M CbBeT Ha

Bl EBponenckus cbio3

Bprokcen, 12 aHyapu 2016 r.
(OR. en)
5197/16
DENLEG 2
AGRI 8
SAN 5

NMPUOPYXWUTEJIHO MUCMO

OT: EBponenckaTta komucusa

[aTa Ha nony4yaBaHe: 12 aHyapu 2016 .

Ho: "eHepanHusa cekpeTtapuat Ha CbBeTa

Ne gok. Kom.: D042554/03

OTHOCHO: PEMAMEHT (EC) .../... HA KOMUCUATA ot XXX roanHa 3a nameHeHue

Ha npunoxeHue | kbm PernameHTt (EO) Ne 1334/2008 Ha EBponenickns
naprnameHT 1 Ha CbBeTa N0 OTHOLLEHME Ha NpemMaxBaHeTO Ha HSAKOU
apomaTu4HM BellecTBa OT cnucbka Ha Cbio3a

[IpunosxeHo ce usmnparnia Ha neneranuuTe 1okymeHtT D042554/03.

[Tpunoxenune: D042554/03

5197/16 tg
DGB 3B BG



BG

* X %

* %
*

2 EBPOMEMCKA
kel KOMWCUS

Bprokcen, XXX r.
SANTE/11979/2015 Rev. 3
(POOL/E7/2015/11979/11979R3-
EN.doc) D042554/03

[...](2015) XXX draft

PEI'JIAMEHT (EC) .../... HA KOMUCUSTA
ot XXX roguna

3a u3MeHenne Ha npujoxkenue I kbm Pernament (EO) Ne 1334/2008 na EBponeiickust
mapjJgaMeHT 1 HA CbBera 1o oTHOLIEHHE HA NMPEMAaXBAHETO HA HAKOHU apOMATHUIHU
BellecTBa OT cNUChbKa Ha Cblo3a

(texct ot 3HaueHue 3a EUII)

BG



BG

PET'JIAMEHT (EC) .../... HA KOMUCHUATA
ot XXX roaguHa

3a n3MeHeHue Ha npuiokenue I kbM Peraament (EOQ) Ne 1334/2008 na EBponeiickus
napJjamMeHnT 4 Ha CbBeTa 110 OTHOLIICHHE HA IPEMAXBAHETO HA HAKOM APOMATHYHH
BelllecTBa OT cnucbka Ha Chlo3a

(Texct ot 3HavyeHue 3a ENII)

EBPOITEMCKATA KOMUCHS,
kaTo B3e npeasua Jlorosopa 3a hyHKIHOHUpaHeTo Ha EBpomelickust chio3,

karo B3e npensua Pernament (EO) Ne 1334/2008 na EBporneiickus mapiameHT u Ha CbhBeTa
ot 16 nekemBpu 2008 r. OTHOCHO apOMaTH3aHTUTE U ONPEIEICHU XPAHUTEIHU ChCTAaBKHU C
apoOMaTUYHU CBOICTBa 3a BJIaraHe BbB WM BBPXY XpaHU U 3a U3MEHeHHe Ha Periament
(EMO) Ne 1601/91 na Cweera, permamentu (EO) Ne2232/96 u (EO) Ne 110/2008 wu
Jlupextusa 2000/13/EQ", u mo-crenmanno unen 11, maparpad 3 u wien 25, maparpad 3 ot
HETO,

kato B3e mpeaua Permament (EO) Ne 1331/2008 na EBpomeiickus mapiameHT U Ha ChBeTa
ot 16 nexemBpu 2008 . 3a ycTaHOBSIBaHE Ha 001I1a pa3pelInuTeaHa Mpoeaypa 3a 100aBKUTE B
XpaHHUTE, CH3MMUTE B XPAaHUTE M APOMATH3AHTUTE B XPaHUTE , U MO-CIELHATHO 4JIeH 7,
naparpag 4 ot Hero,

KaTo nMa npeaBui, 4uc:

(1) B mpunoxenue I kbm Pernmament (EO) Ne 1334/2008 ce ycranoBsiBa ciuchbk Ha Chro3a
Ha apOMATH3aHTHTE M M3XOJHHUTE MaTepUaH, OJOOPCHH 3a ynoTpeda BbB MU BBPXY
XpaHH, ¥ YCIOBUATA 3a TSIXHATA yIOTpeoa.

2) C Permament 3a m3mbanenne (EC) Ne 872/2012 na Komucusita® Genre mpueT CIHCHK
Ha apOMAaTUYHUTE BEIIECTBA M TOW Oelle BHBEIEH B YacT A OT mpwioxeHue I kbMm
Pernament (EO) Ne 1334/2008.

3) CouchKbT MOXKE Ja CE€ aKTyaJlu3upa B CHOTBETCTBUE C MpPEABUICHATA B YJIEH 3,
naparpa¢ 1 ot Permament (EO) Ne 1331/2008 o6ma mporenypa 1Mo MHALIUATHBA Ha

! OB L 354, 31.12.2008 r., cTp. 34.

