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O¢uupanen BecTHUK Ha EBporieiickus cpro3 25.7.2023 1.

PE[TIAMEHT 3A U3ITB/THEHME (EC) 2023/1530 HA KOMUCHUSATA
ot 6 romu 2023 roguna

3a ofgoOpsiBaHe Ha excrpakt ot Chrysanthemum cinerariaefolium ot pa3TBOpeHM M HAIbIIHO Pa3BUTH

userose or Tanacetum cinerariifolium, w3BneveH ¢ BBHINIEBOTOPOTHM Pa3TBOPUTENM, KATO AKTMBHO

BELIECTBO 32 ynorpebda B Ouoummmu ot nponykros tun 18 B crorBercreue ¢ Permament (EC) Ne 528/2012
Ha Esponeiickus napnaMent u Ha CbBeTa

(Tekct ot 3HaueHue 3a EUII)

EBPOIIEVICKATA KOMUCHS,

Kato B3e mpensuy [1orosopa 3a $yHKIMOHMpPaHeTo Ha EBpomnerickist Cio3,

xaro B3e mpemup Permament (EC) No 528/2012 na Espomejickust napiament u Ha Cpsera ot 22 Mait 2012 r. OTHOCHO
MPENOCTABSIHETO Ha 11a3apa u ynorpebara Ha Guowmmy ('), u no-creuuanHo unex 89, maparpad 1, Tpeta anuHest ot Hero,

KaTo MMa NpenBui, ye:

C Henernpan pernament (EC) Ne 1062/2014 Ha Komucusta (%) e yCTAHOBEH CIMCHK Ha CHIIECTBYBAIIM aKTUBHM BELIECTBA,
KOWTO CrlefiBa Ja OBIAT OLCHEHN C OIVIell Ha eBEHTYaTHOTO MM omoOpsBaHe 3a ymotpeba B Omoummu. CIMCBKBT BKITFOUBA
excrpakt or Chrysanthemum cinerariaefolium ot pasrBopenu 1 HambnHO passury userose or Tanacetum cinerariifolium,
V3BIICUCH C BBITIEBOIOPOIHI PA3TBOPUTEIIIL.

Excrpakrst ot Chrysanthemum cinerariaefolium ot pasTBopeHM M HaBITHO pa3BuTH LBeToBe OT Tanacetum cinerariifolium,
M3BIICUCH C BBITICBOIOPOIHY Pa3TBOpuTENH, Gellie OLeHeH 3a ynoTpeda B GMOLMAN OT NPOIYKTOB THI 18 — ,MHCEKTULMIN,
aKapuLuMIM M MpomyKTy 3a Gopba cpelly mpyru apTpomomM*, omucaH B mpunoxenue V kM Iupektusa Ne 98/8/EO Ha
Esponerickus mapnaMeHt u Ha CbBeTa (’), KOMTO ChOTBETCTBA HA INPOHYKTOB TN 18, omicaH B Ipuiuoxenue V KbM
Pernament (EC) Ne 528/2012.

3a moKramBaia IbpxkaBa wieHka Geie onpenenesa Vicnanus v Ha 1 cerrremBpy 2010 T. HEHMST OLEHSBALL KOMIIETEHTEH
OpraH IpencTaBy Ha KoMmcusra HOKITafa 3a OLEHKA 3a€AHO ChC CBOMTE 3aKimioueHys. Cred NMpelcTaBsHETO Ha HOKIAfa 3a
oleHKa 0s1xa POBeMeHN 0OCHKIAHNS 110 BpeMe Ha TEXHMYeCKM Cpely, opranusupannu ot Komucnsra, a cren 1 cerrreMBpu
2013 r. — or EBporerickara areHuys Mo XMMMUKAnM (,ATeHINATa").

