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PETTTAMEHT 3A V3ITBJIHEHUE (EC) Ne 833/2013 HA KOMUCHUATA

or 30 asrycr 2013 ropuna

3a oo0psiBaHe HA AKTMBHOTO BelecTBO mupuodeHoH B chorsercTBue ¢ Permament (EO) Ne 1107/2009
Ha EBponeiickusi nmapmament u Ha ChBeTa OTHOCHO IyCKaHETO Ha Ma3apa Ha MPOJYKTM 33 PacTUTeETHA
3aIMTa U 32 M3MEHEHNE HA NPIWIOKeHneTo KbM Permament 3a uzmbinaenue (EC) Ne 540/2011

(Tekct or 3Hauenme 3a EMII)

EBPOITEMCKATA KOMUCHS,

Kato B3e mpemsun [loroBopa 3a QyHKLUMOHMpPaHeTO Ha EBporerickus
ChI03,

Kkato B3e mpempuy Permament (EO) Ne 1107/2009 Ha Espomefickus
napnamenT u Ha Cpeera or 21 okrompu 2009 1. oTHOCHO
IIyCKaHETO Ha Ia3apa Ha NPOIYKTM 3a PAacTMTENHA 3alUMTa U 32
orMsiHa Ha gupektysu 79/117[EMO u 91/414/EMO Ha Cosera ('),
u mo-crielmaHo wied 13, naparpad 2 u wien 78, maparpad 2 or
HEro,

KaTo Mma Inpensuf, ye:

(1) B coorBercteue ¢ wien 80, maparpadp 1, Oyksa a) or
Pernament (EO) Ne 1107/2009 Hupektusa 91/414/ENO ()
ce TpMiIara IO OTHOUIEHME HA NPOLEypaTa M YCIOBMSATA 3a
omobpeHye 3a AKTMBHM BEILIECTBA, 3a KOUTO € IPUETO
pelleHye B ChOTBETCTBUE C WieH 6, maparpad 3 OT cbuiata
mupektusa npemu 14 yomm 2011 r. Tlo orHowenue Ha
nVpro¢eHOH YCIoBusTa, TpeueHn B wieH 80, maparpad
1, Oyksa a) or Permament (EO) Ne 1107/2009, ca
u3mbiHern ¢ Pemervie 2010/785/EC Ha Kommcnsira (3).

(2) B cporserctBue ¢ wieH 6, maparpagp 2 or Iupekrusa
91/414/EMO na 31 mapr 2010 r. OGeqMHEHOTO KpParCTBO
nonyun 3assiuenue or ISK BioSciences Europe N.V. 3a
BKITIOYBAHETO HA AKTUBHOTO BELIECTBO IMPUOPEHOH B
npunoxenye [ koM Hupektusa 91/414/EEC. C Pemenne
2010/785/EC 6e mOTBbPHEHO, 4Ye [OKYMCHTALMATA €
IbJIHA, T.e. MOXe JIa Ce TNpuUeMe, 4e MPYUHLMIHO OTroBaps
HA M3UCKBAHWMATA 33 [JAHHU Y VHQOPMALYS OT IPUIIOKEHMs
II u I xbm upekrusa 91/414/ENO.

(3) B cpotBercTBUE C pasnopenOuTe Ha wieH 6, maparpa¢u 2 u 4
or Mupekrusa 91/414[EMO Gewe Oeure HampaseHa OLCHKa
Ha BB3[CIICTBUCTO HA IOCOYCHOTO AKTUBHO BEILIECTBO BBPXY
30paBETO Ha YOBEKA M HA XKMBOTHMTE M BBPXY OKOJIHATA
cpema 3a BupoBeTe YmoTpeba, MPEIIOKEHN OT 3asBUTEILSL
Ha 30 snyapm 2012 r1. ompepeneHara 3a HOKJIaTuMK
IIbp>KaBa WIEHKAa TIpefcTaBu Ha KommcuaAra mnpoekt Ha
IIOKJIAl 33 OLEHKA.

