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PELLIEHME 3A M3ITB/THEHME (EC) 2022/146 HA KOMUCUATA
or 1 ¢pespyapu 2022 ronuna

3a OmpeyesiHe TAIM MPOAYKTHT, ChIbpKaiy AKii (Cy,.16) IMMeTHIOEH3MTAMOHYEB XTIOPUH, € Grouun B
cboTBercTBUE C wieH 3, maparag 3 ot Permament (EC) Ne 528/2012 na EBponeiickusi mapiaMeHT U Ha
CoBeTa

(Tekct ot 3Hauenue 3a EUII)

EBPOIIEVICKATA KOMUCHS,

Kato B3e Ipensuy [Jorosopa 3a GyHKIMOHMPaHETo Ha EBpOMeiicKus Cbio3,

xaro B3e mpemup Permament (EC) No 528/2012 na Espomejickust mapiament u Ha Copsera ot 22 Mait 2012 r. OTHOCHO
TPeTIOCTaBsSHETO Ha Ma3apa u yrotpebata Ha 6uowymy ('), u mo-crelyanyo wien 3, maparpad 3 ot Hero,

KaTo MmMa Ipenasum, ve:

(1)

Ha 2 romu 2020 r. danus momcka or Kommcmsra Ha pemm gamy HameH HPOXYKT, KOMTO chmbpxka ANKmMi (Cp,.p6)
mmermbensunamones xiopun (ADBAC/BKC (Cy,-Cy4)) B koOHIEHTpamust 2,4 % 1 KOITO TPOM3BOMMTENISIT IPOaBa Ha
nasapa B [JaHMs KaTo MOYMCTBAIIO CPETCTBO € MPOIBIKMUTENIHO AEMCTBIE 33 PEMAXBaHE HA HACIOABAHMS BbPXY IbPBECHHA,
3umapys, KepeMUIM U [IOCKOCTY 3a TOKPUB, NMABAXHN KAMBHU M IPYIM MOBbPXHOCTH (,MPOLYKTHT®), € OMOLMI ChINIACHO
ompeferneHyeTo B uieH 3, maparpa¢ 1, Oyksa a) ot Permament (EC) Ne 528/2012.

Anxmit (C,.16) mumernibersuiamornes xinopun (ADBAC/BKC (C,,-Cy4)) € BrmioueH B mpunoxenue I kbm [enerupan
pernament Ha Kommemsra (EC) Ne 1062/2014 orHocHO paboTHAaTa Iporpama 3a CHCTEMHO [POyYBAHE HA BCUUKM
couiectByBamy akTysHY Bemtectsa (). ADBAC/BKC (C,,-Cj6) € BKIIIOUEH B MpOrpaMara 3a IpeINiell, Hapem C MIPYTH, 10
OTHOILIEHNE Ha MPOIYKTOB Tl 2 — ,Jle3MH(EKTAHTH M AITUIMIN, KOUTO He Ca Ipe[HA3HAuYeHN 3a Mpsika ynorpeba BbPXy
XOpa WM KMBOTHI", onpereneH B npuoxerne V keM Permament (EC) Ne 528/2012. CrieoBatesHO MPOXYKTHT CHIbPKA
aKTYUBHO BELIECTBO CHITIACHO ONpeMIENeHIeTo B uileH 3, maparpad 1, OykBa B) OT OCOUCHNS PeraMeHT.

CormacHo perennero Ha Cbia ot 19 mekemspu 2019 r. no meno C-592/18 Darie (%), ,OHATHETO ,,6HOLIMI” IO CMUCHITA HA
urieH 3, naparpad 1, Oyksa a) ot Permament (EC) No 528/2012 psibBa ma ce ThIKyBa B IIMPOK CMUCHI [...]. ToBa mmpoxo
THIIKyBaHe Ce MOMKPEIs OT OCOYEHATa B WIeH 1 OT TO3M pernameHT Lell, OCHOBAHA Ha MPVHIMIIA Ha MPEMNa3HNUTe MEpKH, a
VIMEHHO 11 Ce TapaHTHpa ,BICOKA CTENeH Ha 3allliTa Ha 3[IPAaBeTO Ha XOpara ¥ XKMBOTHUTE U Ha OKONMHATa cpefa“ ().