2 OB L 354,31.12.2008 r., ctp. 1.

Pernamenr 3a m3nbinenue (EC) Ne 872/2012 na Komucusra ot 1 oxtomspu 2012 r. 3a npueMaHe Ha
npensuaenus B Permament (EO) Ne 2232/96 na EBpomneiickusi napiaMeHT M Ha CbBera CIHCBK Ha
apoOMaTHYHUTE BELIECTBA, 32 BbBEXIaHeTo My B npuioxenue I kbM Pernmament (EO) Ne 1334/2008 na
EBporneiickus napnamenT u Ha ChBeta u 3a oTMsiHa Ha Pernament (EO) Ne 1565/2000 na Komucusita u
Ha Pemenne 1999/217/EO na Komucusra. OB L 267, 2.10.2012 r., ctp. 1.
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Komucusara wim IIpru MOCTBIIBAHC Ha 3ad4ABJICHUC OT AbpiKaBa UYICHKA MWW OT
3aUHTCPCCOBAHA CTpaHa.

CrucbkpT Ha CbIO3a Ha apoOMaTU3aHTUTE U HW3XOAHUTE MaTEpPUATM 3a TAXHOTO
MIPOM3BOICTBO ChIBPKa ONPECIICH OpOii BEIIECTBA, 32 KOUTO EBpONEHCKUAT opraH 3a
O0esomacHoct Ha xpanute (,OpraHbT™) € wu3McKal Ja ObJaT NPeJOCTaBeHU
JOMBIHUTEIHN HAay4YHHM JaHHHU 3a 3aBbpIIBAHE Ha OIEHKaTa Mpeau OIpeleeHHUTe

KpallHU CpOKOBE, YCTaHOBEHHM B yacT A oT npuioxenue | koM Permament (EO)
Ne 1334/2008.

3a cleAHWTE YETUPU BEIECTBA, NMPHUHAIEKAIM KbM XUMHMUYECKa MoArpymna 2.2 Ha
FGE.19:  2,6,6-tpumerni-1-uukinoxekcen-1-kapookcangexun  (FL  Ne 05.121),
muprenungpopmar (FL Ne 09.272), muprenumn-2-merunoOytupar (FL Ne 09.899) u
mupteHua-3-metunoytupar (FL Ne 09.900) B cnucwhka Ha Chro3a Oelie omnpeneseH
KpaeH cpok 31 nekemBpu 2012 . 3a mpeicTaBsiHE HA UCKAHUTE JOMBJIHUTEIHU HAy4YHH
JTaHHU. 3asBUTEIAT € IPEAOCTaBII HEOOXOIUMHTE TaHHHU.

Tasm xuMu4yHA Tpymna BKJIIOYBA CHIO TaKa BEIIECTBOTO p-MeHTa-1,8-muen-7-an (FL
Ne 05.117), xoeto Gemie U3MOI3BAHO KaTO MPEACTAaBUTEIHO BELIECTBO 3a Ipyrara u 3a
KOETO ca MOJaJCH! JaHHUTE 32 TOKCUYHOCT.

OpranbT HampaBu OIIEHKA Ha MPEAOCTABEHUTE NaHHM U 3aKJIIOYM B CBOETO HAYYHO
cranoBume or 24 tomu 20151.%, 4e p-menra-1,8-mmen-7-an (FL Ne 05.117) e
TeHOTOKCHYEH in Vivo, TIOpau KOeTo ymorpebaTta My Karo apOMaTHYHO BELIECTBO
MOBJIMTA OIACEHUs OTHOCHO Heroeata Oe3omacHOCT. ToBa BemIECTBO BeYe €
nmpemMaxHaTo oT criuchka Ha Cpro3a ¢ Pernmament (EC) 2015/1760 Ha Komucusita’.

B CTaHOBHUIIIETO CHU OpFaH"I)T ChIIIO TakKa CTUIHa OO0 3aKJIOYCHUETO, Y€ TBU KaTo pP-
MeHnTa-1,8-muen-7-an (FL Ne 05.117) e npencraButenHo 3a BellecTBaTa B Tas3u Ipy1a,
HAJIHIIE € TOTEHI[MAIHO OMaceHue 3a 6€30MacHOCTTa BHB BPb3Ka C TAKMBA BEIIECCTBA.

[Topamu ToBa 2,6,6-TpumMeTHiI-1-niukiIoxekceH- 1-kapookcammexua (FL Ne 05.121),
muprenungpopmar (FL Ne 09.272), muprenun- 2-metunoytupar (FL Ne 09.899) u
mupteHui-3-metunoytupat (FL Ne 09.900) cienBa na Ob1aT 3au4YeHd OT CIIUCHKA HA
Crro3a.