Or e 90, maparpa¢ 2 or Permament (EC) Ne 528/2012 e BumHO, ye BEwIeCTBATa, 33 KOUTO OLEHSBAHETO OT CTPaHA Ha
IbPKABUTE UIIEHKM € MPUKIIounio keM 1 centemspu 2013 1., crempa ma ObaaT OLEHSBAHM CHINIACHO pasnopembure Ha
Hupexrusa 98/8/EO.

OBL167,27.6.2012r., ctp. 1.

Henernpan pernament (EC) Ne 1062/2014 na Komncusira ot 4 asrycr 2014 1. 0THOCHO paboTHATA IPOrpaMa 3a CUCTEMHO IIPOYUBAHE Ha BCUYKI
CBIUIECTBYBAIIY AKTHBHI BEILIECTBA, CHIbPXKAL ce B Onowymy, mocoueryt B Permament (EC) Ne 528/2012 Ha EBpomelickits mapiaMeHT ¥ Ha
Coeera (OB L 294, 10.10.2014 1., ctp. 1).

Hupekrusa 98/8/EO Ha Epponerickust napnament u Ha Chera ot 16 geppyapy 1998 r. 0THOCHO IycKaHeTo Ha nasapa Ha 6notmmm (OB L 123,
2441998 ., c1p. 1).
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(5)  Cwrnaco uneH 75, maparpad 1, ropa anuHest, 6yksa a) ot Permament (EC) Ne 528/2012 KomuteTsT 10 61oUmanTe U3rOTBS
CTAaHOBMUIETO HA ATCHIMATAa OTHOCHO 3asIBICHMATA 33 OHOOpsiBAaHE Ha akTMBHM Bemecta. Ha 22 HoemBpu 2022 T.
KomutersT mo Guoummure mpue CTaHOBMIIETO Ha AreHumsta () B chOTBeTCTBME C wieH 7, maparpad 2 ot [enermpan
pernamenr (EC) Ne 1062/2014, kato B3e IpeBu 3aK/TIOYCHNSTA Ha OLECHSBAIINS KOMIIETCHTEH OPIaH.

(6) B craHOBMIIETO ATEHUMSTA CTMIA IO 3aKIIOYEHMETO, Ye MOXe [d Ce OYaKBa, ye Ouounmute OT NIPONyKTOB Tmi 18,
chmbpxkaim excrpakt or Chrysanthemum cinerariaefolium OT pa3TBOpeHM M HAIBIIHO PasBUTH LBeToBe OT Tanacetum
cinerariifolium, u3BIeyeH ¢ BHITIEBONOPOIHN PA3TBOPUTENN, OTIOBAPST HA M3UCKBAHMSATA, ONPENeNIeHy B UileH 5, maparpad 1,
oOyxsu 0), B) u 1) ot dupektusa 98/8/EO, mpyu ycrosue ue ca craseHu OpeleNeHn yCIOBKs BbB BPb3Ka C TAXHATA yroTpeda.

(7)  Karo ce B3eMe IpemBHI CTAHOBMIIETO HA ATEHIMSITA, € LenechoOpasHo excrpakTsT or Chrysanthemum cinerarigefolium ot
Pa3sTBOPEHM I HAITBIIHO pasutyt LBetose oT Tanacetum cinerariifolium, u3BiedeH ¢ BbIIEBOTOPOIHI PA3TBOPUTENH, I Obe

OHO6p€H KaTO aKTMBHO BEIIECTBO 3a yHOTpe6a B 6]/[OIII/IIII/I OT IIPOLYKTOB TUIT 18 IIpM Cl1a3BaHe Ha OIPENETIEHN YCIIOBUA.

(8) l'IpenM Han€HO AKTMBHO BE€LIECTBO Ma 6’b]1€ 01106peH0, ciedsa J1a ce mpeaBuan pasyMeH Cpok, B KOITO 3aMHTEPECOBAHNTE
CTpaHM Ja MaT Bb3MOZKHOCT J1a IIPENIPMUEMAT IOOTOTBUTEITHUTE MEPKM, HCO6XO]II/IMI/I 3a CIIa3BAHETO HA HOBUTE M3NCKBAHMNA.

