15.7.2017 1. Oduumanen BecTHUK Ha EBporeiickus cbio3 L 184/21

PEITIAMEHT 3A M3ITBJIHEHME (EC) 2017/1275 HA KOMUCHUATA
ot 14 ronmu 2017 roguna

3a opo0psiBaHe Ha AKTMBEH XIIOp, MOJy4eH OT XJIOP, KaTO CHINECTBYBALIO AKTHMBHO BELIECTBO 32
ynorpeGa B GuoumMam OT NMPOTYKTOBM THIIOBE 2 M 5

(TekcT oT 3Hauenme 3a EVII)

EBPOITEVICKATA KOMUCHA,
xaro B3e npensuy [lorosopa 3a $yHKUMOHMpaHeTO Ha EBpomerickutst Chro3,

xaro B3e npensun Permament (EC) Ne 528/2012 na EBponeiickus napnament u Ha Cbsera or 22 Mait 2012 1. 0THOCHO IpeocTa-
BSIHETO Ha Mazapa u ynorpe0ara Ha Guounan ('), u mo-crenuarnzo wied 89, maparpad 1, Tpera ammHes oT Hero,

KaTo MMa npeaBuf, 4e:

(1) C MHenernpar pertament (EC) Ne 1062/2014 ma Kommcusra (*) e ycTaHOBEH CIMCBK HA CHLIECTBYBALIMTE AKTHBHU
BEIIECTBA, KOUTO [a OBIAT OLEHEHM C OINENl Ha €BCHTYATHOTO MM OmoOpsiBaHe 3a ymorpeba B Gumowmmi. Tosm CIIMCHK
BKJTIOUBA aKTVBEH XJIOp, MONy4eH OT XJIop (HapMyaH IO-IONy ,XIop”).

(2)  Ha xnopa Gewre HampaBeHa OLEHKA B CHOTBETCTBUE C wieH 16, maparpad 2 ot [upekrusa 98/8/EO Ha Epomeiickus
naprameHT 1 Ha CbBera (°) 3a ymoTpeba B MPOIYKTH OT IPOIYKTOB THI 2 — He3MH(EKTAHTI 33 YaCTHY LT U 3a LETUTE
Ha OOLIECTBEHO 3[paBe M OPYrM OMOLMIM, M MPONYKTOB TUI 5 — ME3MH(EKTAHTM HA INUTEHA BOAA, OMpEHENeHN B
npunoxeHne V KbM [OCOYEHATA [MPEKTVBA M OTIOBAPSIIM CHOTBETHO HA MPOMIYKTOBM TUIIOBE 2 M 5, OIpEMENeHN B
npunoxenye V kbM Permament (EC) Ne 528/2012.

(3) 3a oueHsBall KOMIIETCHTEH OpraH Oete orpenernieHa Mramus u Ha 17 mait 2010 1. T npecTaBy TOKITaIuTe 33 OLEHKATA
3a€[HO ChC CBOUTE MPENOPBKIL.

(4) B cvotsercrue ¢ wien 7, naparpad 2 ot Henerupan pernament (EC) Ne 1062/2014 na 14 pexemspu 2016 r. Komuterst
no OuoLmmMTe M3IOTBM CTAHOBMINATA Ha EBpOMelickara areHIpst MO XMMMKANM, KaTo B3¢ IPENBUI 3aKIIOYEHISITA HA
OLICHSIBALIIVSL KOMIIETCHTEH OpIaH.

(5)  CoriacHO Te3u CTAHOBMILA MOXeE [1a Ce OYaKBa, ye OMOLMINTE OT MPOIYKTOBY TUMOBE 2 M 5, ChIBPKALIM XIIOP, OTTOBAPST
Ha M3UCKBaHMsATA Ha wieH 5 ot Hupektusa 98/8/EO, axko ca craseHy onpefeneHy CrietMUKALMN U YCIOBMS, CBBP3AHU C
TSAXHATA ynoTpeda.

(6)  Topammu ToBa € weTechOOpa3HO XNMOPBT fa Oboe omobpeH 3a ymorpeba B GUOLMAM OT MPOMYKTOBM THIOBE 2 M 5 mpu
Cla3BaHe Ha ONpefeieHy CIeuQUKALM M YCIOBHSL

(7)  Tpemu omoGpsiBaHeTO Ha HaJleHO aKTMBHO BELIECTBO CIIE[BA [a C& OCUIYPY PasyMeH CPOK, 3a MIa Ce [ae Bb3MOXKHOCT Ha
3aHTePeCOBAHMTE CTPAHM [Ia IpeMIpyeMaT MepKIUTe 3a MONTOTOBKA, HEOOXOMMMI 3a CIIA3BAHETO HA HOBMUTE M3MCKBAHMS.

