PEHIEHUE HA KOMUCUATA
ot 17 roau 2000 roaguna

3a MpU3HABaHe MO0 NPUHIMII HA CLOTBETCTBHETO HA I0CUETATA, NpPedajeHH 3a
NMoApPo0OeH MmperJies ¢ orjel Bb3MOKHOTO BKJIOuYBane Ha MKH 65 61
(propoxycarbazone-sodium) B npuJioxenue I kbM [IupextnBa Ha ChBera
91/414/EMO 0THOCHO IyCKAHETO HA MMAa3apa HA NPOAYKTH 32 PACTHUTEIHA
3ammTa

(romugpuyupano ¢ ooxymenm Ne C (2000) 2006)
(2000/463/E0O)
KOMUCHUSTA HA EBPOITEMCKUTE OBII[HOCTHU,
KaTo B3e npensua JJoroBopa 3a ch3naBaneto Ha EBporeiickaTa oOUIHOCT,

karo B3e npensua HupextuBa 91/414/EVO na CeBeta ot 15 1omm 1991 r., otHOCHO
IyCKAHETO Ha 11a3apa Ha MPOAYKTH 3a PaCTUTE/HA 3amuTa (), OCICIHO H3MEHEeHA 1
nomeiaHeHa ¢ JupektuBa 2000/10/EO na Komwmcusra (2), U TO-CIICUAITHO 4JIeH O,
naparpad 3,

KaToO uMa MpeaBu, 4uc:

(1) Aupextusa 91/414/EVIO (HapuyaHa OTTYK HaTaThK ,,JlupekTrBaTa’) mpeaBKiaa
M3TOTBSIHETO Ha CrUCHK Ha OOIIHOCTTa HAa aKTUBHHUTE CYOCTAHIIMH, 32 KOUTO CE
paspeliaBa BKJIIOYBaHE B MPOAYKTH 3a paCTUTEIIHA 3alllUTa.

(2) Ha 25 sayapu 2000 r., Bayer AG e mpeacTaBuiia Ha TEPMAHCKUTE OPTaHU TOCHE
oTHOCHO akTuBHarta cyocraniust MKH 65 61 (propoxycarbazone-sodium).

(3) mocouenute opranu ca mHpopmupanu Komucusra 3a pe3yaTaTuTe OT MBPBHS
Iperyie]] Ha CbOTBETCTBUETO HA JOCHUETO ChC M3UCKBAHUATA 110 OTHOILICHHWE HA
npenBusieHuTe B npuioxenue Il qanau u uapopmanus u, B npuioxenue I kem
JlupekTuBarta, Hali-MaJIKo 3a €IMH ChIbpiKalll ChOTBETHATA aKTHBHA CYOCTaHIIMS
IIPOAYKT 3a PACTUTENHA 3aluTa. Brocimeacrsue M B ChOTBETCTBHE C WIEH O,
naparpad 2, 3asBUTEJIAT € MpeAcTaBmII gocuero Ha Komucusara u Ha ocTaHaIUTe
bP/KaBU-UJICHKH.

(4) TTocTOSTHHUAT KOMHTET 3a PaCTHTEINIHA 3alUTa € ce3upan 3a gocuero Ha MKH 65
61 (propoxycarbazone-sodium) xHa 10 mapt 2000 .

(5) unen 6, maparpad 3 or JlupekrTuBara mpeaBMKIA O(QUIIMAIHO CHOTBETCTBHE Ha
BCSIKO JIOCHE C M3UCKBAHUATA,TOCOUYCHU B npuiiokenue I u, Hall-mManko 3a eauH
ChIIbPIKaIl] ChOTBETHATA aKTUBHA CYOCTAHIIMS MPOAYKT 3a PACTUTENHA 3alUTa, B
npunoxxenue Il kem JlupextruBata, 1a 061 MOTBBPACHO HA paBHUIE OOIIHOCT.