(4) [IpoeKTPT Ha [OKIAga 3a OLEHKAa Oelle pasIiemaH oT
IbpKABUTE WIeHKM M EBpomejickust opran 3a OesomacHoct
Ha XpaHurte (HapyyaH mo-Hatatbk ,OpransT®). Ha 18 mapr
2013 r. Opranst npencrasy Ha Komucnsara 3akinoueHneTo cu
BB BPb3KA C IPEryiefa Ha OLCHKATa HA PUCKa OT ymotpebara
Ha 4KTMBHOTO BELIECTBO MMPUOPEHOH Karto mectuuut (4).
[IpoeKTbT Ha [OKIama 3a OUEHKA M 3aKIIOYEHMETO Ha
opraHa 0sxa pasIieNaHM OT [IbPXKABUTE WIEHKM U OT

OB L 309, 24.11.2009 r., ctp. 1.
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OB L 335, 18.12.2010 ., ctp. 64.

OHITAITH HA CIIENHMS MHTepHeT ampec: www.efsa.europa.eu.

Kommcusra B pamkmte Ha [loCTOSHHMS KOMMTET IO XpaHM-
TeJIHATA BepUra Y 3[paBeTo Ha KMBOTHUTE 1 OsiXa M3LOTBEHN
B OKOHuateneH Bum Ha 16 rorm 2013 r. mom ¢gopmara Ha
mokian Ha Komucusta 3a mpernienn Ha MUPUOQEHOH.

(5)  TlpoBemeHure pasiMyHM aHANM3M IOKA3aXd, 4e MOXKE Ma Ce
OYaKBa, CHIIbPKAILUTE NUPUOPEHOH NPOLIYKTH 32 PACTUTENHA
3alIMTa IPUHLMITHO OTTOBAPSIT HA M3MCKBAHUATA, MIPEIBUICHN
B wieH 5, naparpad 1, Oyksu a) u 6) u B wien 5, maparpad 3
or [Iupektusa 91/414/EMO, mno-creuuanHo mo OTHOLICHME
Ha BUHOBETe yroTpeba, KOMTo 6sixa MPOyUeHU 1 ca MOIPOOHO
OINMCaHM B M3roTBeHMs: or Kommcusita JOKmam 3a mpepas-
miexpane. [lopamu ToBa €  1LeNMech00pasHO — BELIECTBOTO
nvpuodeHoH 1a Obge omoGpeHo.

(6) B cvorBercrsue ¢ wieH 13, maparpad 2 or Pernament (EO) Ne
1107/2009 BbB BpB3KA C UiIeH 6 OT MOCOYCHNUS PEITAMEHT U
IpEIBI ChbBPEMEHHNUTE HAayYHO-TEXHUUECKH MO3HAHMs oaue
e HeoOXomMMO ma ObIAT BKIIOUCHM OIpENeIeHM YCIIOBMS U
orpanyyeHys. Lenecbo0pasHo e IO-KOHKPETHO [a ce M3MUCKa
[OIB/IHNATENIHA MOTBbPKIABAIIA MHGOPMALIVLSL.

(7)  Ha mppxkaBute wieHKM M Ha 3aMHTEPECOBAHMTE CTPAHM CrlefiBa
ma Oboe NMPETOCTABeH PasyMeH CPOK Mpemy OmoOpeHMero, 3a
[la MOTaT f1a ce IOJTOTBAT 33 CIA3BAHETO HA HOBUTE M3MCK-
BaHMsI, MPOUBTHYALIM OT ONOOPEHMETO.