Cpio 1o mymnre Ha Chla, KaTeropu3aLisITa Kato ,0noumn’ 3a uemre Ha wied 3, naparpad 1, Gyksa a) or Pernament (EC)
Ne 528/2012 e ocHOBaHa, Hapen C MpPYro, Ha INpeOHA3HAUEHMETO HA INPOMYKTAa ,3a YHMIIOXKABAHE, BB3MMPAHE,
o6e3BpexKIaHe, TPEIOTBPATABAHE HA NEICTBUETO MM OKa3BaHE IO JPYT HAUMH HA KOHTPOJIMPAUIO BB3NEICTBUE BBPXY
BCSIKAKBJ BpeHM opraHmsmu” (°).

OBL167,27.6.2012r., ctp. 1.

Henervpat pernament (EC) Ne 1062/2014 Ha Komucusita ot 4 agryct 2014 r. OTHOCHO paGOTHaTa [porpama 3a CUCTEMHO IIPOYYBaHE Ha BCUUKY
ChUIECTBYBALLM AKTYBHY BELIECTBA, ChIbPXKALM ce B Oyoummy, nocoderu B Permament (EC) Ne 528/2012 Ha Esporeiickus napnameHT u Ha
Crera (OB L 294,10.10.2014 1., ctp. 1).

Pemenne Ha Cboa ot 19 pekemspu 2019 r., Darie, C—592/1 8, ECLIEU:C:2019:1140.

Bx. Pemrenne o meno C-592 / 18, Darie, op. cit., Touka 42.

Bx. Pewenne no meno C-592/18, Darie, op.cit., Touka 32; Bx. cbio Pemenye Ha Cbaa or 14 okromspu 2021 r. no meno Biofa, C-29/20,
ECLL:EU:C:2021:843, Touka 26.
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(5) B pemenuero cu or 19 mekemspu 2019 r. no geno C-592/18 Darie CbubT HabnerHa ChlIo Taka, ue ,[OMMUCTBAIINTE
Ipernapatt He ca M3KIIOYeHM OT mpuiioxHoto nojie Ha Permament (EC) Ne 528/2012. OcBeH TOBa, KaKTO CrenBa
no-creuanHo ot chobpaxenne 21 or Permament (EC) Ne 648/2004, emuH mpogykT MoXe Ha ce Kiacuuumpa
€IHOBPEMEHHO KaTO ,MICTEPreHT" [0 CMUCHIIA HA WIEH 2, TOYKa 1 OT TO3M perfaMeHT ¥ Karto ,06MOLymn” Mo CMUCHIA Ha
uiieH 3, maparpad 1, Gyksa a) ot Perniament (EC) Ne 528/2012.“ (). BbB Bceku ciyyait AafeH IPOIYKT MOXKe [1a Ce CYMTa 3a
OuoLm 10 CMUCHIIA Ha wieH 3, maparpad 1, Gyksa a) ot Permament (EC) Ne 528/2012, HesaBucumo fanu nomana B 06xsara
Ha Permament (EO) Ne 648/2004 ().

(6)  AkO TBbpHEHMETO HA IPOM3BONMTEIIS, Y€ MHANeH MPOMYKT € ,MOYMCTBAIL MPOIYKT, Ce IpMeMe 3a IOCTATBYHO, 3a Ha Ce
3aKITIOYM, Ye TO3U MPOIYKT HsIMA OMOLMIHO MpeHA3HAYCHNeE ¥ CIIEHOBATENIHO He ¢ OMOLNI, M3MCKBAHMATA Ha PermaMeHT
(EC) Ne 528/2012 Guxa Mornu JiecHO fia GbIaT 3a00MKOIEHN M HETOBUTE LN Jia He Obat nocturHatu. [lomoGeH momxox
6u 61T B IPOTUBOpEUNE C THIKYBAHETO Ha MOHSTHETO ,,0moumn’, maneHo ot Cbua Ha EBponeiickute o6uHocty. ITopamm Toa
1sata MHGOPMALWS, IPENOCTaBEHA OT IPOM3BOMMTENLS, OT MUCTPUOYTOpHTE U Ha MHKTOBETe 3a mpomax0a, crensa na Obie
B3eTa IPeMBUM, 3a [ Ce IpelLieHy TNy JafeH MPOMNyKT ¢ IyCHAT Ha a3apa ¢ HaMepeHNUeTo a ObIe M3MOM3BaH Kato 6uoLmn
10 cMuChiTa Ha wieH 3, naparpad 1, 6yksa a) or Permamenr (EC) Ne 528/2012.

