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. O¢uimaneH BeCTHUK BG
EEMM  Ha Esporerickus cbio3 Cepust L

2025/147 30.1.2025 .

PE[TIAMEHT (EC) 2025/147 HA KOMUCUSATA
ot 29 anyapu 2025 ropuna

3a U3MeHeHMe Ha npwioxenue I koM Permament (EO) Ne 1334/2008 Ha EBponeiicKus napiaMeHT M Ha
CbBeTa 110 OTHOWIEHNE Ha 3a/I114YaBaHeTO HAa apOMAaTMYHOTO BELIECTBO 4-MeTun-2—(l)eHmmeHT-2-eHan (FL
Ne 05.100) or cnucbka Ha Cpro3a

(Tekct ot 3Hauenue 3a EUII)

EBPOIIEVICKATA KOMUCHS,
Kato B3e Ipensuy [Jorosopa 3a GpyHKUMOHMPaHETo Ha EBPOMENCKus Cbio3,

xaro B3e npensuy Permament (EO) Ne 1334/2008 Ha Epomneiickust mapnament u Ha Cbbera or 16 mekemspu 2008 r. OTHOCHO
ApOMATM3AHTHUTE Y ONpeNesIeH XPAHUTETHM CBCTaBKM C APOMATUUHY CBOVICTBA 3a BIIAaraHe BbB VMIIM BBPXY XPaHU M 33 M3MEHEHUe Ha
Pernament (EMO) Ne 1601/91 Ha CoBera, periamerti (EO) Ne 2232/96 u (EO) Ne 110/2008 u Oupextusa 2000/13/EO ('), u
no-crienyanto wien 11, naparpad 3 ot Hero,

karo B3e mpemeun Perrament (EO) Ne 1331/2008 na Espomeitckust mapnament u Ha CopBeta or 16 mexemspu 2008 1. 3a
yCTaHOBsIBaHE Ha 0OIlA Pa3pelIUTeNHa POLEypa 3a JOOABKUTE B XPAHUTE, CH3UMUTE B XPAHUTE U APOMATU3AHTHTE B XpaHuTe (%), 1
I0-CIIELVATIHO iieH 7, naparpad 4 or Hero,

KaToO MMa NpeIBuH, 4e:

(1)  C npunoxenve I koM Pernament (EO) Ne 1334/2008 ce ycraHoBsiBa crmchk Ha Cbo3a Ha apOMATM3AHTUTE Y M3XOLHUTE
MaTepyasy, ofoOpeHN 3a BilaraHe BbB MV BBPXY XPaHM, ¥ Ce IOCOUBAT YCIIOBMATA 33 TSIXHATA yIoTpeOa.

(2)  CPernament 3a usmbnuenve (EC) Ne 872/2012 na Komucusra (°) Gewue npuer ccbk Ha Cbio3a Ha apOMaTHUHNUTE BeleCTBa
¥ TO3M CITMCHK Oelite BbBeNeH B yacT A ot npuoxenne I kbm Permament (EO) Ne 1334/2008.

(3)  Tosm crmcbk MOKe [1a Ce aKTyanu3upa B ChOTBETCTBUE ¢ 00IIaTa MPOLelypa, MOcoueHa B wieH 3, maparpad 1 ot Pernamenrt
(EO) Ne 1331/2008, no munupariea Ha Kommcusita WM Ipy NMOCTBIBAHE HA 3asBIIEHME OT IbPXKABA WIEHKA JUIM OT
3aMHTepecoBaHa CTpaHa.

(4)  Crmcpksr Ha CblO3a Ha apOMATM3AHTMTE ¥ VM3XONHWMTE MAaTepuany, ycTaHOBeH B mpuiioxenwe | ke Permament (EO)
Ne 1334/2008, cbmbpxKa, Hapem ¢ OPYroTo, PemyLia apOMAaTMUHM BELIECTBA, 33 KOMTO NPHU MPUEMAHETO Ha CIMCBKA C
Pernament (EC) Ne 872/2012 Eponeiickusat opras 3a Ge3onacHoct Ha xpanute (,OpraHbT) — Bb3 OCHOBA Ha HATIMUHNUTE
IAaHHM — He Oewie B CHCTOSIHME []d OTXBBPIM PUCKA 3a 6e30MacHOCTTa Ha MOTpeGMTeNs M MOpajy TOBa pein, de ca
HeoOXOMMMM JIOITBITHUTETHY TAHHY, 3a 14 MOXKe 1A 3aBbpIUM TAXHATA OleHKa. Te3u BeuiecTa 0sxa BKIIOYEHM B CIMCHKA Ha
Cbl03a Ha apoOMATIYHMTE BElIeCTBA, IIPU YCIIOBMe Ye JAHHUTe 33 Ge30IIACHOCTTA, OTHACALM Ce IO M3paseHuTe oT OpraHa
oraceHysi, GBIAT MPEIOCTABEHN MPEM M3THYAHETO HA KOHKPETHUTE CPOKOBE, YCTAHOBEHN B YaCT A OT TpuIioxeHye | KbM
Pernament (EO) Ne 1334/2008. Tesu Bewectsa 6s1xa 0603HaueHH upe3 Genexkka IOf JIMHMS, B KOATO ce u3ncksa oT OpraHa
I1a IPUKITI0YM OLIEHKATa.