(8) Bes ma ce 3acsarar mpemsupmenute B Permament (EO) Ne
1107/2009 3ambikeHust, TPOM3TMUALM OT OIOOPEHNETO,
IPEIBU Ch3HANIOTO Ce CIEeUQUUHO MONOKEHME BB BPb3Ka
¢ npexoria ot [upekrusa 91/414/EMO kbm Pernament (EO)
Ne 1107/2009 crensa obaue f1a ce IpeIpyueMar OMMCAHUTE
no-goiy ferictus. Ha mbpkaBuTe uieHKM crielBa ha ce mpep-
OCTaBM MEPVOI OT WIECT Mecema Ciiel ONoOpeHNero, 3a Ia
Tpepasrierar paspelieHMsaTa 3a IPONYKTM 3a PacTUTENHA
3aIIMTa, KOUTO ChIbpXar mupuoderoH. Korato e mermecho6-
Pa3HO, IbPKABUTE WIEHKM CIlefBa [1d M3MEHST, 3aMEHST I
OTHEMAT pa3pelleHMATa. Upes Ieporaiysi OT NOCOUYEHUs CPOK
CIIe[Ba [1a c¢ NPEJOCTaBY NO-IBITBI CPOK 34 NPEIBUICHUTE B
Iupextusa 91/414/EMO nopmasaxe u OLEHKA Ha aKTyalu3u-
paHaTa ITbIHAa IOKyMeHTaums mo npumoxenue III 3a Bcekn
TNIPOLYKT 33 PAacTUTENHA 3alIMTa M 33 BCEKM OTHENEH BUI
yrotpeda ChINIACHO eAMHHUTE MPUHIMNIN.

(9)  Harpymamuar ommr OT BKIIIOUBAHETO B NpPWIOXeHMe | KbM
[upexrysa 91/414/EMO Ha akTuBHM BellecTBa, KOMTO ca
Owit o0eKT Ha oleHKa cbracHo Permament (EMO) Ne
3600/92 na Kommcmsta or 11 mekemspu 1992 r.
OTHOCHO OIpefeisiHe Ha IMOOPOOHM MpaBuia 3a M3MbI-
HEHIETO Ha IThPBISI eTam OT paboTHATA MPOrpama, MOCOUYEHa
B wieH 8, naparpad 2 or [Iupextnsa 91/414/EVIO Ha CoBera
OTHOCHO ITyCKaHETO Ha Ia3apa Ha HPOIYKTW 3a PacTUTENIHA
3ammTa (°), 1OKa3a, 4e € Bb3MOXHO A BB3HMKHAT TPYOHOCTH

() OB L 366, 15.12.1992 r,, ctp. 10.
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IpU THIKYBAHETO HA 3abIIKEHMATa Ha IpUTeXKaTenuTe Ha
CBUIECTBYBALY Pa3pellleHMs] BbB Bpb3Ka C IIOCTBIA IO
manuu. Tlopagm ToBa, ¢ LN fa ce M30erHaT MOMbIHUTEIIHY
3aTPYIHEHNMS, € HEOOXOMMMO [1a Ce YTOUHAT 3aIbIIKeHIITa Ha
[TbPKABUTE UICHKM, OCOOEHO 3aIbIIKECHMETO [a Ce IPOBepy
Iany IpUTEKATeNAT Ha pa3pelleHye MOXe [1a I0Kaxe, ue uMa
IOCTBI [0 IOKYMEHTalys, KOSITO OTTOBapsl Ha M3MCKBAHMATA
Ha mnpunoxenme Il kbM nocoyeHata mnmpektusa. Tosa
yTouHeHMe ofaue He Hajara HOBM 3aIbIKCHMS Ha
IIbpXaByuTe WIEHKYM WM Ha NpUTEXaTelnTe Ha paspelieHns
B CpaBHEHME C IPUETUTE JIOCEra IMPEKTUBY 3a M3MEHEHME Ha
npwioxeHue | KpM MocoueHaTa OMPEKTVBA MM C perfia-
MeHTHUTE 32 OHOOpsIBAHE HAa AKTMBHM BELIECTBA.

(10) B cpotBerctBye ¢ wied 13, maparpad 4 ot Permament (EO) Ne
1107/2009 npunoxeHuero kbM PernameHTt 3a M3IBIHEHMeE
(EC) Ne 540/2011 na Kommcusra or 25 mait 2011 r. 3a
npumarane Ha Permament (EO) Ne 1107/2009 wna Espo-
nefickusi napmameHT ¥ Ha CbBeTa 10 OTHOUIEHME Ha
cMcbka Ha opmoOpenmre akTvBHM Bemrectsa () cremsa ma
Oble ChOTBETHO M3MEHEHO.

