PEI'JIAMEHT (EO) Ne 2338/2000 HA KOMUCHSITA
ot 20 oxkromBpu 2000 roxuna

3a usMeHeHue Ha npuioxenus I, 11 u I1I kbm Pernament (EMO) Ne 2377/90 na
CbBeTa 32 yCTAHOBSIBAHE HA MAKCHUMAJIHO JTONYCTUMH IPAHUIM HA OCTATHYHH
BelleCTBA OT BeTEPUHAPHOMEAUIMHCKH MPenapaTy B XpPaHH OT )KHBOTHHCKH
NMPOU3X0J

(Texcr ot 3Hauenue 3a EUII)

KOMUCHSATA HA EBPOIIEMCKUTE OBI[HOCTH,
KaTo B3e npeasua Jloroopa 3a ch3gaBaHero Ha EBporneiickara o0mHocCT,

karo B3e npensun Permament (EMO) Ne 2377/90 na CwBera ot 26 ronu 1990 r. 3a
omnpezensHe Ha Impoueaypa Ha OOIIHOCTTa 3a YCTaHOBSIBAaHE HA MAaKCHUMAaJIHO
JOMYCTUMH TPAHUIM HA OCTAaThYHH BELIECTBA OT BETEPUHAPHOMEAUIIMHCKH IIperapaTu
B XPaHH OT JXHBOTHHCKH NPOM3XOX ', TMOCIEAHO m3MeHeH ¢ Permament (EO) Ne
1960/2000 na KoMucHsATa > ¥ B 4aCTHOCT 4JICHOBE 6,7u8,

KaToO uMa InpCaBu, 4c:

(1) Ceorinacno Permament (EMO) Ne 2377/90 TpsiOBa mocTeneHHO Ja ce OMpeAessT
MaKCHMaJTHO JIONYCTUMUTE TPAHHWIM 33 BCUYKH (PAPMAKOIOTHYHO AKTHBHH
cyOCTaHIIMM, KOWUTO c€ u3Mmoi3BaT B  pamkuTe Ha  OOMIHOCTTa  BBB
BETEPUHAPHOMEIUIIMHCKH TPOJYKTH, TpPEIHA3HAYCHH 3a YIoTpebda TpH KUBOTHH,
OTTJISKJaHH 32 MPOU3BOJICTBO HA XPAHH.

(2) MakcuManHO IONYyCTUMUTE TPAaHMLM Ha OCTAaThYHM BEILIECTBA cCIeABa Ja ce
ompenenar caMo  ciel  pasmiexaaHe, B pamkute Ha  Komwmrera  mo
BETEpUHAPHOMEAMIIMHCKY MPOAYKTH, Ha Lsjara HH(popMalus, OTHAcAIa ce [0
0€30I1aCHOCTTA Ha OCTaTbUHUTE KOJIMYECTBA OT ChOTBETHOTO BEILECTBO 3a MIOTPEOUTEINS
Ha XpaHU OT JKMBOTHMHCKHM IIPOM3XOJX M JO BIMSHUETO HAa OCTaThbYHUTE KOJUYECTBA
BBpPXY MPOMHUIIIEHATa IPepadOTKa Ha XpaHUTeE.

(3) [Ipu ompenensiHETO Ha MAKCHUMAJIHO JAOMYCTUMHU TpaHUIM 32 OCTAThYHUTE
KOJIM4YCCTBA OT BCTCPHMHAPHOMCIAUIMHCKU NPOAYKTH, CBbABpPKAIIKW CE€ B XPAHUTE OT
JKUBOTHHCKH MPOU3XO0J € HEOOXOIMMO Jia c€ T0CoYaT KUBOTUHCKUTE BHUJIOBE, Y KOUTO
MOXE€ J1a MPUCHCTBAT OCTATBHYHU KOJIUMYCCTBA, HUBATA, KOUTO MOXKE Oda CC MPUCHCTBAT
BbB BCSKa OT CHOTBETHUTE MECHU TbHKaHHU, MOJYYEHHU OT TPETUPAHOTO >KUBOTHO
(mpuienHa THKAH), KAaKTO W E€CTECTBOTO HAa OCTAaThYHOTO KOJHUYECTBO, KOETO €
MOAXOJAIIO 32 MOHUTOPHMHTA HAa OCTAaThUYHUTE KOJIMYECTBA (MapKEepHO OCTAThYHO
BEIIIECTBO).

