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PETTIAMEHT 3A V3ITBJIHEHUE (EC) Ne 832/2013 HA KOMUCHUATA

or 30 asrycr 2013 ropuna

32 omo0psBaHe Ha AKTUBHOTO BeiiecTBO nuHarpueB ¢ocdonar B cvorBercrBue ¢ Permament (EO) Ne

1107/2009 Ha EBpomeiickusi mapnameHT u Ha CbBeTa OTHOCHO IMYCKaHETO Ha Ma3apa Ha NMPOXYKTH 32

pacTMTeNIHAa 3aIIMTa M 33 M3MEHeHMe Ha NpWIokKeHuero KbM PermameHT 3a m3mbineHume (EC) Ne
540/2011

(rexcr or 3Hauenue 3a EUII)

EBPOITEMICKATA KOMUCHS,

Kato B3e mpensu JJorosopa 3a ¢yHKuMOHMpaHeTo Ha EBpomerickus
CbI03,

Kkaro B3e mpempuy Permament (EO) Ne 1107/2009 Ha Espomefickust
napnamedt 1 Ha Cpsera or 21 okrtompu 2009 1. oTHOCHO
IYCKaHETO Ha Ia3apa Ha INPOIYKTM 3a PAacTMTENHA 3alUMTa U 32
orMsiHa Ha pupektusu 79/117[EMO u 91/414/EMO Ha Cosera ('),
¥ no-crieuanHo uieH 13, maparpad 2 u uwien 78, maparpad 2 or
Hero,

KaTro mMma mpenBui, 4ve:

(1) B coorBercteue ¢ wien 80, maparpadp 1, Oyksa a) or
Permament (EO) Ne 1107/2009 upexusa 91/414/ENO (%)
ce IpuIlara 1o OTHOUIEHME Ha INpoleypaTa U yCIOBUATA 3a
omoOpeHye 3a AKTMBHM BELIECTBA, 34 KOUTO € IIPUETO
pellieHye B ChOTBETCTBME C 4iieH 6, maparpad 3 OT cbliata
mvpekTiBa mpemyt 14 rorm 2011 r. 3a muHatpyeB $ocdoHat
ycnosusita Ha uned 80, maparpad 1, Oyksa a) or PernameHt
(EO) Ne 1107/2009 <ca w3mbnHeHM ¢ Pemenue
2008/953/EO na Komucusra (3).

() B crorerctBue ¢ uineH 6, maparpad 2 ot [Iupekrusa
91/414/EVIO Ha 11 depyapu 2008 r. Qpanums nomyuu
sassrenne ot ISK BioSciences Europe N.V. 3a pkmousanero
Ha aKTUBHOTO BEILIECTBO IMHATPUEB QOCHOHAT B MPUIIOKEHNME
I koM [upextysa 91/414/EEC. C Pewenne 2008/953/EO
0c¢ MOTBbPICHO, Ye NOKYMEHTAlMSTA ¢ IIBIIHA, T. €. MOXe IIa
ce mpueme, uye NPUHLMIHO OTIOBAPS Ha M3MCKBAHMATA 3a
maHHM v yHpopMauus ot mpunoxenms I u I kbMm
Hupexrysa 91/414/ENO.

(3) B cpoTBercTBHE C pasnopenOnTe Ha wieH 6, maparpa¢u 2 u 4
or [upextusa 91/414/EMO 6Geme HanpaseHa OLeHKa Ha
BB3IC/CTBUETO HA [OCOYECHOTO 4KTMBHO BELICCTBO BBPXY
3IpAaBETO HA UYOBEKA I HA KMBOTHUTE M BBPXY OKOJIHATA
cpema 3a BMIOBeTe YIOTpeDa, MPEIIOXKEHM OT 3asBUTEIIS.
Ha 27 asrycr 2009 1. ompemeneHaTa 3a HOKIAmuMK
[bpXaBa WIEHKAa IMpefcTaBu Ha Kommcusra mpoekT Ha
JIOKITa]] 38 OLICHKA.