(5)  Cpen Bewectata, BKIIOUeHNM B ciuchka Ha Cbio3a HA apOMATM3AHTHUTE M M3XOHHMTE MaTepuaiy, HO O0O3HAuYEHNM 4upe3
OertekKa MOJ IMHUS, B KOSITO e M3uckBa or OpraHa fa MPYKITIOYM OLEHKaTa, GUIypupa BELIECTBOTO OT OLEHKATa Ha rpyma
apomarusanti 216 (FGE.216) 4-merwn-2-¢enwnent-2-enan (FL Ne 05.100). 3aunrepecoBaHuTe CTONAHCKM CYyOeKTH B
ofrtacTTa Ha XpaHuTe IPELCTaBNXA TOMIHUTEITHNTE HAyUHI aHHY, M3McKaHu oT OpraHa, 3a TOBa BELIECTBO.

() OBL 354,31.12.2008 r., ctp. 34, ELL: http://data.europa.eu/elijreg/2008/1334/oj.

() OBL 354,31.12.2008 r., ctp. 1, ELL: http://data.europa.eu/elijreg/2008/1331/oj.

() Permament 3a mambixenye (EC) Ne 872/2012 na Kommenmsira or 1 okromspyu 2012 r. 3a npuemaHe Ha npensupenust B Permament (EO)
Ne 2232/96 na Esponeiickus napnament 1 Ha ChbBeTa CIMCHK Ha apOMATHYHMTE BELLECTBA, 33 BbBEKIAHETO My B IpyioxKeHue [ KbM PernaMeHT
(EO) Ne 1334/2008 na Espomeiickust maprmameHT 1 Ha CbBera u 3a ormsiHa Ha Permament (EO) Ne 1565/2000 na Kommcnsra m Ha
Pewenne 1999/217[EO Ha Kommcnsra (OB L 267, 2.10.2012 r., crp. 1, ELL http://data.europa.eufelifreg_impl/2012/872/0j).
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(6) B mayunoto cu cranosuuie oT 29 ronn 2022 r. (*) OpranbT Hampasy OLEHKA HA NpeIOCTaBeHMTe IaHHM M CTUTHA [0
3aKJTIOYEHMETO, e IpencraButennHoto Bewecrso or FGE.216, nperen 2 (FGE.216Rev2) 2-¢enmsikporonanuexun (FL
Ne 05.062) mpemu3BuKkBa aHEyTeHEH MeXaHM3bM Ha HeiicTye. Thit KaTo HaNMMYHMTE M3CTIENBAHNSA HAa MMKPOSIIpa in vivo ca
HEJJOCTaThUHO KaTeTOPMYHM, HEe MOXeE M1 Ce M3KITIOUM Bb3MOXKHOCTTA 3a aHEyTeHEH NOTeHUMAI in Vivo 3a HUKOE BEIECTBO
or FGE.216Rev2 u crenosarento — 3a 4-meru-2-germent-2-exan (FL Ne 05.100). CrotserHo OpraHsT nocouu, ue 3a
NPYKITIOYBAHETO Ha OLIEHKATA a HeOOXOMMMI OITBITHUTEITHY TAHHIL.

(7)  Ioxaro ce Ouaxsaile NMPETOCTABSHETO HA MOMbIHMTENHM JAHHM OT 3a{HTEPECOBAHMTE CTONMAHCKM CyOeKTH B 0OMacTTa Ha
xpanure, ¢ Pernament (EC) 2024238 Ha Kommcusra (°) Osixa BbBemeHM OrpaHuMueHms 3a ynorpebara Ha 4-merwi-
2-$pernmment-2-exan (FL Ne 05.100).

(8)  3amHTepecoBaHMTE CTONAHCKY CyOekTy B 0OMACTTa HA XpaHMTE 0baue He NMPENCTaBMXa M3MCKBAHNTE TAHHM U [IOCOUMXa, e
TOBA aPOMAaTMUHO BEIECTBO Beye He Ce M3IOI3Ba.

