PEI'JIAMEHT HA KOMUCHSTA (EO) Ne 1286/2000
ot 19 1oau 2000 roauna

3a U3MeHeHue U JonbjJaHeHne Ha npuiioxkenue |, I1 u I kbm Pernament (EUO)
Ne 2377/90 na CbBeTa 32 ycTaHOBsSIBaHe HA nmpoueaypa Ha O0umHocTTA 32
onpeaeisiHe HA MAKCHUMAJIHO JONMYCTUMNUTE IPAHUIIA HA OCTATHYHH BelleCTBA OT
BeTePUMHAPHM JIEKAPCTBEHH CPeICTBA B XPAaHHUTE OT ’KUBOTHHCKH MPOU3X0/

(TekcT ot 3HayeHue 3a EUII)

KOMUCHUSTA HA EBPOITEMCKUTE OBIIIHOCTHU,
KaTo B3e npensua JJoroBopa 3a ch3naBaneto Ha EBporeiickaTa oOUIHOCT,

karo B3e npensua Permament (EMO) Ne 2377/90 na CouBera ot 26 ronu 1990 r. 3a
yCTaHOBsIBaHE Ha mpouenypa Ha OOIIHOCTTa 3a OmpefeNsHe Ha MaKCHMAallHO
I[OHYCTI/IMI/ITG FpaHI/IHI/I Ha OCTaTb4YHHU BEIICCTBA OT BeTepI/IHapHI/I JIeKapCTBCHI/I
CPEJCTBA B XPaHUTE OT KUBOTHHCKH IPOM3XOJ] (1), ITOCIEIHO M3MEHEH U JOIBJIHEH C
Permament (EO) Ne 2758/1999 na Komucusita (2), M B YaCTHOCT YJE€HOBE 6, 7 U 8,

KaTo nMa 1npeaBui, 4uc:

(1) Cornacao Permament (EMO) Ne 2377/90 TpsiOBa MOCTENEHHO Ja €& OMPEICIST
MaKCHMAJIHO JIOMYyCTUMHUTE TPAHUIM HAa OCTaThbYHH BEIIECTBA 33 BCHYKH
(apMaKoJIOTUYHO aKTHBHH CyOCTaHIINH, KOUTO ce M3Moi3BaT B OOIIHOCTTA 3a BlIaraHe
BbB BETCPHHAPHUTE JIEKAPCTBEHU CPEACTBA, NpEAHA3HAYCHW 3a IKUBOTHHTE,
M3I0JI3BaHHM 32 XpaHa.

(2) MakcumanaHO JOMYCTUMH TpPaHHWIM HAa OCTaThYHM BEIIECTBA MOrar Ja ce
ompenensT camMo ciel Kato KoMmMHTeThT 3a BeTepHHAPHU JIEKapCTBEHU CpEICTBa
nperjena BCHYKH HEOOXOAMMU JaHHH, CBbP3aHH C 0€30MacHOCTTa Ha OCTATBIUTE OT
CHOTBETHOTO BELIECTBO MO OTHOIIEHHE HAa OTPEOUTENNTE Ha XPAHUTEITHU MPOTYKTH OT
KUBOTHHCKHM TPOU3XOA MW C BJIHMAHHCTO Ha OCTAaTbYHUTEC BCIIECCTBA BbBPXY
NpOMHUILICHATa IpepabdoTKa Ha XpaHHTE.

(3) HpI/I ONpeCACILIHCTO Ha MAKCHMAJIIHO JOMYCTHMU TpaHUIM Ha OCTAaTBbYHHUTC
BCIICCTBA OT BCTCPpHUHAPHU JICKAPCTBCHU CPCACTBA B XpPaHUTE OT XKXHUBOTUHCKHU
Mpou3xo/J ciicaBa Aa CC YTOUHAT ) XUBOTUHCKUTC BHUIOBC, B KOUTO MOKEC 1a C€ OTKPHUAT
TE3W OCTAaThbYHM BCUICCTBA, AOIIYCTUMHUTC HMBA HAa OCTATHYHU BCIICCTBA 3a BCAKA OT
MCCHUTC TbKaHU, IMOJIYYCHH OT 06p8.60TCHOTO JKHBOTHO (an/IuenHa T’bKaH), KakKTO H
€CTCCTBOTO Ha OCTAaTbYHOTO BCEUICCTBO, HGO6XOHHMO 3a KOHTpOJIa Ha OCTAaThbYHUTC
BCIICCTBA (MapKCpHO OCTaTb4HO BCIJ_IGCTBO).