(4)  TIpoekThbT Ha IOKIafa 3a OLCHKA Oemie pasriegaH oOT
[IbpXaBUTE WEHKM 1 EBpormeiickust opran 3a 0Oe3omacHOCT
Ha  XpaHure (HapuuaH no-Hatarbk  ,OpransT?). Ha
22 anpun 2013 r. Oprawbr npegcrasu Ha Kommcmsra
3aKJIIOYEHMETO CY BB BPbh3Ka C OLIEHKATa Ha PMCKA OT yIOT-
pefata Ha aKTMBHOTO BEIIECTBO AMHATPMEB (OCHOHAT Kato
necryumn (Y). TIpOeKTHT Ha [OKIAma 3a OLEHKA M 3aKIO-
YEHMETO Ha OpraHa Osixa pasINefaHM OT [IbPXKABUTE UIICHKM
u or Komucuara B pamkure Ha ITOCTOAHHMA KOMMTET IO

OB L 309, 24.11.2009 r., crp. 1.
OB L 230, 19.8.1991 r., crp. 1.
OB L 338, 17.12.2008 ., ctp. 62.

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

XpaHMTENIHATA BEpUra M B3[IpPaBeTO Ha XMBOTHUTE U Osixa
M3rOTBEHM B OKOHuatesleH Buu Ha 16 tomm 2013 r. mom
dopmara Ha moksan Ha Kommcumsra 3a mpepasmiexiaHe Ha
muHaTpue $pocdoHar.

5) IIposenennTe pasnmuuny aHaIM3M II0OKa3axXa, 4e MOXe Ja ce
OuaKBa, CHIbPXKAIIMTE [MHATPUEB (OCPOHAT NPONYKTH 3a
pacTuTesIHA 3aUMTa IPUHLMIIHO OTTOBAPSIT HA M3MUCKBAHUATA,
TpefBUICHN B uileH 5, maparpad 1, Oyksu a) u 6) u B wieH
5, maparpad 3 or [dupekrusa 91/414/EVIO, mo-cneumanHo
II0 OTHOIIEH}E Ha BUIOBETE ymoTpeOa, KOUTO Osixa POyUYEeHM
¥ Ca NMOAPOOHO omycaHy B M3roTBeHMs 0T KoMucusita HoKian
3a mpepasmiexniane. Ilopagu  TOBA € IEeChOOPA3HO
BEILIECTBOTO AMHATPUEB PocoHar ma Obue opoGpeHo.

(6) B cvorBercrBue ¢ wieH 13, maparpad 2 or Pernament (EO) Ne
1107/2009 BbB Bpb3Ka € uileH 6 OT MOCOYEHUS! PETTIAMEHT 1
TIPEMIBUL ChBPEMEHHUTE HAayYHO-TEXHMUECKM MO3HAHMs obaue
¢ HeoOXOmMMO Ha ObOAT BKIIIOUEHM OINpeNesIeHM YCIIOBUS U
orparydeHys. Lenecbo0pasHo € MO-KOHKPETHO [Ia ce M3MCKa
JOITBITHUTEIHA TIOTBhPKIABALIA MH(OPMALIVSL.

(7)  Ha mppxaBuTe UleHKM M Ha 3aMHTepecOBAHMTE CTPAHM CIIelBa
ma Obe NMPETOCTAaBEH pasyMmeH CPOK mpemn opoGpeHimero, 3a
[la MOTaT Na ce IOITOTBST 33 CIa3BAHETO HA HOBUTE M3MCK-
BaHIMsI, TPOM3THHUALIN OT OLOOPEHNETO.

(8) Bes ma ce 3acarar mpempupmenute B Permament (EO) Ne
1107/2009 3ambiKeHust, TPOM3TMYALM OT ONOOPEHNETO,
TIpeMBUL CH3HANIOTO Ce CIELMPUUHO MONOXCHNE BbB BPb3KA
¢ npexoma or upekrnsa 91/414/EMO xbm Permament (EO)
Ne 1107/2009 crienga obaue 1a ce mpenpyreMaT OMMCAHUTE
no-nony meiictsus. Ha mbpxaBure WleHKM crefBa [a ce Ipel-
OCTaBM IEpUON OT ILIECT Mecelld CIIell OmoOpeHMeTo, 3a Ma
TIpepasInielaT  Pa3pelieHNATa 3a MPONYKTH 3a PAacTUTEITHA
3auMTa, KOMTO ChIbpxKaT [uHatpueB ¢ocdonar. Korato e
Letecho0pasHO, HbpXKABUTE WICHKM CIeABA [ M3MEHSIT,
3aMEHAT JUIM OTHEMAT pa3pellleHMsTa. Upes meporaums oOT
TIOCOYEHNMsI CPOK CIelBa N1d Ce IPEIOCTABU MO-IBITBI CPOK
3a mpensupennte B [upektmsa 91/414/EMO nomasane u
OLCHKA HA AaKTyalM3MpaHAaTa INbIHA MNOKYMEHTAlMs IO
npunoxenne Il 3a BCeKM IPOMYKT 3a pacTUTENIHA 3alIuTa U
332 BCEKM OTHENEH B ymorpeba CBINIACHO  EMHHUTE
IPUHIMIIN.