Karo ce B3emar ChbIIO TaKa MpPpEABHUA W TCXHHUYCCKUTC NPHUYHWHHU, MNPCAU AaTaTa Ha
BJIM3aHC B CHJIa Ha HACTOAIIMA PEIrJIaMCHT CJI€ABa Jia €€ OHNpCACAT IIPEXOAHU
nepuoan 3a XpPaHUTC, KbM KOUTO € [[063B€H0 €IHO OT YCTHUPUTC apoOMaTUYHU
BCIICCTBA, KOUTO CC IIpCJIaraT Ha I1a3apa UJn CC BHACAT B Cnr03a oT TPETU AbprKaBU.

[Topanu ToBa wact A ot mpunoxenue [ kbMm Pernmament (EO) Ne 1334/2008 cnenBa ga
Oble CHOTBETHO U3MEHEHA.

Hayuyno cranoBume otHOocHO omeHka Ne 208 ma ['pymara mo apomarmsanture Revision 1 (FGE.
208Rev. 1): Pasrmexxmane Ha OaHHWUTE OTHOCHO TEHOTOKCHMYHOCTTa Ha TmpencrtaButend 3a 10
QMMIUKINYHA IAEXUIU C O, [-HEHaCUTEHOCT B IPBCTEH/CTPaHWYHA BEpUTa U IPEKypCOpPH OT
xumuuecka noarpyna 2.2 va FGE. 19. bronerun va EOBX (EFSA Journal) 2015; 13(7):4173, ctp.28.
doi:10.2903/j.efsa.2015.4173 docTeiieH Ha cieanus aapec: http://www.efsa.europa.eu/efsajournal.
Pernament (EC) 2015/1760 na Komucusita ot 1 okromspu 2015 r. 3a u3mMeHeHne Ha npuiioxeHue I koM
Pernament (EO) Ne 1334/2008 na EBpomeiickus napmameHT n Ha CbBeTa 10 OTHOIICHHWE Ha
IIpeMaxBaHeTO Ha apOMaTHYHOTO BEUIECTBO p-MeHTa-1,8-aueH-7-an ot crmchka Ha Cpro3a (OB L 257,
2.10.2015 r., ctp. 27).
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MepKI/ITe, OpCABUACHU B HACTOAIINA PCriIaMCHT, Ca B CbOTBCTCTBHUEC CHC CTAHOBHUIIICTO
Ha [TocTOSITHHUS KOMUTET 110 pacCTCHUATA, ) KUBOTHUTC, XPAHUTC U (l)ypax(HTe,

[NPUE HACTOAILMA PETJIAMEHT:

Ynen 1

Yact A ot npunoxenue I kpMm Permament (EO) Ne 1334/2008 ce u3MeHsi B ChOTBETCTBHE C
MIPUJIOKEHUETO KbM HACTOSIIIUS PETJIAMEHT.

Ynen 2

XpaHu, B KOUTO € J0OaBEHO €THO OT apOMATH3UPAIIUTE BEIIECTBA, MOCOYCHU B
MPUIOKCHUETO KbM HACTOSIIIUS PErJIAMEHT, M KOUTO ca OWJIM 3aKOHHO MyCHATH Ha
nmasapa Mpeay jJaTaTta Ha BIW3aHE B CHJIa HA HACTOSIIHMS PETIaMEHT, ¢ U3KIIOYCHUE
HAa CMECUTE OT apOMAaTU3aHTH, MOTaT Jia ObJaT NpeJlaraHd Ha ma3apa 10 U3THYaHe
Ha CpoKa UM Ha MUHMMAJIHA TPaHOCT WM CPOKa Ha TOTHOCT.

Bracsunte B Cpro3a XpaHHu, B KOUTO € ,Z[O6aBeHO C€IHO OT apOMATUYHUTC BCILCCTBA,
MOCOYCHHU B MPUTTOKCHUCTO KbM HACTOALUA PCTIIAMCHT, C U3KJIIOUCHUC Ha CMCCHU OT
apoMaTHU3aHTU, MOorat aa 6’B,HaT npeajaraHu Ha ma3apa 10 U3TH4aHC€ Ha CpOKa UM Ha
MHHHMaAJIHA TpafIHOCT HJIM CPOKa Ha TOJHOCT, KOTaTO BHOCUTCIIAT HAa TaKWBa XpaHU
MOKE Ja AOKaXeE, 4y€ TC Ca ounn HU3NPpaTCHU OT CBbOTBCTHATa TPETAa AbpiKaBa U Ca
Ouin Ha sT 3a Chr03a npeau natara Ha BJIIM3aHC B CHUJIAa HAa HACTOAIHA PCTIIAMCHT.

Ynen 3

HacrosmusT periaMeHT BiM3a B CHJIa Ha IBAJCCETH JICH CIICH JICHS Ha IMyOJIMKYBaHETO MY B
Oduyuanen secmuux na Eeponeiickus cvio3.

Hacrosmusar PEriIaMCHT € 3aAbJIKUTCIICH B CBOATA ILSIJIOCT U CC IpUJIara Mnpsko BbB BCHYKU
ABPIKaBU YJICHKH.

CobcTaBeHo B bprokcen Ha | ... | roguHa.

3a Komucuama
IIpeoceoamen
Jean-Claude JUNCKER
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