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(He3aroHnodamennu armoae)

PETTIAMEHTA

PE[TIAMEHT (EC) 2017/1200 HA KOMUCHUATA
ot 5 romu 2017 roguna

OTHOCHO OTKa3 3a pa3pelliaBaHe¢ Ha HAKOU 3[APaBHM IPETEHIMM 33 XpPaHUTE, Pa3lINYHU OT NPETEeHINNTE,
KOMTO C€ OTHACAT M0 HaMajIsiBaHE Ha pUCKa OT 3a0onsBane u 0 pa3BUTHETO M 3[IPAaBE€TO HA Teuara

(Texcr oT 3Hauenwe 3a EVII)
EBPOITEMICKATA KOMUCHS,
Kato B3e mpensui JoroBopa 3a GyHKUMOHMpaHeTo Ha EBpomesickus Cbio3,

xaro B3e npemsun Permament (EO) Ne 1924/2006 na Esporerickist mapnament u Ha Cosera or 20 mekemspu 2006 I. OTHOCHO
XPaHUTEITHI ¥ 3IPABHY peTeHIyM 3a xpannte ('), n mo-crienyanHo wieH 18, maparpad 5 ot Hero,

KaTo MMa npeaBuf, ve:

(1) B cvorsercreue ¢ Permament (EO) Ne 1924/2006 ce mpenpixna, ue 3mpaBHMTE NPETEHUMM 3a XPAHWUTE, ONMPETeIeHN B
TOCOUEHNS! PEIIAMEHT, ca 3a0paHeH), OCBEH KOTaTo ca paspelieHy or KoMuCKsITa B COTBETCTBHE C TOCOUCHISI PEITIAMEHT
U Ca BKJIKOUEHM B CIIMCBHK Ha PaspelleHuTe HpeTeHLMM.

(2) B Permament (EO) Ne 1924/2006 ce npemsuxkna ChO Taka, ue 3asBICHMSTA 3d paspelliaBaHe HA 3[PABHMU IPETEHIMM
MOXe [1a Ce TOJABaT OT CTOMAHCKMUTe CyOeKTH B OONIACTTA HA XPaHMTE IO HALMOHATHMS KOMIICTEHTEH OPTaH Ha [IbpXKaBa
ureHKa. HalMoHamHMAT KOMIETEHTeH OpraH Mperpaiia BamumHUTe 3asBleHns Ha EBpomelickust opran 3a 6e3omacHoCT Ha
xpanute (EOBX), Hapnuan mo-momy ,OpraHsT®, 3a Hay4Ha OLEHKA, KaKTO M Ha Kommcysra M Ha IbpxKaBuTe UIEHKM 3a
MHOpMALHSL.

(3) Opram)T Ce Npou3Hacs CbC CTAHOBUILE 10 CHOTBETHATA 3[IpaBHA MPETEHLIVA.

(4)  Kommcmsta ce mpoM3HACS OTHOCHO pAa3pellaBAHETO HA 3[IPABHMUTE NPETEHLMM, KAaTo B3eMa IIPENBMI CTAaHOBMILIETO Ha
Oprana.

(5)  Bwe Bpb3ka ¢ momameHo ot Ecopharma BVBA 3assnenme B choTBercTBue ¢ uimeH 13, maparpa¢ 5 or Permament (EO)
Ne 19242006 Opranbr TpsiOBauie [a ce TMPOM3HECE ChC CTAHOBMILE IO 3[IpaBHA MpeTeHLMs oTHOCHO Fabenol® Max,
CTAaHIAPTM3MPAH BONEH €KCTPAaKT oT Osm 600 Phaseolus vulgaris L., u HaMmasnsBaHeTO Ha YCBOSBAHETO HA BBITIEXMIPATH
(Bbrpoc Ne EFSA-Q-2015-00123 (). IlpemtoxeHata OT 3astBuTENsl NpeTeHIws Oewe GOpMynmmpaHa, KakTo CremBa:
,Fabenol® Max HamarnsiBa yCBOSIBAHETO Ha BBITIEXMIPATH'.

