JJUPEKTHUBA 2001/47/EO HA KOMUCUSITA
ot 25 1oau 2001 roauna

OTHOCHO M3MeHeHHne Ha npuioxkenue I kbm upexkTusa 91/414/EMO na CbBera
OTHOCHO IYCKAHeTO Ha Ma3apa HA NPOAYKTH 32 PACTUTEIHA 3a1MTa, 110
OTHOLIIEHUE HA BKJIIOYBAHETO HA aKTUBHOTO BenlecTBo Paecilomyces
fumosoroseus (pazuoBuanoct Apopka 97, PFR 97 nau CG 170, ATCC20874)

KOMUCHSITA HA EBPOIIEMCKUTE OBIIHOCTU,
Kato B3¢ npensua JloroBopa 3a cb3naBane Ha EBpomeiickara oOIIHOCT,

karo B3e npenua JupextuBa 91/414/EMO na CwBera or 15 romu 1991 r. 3a
MyCKaHETO Ha Ta3apa MPOAYKTH 3a PaCTUTEIIHA sammra’, TMOCICHHO HM3MEHEHa C
Hupextusa 2001/28/EO na Komucusita 2, 1 O-CIICLHAIHO WIEH 6, naparpad 1 ot Hes,

KaToO uMa IpCaBu, 4c:

(1)B cporBercTBHe ¢ wieH 6, maparpad 2 ot JupextuBa 91/414/EVIO (mo-momy
Hapu4aHa “‘nupektuBara’’), benrus nomyun uckane ot Thermo Trilogy Corporation Ha
18 mait 1994 r. (mo-monmy HapuyaHo ‘“‘3asiBUTEN’) 3a BIIMCBaHE B MpuioxkeHue | kpMm
JUpEKTHBaTa Ha aKTMBHOTO BeimecTBo Paecilomyces fumosoroseus (pa3HOBHAHOCT
Apopka, PFR 97 win CG 170, ATCC20874).

(2) CeraacHo pasnopeadute Ha wieH 6, maparpad 3 ot mupekrtuBara, Komucusra
noTBBpAH B cBoeto Pemenne 97/164/EQ3, ue npemocrasenoro nocue 3a Paecilomyces
fumosoroseus (pasnoBumHoct Apopka, PFR 97 wmm CG 170, ATCC20874), mo
NPUHITAI, W3ITBIHSBA U3UCKBaHUATA OT npuitokeHue I 3a nanau n nabopmanus, a 3a
NPOIYKT 3a PACTHTENHA 3allUTa, KOHTO CBHABPKAT TOBA AKTHBHO BEIIECTBO, OT
npunoxenue Il xkpM mupexkTuBara.

(3) TIlo cunara Ha unen 5, maparpad 1 OT AMpPEKTHBATa BIIUCBAHETO Ha aKTHBHOTO
BEIIECTBO B MpHiiokeHue | TpssOBa 1a Obje HampaBeHO 3a MEPHOa OT Makcumym 10
TOJIMHM, aKO MOJE JIa Ce 0YaKBa, Y€ M3IMOJI3BAHETO WJIM OCTATHYHHTE BEHIECTBA OT
NPOIYKTUTE 3a PACTHUTENTHA 3aIMTa, KOUTO ChIAbPXKAT aKTHBHOTO BEIIECTBO HSAMA Ja
nMmat BpC€aHO BL3)ICﬁCTBHC BBPXY 3JPaB€TO HAa YOBCKA WJIM HA )KXKUBOTHUTEC, UJIN BBPXY
MOJIMOYBEHHUTE BOJN, KAKTO U HEMIPUEMJIMBO BIUSHAE BHPXY OKOJIHATA CPe/ia.

(4) 3a Paecilomyces fumosoroseus (pa3noBuauoct Apopka, PFR 97 unmu CG 170,
ATCC20874) BB3IEHCTBHETO BBPXY 3[paBeTO Ha YOBEKa M OKOJIHATa cpena Osxa
OLIGHEHH B CHOTBETCTBHE C wieH 6, maparpad 2 u 4 OT AMpEeKTHBATa 3a YHOTpeOuTe,
IpeUlaralu oT 3asBUTENA. B kauecTBOTO cH Ha omnpeieneHa 3a AOKJa(Ballla Jbp)KaBa-

OB L230,19.8.1991 r., crp. 1.
20B L 113, 24. 4.2001 r., ctp. 5.
OB L64,5.3.1997 r., ctp. 17.
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4iieHKa, Ha 9 nekemBpu 1997 r. benrus npenocraBu Ha Komucusara npoekTo1oknan 3a
OLIEHKa Ha BELIECTBOTO.