1) OB L 230,19.8.1991 r., ctp. 1.
20B L 57, 2.3.2000 r., ctp. 28.
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(6) ToBa MOTBBpXK/ACHHE € HEOOXOIUMO, 3a Ja Ce MO3BOJH MOJAPOOSH Mperien Ha
JOCHETO ¥ JbpPKaBUTE-WICHKU Ja MOraT Jia JajJaT BPEeMEHHO pa3pelleHue 3a
ChIBpKAIIM CHOTBETHATA AaKTHBHA CYOCTaHLUS TNPOIYKTUTE 3a pPACTUTEIHA
3alllUTa, IPU CHa3BaHE HAa W3MCKBaHMATA, MOCOYCHU B wieH 8, maparpad 1 ot
JlupekTuBata, W TO-CICIHATHO YCJIOBHUETO, CBBP3aHO C HW3BBPIIBAHETO HAa
noApoOHa OLEHKAa Ha aKTHBHATA CyOCTaHIMsS M Ha IMPOIYKTa 3a PacTUTEIHA
3al1Ta BbB Bpb3Ka C USUCKBAHHATA HA I[I/IpeKTI/IBaTa.

(7) TakoBa pelieHHE HE HAKBPHSABA IPABOTO 3asBUTEIAT Ja ObJC NMPUKAHCH Ja
NPEJOCTAaBU JOIBIHUTEIHN JaHHU WIM MHGOPMAIHs, 32 Ja Ce U3SACHAT HIKOU
TOYKH B JocueTo. VIckaHeTo, OTIpaBeHO OT JIOKJIajBallaTa AbpiKaBa-wICHKa, 3a
IpeACTaBsiHE HA JONBIHWTENHA MH(OpManus, HeoOXoanMma 3a H3ACHSIBAHE Ha
JOCUETO, HE TMpeuyd Ha TOCOYeHHS B choOpaxkeHwe 9 ¢ukcupan cpok 3a
Ipe/CTaBsiHEe Ha JI0KJIA/Ia.

(8) mexnay mbp:kaBuTe-wieHKH U Komucusta uma criopasymenue, de ['epmanus e
U3BBPIIM TOApoOeH mperien Ha gocuero Ha MKH 65 61 (propoxycarbazone-
sodium).

(9) BB3MOKHO Ha#-CKOpPO M Hal-KbCHO IO €IHAa TOJMHA, CYUTAHO OT Jarara Ha
myOIMKyBaHE Ha HACTOSAIIOTO peIIeHHWe, ['epMaHus Ie MpeACcTaBH IOKJIAJ 3a
3aKJIIOUEHHUATA OT TMperiiefa, NPUAPYKEHH OT EeBEHTYaJHH MPEHopbKU 110
BKJIFOYBAHETO WJIM HEBKJIIIOYBAHETO HAa BBIIPOCHATA CyOCTaHIIMSI U CBBP3AHUTE C
TAX YCIOBUS.

(10) MCPKHUTEC, MNPCABUACHU B HACTOALNIOTO PCEHICHUC, Ca B CHOTBETCTBUC CBbC
craHoBumeTo Ha IToCTOSHHMS KOMUTET 3a pacTuTCIIHa 3alu1Ta,

PEIIIUN:

Ynen |

ITocouenoTo mo-g0Jy HJOCHUC OTroBapsda 1O IMIPUHOUII HAa MW3HCKBAHUATA 34
nNpeaOCTaBAHC Ha I/IH(l)OpMaI_II/IH, IIOCOYCHHU B IMPUIIOKCHUC II u, Hali-MaJIkoO 3a €JuH
IMPOAYKT 3a paCTHUTCIHA 3alluTa CbABbpXKAIl CBbOTBETHOTO AKTHBHO BCIICCTBO, B
MMPUITOKCHUC III xpM I[I/IpeKTI/IBaTa, KaTo €€ B3¢MaT 110 BHUMAHUC NPCABUKIAHUTC

ynotpeou:

Hocuero, npencraBeno ot Bayer AG na Komucusita u Ha IbpKaBUTE-WICHKH, C
ornen BkmouBaHero Ha MKH 65 61 (propoxycarbazone-sodium) kaTto akTUBHO
BemiecTBo B mpmwioxenue I kem [IupexktuBa 91/414/ENO, otaeceno no [locTostHHUMS

KOMMUTET 3a pactuTenHa 3amura Ha 10 mapt 2000 r.

Ynen 2

AnipecaTu Ha HaCTOSIIIIOTO PEUICHUE Ca AbPKABUTE-UWICHKHU.

CscraBeno B bprokcen nHa 17 ronu 2000 roauna.
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3a Komucusma.
David BYRNE
Ynen na Komucuama
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