxacin  |T'oBena 200 ng/kg | Myckynu Hee
nperHa3Haye
HO 3a
ynotpeba mpu
KUBOTHH,
YHETO MIISIKO
e
npelHa3Haye
HO 3a
KOHCyMaIlUs
OT YOBEKa
100 ug/kg | Masuunu
400 pg/kg | Yepen 1po0,
O0BOpek
[Munera 200 pug/kg | Myckynu Hee
npegHa3Haue
HO 3a
ynotpeba npu
KUBOTHH,
YUUTO A
ca
npegHa3Haue
HU 32
KOHCYMaIIUsI
OT YOBEKa
100 ng/kg | Koxa u
Ma3HUHH
400 pg/kg | Yepen 1po6,
O0BOpex

b. Ilpunoxenue |l ce u3mens, kakro cienpa:
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2. Oprann4yHu CheIMHEHUS

dapMaKoIOrHIHO
AKTUBHO/U BELLIECTBO/a

JKusoTnHcku BUI

Hpyru cbo0paskeHus

Cefazolin

Os1e, k03U

caMo 3a MHTpaMaMapHa
ynorpeba (0CBEH aKko
BHUMETO MOXeE /1a ce
M3I0J13Ba KaTO XpaHa 3a
KOHCYMAIHs OT YOBEKa)

Betain

Bcuukm BUoBe, OT KOUTO
ce MPOMU3BEXKA XpaHa

®dosnmeBa KUCceIUHA

Benuku BHUJOBE, OT KOUTO
CC MMPOM3BCIKIA XPpaHa

Oleum Lini

Bcuukn BHAOBC, OT KOUTO
CC MMPOM3BCIKIA XpaHa

B. IIpunoxenue |1l ce u3mens, kakto cienasa:

1. IIpoTuBO3apa3Hu areHTu
1.2. AETHOMOTHLIA
1.2.10. Ileuununnan
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dapMaKoJIOTUYH MapkepHo KuBoTuHcku MII'OB Tapretnun | Hpyru
0 aKTHBHO/U OCTaThYHO BH/]I ThKaHU ChOOpaXKCHHUS
BEIECTBO/a BEIIECTBO
Penethamat Benzylpenicilin | | 03642 50 pghkg | Myckymn, ) YenosHo
Ma3HUHH, U3TUYaHe Ha
yepeH 1po0, |MJI'OB na 1
O0BOpek sayapu 2000
T.
4 nug/kg Misgxko
CBune 50 ug/kg | Myckynmy,
Ma3HUHH,
YepeH apoo,
0b0pek
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