4) 3a  OCBHIIECTBABAaHE KOHTPOJa Ha OCTAaThYHHUTE KOJUYECTBA, CIOPE]
CHOTBETHOTO 3aKOHOAATENCTBO Ha OOHIHOCTTA, OOMKHOBEHO CJIE/BA JIa C€ OMPEICIIAT
MaKCHMAaJIHO JTOMYCTUMH I'PaHUIU HA OCTATHhYHHUTE KOJUYECTBA 3 MPUILIETHUTE ThKaHU

OB L 224, 18.8.1990 ., ctp. 1.
20B L 234, 16.9.2000 r., ctp. 5.
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Ha YepHUs Ipod n ObpOpennTe; KaTo MMa NpeABU, Y€, IPU MEKAYHAPOAHATA ThPTOBUS
YepHUAT ApoO M OBOpEluTe YecTo ce OTCTPaHSABAT OT TPYIMHOTO MECO, MAaKCUMAaJHO
JONYCTHMH TPAaHUIM HAa OCTaThYHUTE KOJIMYECTBA CJIEJBAa BHHATU Jla CE ONpPEICIsT
CBIIO U 32 MYCKYyJIHaTa M MacTHAaTa ThKaH.

5) B cnyuaute, korato BeTepMHApHOMEAULIMHCKUTE MPOIYKTH ca MpeAHa3HAYEHU
3a ynorpeba NpU NTULH-HOCAYKH, MJIEKOJAMHM >KMBOTHM WJIM MEIOHOCHHM ITYEIH
MaKCHMAJIHO JOITyCTHMU I'PaHHUIM ClIe/iBa 1a ObJaT OIpEAEIeHH ChIIO TaKka U 3a siina,
MJISIKO ¥ M€,

(6) EputpoMuniuabt,  QurymekuHBT, MapOOQIOKCAIMHBT, IapOMOMHIIMHBT,
MUPIUMUIUHBT, THAMYJIUHBT U THJIMAKO3UHBT TPOBa J1a C€ BKIIIOYAT B puiiokeHue |
kbM Pernament (EMO) Ne 2377/90.

(7) Anisi stellati fructus, crammapTusupaHuTe €KCTPaKTH M IpernapaTtd OT HEro,
Cinchonae cortex, cranmapTu3upaHuTe €KCTPAaKTH M Tpemnapatd ot Hero, Cinnamoni
cassiae COrtex, craHgapTU3UpaHUTE EKCTPAKTH W mpemapatd ot Hero, Cinnamoni
ceylanici cortex, cranmapTu3upaHuTe €KCTPaKTH M mpernapatd oT Hero, Condurango
cortex, cTaHjapTH3UpPaHUTE EKCTPAKTH M Ipernapatd OT HEero, JeKOKHHATHT
decoquinate, Frangulae cortex, crangapTu3upaHUTe EKCTPAKTH U TPEapaTd OT HEro,
Gentinae radix, cranaapTH3UpaHUTE EKCTPAKTH W MpEMapaTH OT HEro, HATPUEBHSAT
60opohopMHaT U HATPHEBHAT MIPOMUOHAT TPSOBa [a ce BKIOYar B npuioxeHue 11 kpm
Pernament (EMO) Ne 2377/90.

(8) C ornen aa ce ch3nane Bb3MOXKHOCT 32 3aBBPIIBAHE HA HAYYHUTE H3CIIEIBAHNUSA,
CPOKBT Ha BAJIUAHOCT HA BPEMCHHUTE MaKCHMAJTHO JIONTYCTUMH TPAHUIINA HA OCTATHYHH
BelecTBa, onpenenenu B npuioxkenue |l koM Permament (EMO) Ne 2377/90, cnensa
Jla ce YIBJDKU 33 KOJUCTHH, JUKO3AMUIIMH U OKCUKIIO3aHUI.

9) Cnena na ce mpenBuau mepuon ot 60 AHM Tpend BJIM3aHE B CUJIa Ha
HACTOSIIHUS PETJIaMEHT, 3a J1a MOraT AbP)KaBUTE-WICHKU J1a BHECAT HYKHUTE KOPEKINH
B pa3pelIMTETHHUTE 3a MyCKaHe Ha Ia3apa Ha ChOTBETHHTE BETEPUHAPHOMETUIIMHCKU
HPOAYKTH, YUUTO Pa3pelInTeNHu ca Omin u3aanenu coriacHo Jupektusa 81/851/EMO
Ha CeBera °, mocneaHo usMmeHeHa ¢ upextusa 93/40/ENO * ¢ men choOpassiBaHe C
pasnopenouTe Ha HACTOSINHUS PETrJIaMeHT.

