PETJIAMEHT (EO) Ne 17/97 HA KOMUCHUATA
ot 8 ssnyapu 1997 roquna

3a usMeHeHue Ha npuiaoxenus L, I1, IIT u IV kbm Pernament (EUQO) Ne 2377/90 na
CobBeTta 32 ycTaHOBsSIBaHe Ha npoueaypa Ha O0mHOCTTA 32 onpeae/isiHe HA
MaKCHMAJIHO JONYCTUMH IT'PAHMIM HA OCTATHYHU BelIECTBA OT
BeTePUHAPHOMEIMIMHCKH MPeNnapaTu B XpaHUTE OT ;KHBOTHHCKH MPOU3XO0/]

KOMUCHUSATA HA EBPOITEMCKUTE OBIIIHOCTHU,
Karto B3¢ npensun Jloroopa 3a ch3gaBane Ha EBporielickara oONIHOCT,

karo B3e npeasun Permamenta (EMO) Ne 2377/90 ma CwBera ot 26 ronu 1990 r. 3a
yCTaHOBsIBAaHE Ha Tmpouenypa Ha OOIIHOCTTa 3a ompefeNsHe Ha MaKCHMAalHO
AONIYCTUMHU I'paHUIU HA OCTATBHYHHU BCUICCTBA OT BCTCPUHAPHOMCIANIMHCKHA ITpCIIapaTnu
B XPaHHTE OT JKMBOTHHCKH MPOM3XOX , MOCIEAHO m3MeHeH ¢ Permament (EO) Ne
1102/95 na Komucusita® 1 mo-Creluaito YWIeHOBE 6, 7 u 8 ot Hero,

Karo uMa mpenBupa, 4e cbriaacHo Permament (EMO) Ne 2377/90, e nHeoOxoammo
HOCTEIICHHO OIpele/isiHe Ha MaKCUMAaJIHO JOIMYCTUMUTE TPAaHUIM 32 OCTAThYHO
CbAbpKaHUEC Ha BCUYKHU Q)apMaKonoquHo AdKTHUBHHU BEIICCTBA, KOUTO CC HM3IIOJI3BAT, B
pamkuTe Ha OONIHOCTTAa, BHB BETCPUHAPHOMEIUIIMHCKUTE TPOJIYKTH, MPUIaraHu TpU
JKMUBOTHH, OTTJICKIAHHU 3a IIPOU3BOACTBO HA XPaHHU,

KaTo MMa IpEeBUJl, Y€ MAKCUMAJIHO JOIYCTUMHTE TPAHULIH 332 OCTATBhYHO ChIAbpKAHUE
ciefBa Aa ObJaT OIpelesieHH camo cliel NpoydBaHe, B paMmkure Ha Komurera mo
BETEPUHAPHOMEIUIIMHCKY TPOAYKTH, Ha LsjgaTa uHQPOpMalus, OTHAcdlla ce [0
0e30macHOCTTa Ha OCTAaThUHUTE KOJMYECTBA HA CHOTBETHOTO BELIECTBO 32
MOTpEOUTENUTE HA XpaHU OT JKUBOTMHCKM TMPOM3XOJ U JI0 BB3JECHCTBUETO Ha
OCTaThYHHUTE KOJUYECTBA BHPXY MIPOMHUIIUIEHATa ITpepaboTKa Ha XpaHUTE;

KaTo UMa MPEJBUJI, Y€ IPHU ONPENENSIHETO Ha MAaKCUMAJIHUTE OCTAaThbUHHM KOJIMYECTBA
BETEPUHAPHOMEIUIIMHCKA TPOAYKTH, CHABPXKAIIM CE€ B XPAHUTE OT >KUBOTHHCKH
MIPOU3X0JT € He0OXOIUMO Ja CE€ MOocoYaT KUBOTUHCKHUTE BUAOBE, Y KOUTO OCTATHYHHUTE
KOJIMYECTBA MOTAT Ja OBJAT HAJIWIE BBB BCSAKA OT CHOTBETHUTE MECHU THKaHH,
MOJIy4aBaHU OT TPETUPAHOTO >KUBOTHO (TapreTHU THKAHM), KAKTO U €CTECTBOTO Ha
OCTaThbYHOTO KOJMYECTBO, MMAIO0 OTHOIIEHHWE KbM MOHHTOPHMHTA Ha OCTATHYHUTE
KOJIMYEeCTBa (OCTaThYeH MapKep);