(5) TIIpoekromokaambT 3a OIEHKA Oelle pas3riiefaH OT IbpP)KaBUTE-WICHKH U OT
Komucusita B pamkure Ha I[loCTOSHHHMS KOMHMTET IO 3JpaBETO Ha PACTECHHUSTA.
Pazrnexnanero npuximoun Ha 27 anpuin 2001 roguna mox ¢opmara Ha JOKIAI 3a
nperien Ha Komucusita 3a Paecilomyces fumosoroseus (pasnoBuaHoct Apopka, PFR
97 nmu CG 170, ATCC20874). Ako ce okaxke HEOOXOIUMO Ja CE€ aKTyaJIu3upa TO3H
JIOKJIa, 3a Ja C€ B3eMaT MPEBUJI HAYUHUTE U TEXHUYECKU JTIOCTHXKCHHUS, YCIOBUSATA 32
BrucBane Ha Paecilomyces fumosoroseus (pasuougnoct Apopka, PFR 97 nwin CG
170, ATCC20874) B mpunoxenue | kbM AupeKkTHBaTa CbhUIO TpsAOBa na Obaar
M3MEHEHU B ChOTBETCTBUE C Ta3U JUPEKTHBA.

(6) Ha 16 mexemBpu 1999 r. gocuero u M3BIIEUYeHATa OT aHanu3a Ha Paecilomyces
fumosoroseus (pasuoBuanoct Apopka, PFR 97 wmm CG 170, ATCC20874)
uHpOpMalUs ChIIO OsiXa NpeAOCTaBeHM Ha HayuHusi KOMHTET MO pacTeHHsTa 3a
cta”oBuIe. To3u KOMUTET npenocTaBu craHoBuile Ha 30 HoemBpu 2000 roxuna’.

(7) U3BbpuieHWTe pa3IMyYHMA aHAIM3M IOKa3axa, 4e MPOIYKTUTE 3a pacTUTEIHA
3aIUTa, KOUTO ChABPKAT CbOTBETHOTO AKTUBHO BELIECTBO, IO MPUHIMII MOXE Ja ce
OYaKBa Jia OTrOBapsT HA W3MCKBAHMATA, MPEIBUICHH B WiCH 5, maparpad 1, Oyksu a)
u 0), u maparpad 3 OT AUPEKTHBATa, MO-CICHUATHO MO OTHOIICHUE HA U3CJICIBAHUTE
NPUJIOKEHNUs, pa3saCHEHW B Jokiana 3a nperien Ha Komucusra. CrnenoparenHo e
YMECTHO ChOTBETHOTO aKTMBHO BEILECTBO Jla ObJie BIMCaHa B MpuiiokeHue I, 3a 1a ce
rapaHTHpa, Y€ BBB BCUYKM JbpPKABU-WICHKH, H3/1aBAHETO HA pa3pelIeHHs 3a
IMPOAYKTU 3a pAaCTUTEIHA 3allUTa, KOUTO CBABPKAT TOBA AKTUBHO BEIIECTBO, CE€
U3BBPIIIBA CHIIIACHO Pa3NoOpeOUTE HA AUPEKTUBATA.

(8) Cnen BmmcBaHETO Ha AKTUBHOTO BEIECTBO CJE[BAa Jla C€ TMPEABUIAM PasyMEH
CPOK, KOMTO Ja MO3BOJIM HAa Jbp)KaBUTE-WIEHKHU Jla MPUIIOXKAT pasnoperouTe Ha
IUPEKTUBATa CHOPSIMO TMPOJAYKTH 3a pACTHUTEIHA 3alliTa , KOWUTO ChIbpPXKAT
Paecilomyces fumosoroseus (pasnoBugnoct Apopka, PFR 97 wm CG 170,
ATCC20874) m, B 4YacTHOCT, Ja TMpepas3riie/laT ChIIECTBYBAIIUTE BPEMEHHHU
paspelleHuss Wi Ja MpeJoCTaBsAT , HAW-KbCHO JO Kpas Ha TO3M CpPOK, HOBH
pa3pemieHusl ChIIacHO pa3nopen0uTe Ha AMPEKTHBATa. 3a MPOAYKTH 3a PAacTUTEITHA
3ammTa , KouTo chaspxkar Paecilomyces fumosoroseus (pasnoBuaHoct Apopka, PFR
97 umu CG 170, ATCC20874) u apyru akTUBHU BEIECTBA, BIUCAHU B MPUIIOKEHHE I,
CBIII0 MOXKE JIa € HE0OXOAUM MO-ABIBI IEPUOI.