(9)  Mepkute, TpenBUIEHNM B HACTOALIMS PEITIAMEHT, Ca B CHOTBETCTBME CHC CTAHOBMINETO Ha IIOCTOSHHMS KOMUTET IO
Ouoummure,

[TPUE HACTOSALLMS PEITIAMEHT:

Ynen 1

ExcrpakrsT ot Chrysanthemum cinerariaefolium ot pasTBopeHy u HaIbITHO pa3BuTy LBeToBe OT Tanacetum cinerariifolium, u3sneden
C BBITIEBOIOPOIHM Pa3TBOPUTENH, Ce OIoOpsiBa KaTO aKTMBHO BELIECTBO 3a yNoTpeba B GMoLMIM OT MpomyKToB v 18 mpy crassaHe
Ha yCJIOBMATA, ONpPEHENeHN B PUIIOXKEHNETO.

Unen 2

Hacrosmmsr pernamMeHT BiM3a B Cuila Ha [BameceTyist AeH Crie JeHst Ha mybmykyBaHeTo My B Ouyuanen secmuur Ha Eeponeiicrus
CB103.

Hacrosimmsar PEITaMenT € 3aIbJIKUTEIIEH B CBOATA LSAJIOCT M CE Npuiiara MpAKO BbB BCMYKM IbpKaBy
YJICHKN.

CpcraBeno B bprokcen Ha 6 1o 2023 rogmHa.

3a Komucuama
ITpedcedamen
Ursula VON DER LEYEN

() Cranoume Ha Komurera mo Guommmmre OTHOCHO 3asIBIICHMETO 33 ONOOpsBAHE Ha aKTMBHOTO BellecTBO ekcrpakr ot Chrysanthemum
cinerariaefolium OT pasTBOpeHM M HAITBIHO passuTH uBetoBe OT Tanacetum cinerariifolium, M3BIeueH C BBITICBONOPOIHM PA3TBOPUTENM;
Tponykros tun 18; ECHA/BPC/365/2022, npuero Ha 22 Hoemspy 2022 .



[TPUTTO2KEHUE

Haumenosanue no [UPAC

MuHMMaJHa CTereH Ha

HaTa Ha M3TNYaHe Ha

Honynapuo Hara nHa [IponyxTos
HAMMCHOBAHIE YNUCTOTAa HAa AKTMBHOTO 0]106p€HVIeTO Cpoka Ha - CHCHI/IQHHVI ycnosus
VneHTHQUKALIMOHHY HOMepa Bewectso (') onoGperuero

Ekcrpakr ot Excrpakr ot Chrysanthemum | 100 tern. % 1 despyapu 31 sanyapu 2035T. 18 Pazpermenysra 3a 61OLMIN Ce M3[ABAT, AKO Ca MBITBITHEHN CIIEHNTE
Chrysanthemum cinerariaefolium ot pasrBopeHy 2025 . YCIOBISE:

cinerariaefolium, ¥ HAITBITHO Pa3BUTH LIBETOBE OT

VI3BIICUCH C Tanacetum cinerariifolium, (1) mpw oueHKaTa Ha IPOIYKTa ce 0OpBILA 0COOEHO BHUMAHME Ha
B'])I‘HCBO,[IOPOHHVI M3BJIeYeH C B'brﬂeBO]IOpO]IHV[ EKCIIO3nunnTeE, leCKOBeTe " eq)VIKaCHOCTTa, KOUTO Ca CB'bp3aHVl
pasTROpHUTENN pasTROpHUTEIH ¢ BiaOBeTe yrotpeba, 00XBaHATH OT IaTeHO 3asIBICHNE 3a M3a-