KaTo UMa MPEeJBU/JI, Y€ 32 KOHTPOJIA Ha OCTaThbUHUTE KOJIUYECTBA, KAKTO € MPEABUACHO
B CBOTBETHOTO 3aKOHOJATEJICTBO Ha OONIHOCTTa, MaKCUMAJIHUTE TpaHUIM Ha
OCTaThYHUTE KOJMYECTBA OOMKHOBEHO Clie/[Ba Ja ObJAT OMpeAesSsHU 3a YepHHsS Apod
unu O0pOpenrTe KaTo TapreTHH THhKAaHU, KaTO UMa MPEABHU, Y€ MPU MEKIyHapoaHaTa
THPrOBUS YEPHUST AP0O U OBOpPEIUTE YECTO Ce OTCTPAHSABAT OT TPyMa Ha KUBOTHOTO,

OB L 224, 18.8.1990 r., ctp. 1
20BL 110, 17.5.1995 r., cp. 9
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MaKCUMAaJIHU I'PaHUIX 3a OCTATBUYHHUTC KOJIMYCCTBA CJICABA Id 6’bIIaT OmnpeacCICHU ChIIO
TakKa 3a MYCKYJIHaTa 1 MaCTHaTa ThbKaH;

KaTo MMa IpEeJBUJ, Y€ B CIy4YauTe, KOraTro JIEKAPCTBEHUTE CPEACTBAa 3a BETEpPUHApHA
ynorpeba ca TMpeaHa3HAYeHH 3a MNTUIM-HOCAYKH, MIICKOJAMHU KUBOTHU WJIU
MEJIOHOCHH ITYEIM, MAKCUMAJIHU T'PAHULM 32 OCTaThYHUTE KOJMYECTBA CJE/ABA ChHILO
Taka Ja ObJaT ompeAesieHH 3a SiIara, MISIKOTO WA ME/a;

KaTo uMa TpPeIBUJ, Y€ CMPUHOMEKTHH (eprinomectinum) ciiefBa Aa c€ BKIOYH B
npunoxenue I Ha Permament (EMO) Ne 2377/90;

KaTo HMa TMpEeJBUJ, Y€ IMHKOB areraT (zinci acetates), IIMHKOB XJIOpHA (zinci
chloridum), muaKOB TIFOKOHAT (zinci gluconatis), TMHKOB oJieat (zinci oleas), IMHKOB
creapar (zinci stears), xiopxekcuaut (chlorhexidinum), popmanen riuuepun (glycerol
formalum), xecnepuaun (hesperidinum), xecnepuann metun xainkoH (Hesperidini
methylchalconum), menOyTon (menbutonum) u kBaTpe3uH (quatresinum) ciiesiBa Jia ce
Bkitovar B npuinokenue I koM Perimament (EMO) Ne 2377/90;

KaTo WMa MPeaBHI, 4Ye, 3a Ja MOXKe Ja ObJaT 3aBbPIICHU HAYYHHUTE H3CIICIBAHHS
¢baymkBuH (flumequinum), noxcunukiand (doxycyclinum) u anbennazon cysiadoxcua

(albendazoli sul-foxidum) cnenBa aa ce Bkiaoyar B mpuiokenue 11 kpm Permament
(EFIO) Ne 2377/90;

KaTo UMa MPEIBUJI, Y€ HE MOraT Jja C€ ONPEAENIAT MAKCUMAJIHU IPAHULIA HAa OCTaThK 32
xyiopripomasul (chlorpromaazinum), 3amoTo ocTaThlM OT HEr0 B KAaKBUTO U Ja ca
I'PaHULU B XPAHUTEIIHU MIPOLYKTH OT )KUBOTUHCKHU IPOU3XOJ IPEACTABIIABAT ONACHOCT
3a 3/paBeTO Ha KOHCyMaropa, Karo KMa IpeIBHJ, Y€ BCIEICTBHE Ha TOBA

XJIOpIPOMAa3HH ciejBa ja ce Bkmoud B npuiokeHue IV kvm Permament (EMO) Ne
2377/90;