(10) Mepkure, NpeIBUACHH B HACTOSIIUS pErJaMeHT, ca B CHOTBETCTBUE ChC
cTaHOBULIETO HA [IOCTOSTHHUS KOMUTET 110 BETEPUHAPHU JIEKAPCTBEHU CPEICTBA,

I[TPUE HACTOAILIWA PETJIAMEHT:
Ynen 1

[Tpunoxxenus 1, Il u III kbm Pernament (EMO) Ne 2377/90 ce u3aMeHST B CbOTBETCTBHE
C IPUJIOKEHUETO KbM HACTOSIIMS PETTIAMEHT.

Ynen 2

0B L317,6.11.1981 r., ctp. 1.
*OB L 214, 24.8.1993 r., ctp. 31.

32000R2338 — LIITP — penakTupan



Hacrosimust pernamMeHT BiM3a B CHJIa Ha TPETUS JIEH, CIEJBall JIEHS Ha HETOBOTO
nyonukyBane B O¢uyuanen eéecmuux na Esponetickume odwHocmu.

Toit ce mnpuiara, cYMTaHO OT IIECTAECETHsS JI€H, cJelBall JEHS Ha HEroBOTO
nyOIMKyBaHe.

HaCTOSIH.II/IHT PEriiaMCHT € 3aAbJDKUTCIICH B CBOATA LAJIOCT U € IPAKO IMPUIIOKUM BBHB
BCHUYKHU AbpPiKAaBU-YJICHKH.

CncraBeno B bprokcein Ha 20 okromBpu 2000 roguna
3a Komucusita

Erkki LIIKANEN

Ynen na Komucusma
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1IPHJIO’KEHUE

A. Ilpunoxenue | kbM Permament (EMO) Ne 2377/90 ce n3ameHsi, KakTo cienBa:

1. AHTHUMH(EKIIMO3HHU CPEICTBA

1.2.

AxTHOHOTAIIN
1.2.3. Xwunononu (KBunos0HN)