(4) 3a OCBIICCTBABAHC KOHTPOJIA HA OCTATHbUYHUTC BCUICCTBA TpH6Ba Aa ce onpcCaciAT,
Bb3 OCHOBa Ha 3aKOHOAATCJICTBOTO Ha O6H_[HOCTT3 II0 Ta3u MaTcpusd, MAKCHUMAIHO
AONYCTHUMHU I'paHHUIIA HAa OCTATBbYHU BCHICCTBA I'JIABHO 3a MPULCIIHUTC ThKaHH, YCPHUA

L OB, Ne L 224, 18.8.1990 r., ctp. 1.
20B, Ne L 331, 23.12.1999 r., cp. 49.
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npo6 wimm OnOpernure. YepHust apod u OBOpENUTE HYECTO €€ OTCTPAHSBAT OT
KJIQHUYHUTE TPYIIOBE, KOUTO Ca MPEIMET Ha MEXIyHApOIHA ThPrOBHUS, U MOPAIH TOBA
CBIIO ClieABA Jia C€ OMPEICIAT MAaKCHUMAJIHO JOMYCTUMH TPAaHUIM HA OCTAThYHU
BEIIIECTBA 32 MYCKYJIHUTE WJIH MACTHUTE ThKAaHH.

(5) TIlo oTHOIIEHHWE HAa BETEPUHAPHU JIEKAPCTBEHH CPEACTBA, MPEAHA3HAYCHH 34
[ITUIM HOCAYKH, 3 )KMBOTHU B JIAKTALIMOHEH MEPUOJ WM 32 MEIOHOCHHU IYEIIH, ChUIO
cleBa Ja ce ONpeAessiT MaKCUMaIHO JIOYCTUMH T'PaHUIIA HA OCTAaThUYHM BEIIECTBA 3a
siraTa, MISIKOTO UM MEJa.

(6) deHOKCUMETWINCHUIIIMHBT TPsiOBa na ce BkiIoyn B Ilpunoxkenune | kbMm
Pernament (EMO) Ne 2377/90.

(7) KanmueBusar acnaprar, rhei radix, crangapTu3upaHuTe €KCTPAKTH U IPEapaTUTe
OT Hero, matricaria recutita « npenapatuTe OT Hesl, IMHKOBHAT aclapTaTr, HaTPHUEBUSAT
CaJIMIINIIAT, HATPHUEBUST aIeTHIICATHIINIIAT, CaJMIMIOBaTa KHCEJIHHA,
METUJICATUIIWIATHT, KAIIHEBUAT KapbacanaT (ypes IUIIOC KaJIUEB aleTUIICAIUIINIIAT)
U OuMCMyTOBaTa OCHOBHA COJ Ha a30THATa KHCEIMHA W ATyMUHHEBHUST CAJUIIMJIAT,
ocHoBeH ¥ DL-mu3uH Ha aneTHICaIMIMIOBaTa KHCEIWHA, TPIOBa Ja Ce BKJIIOYAT B
[Mpunosxenwue I koM Pernament (EMO) Ne 2377/90.

(8) C ormen ma ce ch3mane Bb3MOKHOCT 3a 3aBbpIIBAHE HA HAYYHUTE U3CIICABAHHS,
clieBa Ja Cc€ BKIIOYAT METWINPEAHU30IOH U  aleTWIN30BAICPHITHIOSHH B
[Mpunoxenue 11 kbm Pernament (EMO) Ne 2377/90.