(11)  Mepxute, NpegBUAEHM B HACTOSIUMSA PErNIaMEHT, Ca B ChOT-
BETCTBME CBC CTaHOBMWIETO Ha IOCTOAHHMA KOMMTET 110
XpaHWTENIHATA Bepura M 30paBeTO Ha KUBOTHUTE,

[TPUE HACTOSAIIMS PETTIAMEHT:
Ynen 1
Ono0psiBaHe Ha aKTUBHOTO BEIIECTBO

AKTHBHOTO BELIECTBO MUPUOQEHOH, MOCOYCHO B NpuMIOXKeHue I, ce
onoOpsiBa TPV MPENBUICHNUTE B TOBA MPUIOKEHUE YCIOBISL

Ynen 2
IloBTOpHa OLEHKAa Ha MPOIYKTUTE 3a PaCTUTEIIHA 3allUTa

1. Tpu meoGxommMoct Ho 31 rorm 2014 1. KppKaBuTe WICHKM
V3MEHSAT WM OTHEMAT B ChOTBETCTBME C pasnopendute Ha PernameHt
(EO) Ne 1107/2009 chiiecTByBammTe pasperieHis 3a MPOIYKTH 3a
pACTUTENIHA 3AIINTA, CHIbPKALIM AKTUBHOTO BELIECTBO MUPUOPEHOH.

Ho Tasum paTa Te NO-CMELMATHO NPOBepsIBAT NAlM Ca W3ITBIHEHN
YCIIOBUSATA, TIPENBUIEHM B IIPUIIOKeHNMe | KbM HACTOAIIMS PETTIAMEHT,
C VBKIIOYCHMEC HA YCIIOBUATA, ONpEHeNeHM B Ipaata CbC Crely-
duuHMTE pasmopembM B IOCOYECHOTO MPUMIIOXKEHNME, KAKTO ¥ Ay
NIPUTEXATENAT Ha PA3PElIEHMETO Pasloriara € JOKYMEHTauus Wim
JOCTBII [I0 HOKYMEHTALMs, OTrOBapslla Ha M3UCKBAHMATA, IIped-
Bunenn B mpuoxkenne 11 koM [upekrusa 91/414/EVO, cermacHo
ycrosusita Ha wieH 13, maparpagu 1—4 oT mocoueHaTa IMpeKTHBa
u wieH 62 ot Permament (EO) Ne 1107/2009.

2. Ypes geporauust ot naparpad 1 3a Bceku paspeliieH MPOIYKT 3a
pacTMTENHA 3AMIMTA, CHIbPXKAUL MMPUOPEHOH KATO EIMHCTBEHO
AKTMBHO BEILIECTBO MM KATO €JHO OT HSKONIKO aKTMBHM BELIECTBA,
TIpU TONIOKEHME Ye BCUUKM Te Ca BKJIIOYEHN B HPUIIOKEHMETO KbM
Pernament 3a msmbnHeHne (EC) Ne 540/2011 Haif-KbcHO IO
31 sanyapu 2014 1., [obpKaBuTe WIEHKM M3BbPIIBAT IOBTOPHA
OLCHKA Ha MPOAYKTa CBIJACHO eNMHHMTE NMPVHINIM, HOCOYEHM B
uteH 29, maparpad 6 or Permament (EO) Ne 1107/2009, Bs3
OCHOBA Ha JOKYMEHTAalUWsl, OTIOBApsla HAa M3NCKBAHMATA Ha
npwioxenne I koM [upextusa 91/414/ENO, kato oTumtar mpen-
BUIEHOTO B rpadara ChC CrelmuuHmTe pasnopendu B nputoxkeHme |
KbM HACTOSILMS peIaMeHT. Bb3 OCHOBA Ha Ta3) OLEHKA Te
OINpeeNAT Hafmy IPOIYKTHT OTrOBaps Ha YCIIOBMSATA, NMPEBUIEHU B
wien 29, maparpad 1 or Permament (EO) Ne 1107/2009.