dapMaKkoJIOTHYHO MapkepHo Kusotuncku | MJAT'OB [Tpunenan Hpyru
aKTUBHO/U OCTaThYHO BH/]I ThKaHU ChoOpaxe
cyOcTaHIus/u BEIIECTBO HUS
,,DIyMeKnH dnymMeknH I'oBena 50 ng/kg | Musiko
Flumequine Flumequine [Myiiku
400 ng/kg | Myckyn
250 pg/kg | Koska u Mma3HuHa
800 ug/kg | Yepen apob
1000 bropenu
ng/kg
Map6odiokca Mapb6odiaokca | 'oBena 150 pg/kg | Myckyn
LUH LIUH 50 ng/kg Ma3zHuHa
Marbofloxacin Marbofloxacin 150 pg/kg | Yepen npob
150 pg/kg | beoperu
75 ng/kg | Musiko
CBune 150 pg/kg | Myckyn
50 ug/lkg | Koka u ma3HuHa
150 pg/kg | Yepen npob
150 ng/kg | bopeun”
1.2.4. Makponuau
PapMaKoIOrUYHO MapxkepHo KuBoTnHCKHN MAI'OB IIpuuennn | dpyru
AKTHUBHO/U OCTaThYHO BUJT ThKaHU croOpaxe
cyOcTaHIusI/1 BEIIECTBO HUS
,,EpUTPOMUITHH Eputpomunun | ITunera 200 ng/kg Myckyn
Erythromycin Erythromycin A 200 ng/kg Koxa u
200 pg/kg Ma3HHHA
200 ng/kg Uepen npob
150 pg/kg Bbropenu
Sna
['oBena 200 ng/kg
200 pg/kg Myckyn
200 pg/kg Ma3zuuna
200 ng/kg Yepen apod
40 ng/kg Bropernu
Muisiko
Osgiie 200 ng/kg Jla ue ce
200 pg/kg Myckyn yrnoTpeos
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200 ng/kg Masuuna Ba MpU
200 pg/kg YepeH npo0 | )KUBOTHH,
bropernu 4UEeTO
CBune 200 pg/kg MIISIKO €
200 ng/kg Myckyin npeaHa3Ha
200 pg/kg Koxa u YEHO 32
200 ng/kg Ma3HUHA KOHCyMall
Yepen n1po0 | us ot
bropenu 4oBeKa
Tilmicosin Tilmicosin 3aifrm 50 pg/kg Myckynary
50 pg/kg pa
1000 pg/kg | Masuuna
1000 ug/kg | Yepen apob
bropex”
1.2.8. IlneypomyTtunuHu
PapmMaKoIOrHIHO MapxkepHo JKuBotnHCKH MIAI'OB IIpuuennn | Hpyru
aKTHUBHO/U 0CTaThYHO BUJI ThKaHU ChoOpaXkeH
cyOcTaHIwsI/M BEIIECTBO usi
,» [HaMyJIuH Cyma ot 3aiu 100 pg/kg Myckyn
Tiamulin METa0OJIHMTH, 500 ug/kgt | Yepen
KOUTO MOTaT /1a npo6”
Obaar
XUJIPOJTM3HPAHH
bi (o)
8-a-
XUIPOKCUMYTH
JIVH
8-a-
hydroxymutilin
1.2.9. Jluako3zaMugu
®apMaKoJIOrH4HO MapxkepHo KuBotun MAI'OB IIpuuennn | dpyru
aAKTUBHO/H OCTaTbhYHO CKH BUJI THKaHH ChOOpaKeHUs
cyOcTaHIMs/u BEILIECTBO
o TP TAMUTHH [MupaumunuH ['oBena 100 pg/kg Myckyn
Pirlimycin Pirlimycin 100 pg/kg Ma3zHuHa
1 000 pg/kg | Yepen apod
400 ng/kg Bbr6penu
100 pg/kg Musiko”
1.2.10. AMUHOTIIMKO3UIH
®apmakosioruyHo | MapkepHo | JKUBOTHHCKH MAI'OB [Mpunennu | dpyru
aKTUBHO/U OCTaThbuHO BH/]I ThKaHU ChOOpaXKECHHUS
cyOcTaHus/u BEIIECTBO
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1 [apOMOMHUITUH [Tapomomury | I'oBena
Paromomycin WH

Paromomyc

in

CBuHe, 3alinu

ITunera

500 ug/kg
1 500 ng/kg
1 500 ug/kg

500 ug/kg
1 500 ng/kg
1 500 ug/kg

500 ug/kg
1 500 ng/kg
1 500 ug/kg

Myckyn
Yepen npob
bropernu

Myckyn
Yepen npob
bropernu

Myckyn
Yepen npob
bropenu

[a He ce
yrnoTpeosiBa
NP KUBOTHH,
YHETO MIISIKO €
IpeHa3HAYCHO
3a KOHCYMaIus
OT YOBEKa

a He ce
yrnotpeosiBa
MIPH >KUBOTHH,
YUHUTO SiIa ca
NpeaHa3HaYeHU
3a KOHCYMaIlus
OT YyoBeKa”

b. IIpunoxenue I kbm Pernament (EMO) Ne 2377/90 ce uzmens, KakTo cienBa:

1. Heoprannunu xumukanu
®apMaKoJIOrM4HO aKTUBHO/M cyOCTaHIUsA/1 JKuBOoTHHCKHN BH]T Hpyru
choOpaxe
HUs
,HaTpues IponuoHar Bcenuku BU0BE NIPOJYKTUBHH
Sodium propionate KUBOTHU
2. Opranu4Hy CheAMHEHUS
®apMaKoJIOrM4HO aKTUBHO/M cyOCTaHIUsA/ 1 JKuBoTHHCKHM BH]T Hpyru
CHOOpaKEHUS
,»JleKOKHHAT I'oBena, oBie Camo 3a nepopajiHo
Decoquinate npujiarate.
a ne ce

yrnoTpeosiBa mpu
KHUBOTHH, YAETO
MIISIKO €
IIpeHA3HAYCHO 3a
KOHCYMaIus OT

YOBEKa™
Hatpues 6opodopmuar Bcuuku BusoBe
Sodium boroformiate POTYKTUBHH
JKHUBOTHU
6. CyOcTaHIIUU OT pACTUTENICH MPOU3XO/