(9) Thil KaTO ONIACEHMETO 3a AHEYTEHHOCT He MOXKE [1d Ce OTXBBIIM, BELIECTBOTO 4-MeTui-2-germment-2-eHai (FL Ne 05.100)
crefiBa 1 Gbiie 3amMUeHo OT CIChKa Ha ChI03a Ha aPOMATHUHMTE BELIECTBA.

(10) Tlopamu ToBa Permament (EO) Ne 1334/2008 crenpa 1a Ob1e n3MeHeH.

(11) Xparure, B KouTo € moOaBeH 4-Metui-2-dpernment-2-eHar (FL Ne 05.100) u kouto ca mycHatn Ha masapa B Cbro3a w ca
Ouny Ha IBT OT TpeTM Ibp>Kasy 3a Chbi03a NpEIy BIM3AHETO B CUNA HA HACTOSIIMS PEITIAMEHT, CIiefBa Ja MOXe Jia e
TpemiaraT Ha masapa B Cbro3a 10 M3TMYaHe HA CPOKA MM HAa MUHMMAIHA TPAHOCT MIIM CPOKA MM Ha romHocT. [IpexomHata
MsIPKa He CIIefIBa J1a ce MpUIIara 3a CaMOTO BEIIECTBO 1 3 TPErapaTiTe, KbM KOUTO € JOOaBEeHO TOBA BEWIECTBO U KOMTO He ca
TIpelHa3Ha4YeHy 3a KOHCYMALMs KaTo TaKMBa, Thil KATO MPOM3BOIMTENNTE HA XPAHUTEIIHY TIPOIYKTH, KOUTO M3IONI3BAT Te3U
IIpenapary KaTo ChCTaBKM, IO3HABAT TeXHMs CbCTaB, KOTATO I M3ION3BAT.

KUTE, MNPEOBUOCHN B HACTOAIINA TJIAMECHT, B TBETCTBU TAHOBUIIETO H. TOAHHUA KOMMTET II
12 Me (d c € acTo. CIIIaME] ca CBOTBETC € CbC CTaHO! ero Ha [locro (0) (S (0]
pacTeHusTa, KMBOTHUTE, XPaHUTE 1 (bypa)KMTe,

[TPYE HACTOALUNA PEITIAMEHT:

Unen 1

Vzmenenus Ha Pernmament (EO) Ne 1334/2008

Ipustoxerne I kbm Permament (EO) Ne 1334/2008 ce u3MeHs B ChOTBETCTBUE C IIPUITOKEHMETO KbM HACTOSILMS PeraMeHT.

Ynen 2

IIpexomnu MepKmn

1. Xpauu, B Kouto e nobaseH 4-MeTui-2-¢penmnent-2-eHan (FL Ne 05.100), 1 KouTO ca 3aKOHHO IyCHATy Ha Masapa Mmpenn
BIIM3AHETO B CMJIA HA HACTOSILNS PEITAMEHT, MOXKe BCe TAKa Ja ce IIPeliaraT Ha Ma3apa JO M3TUYaHe Ha CPOKA MM Ha MUHMMAIHA
TPAJtHOCT MIIM CPOKA MM Ha TOTHOCT.

2. Brecennte B Cbr03a XpaHi, B KOUTO ¢ moOaBeH 4-Metun-2-derment-2-eHan (FL Ne 05.100), moxe ma ce mpemarar Ha
nasapa 0 M3TUYaHe Ha CPOKa MM Ha MMHMMAIIHA TPATHOCT MM CPOKA MM Ha TOIHOCT, aKO BHOCHUTEIIAT Ha TaKyBa XpaHyU MOXe M1a
[IOKaxe, ue Te ca Gyiu M3MpaTeHy OT ChOTBETHATA TPeTa IbpxKasa M ca OGuim Ha T 32 ChIO3a IPely [aTaTa Ha BIM3AHE B CUIIA Ha
HACTOSIIMSI PerTIaMeHT.

(*) EFSA Journal (Bronerun Ha EOBX), 2022; 20(8):7420.

() Pernament (EC) 2024/238 Ha Komucusra or 15 stHyapu 2024 r. 3a usmeHenue Ha npwioxenue I koM Pernament (EO) Ne 1334/2008 na
Eporteiickust napnameHT 1 Ha CbBeTa 10 OTHOLIEHYE HA BbBEXIAHETO HA OTPAaHMYeHNst Tpy yrotpebara Ha HSIKOYM apOMATMYHM BELIECTBA OT
crmcbka Ha Chroza (OB L, 2024/238, 16.1.2024 r., ELL http://data.europa.eu/eli/reg/2024/238/0j).
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3. IMaparpadu 1 u 2 He ce mpumarar 3a 4-metwit-2-¢ermnnent-2-exan (FL Ne 05.100) u 3a npernapatute, ChIbpXKaly TOBa
BEILIECTBO, KOUTO He Ca MpeIHa3HAaueHN 33 KOHCYMalys KaTo TaKyBa.