KaTo MMa MPEJBU/I, Y€ € HEOOXO0UMO J1a ce Jaje Cpok oT 60 THU peau BIU3aHE B CUJIA
Ha HACTOAIIUS PETJIAMEHT, 3a Jla MOraT JAbP)KaBUTE-WICHKH J1a BHECAT HEOOXOIUMHUTE
KOpeKIII/II/I B p33peIHI/ITCJ'IHI/ITe 3a T”I)pFOBI/ISI Ha CBOTBCTHUTC BeTepI/IHapHOMC)II/IHI/IHCKI/I
MPOJAYKTH, KOUTO Pa3pelIuTeNIHU ca OWNM HW3[aJleHu B CHOTBETCTBUE ¢ JlupekTuBa
81/851/EMO na CnBeTta 3, MOCJIeTHO M3MEHeHa ¢ J(upekTruBa 93/40/EI/IO4, C 1IeJI Ja ce
B3eMar MpeBH]l Pa3nopea0nTe Ha HACTOSIINS PETIIAMEHT;

Karo WMa TpEABHI, Y€ MEPKUTE, TNPEABHICHH B HACTOSIIMS PErJaMeHT ca B
CHhOTBETCTBHE ChC CTAHOBHIIIETO Ha ITocTossHHMS KOMUTET o
BETEPUHAPHOMEIUIIMHCKHU TIPOTYKTH,
ITPUE HACTOAIIWA PET'JTTAMEHT:

Ynen 1

[Mpunoxenus I, 11, III u IV xsMm Permament (EMO) Ne 2377/90 ce m3aMeHST, KakTo €
MTOCOYEHO B MPUJIOKEHUETO KbM HACTOSLIUS PErJIaMeHT.

*0OBL317,6.11.1981 r., crp. 1
OB L 214, 24.8.1993 r., cp. 31
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Ynen 2

Hactosmusar pernmameHT Biau3a B cuwia Ha 60-usi neH OT MyOJIMKYyBaHETO MYy B
Oguyuanen secmnux na Esponetickume o6uHocmu.

HaCTOHH_II/ISIT PEriiaMCHT € 3aAbJDKUTCIICH B CBOATA LAJIOCT U CC Ipujiara NpsskoO BbBbB
BCHUYKH ABPKABHU-UYJICHKH.

CocraBeHo B bprokcen, Ha 8 ssuyapu 1997 ronuna.
3a Komucuama

Martin BANGEMANN
Ynen na Komucuama

31997R0017 — I[P — penakTupan



1IPHUJIO’KEHUE

Pernament (EMO) Ne 2377/90 ce u3meHs1, KakTo ClieBa:

A. Ilpunoxenue I ce ©3MeHs KaKTo, cleaBa:
2. [TlpoTuBomapasuTHU CpelnCTBa
2.3. CpencTBa, IEUCTBAIIN CPEIILY €HJI0- U EKTOTapa3suTh

2.3.1. ABepMEKTUHU

PapMaKoIOru4HO OcrarpueH ITopona MI'O TaprerHu Hpyru
AKTHUBHO BEIIECTBO Mapkep KUBOTHH ThKaHU yCIIOBUS
,»2.3.1.4. Enpunomextun B | T'oBena 30 ug/kg | Myckymu
EnpunomMkTHH la 30 pg/kg | Mactau
(Eprinomectinum) (Eprinomectinum THKAHH
B 1a) 600 | Yepen
ug/kg | 1pod
100 | bropeun
ng/kg
30 pg/kg | Misixo”
b. IIpunoxenue II ce n3mens, kakTo cieasa:
1. Heoprannynm XuMuKamu
®apMaKoJIOrM4HO aKTUBHO ITopona Hpyru ycnosus
BeleCcTBO(a) JKUBOTHU
,»1.24. lluakoB amerat (Zinci | Bcuuku mopoau, OTIIeKIaHA
acetates) 3a XpaHu
1.25. HuukoB xsopun (Zinci | Beuuku nopoau, oTriexiaaHu
chloridum) 3a XpaHu
1.26. [luakoB  rmroKoHAT | Bcnuku mopoau, OTIVIEKIAHU
(Zinci gluconatis) 3a XpaHH
1.27. HwunkoB onear (Zinci | Bcuuku mopoau, OTTIEKIaHH
oleas) 3a XpaHu
1.28. IunkoB creapar (Zinci | Bcuuku mopoau, OTTIEKIaHH
stears) 3a XxpaHu”
2. Opranu4yHu ChEIUHECHUS
PapMaKOJIOrM4HO aKTUBHO ITopona Hpyru ycinosus
BeleCTBO(a) JKUBOTHU
,,2.69. XnopxekcuauH | Bcuukn mopoau, oTriexaanu | 3a ynotpeba camo B
(Chlorhexidinum) 3a XpaHu TPOIUYECKU YCIOBUS
2.70. ®opmaneH rauuepuH | Bcuukn nmopoau, OTIIEKIaHU
(Glycerol formalum) 3a XpaHu
2.71. Xecnepuaus | EnHokonuTHI
(Hesperidinum)
2.72. XecnepuauH MeTwl | EqHOKOnMTHU
XaITKOH (Hesperidini
methylchalconum)
2.73. MenOyton | ['oBena, oBIe, KO3U, CBHHE,
(Menbutonum) ¢IHOKOTIUTHH
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2.74.

