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OTHOCHO: OENEMPAH PEMMAMEHT (EC) .../... HA KOMUCUATA ot 8.9.2022

roguHa 3a nsameHeHue Ha npunoxenue | kbm PernameHT (EC)
2019/1021 Ha EBponewnckna napnamMeHT n Ha CbBeTa OTHOCHO
YCTOMNYMBUTE OPraHMYHN 3aMbPCUTENN MO OTHOLLEHME Ha

xeKcaxnopo6eH3eH

[TpunoxxkeHo ce u3nparia Ha aeneranuute JokymeHT C(2022) 6122 final.
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EBPOTMEWCKA
KOMUCUKA

Bbprokcen, 8.9.2022 r.
C(2022) 6122 final

JAEJIETUPAH PETJIAMEHT (EC) .../... HA KOMHUCHUSATA
ot 8.9.2022 roguna

3a u3MeHeHue Ha npuiioxkenne I kem Pernament (EC) 2019/1021 na EBponeiickust
napJjaMenT 1 Ha CbBeTa OTHOCHO YCTOWYHUBHTE OPraHUYHH 3aMbPCHTEH 10
OTHOLIIEHHE HA XeKCAXJIOPOOEeH3€eH

(Texct ot 3HadyeHue 3a ENII)
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OBACHHUTEJEH MEMOPAH/IYM

1. KOHTEKCT HA JEJIETUPAHUSA AKT

B unen 1 or Pernmament (EC) 2019/1021 (Pernamenta 3a YO3) e omnpenerneHa neiaTa My, a
MMEHHO OIa3BaHE Ha YOBEIIKOTO 3/paBE M OKOJHATa cpeAa OT YCTOMYMBUTE OpPraHUYHU
3amppeutenu (YO3) upe3 3a0paHa, OETAIMHO MPEYCTAHOBSIBAaHE BHB BB3MOXKHO Hal-KpaTKH
CPOKOBE WM OTpaHMYaBaHE HA TPOM3BOACTBOTO, IMMYCKAHETO HA Maszapa W ymorpebara Ha
BeIlleCTBATa, KOMTO ca mpeameT Ha CTokxonmckaTa KoHBeHus 3a YO3.

XexkcaxnopobenzenbT (HCB) e Bkimtouen B npusioxenue I kbMm PernamenTa 3a YO3, 6e3 na e
MOCOYEHa MPEJETHO JIONMYCTUMa CTOMHOCT 3a CJIeAW OT HempeaHamepeH 3ambpcuten. HCB
ocmie m3nomBad B EC ocHOBHO kaTo mectuiiug. KbM MOMEHTa Ha BKIIIOYBAHE B CIIMCHKA B
PernamenTa 3a YO3 nipe3 2004 . Gerie cMeTHATO, Y€ HE € HeoOXoAuMa IIPEIeTHO JT0IyCTHMa
CTOMHOCT, ThH Karo He ce ouakBame HCB na Obne OTKpUT BBB BEIIECTBA, CMECH WU
m3nenus. Hackopo Oemre ormpaBeHO 3amWTBaHEe 10 EBporeiickata areHIUsS MO XHUMHUKAIU
(ECHA) oTHOCHO mpeJienHo 1onmycTuMa cToiMHocT 3a Hainuunero Ha HCB kxato oHeuncTBaHe
BBB BemlecTBa. M3BecTHO € cbio, ye HCB ce 00pa3yBa kaTto cTpaHuueH NPOAYKT MO BpeMe
Ha MPOU3BOJICTBOTO HA JIPYTM XUMHKAIH (TJIABHO XJIOPUPAHU PA3TBOPUTEIN) U MECTULIM]IH,
KakToO M B OTMNAJAbUYHUTE IOTOIM OT 3aBOJHM, M3BBPIUIBAIIM XJIOPAJIKAJIHU MPOILIECH, U OT
MPOIIECH 332 KOHCEpBHpaHE Ha abpBecMHa. OCBEH TOBa OT PETHUCTPALMOHHUTE JTOCHETAa IO
REACH e u3BecTHO, 4e OCHOBHATa ynorpeba Ha BemiecTBa, chabpxkany HCB kato chcTaBka
WM OHEUMCTBAHE, CE€ CBEXJa 0 ynoTpedaTa B MAacTWUJIA, IOKPUTHS, OOU U TOHEPU, KAKTO H
ynotpebata npu o0paboTKa Ha IbPBECHHA, TEKCTHII U B TJIACTMACH.

