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3a u3MeHeHune Ha npujoxkenue Il koM Permament (EQ) Ne 1333/2008 na EBponeiickus
napJjaMeHT 1 Ha CbBeTa 110 OTHOIIIEHHE HA YNIOTPe0aTa HA eKCTPAKTH OT PO3MapHH
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PEI'JTAMEHT (EC) .../... HA KOMUCHUATA

ot XXX roaguHa

3a n3MmeHenue Ha npuioxkenue Il kem Pernament (EO) Ne 1333/2008 na EBponelickust
napJjaMenT U Ha CbBeTa 110 OTHOLICHHE HA YNOTpe0aTa HA eKCTPAKTH OT PO3MAPHH

(E 392) B Ma3HuHM 32 Ma3aHe

(Texct ot 3HavyeHue 3a ENII)

EBPOIIEMCKATA KOMUCHS,

kaTo B3¢ npeasua JoroBopa 3a ¢pyHKIHOHUpaHeTo Ha EBpornelickust chio3,

karo B3e npensuj Permament (EO) Ne 1333/2008 na EBpomneiickus mapiameHT U Ha CbBeTa
or 16 gexemBpu 2008 r. OTHOCHO 100aBKUTE B xpaHHTel, U IIO-CHEIHaIHO 4ieH 10,
naparpag 3 ot Hero,

KaTo nMa npeaBuma, 4uc:

(1

)

3)

“

B npunoxenue II xbm Pernmament (EO) Ne 1333/2008 ce ycTaHOBsiBa CIUCHK Ha
Cproza Ha n006aBkHUTE, 0MOOpEeHH 3a ymoTpeOa B XpaHH, U YCIOBHSTA 3a TAXHATA
yrnoTpeoa.

To3u crnuchk MOXe Ja Ce akTyaau3upa B CHOTBETCTBHE C o0OImIaTa MpoIeaypa,
nocoueHna B wieH 3, maparpad 1 ot Permament (EO) Ne 1331/2008 na EBpomneiickust
napJJaMCHT U Ha C’bBeTaz, II0 MHUIIMaTHUBa Ha Komucusara nnn IprU MOCTHIIBAHC Ha
3asBIICHHE.

Ha 18 ampun 2013 r. 6e momaneHo 3asBICHHE 3a pa3pellaBaHe Ha yrmoTrpebara Ha
excTpakTi oT po3mapuH (E 392) karo aHTHMOKCHIAHT B Ma3HMHU 3a MasaHe, T.€. B
Xxpanu, nomagamm B Kareropus 02.2.2 ot npunoxkenue II kem Pernament (EO)
Ne 1333/2008. BriocnencTBue 3asBIEHHETO O€ MPEIOCTABEHO HA JBPKABUTE YICHKH
cwraacHo wieH 4 ot Permament (EO) Ne 1331/2008.

Cnopen 3asBieHueTo ynorpedara Ha ekctpakT oT po3mapuH (E 392) e neobxoauma,
3a Ja Ce 3alash KayeCTBOTO M CTAOMJIHOCTTAa Ha MAa3HUHHUTE 3a MasaHe ChC
chabpxkaHue Ha MasHuHa 1oj 80 %, KoraTto ChbABPKAHUETO HA MOJUHEHACUTECHU
MAacTHH KHUCeNuHU € Haj 15 % w/w (Terso/Tersio) ot olmaTa MacTHa KHCEIIMHA W/WITH
KOTaTo ChIbPKAaHUETO HAa PUOHO MAaciIO WM Maclo OT Bojxopaciu € Haj 2 % w/w
(Termo/termo) ot oOmara MacTHa KHCENMHA, KaTO TW TpeAra3Ba OT pa3BajsHe,
MPUYUHEHO OT OKUCJICHHE.

OB L 354, 31.12.2008 r., ctp. 16.

Pernament (EO) Ne 1331/2008 na EBpomneiickus napiament u Ha CbBera oT 16 nexemBpu 2008 T. 32
yCTaHOBSIBaHE Ha O0Ia paspelinTesHa mpoueaypa 3a J00aBKUTE B XpaHUTE, CH3UMHUTE B XpaHHUTE U
apomaruzantute B xpaaute (OB L 354, 31.12.2008 r., cTp. 1).
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(6)
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®)

©)