(9) CremBa ma ce mNpeaBHAM JOCTaThbY€H CPOK MpPEAM BIM3aHETO B CHJIa Ha
HACTOSIIIUSL PETJIaMEHT, Mpe3 KOWTO JAbpKABUTE-WICHKH Ja BHECAT HEOOXOIUMHUTE
MIPOMEHH, TMPEeABUA pa3nopeAOUTe Ha HACTOAIIUS PEriiaMeHT, B pa3pelleHusiTa 3a
npoak6a Ha CHOTBETHUTE BETEPUHAPHU JICKAPCTBEHU CPEJCTBA, U3AJCHH CHITIACHO
Hupexktusa 8§1/851/ENO na CnBeta (3), MOCJIEIHO U3MEHEHA U JIOIIbJIHEHA ¢ J[upekTrBa
93/40/EUO (*).

(10) Mepkure, NpeIBHICHA B HACTOSINUS PEIIAMEHT, Ca B CHOTBETCTBUE ChC
cTaHOBULIETO HA IIOCTOSTHHUSA KOMUTET 32 BETCPUHAPHU JICKAPCTBEHU CPECTBA,

[TPUE HACTOAIMA PETJIAMEHT:

Ynen 1

[punoxenus |, II u I xbm Pernament (EMO) Ne 2377/90 ce u3aMeHAT U AOMBIBAT B
CBHOTBETCTBUE C MPHIOKEHUETO KbM HACTOSIIINS PETIAMEHT.
Ynen 2

HacrosmusT periiameHT BIM3a B cWjla HAa TPETHS JIeH, CJeIBall JIeHS Ha HETOBOTO
nyosnmukyBane B Oguyuanen éecmuux na Eeponetickume obwHocmu.

0B, Ne L 317, 6.11.1981 r., cp. 1.
*0B, Ne L 214, 24.8.1993 1., ctp. 31.
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Toit ce mpwiara, CYMTaHO OT INECTAECETHS [I€H, CJENIBall JEHS Ha HEroBOTO
myOJIMKyBaHe.

Hacrosmmsar PErIaMCHT € 3aABJDKUTCIICH B CBOATA LAJNOCT U € IIPAKO IIPHUIIOXKHUM BBEB
BCHUYKH ABPrKAaBHU-YJICHKU.

CscraBeno B bprokcen Ha 19 ronu 2000 roguna

3a Komucusma
Erkki LIIKANEN
UYnen na Komucuama
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1IPHJIO’KEHUE

A. Cnennara cyoOctanmusi ce BkiaouBa B IIpminoxenue I koM Permament (EMO) Ne 2377/90 (Cnuchkk Ha ¢apMakoIOTHIHO
AKTUBHUTE CYOCTAHIIMH, 32 KOUTO Ca ONPEACTICHN MaKCUMAITHO
JIOITYCTUMH TPAHUIM HA OCTAThYHU BEIIIECTBA):

1. AHTHUH(DEKIIHMO3HH JICKApCTBEHU CPEICTBA
1.2.  AnTubuorunu
1.2.1. Ileauuminau

®apmMaKoIOrHuHO XKuBotuHCcku
aKTHUBHA cyOcTaHIM(-1) MapkepHO 0CTaTb4HO BHJIOBE MIAI'OB [Ipunennu Hpyru
BEIIECTBO ThKaHU pasnopenou
,PeHokcumeruaneHuuuau | @enokcumerwineHuuine | CBune 25 ng/kg | Myckynatypa
H Phenoxymethylpenicillin 25 ng/kg | Yepen mpob
Phenoxymethylpenicillin 25 ng/kg | broperur”

b. Cnennute cyOcranmuu ce BkmtouBaT B [Ipunoxenue Il kem Permament (EMO) Ne 2377/90 (Cnuchbk Ha CyOCTaHIIMHTE,
HEMOo/AJIeXKaI Ha MAaKCUMAJTHO JIONTYCTUMH TPAHUIIM Ha OCTaTHYHH BEIIECTBA):