(9)  HaTpymamuar 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 ¢ wieH 13, maparpad 4 ot Permament (EO) Ne
1107/2009 npunoxenuero KbM PersaMeHT 3a M3IbIHEHME
(EC) Ne 540/2011 Ha Kommcmsra or 25 mait 2011 1. 3a
npunarade Ha Permament (EO) Ne 1107/2009 Ha Espo-
nefickuss napnamMeHT 1 Ha CbBera IO  OTHOIIEHME Ha
cnuchka Ha opoOpeHute akTmBHM Bewrectsa (') cremsa a
Obe CHOTBETHO M3MEHEHO.

(11)  Mepxute, NpegBUAEHM B HACTOSIIMSA PerNIaMEHT, ca B ChOT-
BETCTBME ChC CTaHOBMWIETO Ha IlOCTOAHHMA KOMMTET 110
XpaHMUTENIHATA BepUra M 3[PaBeTO Ha KUBOTHUTE,

[MPME HACTOALLUMS PETTIAMEHT:
Ynen 1
Ono6pﬂsaﬂe Ha aKTUBHOTO BelECTBO

AKTMBHOTO  BEIIECTBO — [MHATPUeB  (OCPOHAT, IOCOYEHO B
npunoxenne [, ce omoOpsBa NpyM NPEABMOCHUTE B  CHLIOTO
NPWIOXKEHNUE YCIIOBUSL.

Ynen 2
IToBTOpHA OLEHKA Ha MPOAYKTUTE 3a pacTUTEelTHA 3alIMTa

1. Tpu meobxommmoct mo 31 romn 2014 r. mppxKaBuTe UICHKN
VBMEHSAT JIM OTHEMAT B ChOTBETCTBME C pasnopen6ute Ha PernameHt
(EO) Ne 1107/2009 chuiecTByBammre paspemeHus 3a MPOIyKTH 3a
PACTUTENIHA 3AlIMTA, CHIbPXKAWM AKTMBHOTO BELIECTBO MMHATPYEB
docdonar.

Ho Tasum paTa Te IO-CNELMANHO IPOBEPSBAT IAlIM Ca V3IIBIHEHN
YCIIOBUSATA, IPENBUMIEHM B NIPUITOKeHNMe | KbM HACTOSIIMS PErNIaMeHT,
C VM3KIIOUEHME HA YCIIOBUATA, ONpeleNneHu B rpaara ChC CreLn-
¢uuHMTe pasmopenbu B IOCOYEHOTO MPUIIOXKEHNE, KAKTO ¥ Mauy
IPUTEXATENAT Ha Pa3pelieHMETO Pasnoliara ¢ JOKYMEHTalus Wi
IOCTBII IO MOKYMEHTALMs, OTTOBapslla HA M3UCKBAHMATA, Mped-

BumeHy B npuioxenne I koM [upekrusa 91/414[EVO, cbriaacHo
ycnoBusTa Ha wieH 13, maparpagu 1—4 OT mocoueHaTa IMPEKTHBA
u wied 62 ot Pernament (EO) Ne 1107/2009.