Ha 7 mapt 2008 r. EBponeiickuar opran 3a Oe3omacHocT Ha xpaHute (,,Opranbr')
TpHe CTAHOBHIIE® OTHOCHO YIMOTpeOaTa Ha eKCTPAKTH OT PO3MAPHH KaTo 100aBKa B
xpaHute. B3 ocHOBa Ha mparoBeTe Ha OE30MACHOCT, YCTAHOBEHH Ype3 M3IOJI3BAHETO
na NOAEL* ot pa3IMYHU MPOYYBaHMS, IPU KouTo B oOmmwms ciydait NOAEL ca Haii-
BUCOKHTE HW3IUTBAHMU JO3M, U HA KOHCEPBATUBHHU OLCHKM HAa EKCIIO3UIMATA dYpe3
XpaHaTa, Oelle HampaBeHO 3aKIIOUYCHHETO, Y€ MpH NPEAJIOKECHUTE HAYMHMA Ha
ynoTtpeba ¥ KOJMYecTBa yrnorpedaTa Ha ONMCAHUTE B IOCOYEHOTO HAyYHO CTAHOBHUIIE
eKCTPAaKTH OT PO3MapHH HE OM MOpOAMIA OIAaceHHs BBB BpPB3Ka C OE30MaCHOCTTA.
VYnorpebara Ha ekcrpaktu oT po3mapuH (E 392) B ma3HuHM 3a Mma3aHe He Oere
BKJTIOYCHA B CTAHOBHIIIETO.

Ha 7 maii 2015 r. OpraubT H3/a/¢ CTAHOBHIIE® OTHOCHO Pa3lIMPSIBAHETO HA 00OXBaTa
Ha yrorpebaTta Ha ekcTpakT oT po3mapuH (E 392) B MasHuHM 32 Ma3aHe. B ornenkara
€ B3€TO MpPEeIBUJ MOTPEOIECHUETO HA MACTHU €MYJICHU ChC ChIbp)KaHUE HAa Ma3HHUHA
mox 80 %. OpraHbT CTUTHA JO 3aKJIIOUEHUETO, Y€ IMPEAJIOKEHOTO pa3lIupsiBaHE HA
oOxBara Ha ymorpebaTa He OM JOBEJIO /10 MPOMSHA Ha MpeABUACHATA CKCIO3UIINS Ha
nobaBKaTa B XpaHU B CPaBHEHHUE C Beue 0JJ0OpPEHUTE pa3pelieHH HaYMHU Ha yroTpeda
Y Y€ 3aKII0YEeHUATa OT cTaHOBUIIETO OT 7 MapT 2008 r. ocTaBaT BaJUIHH.

[To Ta3u mpuumHa e 1enechoOpa3sHO Ja ce pas3pemu yrnorpedara Ha €KCTPAKTH OT
po3mapun (E 392) karo aHTHOKCHIAHT B Ma3HMHHU 32 Ma3aHE CbC ChIbpP)KaHHE Ha
mazHuHa noj 80 %, kateropust xpanu 02.2.2 ot npunoxenue Il kbm Pernament (EO)
Ne 1333/2008.

[Topamu ToBa mpunoxenue Il kem Permament (EO) Ne 1333/2008 cnenBa na Obue
CHOTBETHO U3MEHEHO.

Mepkute, MpeIBUICHN B HACTOAIIMUS PETVIAMEHT, Ca B CBOTBETCTBHE ChC CTAHOBHIIETO
Ha [ToCTOSSHHHMS KOMHTET 10 pacTCHUATA, KUBOTHUTE, XPAHUTE U QypaxKuTe,

ITPUE HACTOAIIMA PETJIAMEHT:

Ynen |

[Ipunoxenue II kM Permament (EO) Ne 1333/2008 ce wu3MeHss B CBOTBETCTBHE C
MPUIOKCHUETO KbM HACTOSIIUS PETIIaMEHT.

Ynen 2

HacrosiusaT pernaMeHT Biu3a B CHJia Ha ABAIECETHUS JCH Clie]] ICHS Ha MyOIUKyBaHETO MYy B
Od¢uyuanen secmuux na Eeponeiickus cvio3.

Hacrosmusar PEriIaMCHT € 3aAbJIKUTCIICH B CBOATA ILSIJIOCT U CC IpUJIara Mnpsko BbB BCHYKU
ABPIKABU YJICHKU.

EFSA Journal (bronerun na EOBX) (2008) 721, 1-29.

NOAEL (No Observed Adverse Effect Level — HuBo 0e3 HaOmomaBaH HeOsaromnpusTeH eexT) —
71032 WJIM KOHLEHTPALHs, IPH KOATO He ce HaOIIoJaBaT HeOIaronpusiTHU e(eKTH.

EFSA Journal (broserun Ha EOBX), 2015; 13(5):4090.
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CocraBeno B bprokcen Ha [...| roguHa.

3a Komucusma
IIpeoceoamen
Jean-Claude JUNCKER
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