EO Ne: 289-699-3

CAS Ne: 89997-63-7

BaHE Ha pa3pelleHHMe, HO He Ca Pa3ITeflaHy B OLeHKaTa (Ha pas-
Huero Ha Cbio3a) Ha pucKa oT ynotpebata Ha aKTUBHOTO Be-
1ECTBO;

IIpy OLIEHKATAa Ha IIPOMIYKTa Ce 06p1,111a 0CcO0EHO BHMMAHME Ha:

i. mpodecnonanHuTe mMOTpeOMTENMM M ILIMPOKATa OOLIECTBE-
HOCT;

ii. NMOBBPXHOCTHMTE BOIM M YTAJKMTe — 3a MPOLYKTH, MpUITa-
raHy upe3 IMPOKOMAIIabHO MPBCKAHE HA OTKPUTO.

3a MPOMYKTM, KOUTO MOTaT a JOBEOAT 10 HallMUMeTO Ha OCTa-
TBYHM BEIIECTBA B XPaHM WM Pypaxu, ce IpoBepsiBa HeoOX0-
IIMMOCTTa OT ONpefeNsHe Ha HOBU WM M3MEHEHMe Ha Chblie-
CTBYBAlLMTE MAKCYMAITHO HONMYCTMMM TPaHMIM Ha OCTATBUHM
BemectBa (MITOB) B cpotBerctBue ¢ Permament (EO)
Ne 470/2009 na Esponeitckus mapnameHT 1 Ha CbBera (%)
wn Permament (EO) Ne 396/2005 Ha EBponeitckust mapiameHT
1 Ha CpBera (), KaTo ce MpelnpueMar BCMUKM TOIXONSIIN Mep-
KM 33 OTpaHMYaBaHe Ha PNCKA, 3a [1a CE TApaHTHUpa, Ye Te3n
MIIT'OB He ca npesuiuenu.

() TMocoueHara B HACTOsIIATA IPada YMCTOTA € MMHMMAITHATA CTENEH HA YIMCTOTA Ha OLCHEHOTO AKTMBHO BEIIECTBO. AKT/BHOTO BEIIECTBO B IyCHATS HA IA3apa MPOIYKT MoxKe [1a GbIe ChC ChIIATA MM PA3IMYHA YNCTOTA, AKO €
JIOKa3aHa TeXHIYECKaTa My PaBHOCTOMHOCT C OLEHEHOTO aKTMBHO BEWIECTBO.
() Permament (EO) Ne 470/2009 Ha Esporeiickust mapnament u Ha CpBeta o 6 Mait 2009 I. OTHOCHO yCTaHOBsIBaHe Ha Ipolelypyt Ha OOIIHOCTTA 33 OIpeNeNsHe Ha NOIYCTUMIUTE CTONHOCTH Ha OCTATBYHM KOJINYECTBA OT
(apMaKoIOrMYHOAKTMBHY CyOCTAHLMM B XPaHM OT KMBOTMHCKM NPOU3XO, 32 OTMsHa Ha Pernament (EMO) Ne 2377/90 Ha Cbbera u 3a u3MeHerue Ha [upekusa 2001/82[EO Ha EBponerickus naprament u Ha CbBeTa 1 Ha

Pernament (EO) Ne 726/2004 na Eporierickust mapnament u Ha Cosera (OB L 152, 16.6.2009 r., crp. 11).

() Pernmament (EO) Ne 396/2005 Ha Esporeiickus napnament u Ha Cbera ot 23 despyapu 2005 r. OTHOCHO MaKCHMAITHO HOMYCTUMMUTE IPAHMIIM HA OCTATHYHM BELIECTBA OT MECTULIMIM BbB M BHPXY XPaHU WM QypaxKu oT
pacTuTeNieH UM KMBOTUHCKY TIPOM3XOL U 32 m3MeHeHue Ha [upekrusa 91/414/EMO Ha Cobeera (OB L 70, 16.3.2005 r., ctp. 1).
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