(6) Ha 23 ¢espyapu 2016 r. Kommcusita u IppKaBuTe WIEHKM IONydMXa HAYYHOTO CTaHOBMule Ha OpraHa, B KOETO Ce
T0COYBA, Ye eQeKThbT, peMeT Ha NPETCHLMATA, He € [OCTaThYHO 100pe MeUHUPAH U ye 3asBUTEIAT HE € [PENOCTABMIT
[OIBIHNTEIHA MHpOpMaLws, nouckana ot Opraua. [Topaay ToBa, Bb3 OCHOBA Ha IpelocTaBeHnTe AaHHM, OpraHsT CTUIHA
[I0 3aKIIIOYEHNETO, Ye He € YCTAHOBEHa IPUUMHHO-CIIEACTBEHA Bpb3ka Mexny ymorpebara Ha Fabenol® Max u edexra,
npeamMeT Ha mnpereHumATa. ChOTBETHO, Tl KAaTO 3[paBHATa MNpeTeHIMs He OTroBaps Ha M3UCKBAaHMATA, MOCOYEHU B
Pernament (EO) Ne 1924/2006, a1 He crienpa 1a 6bie paspelicHa.

(') OBL404,30.12.2006 ., cTp. 9.
(*) EFSA Journal (Bronternx Ha EOBX), 2016;14(2):4401.
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(7)  Bb Bpb3ka ¢ momameHo or DSM Nutritional Products sasBienue B cboTBerctBMe ¢ wieH 13, maparpagp 5 or
Pernament (EO) Ne 1924/2006 Oprausr TpsiGBaiie a ce IpOM3HECE ChC CTAHOBHILE 1O 3IpPABHA IPETEHLMS OTHOCHO
moko3axekcacHoBata kucenmHa (DHA) wu  momoGpsBanero Ha mamerta (Bpmpoc Ne EFSA-Q-2015-00456 (1).
Ipemioxenara OT 3asiBuTenst npereHums Oeme dopMyimpaa, kakro ciesa: ,DHA pmompunacs 3a mopgoOpsiBaHero Ha
MaMeTTa’“.

(8) Ha 2 mait 2016 r. Kommcusara u mbpxapure 4IEHKM IOJyuMXa HAYYHOTO CTaHOBMILE Ha OpraHa, KOWUTO Bb3 OCHOBA Ha
IIPEAOCTABEHNUTE TAHHM CTUTA JIO 3aKITFOUEHMETO, Y€ HE € YCTAHOBEHa MPUUMHHO-CIIECTBEHA BPh3Ka MEXIY IIPMEMaHETO Ha
DHA u edekra, mpeaMer Ha mpereHuysiTa. CHOTBETHO, Thil KATO 3IpAaBHATA [PETEHLMs He OTIOBAPS HA M3MCKBAHMSATA,
nocouern B Permament (EO) Ne 1924/2006, 151 He criena aa Obie paspelieHa.

(9)  Boe Bpb3ka ¢ nomameHo or Tate & Lyle PLC sasrenue B cpoTBerctsue ¢ uneH 13, maparpad 5 or Permament (EO)
Ne 1924/2006 Opranbr TpsibBalie 1a ce MPOM3HECE CbC CTAHOBMILE IO 3IPaBHA IPETEHINSI OTHOCHO MONMIEKCTPO3A U
HopMarniHata pegekaums (Bompoc Ne EFSA-Q-2015-00550 (). IlpemmoxeHara oT 3asButens mnpeTeHums Oele
dopmynupana, kakto crensa: ,Ilonmuuekcrpo3aTta TONpMHACS 3a MOTOOpsiBaHe HA GYHKLMATA HA YepBaTa upe3 yBeMuaBaHe
Ha obeMa Ha M3IpaKHeHMsTa".