Crnenn xato OIPENETIAT TOBA, TbPKABUTE UIICHKU:

a) mpy HeoOXOIMMOCT M3MEHST MIIM OTHEMAT PaspelieHieTo He I0-
KbcHO OT 31 romn 2015 1. — 3a NPOMyKT, CHIbpKAIL
nUpUOGEHOH KATO eOMHCTBEHO aKTUBHO BELIECTBO; VTN

0) mpy HeOOXOMMMOCT M3MEHAT TN OTHEMAT Pa3pelleHNeTo 0
31 romu 2015 r. waM [0 HaTaTa, ONpeHeneHa 3a M3MEHSAHE MM
OTHeMaHe B ChOTBETHMS aKT WM aKTOBE, C KOITO[KOMTO BellecT-
BOTO(aTa) efca BKMOueHO(M) B mpmioxernue I kpM IImpekTnsa
91/414/EMO mnu e/ca onobpeHo(1), B 3aBUCUMOCT OT TOBa KOS
OT [BeTe @AaTM € IO-KbCHA — 3a IIPOIYKT, ChIbpaKalll
MUPMOPEHOH KaTO €IHO OT HSKOMKO aKTMBHM BELIECTBA.

Ynen 3
VzmeHenns Ha Pernament 3a m3mpnHenue (EC) Ne 540/2011

[purtoxkenviero kbM Permament 3a mmbnHerne (EC) Ne 540/2011
ce M3MeHS B CBOTBETCTBME C mpmioxeHye II KbM HacTOSIIS
peraMeHT.

Ynen 4
Bim3ane B cuila M [aTa Ha NpuiaraHe

Hacrosiumsit pernaMeHT BIM3a B Cujla Ha JIBAieceTsi MeH CIien
ny6mikysatero My B Oduuyuaned eecmHur Ha Esponeiicrug ceio3.

Ipurara ce ot 1 ¢espyapu 2014 .

Hacrosimmsr PernaMeHT € 3abJIKUTEIICH B CBOATA LIAJIOCT M CE Tpuiiara IpskKo BbB BCMUYKM JTbp2KaBy

YJICHKU.

CocraBeno B bprokcen na 30 asrycr 2013 rommHa.

() OB L 153, 11.6.2011 ., ctp. 1.

3a Komucuama
Ipedcedamen
José Manuel BARROSO



ITPUTTOKEHME 1

[NonynapHo HauMeHOBaHMe,
MICHTH(UKALMOHHN HOMepa

Hanmenosaunue no I[UPAC

Uncrora (1)

Hara Ha ono6peHMeTo

M3tiuane cpoka Ha OlO6PEHMETO

Crieunduunu pasnopen6u

[upuodeHon
CAS Ne 688046-61-9
CIPAC Ne 827

(5-x110pO-2-MeTOKCH-4-MeTHII-3-
mpuann)(4,5,6-TpUMEeTOKCH-0-
TOJINIT)METAHOH

> 965 glkg

1 Qespyapu 2014 r.

31 snyapu 2024 1.

3a IpuITaraHeTo Ha eIMHHNTE NPMHUMIN, YIIOMEHaT! B ujieH 29,
maparpad 6 ot Permament (EO) Ne 1107/2009, ce B3emar mox
BHMMAHVE 3aK/TIOYeHMATa OT JOK/Iama 3a IIpepasrieXiaHe Ha
vprogeHoH, M no-crenyanto gombiserns I u 11 koM Hero, B
OKOHYATeNIHMsl My BuI, M3rOTBeH OT [loCTOAHHMS KOMMTET IO
XpaHUTeIHATa BEpUIa M 3[IPaBeTO Ha KMBOTHMTE Ha 16 1omm
2013 1.

Korato e muenecbo6pasto, ycnoBusiTa 3a ymotpeba BKITIOUBAT
MEpKM 3a HaMaJlsiBaHe Ha PUCKA.

3asBUTETIAT NpencTaBss MOTBbpZKHaBallad MH(I)OpMaLU/[}I OTHOCHO:

a) UOEHTUYHOCTTA HA [IBE OHEUMCTBAHMA C LEJT HAIIBJIHO Ha Ce
TNOIKpenyM BpeMEHHATa CHCLII/I(I)I/IK&LU/[}I;

0) TOKCMKOJIOTMYHATA 3HAYMMOCT HA OHEUNMCTBAHMSTA B IPEM-
JIOXEHaTa TeXHMYecka CreuuuKauys C M3KIIOUEHNe Ha
€[IHO OIPEEIHO OHEUMCTBAHE, 3a KOETO Ca IIpefCcTaBeHy
U3CIIeIBAHE HA OCTpaTa TOKCMYHOCT IIPM IepopalieH mpyem
U pesynTatu oT TecT Ha Eiimc.