3a menuTe Ha HacToAI Maparpad ,pernapary 03HayaBa CMECH OT APOMATM3AHT MITM CMeCH OT €IMH WV TIOBeUe aPOMATH3aHTH C
PYTYM XPAHUTETHM CHCTAaBKM, KATO MOOABKYM B XPAaHM, CH3MMM WMITM HOCUTENM, 33 [1a Ce YIECHM ChXPaHeHMeTo, mpopaxbara,
CTaHIAPTM3ALMITA, Pa3PexRIAHETO MY Pa3TBAPSIHETO MM.

Ynen 3

Brmm3ane B cuia

Hacrosiumsr permaMenT Biy3a B CMJIa Ha IBAECETV NEH CIIEN NEHA Ha Hy6HI/IKyBaHCTO My B O(j)uqua/:en BECMHUR HA Eeponeﬁcnuﬂ
Ce103.

Hacrosimmsr permaMenT € 3aIbIIKUTENIEH B CBOATA LAJIOCT M CE Mpuiiara IpSAKO BbB BCMYKU TbpKaBy
YJICHKI.

Cncraseno B bprokcen Ha 29 anyapn 2025 rommaa.

3a Komucuama
Tpedcedamen
Ursula VON DER LEYEN

ELL http://data.europa.eu/elijreg/2025/147 oj
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[TPUTTO2KEHUE

B uact A ot npunoxenne I koM Permament (EO) Ne 1334/2008 ce 3armyaBa CleHOTO BIIMCBAHE:

,05.100

4-MeTuIT-2-(eHIIIIeHT- 2 -eHAT

26643-91-4

1473

10366

B kareropus 1.4 — He noseue ot 0,60 mg/kg

B kareropust 1.7 — He moseue ot 5,00 mg kg

B kareropust 1.8 — ne moseue or 0,50 mg kg

B kareropun 2.1, 2.2, 2.3 — He noseue ot 5,00 mg/kg
B kareropust 3.0 — se moseue ot 0,60 mg kg

B kareropust 4.2 — He noseue or 0,09 mg kg

B kareropust 4.2.2 — ue noseue ot 1,50 mg/kg
B kareropust 4.2.5 — we noseue ot 0,20 mg/kg
B kareropust 5.1 — He moseue or 2,00 mg kg
B kareropust 5.2 — e noseye ot 5,00 mg kg
B kareropust 5.3 — He noseue ot 5,00 mg kg
B kareropust 5.4 — He noseue ot 5,00 mg/kg

B kareropust 6.3 — He noseue ot 5,00 mg kg

I
I
I
/
B kareropust 6.4 — He noseue ot 1,50 mg/kg
B kareropust 6.6 — He noseue ot 3,00 mg kg
B kareropust 6.7 — He noseue ot 0,20 mg kg
B kareropus 7.1 — He moseue ot 5,00 mg kg
B kareropus 7.2 — He moseue ot 5,00 mg/kg
B kareropun 8.2, 8.3 — He noseue ot 1,50 mg/kg

B kareropun 9.2, 9.3 — He noseue ot 1,50 mg/kg

B kareropus 10.2 — =e moseye or 1,50 mg/kg

EOBX*
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B kareropus 11.2 — He noseue ot 0,10 mg/kg
B kateropus 12.2 — =e noseue ot 0,90 mg/kg

B kateropus 12.3 — ne noseue ot 1,50 mg/kg

/
/
/
B kateropus 12.4 — ne noseue ot 1,50 mg/kg
B kateropus 12.5 — =e noseue ot 0,80 mg/kg

B kateropus 12.6 — He moseue ot 1,50 mg/kg

B kareropus 12.7 — He noseue ot 1,50 mg/kg

B kareropus 12.9 — He noseue ot 5,00 mg/kg

B xareropyn 13.2, 13.3, 13.4 — He noseve ot 5,00 mg/kg
B kareropust 14.2.1 — He noseue ot 0,08 mg/kg

B kareropus 14.2.2 — He noseue ot 0,08 mg/kg

B kareropust 14.2.5 — He noseue ot 0,08 mg/kg

B kareropust 14.2.6 — He noseue ot 0,08 mg/kg

B kareropust 15.0 — He noseue or 1,8 mg/kg

B kareropust 16 — He noseue or 4,00 mg/kg

B kareropust 17 — He noseue or 0,60 mg/kg
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