KBarpesun

Bcuuku nopoau, oTriexaaHu

3a ynorpeba KaTo KOHCEPBaHT

(Quatresinum) 3a XpaHH camo B KoHueHTparuu 10 0,5
%’7
B. IIpunosxenue III ce n3mens, kakTo cieasa:
1. AnTtunH(peKIno3HH CpeacTBa
1.2.AaTHOHOTHAIIA
1.2.6. XuHonoHu
®apmakonoruuio | Ocrarpy ITopona MI'O TaprerHu Hpyru
aKTUBHO BEILIECTBO eH KUBOTHU ThKaHU yCIOBUS
MapKep
»1.2.6.4.OnymMmkBuH | DaymKu l'oBena, 50 pg/kg | Myckynu, CpoxsT Ha
(Flumequinum) H OBIIE, MacCTHH BpPEMEHHHUTE
CBHHE, ThbKaHU WUJIN MI'O u3ztnua
KOKOILIKK MacCTHHU Ha 1.1.2000”
THKaHU/KOXKa
100 | Yepen apod
ng/kg
300 | brOpenu
ng/kg
Cpomra 150 | Myckynu/Kox
ng/kg | a
1.2.8 Terpauukinau
®apmakonornyHo | Ocrarbue ITopona MI'O TaprerHu HApyru
AKTHBHO BEIIECTBO | H MapKep KUBOTHU ThKAHU YCIIOBUS
,»1.2.8.1. Cymara ot CauHe, 600 | br6pernu CpokbT Ha
JloKCHUITUKITNH OCHOBHOT OTUIH ug/kg BPEMEHHUTE
(Doxycyclinum) 0 300 | Yepen apo0, MI'O usztnua
JICKapCTBO Mg/kg KO>Ka/MacTHHU ga 1.1.1998”
U HETOBUS ThKaHU
4-emumep 100 | Myckymu
ng/kg
l'oBena 600 | brOpenn
ng/kg
300 | Yepen npob
ng/kg
100 | Myckynu
ng/kg
2. TlpotuBomapa3uTHH CpeCTBA
2.1 CpencrBa, nelicTBYBaIIM IPOTUB €HIONAPA3UTH
2.1.1 ben3umuga3zonu u Npo-0€H3UMHUIA30TH
PapmMaKoIOTrHYHO OcrarbueH ITopona MI'O Taprernu Hpyru
AKTHBHO BEIIECTBO MapKep KUBOTHU ThKaHU yCIOBUS
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,»2.1.1.10.
AnOennmazon
CynpOoKCUa
(albendazoli sul-
foxidum)

Cymara ot
a0beH1a3oll
cyndoxcu,
a0eH1a3ol1

cyndoH u

abennas3o 2-

amMuHOCYI(OoH,

M3pa3eHa Karo
an0eHaa3011

I'oBena, 1000 Yepen npob

OBIIE, ug/kg

dazanu | 500 ug/kg | brbpenu

100 pg/kg | Myckynu,

MacCTHU
ThKaHH

I'osena, | 100 pg/kg | Misiko

OBIIC

CpokbT Ha
BPEMCHHHTE
MI'O u3ztnua
Ha 1.1.1998”

I'. Ilpunoxenue IV ce u3mens, KakTo cieasa:

Crnucek Ha (l)apMaKonoquHo AKTUBHHU BCHICCTBA, 3a KOUTO HC MOrar aa C€ OonpcacsaT
MAaKCUMAJIHHU I'PAHUIIN:

,»8. Xnoporpomasut (Chlorpromaazinum)”
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