3asBUTENIAT MpenocTaBsi Tasu MHopMaums Ha Kommcusra,
mbpKasute unedku u Oprana no 31 saumyapu 2016 r.

(I) TombHNTENTHI HOHpO6HOCTM 33 MOEHTUYHOCTTA U CHCHI/I(l)I/[K&HVIﬂTa Ha aKTMBHOTO BEILECTBO Ca IPENCTaBEH) B MOKIIafla 3a IpepasriieXkKIaHe.

TE10C81E

od

q BH MMHLI4 HQU’BI/ITII/I(I)O

£0190 BIdMAL0de

6lccT 1



ITPUTTOKEHME 11

B wacr b or npuoxennero kM Permament 3a usmbinerne (EC) Ne 540/2011 ce no6asst ciieqHOTO BIVCBAHE:

Homep

HOHyJ’IS{pHO HaMEHOBaHMeE,
I/l]:[eHTI/I(l)I/IKaLII/IOHHI/I HOMeEpa

Hanmenosanue no IUPAC

Ywncrora (*)

lata Ha omoOpeHnero

Usriuane cpoka Ha
onobpenueTo

Crieruunn pasnopenon

"33

I[upuoperon
CAS Ne 688046-61-9
CIPAC Ne 827

(5-x110p0-2-MeTOKCH-4-
MeTwl-3-mipunmn) (4, 5,6-
TPUMETOKCH-0-TOIIMIT)Me-
TaHOH

> 965 glkg

1 ¢espyapu 2014 r.

31 anyapm 2024 1.

3a mpuiaraHeTo Ha eIMHHUTE NPUHLMAINM, YIIOMEHATH B wieH 29,
naparpad 6 or Permament (EO) Ne 1107/2009, ce B3eMar mom
BHUMaHMEe 3aK/IIOYEHMSATA OT JIOKNafa 3a IMpepasriexnaHe Ha
nMpMOd)eHOH, u no-cneumanHo pombiHeHuss I m II kM Hero, B
OKOHYATENTHMSI My BuH, M3roTBeH OT IlOCTOSIHHMS KOMUTET IO
XpaHWUTEJIHATa Bepura M 3OpaBeTo Ha KMBOTHMTe Ha 16 1omm
2013 1.

Korato e 1enecho0pasHo, yCIoBisTa 3a yNOTpeOa BKIIOYBAT MEPKM
3a HaMmaJlfABaHe Ha pUCKa.

3asBUTENIAT NpencraBs NMOTBbpXKIaBallid I/IH(l)OpMa].U/ISI OTHOCHO:

a) MIOEHTUYHOCTTA HA [OBE OHEUMCTBAHMS C LEJI HAIbJIHO 1a Ce
IOIKpeny BpeEMEHHATa CHeHI/I(])MKauI/IH;

0) TOKCMKOJIOTMYHATA 3HAYMMOCT HA OHEUMCTBAHMSATA B Ipei-
JIOKEHaTa TeXHMUecKa CrelyQuKalys ¢ U3KIIOUeHNe Ha eHO
OIPENIENTHO OHEUMCTBAHE, 3a KOETO Ca MPEHCTABEHNU M3CIIeNBaHe
Ha OCTpaTa TOKCUYHOCT IpY MEpOpalieH IPUeM M pe3yiTaTu OT
TecT Ha Eiimc.

3asBUTENAT MpEOCTaBsi TasM  MHpopMauvs Ha  Kommcusra,
mbpxkasute uieHku u Oprana mo 31 samyapu 2016 r.*

(*) TormrbHNUTETHI l'[O]Ip06HOCTM 3d MOEHTUYHOCTTa U CHCLU/I(I)I/[KQIIMHTQ Ha aKTVMBHOTO BEILECTBO Ca IIPENCTaBEH) B MOKIIAMla 3a IpepasriieXKIaHe.

o1/scT 1

od

q BH MMHLIIA HQI.[B!/IHI/I([)O

£0190 BudMaLodg

TEI0C8IE
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