Jlunicata Ha crienuduIMpaHa MPEAeTHO TONMyCTUMa CTOMHOCT 3a CJleAu OT HeNpeaHaMepeH
3aMbpPCUTENl BOAW O MpaBHA HECUTYPHOCT, Thil KaTO 3aUHTEPECOBAHUTE CTPAHU HE 3HAST
HUTO JaJIM CE€ Tpuiara MpeieiHO JONMyCTUMa CTOMHOCT, HUTO KakBa € Td. Jlumcara Ha
MIpeIe]THO JOMYCTHMa CTOMHOCT OM MOTIJIa Jja ce ThJIKYBa B CMHCHI, Y€ Ce Ipuiiara rpaHuiiara
Ha OTKpPUBaHE, KOETO OM MOIJIO Ja C€ CUMTAa 3a HEMPOMOPIIMOHATHO OTPAaHUYEHUE, ThI KaTo
Ou TOTMpeYnsIo Ha MMYyCKaHeTO Ha Ma3apa Ha BCSAKO BEIIECTBO, CMEC MM M3/ETHE, ChIBbPKaIIH
HCB. B unen 4, naparpag 1, 6yksa 0) ot Pernamenta 3a YO3 ce nocouBa, ue 3a0paHara 3a
MPOU3BOJICTBO, IMyCKaHe Ha TMaszapa M ymnoTpeba Ha BellecTBara, W30pOeHU B MpuiiokeHue I,
HE3aBUCUMO JAJIM CTaBa BBIPOC 3a BEUIECTBATA CAMOCTOSITEIHO, B CMECH WJIA B U3JEIUs, HE
ce mpuwiara B Ciydyail Ha BEIIECTBO, KOETO CE€ Cpella KaTro CileAd OT HelpeaHaMepeH
3aMBpPCUTENT BHB BEIIECTBA, CMECH WU HW3JENHsA, KAaKTO € OINpPENeNieHO B CHOTBETHUTE
BnucBaHus B npuioxeHue . Ilopanum TtoBa Hammumero Ha HCB karo cinemu ot
HeTIpeHaMEPEH 3aMbpPCUTEN BB BEIIECTBA, CMECH WJIM W3JENHUs Clie/iBa 1a Ob/le YTOUHEHO B
npunoxenue L.

C ormen Ha HamMyHaTa B MOMEHTa WHQOpMaIus ce TIpueMa 3a IelechboOpa3Ho na ce
OTpeAeNy TPEAeNHO JOMyCcTUMa CTOMHOCT 3a Hamumuuero Ha HCB kato cimemu oT
HEenpeIHaMePeH 3aMbPCUTEN BbB BEIIECTBA, CMeCH WU n3einus. C HEHHOTO omnpejiersHe Ou
Ce U3SACHUJIO TPABHOTO TMOJIOKEHHUE W OU c€ YIECHUIIO XapMOHU3UPAHOTO MPHUIIATaHEe B IENIHS
Cpro3.
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B®3 ocHOBa Ha HanM4HAaTa WHGOPMAILHS TPEACTHO JOMyCTUMATa CTOMHOCT 332 HaJTMYMETO Ha
HCB karo ciiequ oT HeTpeTHaMepeH 3aMbPCUTEN BB BEIIECTBA, CMECH U U3JICTHS Cle/Ba a
obae onpenenena Ha 10 mg/kg (0,001 ternoBuu %).

2. KOHCYJTAIIUM ITPEIU ITPUEMAHETO HA AKTA

[To mpoekTa Ha jaenerupaH akT Osxa MPOBEJICHU KOHCYNITAIMU C eKcrepTHaTa rpyna 3a YO3
Ha jJBe 3acenaHus Ha 8 roHU W 23 HoemBpH 2021 r., KaTo 0sxa B3ETH MPEIBUJ HAIIPABEHUTE
KOMEHTapu. ['pymara ce CbCTOM OT BCHYKH CHOTBETHH 3aWHTEPECOBAHU CTPAHH —
MpeACTaBUTENM Ha JabpkaBuTe wieHku, ECHA, Xxumudeckata MNPOMHIICHOCT |
IpakIaHCKOTO OOIIECTBO.