2. OpranuyuHu CheUHEHUS
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®DapMaKOoJIOTUYHO AKTUBHA CYOCTAHIIHSI(-1)

JKvBOTHHCKH BUIOBE

Hpyru paznopendou

,,AJ'IyMI/IHI/IeB cajimnuiiatr, OCHOBCH
Aluminium salicylate, basic

Bceunuku BU10Be, N3M103BaHU 3a
XpaHa,
C U3KJIIOUEHHE Ha pubda

Cawmo 3a JOKaJHO ImpujiaraHe

BI/ICMYTOBa OCHOBHaA COJI HAa a30THATa KHUCCIINHA
Bismuth subnitrate

T'oBena

Camo 3a UHTpaMaMapHO
npujlaraHe

Kannues acnaprar
Calcium aspartate

Bcuuku Bui0BE, M3II0I3BaHU 3a XpaHa

MeTtwmncanuuiaT
Methyl salicylate

Bceunuku BU0BE, M3M0I3BaHU 3a
XpaHa,
C M3KJIIOUEHHE Ha puba

Camo 3a J0KaJHO IIpujiaraHe

CaJ'II/II_II/IJ'IOBa KHCCJINHAa
Salicylic acid

Bcenuku BUI0BE, H3M0I3BaHN 32
XpaHa,
C M3KJIIOUEHHE Ha puba

CamMo 3a J0KaTHO IpujiaraHe

Harpues canununar

Bcwuku BUoBe, H310I3BaHU 32

CaMo 3a JTOKaJIHO

Sodium salicylate XpaHa, npusarase”
C U3KJIFOYEHHE Ha pruda
[{unkoB acnaprar Benukn BUI0BE, N3M0I3BaHU 3a XpaHa
Zink aspartate
6. CyOcTaHLIMU OT pacTUTENEH MPOU3XO]L
DapMaKOJIOrH4HO aKTUBHA CyOCTaHIMSI(-1) JKuBoTHHCKYM BHJIOBE Jpyru pasnopendu

,Matricaria recutita u npemaparu ot Hesl

Bcuuku BU0BE, M3ITOI3BaHU 3a XpaHa
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hei radix, crangapTH3UpaHu eKCTPAKTH

Y IIperapaTu OT HEro

Bcuuku BUIOBE, M3MI0I3BaHHU 32
XpaHa”

B. Cnemnure cyocrannuu ce Bkmrousar B [Ipunoxenue Il kem Permament (EMO) Ne 2377/90 (Criuchbk Ha (hapMakoIOTHUIHO

AKTUBHUTC CY6CTaHHI/II/I, H3I10JI3BAaHU BbB BETCPHUHAPHUTC
JICKApCTBCHU CPCACTBA, 3@ KOUTO Ca OMPCACIICHH MAKCUMAJIHO JOITYCTUMU I'PaHUIIA HA OCTaTbYHU BCH_IGCTBa):

1. AHTHHH(DEKINO3HH CPECTBA

1.2. Agrubuoruuu
1.2.2. Makponuau

PapmMaKoIOrH4HO MapkepHO 0CTaTh4HO
aKTHUBHA BEILIECTBO Kuporunck | MAI'OB ITpunenau Hpyru
cyocTanuusi(-n) U BUJIOBE TbKaHU pasnopenou
LHAnerunuzoBasiepun | Cyma ot CBune 100 Myckynarypa Bpemennute
TUJIO3UH ALIETUIIN30BAJIEPUITHIIO3UH ug/kg Koxa u mazauna | MI'OB u3tnuar
Acetylisovaleryltylosi | u 3-O-anernno3un 100 Yepen apob Ha 1 rosm 2001
n acetylisovaleryltylosin ug/kg broperu r.”
u 3-O-acetyltylosin 100
ng/kg
100
ng/kg
7. Koprukounu
7.1. T 1IOKOKOPTUKOUIH
PapmMaKoIOTHIHO MapkepHO 0CTaThYHO
aKTUBHA BEILIECTBO XKusoruuck | MII'OB [Ipunennu Apyru
cyocTanuusi(-n) Y BUJIOBE ThKaHU pasnopenou
»METUINPETHN30J0H | MeTunnpeHu3010H I'oBena 10 Myckynarypa Bpemennute
Methylprednisolone | Methylprednisolone ug/kg Masuuna MI'OB
10 Yepen 1pob n3Tnyar Ha | ronn
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ng/kg
10

ng/kg
10

ng/kg

bropernu

2001 r.

[a He ce
ynotpe0siBa rnpu
KUBOTHH, YHETO
MIISIKO €
npeHa3HAYCHO
3a KOHCYMaIHs OT
yoBeka”
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