2. Upes meporauust ot naparpad 1 3a BeeKy paspelieH IPOIYKT 3a
pacTuTeNiHa 3aIMTA, CHIBPKAL IMHATPUEB (POCPOHAT KATO emyH-
CTBEHO AaKTMBHO BEIIECTBO MM KaTo €JHO OT HSKOIKO AaKTVBHM
BELIECTBA, IIPY IIOJIOKEHNME 4Ye BCUYKM Te Ca BKIIIOYEHM B IIPUIIO-
KeHnero kbM Permament 3a uampnaenne (EC) Ne 540/2011 Hait-
KbcHO 10 31 sanyapu 2014 r., gbpXKaBute UJIeHKM M3BbPIIBAT
IOBTOPHA OLEHKA HA IIPOIYKTa CbIJIACHO eNMHHWUTE MPUMHLIMIM,
nocouerrt B wien 29, maparpadp 6 or Permamenr (EO) Ne
1107/2009, B3 OCHOBAa Ha IOKYMEHTALMsl, OTFOBAPSILA HA M3MUCK-
BaHmsita Ha mpuoxkerne III kpM [upekrusa 91/414[EVO, xato
OTUMTAT MPEIBUICHOTO B rpadara CbC CreLudUUHNTE pasnopeson B
npuioxenne I KbM HacCTOAWIMS perfaMeHT. Bb3 ocHOBa Ha Tasu
OLGHKA Te ONpENESAT Hany HPOLYKTHT OTIOBAapsi HAa YCIOBMSTA,
mocouern B umeH 29, maparpagp 1 or Permamenr (EO) Ne
1107/20009.

Cren Kato OIPENETIAT TOBA, TbPKABUTE UIICHKI:

a) Ipy HEOOXOMMMOCT M3MEHST WM OTHEMAT Pa3pelleHyeTo He Io-
KbCHO OT 31 romy 2015 1. — 3a IPOHYKT, ChIbpKAlll IMHATPYIEB
QocPoHaT KaTo eMHCTBEHO AKTUBHO BELIECTBO; MU

0) mpy HeoOXOMMMOCT M3MEHAT WM OTHEMAT PAa3pelieHUETO JI0
31 romm 2015 r. mamM [0 Jarata, oOmNpenerieHa 3a  TOBA
M3MCHEHNEe WM OTHEMaHe B CBOTBETHMS aKT WM AaKTOBe, C
KOWTO[KOUTO ChOTBETHOTO(MTE) BeuiectBo(@) e Oumofca Oumm
BKITIOUeHO() B mpwioxenne | koM [upekrusa 91[414/EMO
wm e Gunofca Oun onobpeHO(M), B 3aBUCUMOCT OT TOBA KOS
OT @BeTe HaTM € IMO-KbCHATa — 3a IPOLYKT, ChIbpKall
mmHaTpueB GOCPOHAT KATO €IHO OT HSAKOJKO AKTMBHM BEIIECTBA.

Ynen 3
V3menenns Ha Permament 3a u3mpiHenue (EC) Ne 540/2011

Ipunoxenuero kbM Permament 3a usmbinenne (EC) Ne 540/2011
ce M3MeHS B CLOTBETCTBME C mpuioxenue II KbM HacroAmmsa
PerJIaMeHT.

Ynen 4
Briuzane B cuia M [aTa Ha mpuiaraHe

Hacrosimmar permameHT BNM3a B Cuda Ha JBaleceTusl MHeH CIien
nyonukysaero My B Oduyuanen secmuur Ha Eeponeiicrus csio3.

Ipurara ce ot 1 ¢espyapu 2014 r.

Hacrosimst pEernaMeHT € 3aIbJIKUTEIIEH B CBOATA LIAJIOCT M CE Tpuilara IpsAKO BbB BCMUYKM TbpPKaBU

YJICHKU.

CocraBeHo B bprokcen Ha 30 asryct 2013 rommHa.

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

3a Komucuama
Tpedcedamen
José Manuel BARROSO



ITPUTTOKEHME 1

[TonynsipHo HauMeHOBaHMe,
MICHTUQUKALVOHHI HOMepa

Haumenosanue o [IUPAC

Yucrora (1)

Hara Ha onoGpeHMeTo

N3tnuane cpoka Ha
0mobpeHeTo

Crieundmunu pasnopen6u

Hunatpues dpocdoHar
CAS Ne 13708-85-5
CIPAC Ne 808

Huuatpues pocoHar

281-337 gkg (TK)
> 917 glkg (TC)

1 despyapu 2014 .

31 snyapu 2024 1.