ITo mpoekTa Ha aenerupan akt Oere mpoBeeHa OOIIECTBEHA KOHCYITALUA OT 8 HOEMBPH 10
6 nexemBpu 2021 r. 3auHTEpecOBaHUTE CTPaHU MpEACTaBUXa TpU KoMeHTapa. KomeHtapute
0sixa B MPOTUBONOJOXXHU TOCOKH, a MMEHHO JBE 3aWHTEPECOBaHH CTpPaHH IOUCKaxa
[I0-BHCOKA OT I'bPBOHAYAJIHO MpPEAJIOKEHATa MPEAENHO JOMYyCTHUMa CTOMHOCT 3a ClIeAu OT
HEempeIHaMepeH 3aMbPCUTEN, JOKATO €/lHa 3aMHTepecoBaHa CTpaHa MOUCKA MO-HHUCKA OT Hes
CTOMHOCT 3a CJIequ OT HEelpeaHaMepeH 3aMmbpcuTes. Kato B3e mpeaBuj LsigaTa HaluyHa
uH(popMalys, BKIIOYUTENIHO HWH(GOpMaLMATa, TOJydyeHAa B paMKUTE Ha pPa3IHYHUTE
KOHCYJITAIIMHU, U CJIEJ] JTOMBIHUTEITHO OOCHXKIaHe ¢ eKcriepTHaTta rpymna 3a YO3 Ha 2 oHH
2022 r., Komucusara B3e pelnieHue jJa MPUJIOKH IIbPBOHAYAIHO MPEIIoKeHaTa MPEACITHO
JIONyCTUMA CTOMHOCT.

3. ITPABHU EJIEMEHTHU HA JEJIET'TPAHUSA AKT

C nenerwpaHusi aKT C€ W3MEHS BIHCBAHETO 3a XEKCaxJOpOOEH3eH B MpuioXkeHue I Kbm
Pernament (EC) 2019/1021 ¢ uen agantupaHeTo My KbM HAay4YHO-TEXHUYECKHUS TPOTPEC.

[IpaBHOTO OCHOBaHUE Ha MPEAIOKEHU IeJerupan akT € wieH 15, maparpad 1 ot Pernament
(EC) Ne 2019/1021.
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JAEJIET'UPAH PEI'JIAMEHT (EC) .../... HA KOMHUCHUATA

ot 8.9.2022 roauna

3a n3MeHeHue Ha npujoxkenue I kbm Perinament (EC) 2019/1021 na EBponeiickus

mapjaMeHT 1 Ha CbBeTa 0THOCHO yCTOﬁqHBHTe OpPraHu4HM 3aMBbPCUTEJIH 110
OTHOILIICHHUE HA XCKCﬂXJIOpOﬁeHSCH

(texct ot 3Hauenwue 3a EUII)

EBPOITEMCKATA KOMUCHS,

Karto B3e nmpeasua Jloroeopa 3a GpyHkimonupaneTo Ha EBponeiickus cpro3,

karo B3e npensun Pernmament (EC) 2019/1021 na EBponeiickust napaamenT u Ha ChBeTa OT
20 rouu 2019 r. OTHOCHO YCTOWYMBHMTE OPraHUYHM 3aMbPCHTENM ', U MO-CHEIUAIHO YileH 15,
naparpad 1 ot Hero,

KaTo nMa 1npeaBui, 4uc:

(1)

2)

€)

(4)

©)

C Pernament (EC) 2019/1021 ce wusnbiaHsBaT aHrakuMeHtuTe Ha Cbhio3a 1O
CTOKXOJIMCKAaTa KOHBEHIIUMS 3a YCTONYMBHUTE OPraHMYHHM 3aMBbPCHTENH’ U MO
[IpoTokona 3a yCTOMYMBHTE OpPraHMYHU 3aMbpcuTenu KbM KoHBeHIusATa 3a
TPAaHCTPAHUYHO 3aMbPCABAHE HA BB3/yXa HA JAl€UHH Pa3CTOSHHUS oT 1979 r.3.