(7)  Hammumero Ha aKTMBHM BeleCTBA HAJl OIpeleTIeHM HYBA HA KOHIEHTpALMs B HafieH IPOIYKT O3HauaBa Ha IIPAKTNKa, 4e
IIPOHYKTBT ¥Ma KOHTPONMPAWIO BB3[EHCTBME 33 E€OMH MM HAKOIKO BpemHu opranmsmy. CIIENOBAaTeNIHO Te3y HyBa Ha
KOHLEHTPALMA MOTaT [1a MOCITy>KaT KaTo ChUIECTBEH IT0KA3aTell 32 TOBA 4e MPOMYKTHT € IIyCHAT Ha Ma3apa C HaMepeHue 3a
M3ION3BAHE KaTO GMOLII [0 CMUCHITA Ha wiieH 3, maparpad 1, Gyksa a) ot Permament (EC) Ne 528/2012.

(8) Bb3 0cHOBA Ha MHOPMALMATA, TIPENOCTaBEHa OT [JaHus, NPOAYKTHT ChIbPXKa aKTMBHOTO BelecTso ADBAC [BKC (C,,-Cy6) B
KOHLeHTpauyst 2,4 % m MOXe [a ce M3MON3Ba HepaspefeH mu pasperneH Ha 50 %, KaTo Tasu KOHLEHTPALWs ¢ MOoJo0OHa Ha
KOHIIEHTPALMATA 3a CBIIOTO aKTMBHO BEIIECTBO B OMOLMMM 3a OTCTpaHsBaHe Ha BOHOpacny, paspeluexy B Humepnanmms,
KOTaTO CHIUINTE Ce Pa3pekMaT 3a ynorpeba B ChOTBETCTBIE C MHCTPYKUMUTE 34 YTIOTpeDa.

(9)  Cnopen uudopmauusra, npegocraBeHa or IaHus, NPOM3BOAMTENST OMMCBA IIPOIYKTAa KATO IOUMCTBAIIO CPEHCTBO C
TPOIBIIKUTEITHO [IEHCTBIE 3a [IPeMaxBaHe Ha HACIIOSIBAHMS BbPXY [IbPBECHHA, 3UIAPUsl, KEPEMMIM M ITIOCKOCTH 34 IIOKPUB,
NaBaXH! KaMbHY ¥ APYTY MOBbPXHOCTH, @ B TEXHNUECKATa CeLMQUKALNS TI0COUBA, ye POIYKTHT TPsiOBa [a ce M3ION3Ba
caMo Ha OTKpuTO. [IPOM3BOMUTENAT CHIIO TaKa 3asiBsiBa, Ye MPENy NMOBLPXHOCTTA 1 Obie 00paboTeHa ¢ MpomyKTa, Tpsibsa
CUITHO 3aMbPCEHITE [IOBBPXHOCTY TBPBO [a OIAT MOYMCTEHN € IIOMOLLTA Ha MIOYMCTBALL NPENapaT oT ChIUMS POU3BOIUTENL.
Ocset ToBa [Janus npemoctasy MHGOpMALMs OT AUCTPUOYTOP M OT IYHKTOBE 3a Ipofax0a oxmnaiiy. IuctpubyTophbT TBHPIM,
Ye IPOAYKTHT [PeMaxBa M3PACTBLIMTE 1 BBH3IPEISTCTBA NOBTOPHATA MM mosiBa. Cropen AMcTpuOyTOpa Te3y M3PacTbLM ce
TPOSIBSIBAT KATO 3¢JIEHO HACTIOSBAHE 110 MOBBPXHOCTTA MIIM KATO THMHI TIETHA — Haii-Beue Ha MeCTa, 3aCEHUYEHM OT IbpBeTa
WM XPacTH, ChC CEBEPHO M3IIOKEHME WM C MOBMIIEHA BIIAXHOCT. [IMCTPMOYTOPBT yTOUHsBA, Ye TOBA HACIOSBAHE Ha
M3PACTBUM HE YBPEXNA [MPEKTHO [IbpBEHMs Marepua, a o0pasysa oOLIMpHA HeNpeKbcHAaTa Maca, KOSTO Ipedy Ha
MBIYCKAHETO Ha BIIara. B efyH nyHKT 3a npogax06a OHaiH ce TBHPIM, Ye NPOIYKTHT UMa IPEBAHTUBHO Bb3aercTaye. [laHus
CHLIO TaKa 3asiBY, Ue B APYT MYHKT 3a IpofaxGa OHMaiiH MPOLYKTHT ¢ BKIFOUEH B KaTeropus NMPOIYKTH, NIPeHA3HAYEHN 3a
TOYNCTBAHE Ha [IBPBO, [1ABETA M [IOKPYMBY M OMMCAHM KATO MMALLV TPSIKO BB3IEICTBIE BBPXY HACIOCHNTE I10 IOBHPXHOCTUTE
BOLIOPACIIN.