3a npuiaraHeTo Ha COMHHUTE NPUHLMIN, YIOMeHaTH B wieH 29, maparpad 6 or PermameHt
(EO) Ne 1107/2009, ce B3eMar HOI BHMMAHME 3aKIOYEHMSATA OT TOKJIAJa 3a IpepasrieKiaHe
Ha IMHATpUeB GocGOHAT, U MO-CleLManHo HombiHerys | u Il KbM Hero, B OKOHYATENHMS MY
BUJI, M3rOTBEH OT [TOCTOSHHMS KOMMUTET IO XPAHUTETHATA BEPUTa M 3[IPABETO HA KMBOTHNUTE HA
16 1omn 2013 r.

an/I Ta3u LAJIOCTHA OLIEHKA [Ibp2KaBUTE UIEHKM ClleBa na OépraT 0c00eHO BHUMAaHME Ha
OITa3BAHETO Ha eyTpoc])MaaumlTa Ha IIOBbPXHOCTHUTE BOIN.

Koraro e 1erecb00pasHo, yCIoBusTa 33 ynorpeba BKIIOUBAT MEPKM 33 OTPAHMYABAHE HA PUCKA.
3asBUTEIIAT MPENCTaBsi OTBBPKIABAILA MHPOPMALIMST OTHOCHO:

a) XPOHMUHMSI PUCK 33 pulnre;

6) HBITOCPOUHMST PUCK 33 IIBKIOBHNUTE YepBEY 1 MOUYBEHNTE MAKPOOPraHM3MIL

3asiBuTeNAT npencTass Tasu MHPopMaums Ha Kommcmsta, Ippxapute uieHku u OpraHa 1o
31 anyapu 2016 .

(I) TombHMUTETHI l'[O]Ip06HOCTM 3d MOEHTUYHOCTTA U CHELU/I(I)I/IKHIIM}ITQ Ha aKTMBHOTO BEILECTBO Ca IPENCTaBEH) B MOKIIafla 3a IIpEpasriieXKaaHe.

TE10C81E

0d

q BH MMHLI4 HQU’BI/ITI]/I(I)O

£0190 BIdMAL0de

slect 1



ITPUTTOKEHME 11

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

HOHyHﬂpHO HalMEHOBaHMe,

Haumenosanue mo

W3tnuane CpoKa Ha

Homep WICHTUMKAIOHHH HoMEpa [UPAC Yucrora (¥) Hata Ha ogoGpenHneTo onobpentero Crietm¢uuny pasmopentu
24 Hunatpues docdoHat Hunarpues 281-337 glkg 1 ¢espyapu 2014 r. 31 snyapu 2024 . 3a [pUIIAraHeTo Ha eMHHUTE NPUHLMINM, YIOMEHATH B WieH 29, naparpad
docdonar (TK) 6 or Permament (EO) Ne 1107/2009, ce B3emar IOn BHMMaHMe 3aKITO-

CAS Ne 13708-85-5

CIPAC Ne 808

> 917 glkg (TQ)

YeHUATa OT JIOKJIaJa 3a INpepasIIeKIaHe Ha IMHATpUeB POcQOHAT, 1 mo-
crenyany#o nombaHeHns 1 u Il KbM Hero, B OKOHYATENHUS My B, M3TOTBEH
orT IloCTOSHHMS KOMMTET IO XpaHUTENIHATA Bepura U 3OPaBeTo Ha
KuBoTHUTE Ha 16 tomm 2013 1.

Tlpyt Ta3u ISTIOCTHA OLEHKA THPKABUTE WICHKM CIIe[BA [1d OTAENST 0CO0EHO
BHJMaHME Ha eyTPOoQM3ALMATA HA [OBBPXHOCTHHTE BOII.

Koraro e uenecho6pasHo, ycnosusita 3a ymotpeba BKITIOYBAT MEPKM 3a
OTpaHMYaBaHE HA PUCKA.

3asBUTEIIAT NPECTaBsi MOTBbPIKIABAIIA MHPOPMALIUST OTHOCHO:
) XpOHMYHMS PUCK 3a pubuTe;
0) IbIArOCPOUHMS PUCK 33 3eMHUTE YEPBEM M IOYBEHUTE MAKPOOPTAHU3MIL

3asBUTENAT IpeHCTaBst TasM MHopMaums Ha Kommucusra, IIbpxasute
unieHkn 1 Oprana go 31 sHyapu 2016 r.*

(*) dombiHuTeNn ) MOXPOGHOCTH 32 MAEHTUYHOCTTA M CHIELQUKALMATA HA aKTMBHOTO BELIECTBO CA NPENCTABEHN B JOKIIANA 3a NPepasIiexiaHe.
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