Cernacio unel 3, maparpadg 1 or Permament (EC) 2019/1021 ce 3abpansBar
IPOU3BOCTBOTO, IyCKAaHETO Ha Ma3apa M ynorpedara caMOCTOSATENHO, B CMECH WU B
U3JIeNus, Ha BeIlecTBaTa, N30poeHH B MpUiIokeHue I KbM MOCOYeHUs perjJaMeHT, Ipu
CIIa3BaHE HA YCIIOBUSATA IO YEH 4 OT IIOCOYEHUS PETJIaMEHT.

XekcaxyiaopoOeH3eHsbT € BkitoueH B npuinoxkenue I kbm Pernmament (EC) 2019/1021,
0e3 ma e mocouyeHa MpPEAeNTHO JONMYCTHMa CTOHHOCT 3a CIequ OT HempeaHaMepeH
3aMbpCUTEIL.

[To cunara Ha unen 15, maparpad 1 ot Pernmament (EC) 2019/1021 na Komucusita ce
MpeIoCcTaBsl MPaBOMOIIMETO Ja MpUeMa JeJieTHpaHH akTOBE 3a HW3MEHEHHE Ha
CBIICCTBYBAIIMUTE BIHWCBAHHUA B IIPUIIOKCHHE I, 3@ Ja THu ajalnTvupa KbM
HAyYHO-TEXHHYECKHUS MIPOrpec.

Kommucusra Oomnpeacin HaAJIMYUECTO Ha XGKC&XJ’IOpO6eH3eH KaTO OHCYHUCTBAHC B HAKOH
BCIICCTBA, CMCCU U U3ACIHUA, BKIIHOUYUTCIIHO NMECTULIUAN, XJIOPHPAHU PA3TBOPHUTCIIH,

OB L 169, 25.6.2019 r., cTp. 45.
OB L 209, 31.7.2006 r., cTp. 3.
OB L 81, 19.3.2004 r., ctp. 37.
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MacTuja, TOKPUTHs, O0M M TOHEPH, BEIIeCTBa 32 00paboTKa Ha AbPBECHHA, TEKCTUI U
3a yrnorpeda B IJIaCTMACH.

(6)  3a ma ce M3SACHU MPABHOTO MOJOXKCHHUE U JIa CE YJISCHH MPHIAraHETO 0 OTHOIICHHE
Ha ynorpe0aTa Ha BEIIECTBA, CMECH WM W3JENHs, ChIbPXKAIIH XEKCaXJI0poOEeH3eH
KaTo CIIeIM OT HENpeJHAMEPeH 3aMbPCHUTEIN, MPEIEITHO IOMyCTHMAaTa CTOWHOCT 3a
XEKCaxJI0OpoOeH3eH KaTo cjlelu OT HEeNMpeJHaMEpeH 3aMbpCUTEN cielnBa na Objae
onpezeneHa Ha 10 mg/kg (0,001 Ternouu %).

(7) [Topaau ToBa Pernament (EC) 2019/1021 cnenBa na 6b1¢ ChOTBETHO U3MEHEH,

ITPUE HACTOAIIMA PETJIAMEHT:

Ynen 1

[Tpunoxenue I kM Pernmament (EC) 2019/1021 ce u3MeHs1 B ChOTBETCTBUE C MPUITOKEHHETO
KbM HACTOAIIUS PETJIAMEHT.

Ynen 2

Hacrosmust pernaMeHT Bin3a B CUJIa Ha JIBAJIECETUS ICH CJIE]] JCHS Ha MyOJIMKYBAaHETO MYy B
Oguyuanen secmuux na Eeponeiickus cvio3.

Hacrosmusar periiaMCHT € 3aAbJDKHUTCIICH B CBOATA LIAJIOCT U CC IIpHJIara IpssKO BbB BCUYKHU
ABPIKAaBU YICHKHU.

CncraBeno B bprokcen Ha 8.9.2022 roauna.

3a Komucusma
IIpeoceoamen
Ursula VON DER LEYEN
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