dapMaKOJIOrHIHO aKTUBHO/U CyOCTaHIINSI/ 1

JKuBoTtHHCKY BUI

Opyrn |
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ChOOpaKeHUs
,JAnisi stellati fructus, crannaprusupanu Bcenuku BugoBe
EKCTPaKTHU ¥ IpenapaTu OT Hero POYyKTUBHH
KMBOTHH
Cinchonae cortex, crangapTu3upaHu Bcunuku BumoBe
EKCTPAKTH ¥ IperapaTu OT HETro POTYKTHBHH
YKUBOTHHU
Cinnamoni cassiae cortex, crangaptusupanu | Bcuuku BujgoBe
EKCTPaKTHU ¥ IpenapaTu OT Hero POYKTUBHH
KMBOTHHU
Cinnamoni ceylanici cortex, Bcuuku BugoBe
CTaHIapTU3UPaHHU EKCTPAKTH M [IPENapaT OT | HPOIyKTHBHH
HETO KMBOTHHU
Condurango cortex, ctanapTu3upanu Bcuuku BuoBe
EKCTPaKTH ¥ MpenapaTu OT HEro POTYyKTUBHH
JKMBOTHHU
Frangulae cortex, crangaptusupanu Bcuuku BrmoBe
EKCTPAKTH M IIperaparu OT HETO IPOYyKTUBHH
KMBOTHHU
Gentinae radix, crangapTu3upanu eKCTpakTH | Beuuku BumoBe
U [IpPenapaT OT HETO POYyKTUBHH
JKUBOTHU

B. IIpunoxenue 111 xbMm Pernament (EMO) Ne 2377/90 ce n3aMeHs1, KakTo cleBa:

1. AHTUMH(EKINO3HU CPECTBa
1.2. Autubuorunu
1.2.2. Makponuau

PapmMaKoIOrHIHO MapxkepHo JKuBotnHCKHM MAT'OB | [lpunenuu | dpyru
aKTUBHO/U OCTaTbYHO BUJT ThKaHU | cbOOpa
cyOcTaHuus/u BEIIECTBO SKEHUS
»»J[PKO3aMULITH Jl>xo3amMunuH [Tunera 200 pg/kg Myckyn Bpemen
Josamycin Josamycin 200 pg/kg Ma3uuHa | HUTe
200 pg/kg Yepen MI'1I0B
400 ng/kg pod -Ba
200 pg/kg bvOpern | nztuyar
Slitna Ha 1
0JTH
2002 r.”
1.2.9. TlonmuMuKCHHH
PapmMaKoIOTrUYHO MapxkepHo KuBoTuHCKHN BUJ MAT'OB | Ilpuue | Hpyru
AKTHUBHO/M OCTaTbuHO JHU | ChOOpaxe
cyOcTaHIus/u BEIIECTBO THKaH | HUS
u
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,»KOJIMCTHH Konuctun I'oBena, oBue 50 ng/kg Maisko | Bpemenau
Colistin Colistin ['oBena, oBIe, 150 pg/kg Mycky | Te
CBHUHE, ITUJIETA, 150 pg/kg 1 MI'10B-
3alu 150 pg/kg MasHu | Ba
200 ug/kg Ha U3THYAT
[Munera 300 ug/kg Yepen | Ha 1 ronu
apoo | 2002 r.”
brope
1
Sliina
2. AHTUDIApa3UTHU CPEJICTBA
2.1. CpenctBa, neicTBAIIM IPOTUB €HAOMAPA3UTH
2.1.1. deHoyHU NepUBATH, BKIIOYUTEITHO CATHITMIAHUINATA
PapMaKoIOru4HO MapxkepHo KuBotnHCKHM MIAI'OB IIpunennu | dpyru
aKTUBHO/U OCTaTh4HO BU/T ThKaHU | CHOOP
cyOcTaHIs/ 1 BEIIICCTBO aKEHU
s
,»OKCHKIIO3aHU]] Oxcuknosanuy | ['oBena 20 ng/kg Myckyn Bpeme
Oxyclozanide Oxyclozanide 20 ng/kg Ma3HuHa | HHUTE
500 ug/kg Yepen MI'[1
100 pg/kg po0 OB-Ba
10 pg/kg brOpenn | m3Tnua
Osgre 20 ng/kg Mutsiko THa |
20 ng/kg Myckyn 10JTH
500 ug/kg Masununa | 2002
100 pg/kg Yepen r.”
pod
br6penu
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