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O¢uimaneH BecTHUK Ha EBpomeiickus cbio3 1.3.2017 r.

PEITIAMEHT 3A M3ITBJIHEHME (EC) 2017357 HA KOMUCHUATA
or 28 ¢espyapu 2017 roguna

OTHOCHO HEOTOOpsBAHETO HA AKTMBHOTO BEIECTBO LMKIAHWIMIPOT B choTBeTcTBME ¢ Permament (EO)
Ne 1107/2009 na Esponeiickusi napnameHt u Ha CbBeTa OTHOCHO ITyCKaHETO Ha Ma3apa Ha MPOXYKTH 32
pacTUTeIHA 3alIMUTa

(Tekct oT 3Hauenue 3a EMII)

EBPOIIEMICKATA KOMUCHY,

xaro B3e npensuy [lorosopa 3a $yHKUMOHMpaHeTO Ha EBpomerickutst Chio3,

xaro B3e npenpuy Permament (EO) Ne 1107/2009 Ha Eponeiickus naprmameHT u Ha CobBera ot 21 okrtomspy 2009 I. OTHOCHO
IyCKaHeTO HA Ma3apa Ha NPOIYKTM 3a PAacTUTENHA 3amIMTa M 3a OTMsiHAa Ha mupektysu 79/117/EMO u 91/414/EMO (') Ha
CobBeta, 1 no-creluanHo uneH 13, naparpad 2 ot Hero,

KaTo MMa Ipensun, ye:

(1)

Ha 19 nexemBpu 2013 r. Ascrpust nomyun 3asenerne or ISK Biosciences Europe N.V. 3a omobpeHye Ha akKTHBHOTO
BEIIECTBO LMKIAHWITUIIPON B CHOTBETCTBME C wieH 7, maparpad 1 ot Permament (EO) Ne 1107/2009.

B cporBercTBue ¢ wieH 9, maparpad 3 or nocoueHus periiameHT Ha 17 styapy 2014 1. mbpxasara wieHKa HOKITAMUMK
YBEIOMM 3asIBUTEN, OCTAHAIMTE ObpKaBu wieHKY, Kommcusta u EBpomeiickust opraH 3a 0e30macHOCT Ha XpaHuTe
(HapwyaH mo-nony ,Opranb1®), Ye 3asBIIEHNETO € ITOMyCTIMO.

VsBbplieHa Ge OleHKA Ha BB3[CICTBMETO HA [IOCOYEHOTO aKTMBHO BEIIECTBO BHPXY 3[PABETO HA YOBEKA M HA XKMUBOTHUTE
¥ BbPXy OKOJIHAaTa Cpefia B CHOTBETCTBME C pasmopenbure Ha wied 11, maparpadu 2 u 3 OT MOCOUEHMSI pErTIAMEHT 3a
BiaoBete ynorpeba, mpemioxkeny or 3aseutens. Ha 1 ampunm 2015 r. mbpxaBata wieHKa JOKIAIUMK IPENCTABU POCKT
Ha JIOKJIafl 33 OLIEHKa.

TIpoekThbT Ha JOK/IANA 33 OLEHKA Oellle TMOMIOXEH Ha MpepasriiexaHe OT Mbpxkapute uneHku u Oprana. Ha 6 ampun
2016 1. Oprambr mpencraBu Ha Kommcusra 3aKimIOUeHMeTO CM BbB BPb3KA C OLEHKATa HA pUCKa OT ymorpebara Ha
aKTMBHOTO BEIIECTBO IMKITAHMIMIIPON (%) KaTO MeCTULVA.

C muemo ot 28 cenremspy 2016 1. ISK Biosciences Europe N.V. orrernn 3assieHyeto cu 3a omoOpeHne Ha LUKIaHU-
munpon. [Topamm OTTErTISHETO Ha 3asiBIEHMETO LUMKIIAHWIIMIIPON He ClierBa fa Gbie onobpeH B ChOTBETCTBME C WieH 13,
naparpad 2 ot Pernament (EO) Ne 1107/2009.

HacTosmmsT pernamMeHT He BB3MPEISTCTBA TMOIABAHETO HA HOBO 3asiBIIEHME 33 UMKITAHWIMIIPON B CHOTBETCTBHE C WIEH /
ot Pernament (EO) Ne 1107/2009.

Mepkure, npenBuueHN B HACTOSININMS PEINAMEHT, Ca B ChOTBETCTBME CBC CTAHOBMIIETO HA IIOCTOSHHMS KOMMTET IO
pacTeHusTa, XKUBOTHNUTE, XpaHuTe U $ypaxuTe,

[TIPUE HACTOALLIMA PETTIAMEHT:

UYnen 1

HeonoGpsiBaHe Ha aKTMBHO BEILECTBO

AKTUBHOTO BCIICCTBO UMKIIAHUIIMIIPOII HE CE 0110611)5[33..

(') OBL309,24.11.2009 ., cp. 1.
(*) EFSA Journal (Bronternx Ha EOBX), 2016;14(4):4452. [JocTbleH Ha ClIe[iHNs MHTEPHeT afipec: www.efsa.europa.eu
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Unen 2
Bnusane B cuna

Hacrosuuysar pernaMeHT Bim3a B Cuna Ha fBafeceTyiss HeH Clel HeHst Ha myOmukysaHero My B Oduuuasen 6ectmHUR Ha
Eeponeticrug cst03.

Hacrosiumsar perinaMeHT € 3aIbJIKUTEIIEH B CBOSATA LIAJIOCT M €€ IIpujlara IpsKO BbB BCMYKM ObpKaBy
YJICHKI.

CnbcraseHo B bpiokcen Ha 28 ¢epyapu 2017 romuHa.

3a Komucuama
Ipedcedamen
Jean-Claude JUNCKER
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