(8) MepkuTte, NMpENBIIEHN B HACTOSLIMS PEINIAMEHT, Ca B CHOTBETCTBME CHC CTAHOBMIIETO HA [IOCTOSHHMS KOMMTET IO
OuoumnnTe,

[TPUE HACTOALLYA PETTIAMEHT:

Ynen 1

AKTUBHMST XIIOp, TONy4eH OT XJOp, ce ON0OpsiBa KATO aKTUBHO BEIIECTBO 3a yNoTpeOa B GMOLMANM OT HPOIYKTOBM THUIIOBE 2 U 5
TPV CMa3BaHe Ha CrelMMKALMUTE U YCIOBMSTA, IOCOYCHN B IIPUIIOKEHUETO.

() OBL167,27.6.2012r., ctp. 1.

(*) Henerupan pernament (EC) Ne 1062/2014 Ha Komucusra ot 4 asryct 2014 r. 0THOCHO paboTHaTa IIPOrpaMa 3a CHCTEMHO [POYUBAHE Ha BCUUKY
ChILECTBYBALLY aKTUBHY BELLECTBA, ChIIbPKALLN ce B Ouoummy, nocoueHn B Permament (EC) Ne 528/2012 Ha EBporneitckust napnameHt 1 Ha Cheera
(OBL294,10.10.2014 1., ctp. 1).

(*) Oupexrnsa 98/8/EO Ha Espormerickus mapnament 1 Ha CpBeta ot 16 deBpyapy 1998 r. 0THOCHO IycKaHeTo Ha mazapa Ha Gyomym (OB L 123,
24.4.1998 1., c1p. 1).
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Unen 2

Hacrosuuysar pernaMeHT BIM3a B Cuna Ha fBafeceTyiss HeH Clel JeHs Ha myOmukysaHero My B Oduuuasen 6ectmHUR Ha
Eeponeiicrug cs103.

Hacrosiumsr pernaMeHT € 3aIbJIKUTETIEH B CBOATA LSUIOCT M C€ IIpuilara MpsKo BbB BCUMYKM TbpKaBu
YJICHKU.

CncraseHo B bprokcen Ha 14 romm 2017 roguHa.

3a Komucuama
Tpedcedamen
Jean-Claude JUNCKER



ITPUTTIO2KEHME

Hanmenoanne no [UPAC

MuHMMaIHa CTeleH Ha

IlaTa Ha u3TH-

Obwonpuero Hata na [pomyx-
VIHeHTqu)I/IKaLWIOHHI/l HO- YUCTOTA HA AKTUBHOTO YaHe Ha CHCL[VIaJ'IHVl ycnosus
HaMMEHOBaHME 1 OIIO6PCHVI€T0 TOB TUIT
Mepa BetecTso (1) onoGpenneTo
AkTuBeH X10p, Haumenosauue o MuHyManHa uncrora 1 syapu | 31 mexemspu 2 PazperensTa 3a GMOLMIN Ce M3NABAT, KO €4 M3IBIHEHN CIIETHNUTE YCIIOBIS:
montyuen or xnop | IUPAC: Ha XJi0pa, OT KOUTO e 2019 r. 2028 . 1) B omeHkara Ha IPOLyKTa TPsOBa ma ce 0OBPHe 0COOEHO BHMMAHME HA €KCIIO3N-
(HapM?aH HO-IOTY | Xr0p noggt;alsalfemecmom. LMMTE, PUCKOBETE M eQUKACHOCTTA, CBbP3aHM C BCSIKAKbB BUM ynotpeba, 0OxBaHaT
>
»XI10p) Howep Ha EO: 231- . 5g{y g OT 3asiBIICHME 3a M3[[ABAHE HA pa3pelleHie, HO HepasIiieaH B OLCHKATA Ha pucKa
(2 99,5 % rernosHu) Ha aKTMBHOTO BELIECTBO HA PaBHMIIETO Ha ChIO3a.
959-5
CAS Ne: 7782-50-5 2) Tlpemsum ycTaHOBEHNUTE PMCKOBE 3a OLICHEHMTE BMIOBE YIIOTpeDa, B OLEHKATA Ha
npoayKTa TpsibBa ga ce 0ObpHE 0COOEHO BHMMAHMUE Ha:
a) IpoeCHOHATHNTE [IOJI3BATEIIN;
0) MOBbPXHOCTHMTE BONM ¥ YTailkuTe 3 NE3MHQEKLMpPaHe HA OTIAbYHI BONM B
VM3XOSILMS TOTOK HA MPEUMCTBATETHM CTAaHIMM 33 OTMATBYHM BOOM (IOCT-
XIIOpUpaHe).
5 PazpermennsTa 3a GMOLMIN Ce UBNABAT, KO € M3IBIIHEHN CIIETHUTE YCIIOBUSL:

1) B ouenkara Ha NpomyKTa Tpﬂ6Ba na ce 061>pHe 0C00EHO BHMMaHME Ha €KCIO3U-
ouuTe, pUCKOBETE 1 C(I)I/IKaCHOCTTa, CBbP3aHU C BCAKAKDBB BUIL yHOTpC6a, 00XBaHaT
OT 3asBJIEHME 3a M3[JaBaHE Ha pa3pelleH)E, HO HEpA3IJIENaH B OLICHKAaTa Ha pucCKa
Ha aKTMBHOTO BCIIECTBO Ha paBHMILETO Ha Cproza.

2) TlpemBum yCTaHOBEHMTE PUCKOBE 3a OLEHEHMTE BUIOBE yIOTpeDa, B OLEHKATa Ha
npofykra TpsibBa a ce 06bpHE 0COOEHO BHMMAHME Ha MPOECHOHATHUTE I0TI3Ba-
TeNu.

3) 3a mpomyKTH, KOMTO MOTaT [ MOBeNaT 1O HAJM4MeTO Ha OCTaThUHM BELIECTBa B
XpaHu wiut $ypaxu, ce IpoBepsiBa HEOOXOMMMOCTTA OT ONpENeNsiHe Ha HOBY MIIN
V3MEHSIHE Ha ChIIECTBYBAlIMTE MAKCHMAJIHO IOMYCTUMI IPAaHMIIM HA OCTaThYHMTE
semectsa (MITOB) B cvotBercTsue ¢ Pernament (EO) Ne 470/2009 na Esporeii-
ckust maprnameHT u Ha CobBera (2) wn Pernament (EO) Ne 396/2005 Ha Espomeit-
ckus mapnameHnT M Ha Cbpera (*), KaTo ce HpeanpueMaT BCUYKM HOIXOMSLIN
MEpPKM 3a OTpaHMyYaBaHe Ha PUCKA, 3a J1a ce rapaHTupa, ye npuinoxumure MIOTOB
HSIMa 1 OBOAT IpeBMLICH.

(") Tlocouenara B T3y rpada UMCTOTA € MMHMMAIIHATA CTEleH HA UMCTOTA HA OLEHEHOTO AKTUBHO BEIIECTBO. AKTMBHOTO BEIIECTBO B IyCHATHsI HA Ma3apa MPOIYKT MOXKe [a GBI ChC ChIIATA MM PA3NNUHA YNMCTOTA, AKO € HOKa-
3aHa TeXHMYECKATA My PaBHOCTOMHOCT C OLEHEHOTO aKTUBHO BEUIECTBO.
(® Pernament (EO) Ne 470/2009 Ha Esponeiickus mapiament u Ha Cpera ot 6 Mait 2009 I. OTHOCHO yCTAHOBsIBAHE Ha MpoLenypy Ha OOILIHOCTTA 33 OIpEHeNsHe HA MOIYCTVMUTE CTOMHOCTY HA OCTATHYHM KONUYECTBA OT
dapMaKoorMuHOAKTUBHM CYOCTAHUMM B XPAHM OT XKMUBOTMHCKM IPOM3XOL, 32 OTMsiHA Ha Pernament (EMO) Ne 2377/90 Ha CbBera u 3a uaMeHeHue Ha [Iupekrusa 2001/82/EO Ha Esponeiickus mapnaMent u Ha ChBera u

Ha Permamenit (EO) Ne 726/2004 Ha Esponerickys naprament u Ha Coeera (OB L 152, 16.6.2009 1., crp. 11).

(}) Permament (EO) Ne 396/2005 Ha Eponeiickust naprameHT u Ha Cbbera o 23 ¢espyapyu 2005 I. OTHOCHO MAKCUMAJIHO [IOMYCTMMUTE IPAHMIM HA OCTATBYHM BEIIECTBA OT MECTMLMIM BbB M BHPXY XpaHU i pypaxu oT pa-
CTUTENIeH WM XMBOTMHCKY TIPOMBXON U 33 M3MeHeHue Ha [upektysa 91/414/EMO na Coeera (OB L 70, 16.3.2005 r., c1p. 1).

T/L10C°LST

Pl

q BH MMHLI9 HQL[‘B]/IT[]/I(I)O

£0190 KyuaLodg

cTly8T 1
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