(10) Ha 25 mait 2016 r. Komycusta u IbpXKapute WIEHKM NOTy4YMXa HAaydHOTO CTaHOBMINEe Ha OpraHa, KOJTO Bb3 OCHOBA Ha
TIPeNOCTaBEHNTE JAHHM CTUTA [0 3aKIIIOYEHNETO, Ye He ¢ YCTAHOBEHa MPUUMHHO-CIIENICTBEHA BPB3Ka MEXILy IPMEMAHETO Ha
DHA u edekra, mpenmer Ha mpereHmysita. ChOTBETHO, Thil KAaTO 3MpaBHATA IPETEHLNs HEe OTIOBAPS HA VM3MCKBAHWATA,
nocouern B Permament (EO) Ne 1924/2006, Ts He crefBa ga Obae paspeleHa.

(1 1) MepKI/ITC, NpEeNBANEHN B HACTOALUMSA PEITIAMEHT, Ca B CBHOTBETCTBME CBC CTAaHOBMILETO Ha [TocTOsStHHMSI KOMUTET IO

pacTeHuATa, KMBOTHUTE, XpaHUTE U (1)ypa}KI/IT€,

[TPUE HACTOALLMA PETTIAMEHT:

Ynen 1

30paBHNUTE IpPETCHUMY, TOCOYEHM B IPMIOXKEHMETO KbM HACTOSLIMS PEINIAMEHT, HE Ce BKIIIOYBAT B CICbKa Ha Cpro3a Ha
paspelLeHNTe IPeTeHINY, KaKTO ¢ IpeaBuIeHo B wieH 13, maparpad 3 or Permament (EO) Ne 1924/2006.

Ynen 2

Hacrosuumsar pernamMeHT BIM3a B Cuila Ha JBajeceTysl [eH CIiel [eHs Ha nyOnmukysaHero My B Oduuuasen 6ecmHUR Ha
Esponeiicrus czto3.

Hacrosimmsr PpermaMenT € 3aIbJIKUTETIEH B CBOATA LIATIOCT U C€ Ipyiara MpSKO BbB BCUUYKM ObpPKaBu
UYJIEHKN.

CncraseHo B bprokcen Ha 5 romi 2017 rogmua.

3a Komucuama
[pedcedamen
Jean-Claude JUNCKER

(") EFSA Journal (Bronerut Ha EOBX), 2016;14(5):4455.
(*) EFSA Journal (Bronternx Ha EOBX), 2016;14(5):4480.
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[PUTTO2KEHUE

OTXB’pr’leHM 3IpaBHU NMpEeTEeHIIUU

3asiBrieHye — chOTBETHM pasnopen6u Ha Pernament (EO)
Ne 19242006

XpaHuTenHo Bele-
CTBO, BEUIECTBO,
XpaHa MM Kate-

TOpysl XpaHa

[perenumsa

Homep Ha cranosu-
wero Ha EOBbX

3mpaBHa mpereHIyst mo wieH 13, maparpad 5 Bb3
OCHOBA HA HOBM HAay4HM [OKA3aTeNCTBA U[Wn
BKJTIOYBAIIA MICKAHE 33 3aIINTa HA YaCTHU TaHHN

Fabenol® Max

Fabenol ® MAX Hamanssa yc-
BOSIBAHETO Ha BBITIEXMIIPATH

Q-2015-00123

3mpaBHa mpereHums mo wied 13, maparpad 5 Bb3 | DHA DHA monpunacs 3a momoGpsisa- | Q-2015-00456
OCHOBA Ha HOBM HAyYHM [OKA3aTeNCTBa M[Win HeTO Ha IaMeTTa

BKITIOUBAIlA MICKaHe 3a 3alLMTa Ha YACTHM TAHHU

3upasHa mpereHums mo wied 13, maparpa 5 Bb3 | Momumekcrposa | Tommmekcrposata mompunacs 3a | Q-2015-00550

OCHOBA Ha HOBM Hay4dHM [OKa3aTeJICTBa I/I/I/IJ'II/I
BKITIOYBAllld MCKAHE 3a 3aliuTa Ha YaCTHU JaHHU

nofoOpsiBaHe Ha QyHKIMATA Ha
yepBaTa upe3 yBelMuaBaHe Ha
obeMa Ha M3IpaxXHeHNsTa
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