(10)  Or ToBa crteniBa Ye MPOIYKTHT € MPeIHA3HAYCH 32 PENOTBPATSIBAHE M KOHTPOI HA PACTeXKA HA HEXeNAHV BOLOPACIIH, KOUTO
OTTOBApSIT Ha ONpENeNEHNETO 3a BPEMTEN ChITAcHO wiieH 3, maparpad 1, 6yksa x) ot Permament (EC) Ne 528/2012.

(11) Karo ce mMa mpemBum, 4e MPOHYKTBHT CHIBpPXKA aKTUBHO BEIIECTBO M € TpeNHA3HAUeH [a YIPaxXHsABA KOHTPONMPALIO
BB3EICTBUE BbPXY BpEMMTENNTE Upe3 HAUMH Ha MEVICTBUE, KOMTO He € MPOCTO (M3MUECKM MM MeXaHMUeH, MPOLYKTHT
CrIeIBa [1a Ce CumTa 3a GMOLMI 10 CMICHITA Ha unieH 3, naparpad 1, 6yksa a) ot Permament (EC) Ne 528/2012.

(12) Twit KaTo MPORYKTOB THII 2, KAKTO € OmpeneneH B npunoxerne V keM Pernament (EC) Ne 528/2012, obxBama mpomyxri,
VM3MON3BAHY KATO aITMLMIN, KOUTO HE Ca IpeNHA3HAYeHN 33 OMPEKTHA yrmoTpeba BHPXY XOpa MIM XKMBOTHM, IIPOIYKTHT
CIIefBa [1a CTajia KbM B POIYKTOB Tu 2.

(13) Mepxkurte, penBHUIEHN B HACTOSIIOTO peleHye, Ca B ChOTBETCTBIE ChC CTAHOBMILETO Ha [TOCTOSIHHMS KOMUTET 10 OMOLMnTe,

(®) Bx. Pewenne no neno C-592/18, Darie, op. cit., Touka 48.
() Pernament (EO) Ne 648/2004 na EBponeiickus maprament u Ha Cobera ot 31 Mapt 2004 r. otHocHo niereprenrute (OB L 104, 8.4.2004 r.,
crp. 1).
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[TPYE HACTOALLIOTO PELLEHME:

Ynen 1

Hagen npomykT, chubpxany aktueHOTO BewecBo Alkyl (Cy, 6) mnmernnOensiT aMoHMeB XOpyI B KOHLEHTpawms 2,4 % Koitro,
Bb3 OCHOBA Ha IPENOCTABEHATA OT IPOM3BOLMTENs WM OT OMCTpUOyTOpUTE MHQPOPMALS € MpeHA3HAueH 3a ynorpeba cpeliy
BOTOPACTIH, Ce CYMTA 3a OMOLMI 10 CMUCHITA Ha wieH 3, maparpad 1, byksa a) or Permament (EC) Ne 528/2012 u npuHamnexu KbM
TPOIYKTOB TUI 2 CITIACHO OIPENENEHNETO B IPUIIOKEHNE V KbM CBLIVS PEIIAMEHT.

UYnen 2

Hacrosimoro pelerne Bim3a B CyjIa Ha IBafeceTys NeH CIIel NeHs Ha myOmukysaHero My B O¢uyuanen secmuur Ha Eeponeticrus
C5103.

Cncraseno B Bprokcen Ha 1 ¢espyapu 2022 rogmsa.

3a Komucuama
Ipedcedamen
Ursula VON DER LEYEN
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