(9) Tesit xaro Bce omie MNpeACTOM Ja ObJAT NPUETH EAWHHH TPUHIMIN 32
MUKpPOOPTraHU3MHUTE, IPU MPETOCTABIHETO HA Pa3pelIeHUs] € HE0OXO0AUMO AbprKaBUTE-
YJICHKH Jla TIpUIarat odmmuTe pasnopeadu Ha wieH 14 ot aupektuBara. bu tpsioBano
CBIIO TaKa Ha Jbp>KaBUTE-WIEHKHU /1a Ob/Ie OCUTYPEH pa3yMeH CPOK 3a MPEoleHKa Ha

* Cranosuie Ha Hayunuss KOMHTET [0 PaCTEHHsTa, KOETO CE OTHACS 10 OlleHKata Ha Paecilomyces
fumosoroseus (pasuoBuanoct Apopka, PFR 97 wiu CG 170, ATCC20874) B pamkute Ha JupextrBa
91/414/EMNO na CbBeTa OTHOCHO IYCKaHETO Ha TMa3apa Ha NPOAYKTH 3a pacTHTENHa 3alluTra .
SCP/PAECIL/002 kpaiiHo, ot 11 gexemspu 2000 roavHa.
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MNpEaAOCTaBCHUTC PA3pCIICHHUA B CBCTJIMHATA HAa CAWHHUTC NPUHIOUIIA CICH TAXHOTO
ImpueMaHe.

(10) Cnenpa na ce mpeaBUIHM, Y€ W3TOTBCHUAT aHAIM3CH JOKIA] (C M3KIIOYCHHE Ha
MOBEpUTETHATA HHPOPMAITHUS 110 CMUCHJIA HA WIeH 14 OT TUPEeKTHBATa) e Ce ABPKU
Ha PAa3MOJIOKEHUE WM IIE C€ NPEJOCTaBH OT IbpKABUTE-UJICHKH 3a €BEHTYyallHa
CIPaBKa Ha 3aMHTEPECOBAHUTE CTPAHHU.

(11) Mepkurte, NpeABHACHH B HACTOSIIATAa JUPEKTHBA, Ca B CBOTBETCTBUE C
n3nbueHOTO Ha 27 anpuia 2001 r. craHoBuie Ha IlocTOSSHHUS KOMUTET MO 3/IpaBETO
Ha pacTEHUsATa,

ITPUE HACTOAIIATA JUPEKTHUBA:

Ynen [

Tabmunara xpM npuinokenue | koM upextuBa 91/414/EVIO ce u3mens, 3a aa ce
no0aBM B Hes aKTUBHOTO BelecTBO Paecilomyces fumosoroseus (pa3HOBHIHOCT
Apopka, PFR 97 uwniu CG 170, ATCC20874), nocoueHa B MNPUIOKEHUETO KbM
HACTOSIIATa JUPEKTHBA.

Ynen 2

1. IbpxkaBUTe-4IEHKU MpUeMaT U MmyOlMKyBaT He mo-KbcHO 10 31 nexemspu 2001 r
HEOOXOUMHUTE 3aKOHOBH, IOA3aKOHOBM M aJIMUHHUCTPATUBHU pa3nopeadu, 3a na ce
cb0oOpa3sAT ¢ Ha HacTosIlaTa JUpeKTUBa.. Te He3abaBHO yBenomsBarT Komwucusirta 3a
TOBA.

Koraro app:kaBuTe-4eHKH MpUeMaT T€3H pa3nopeion, B TSIX ce ChAbpiKa 030BaBaHE
Ha HacTosIaTa AUPEKTHBA MJIM TO CE€ M3BBPIIBA NMPH OPUIMAIHO UM MYyOIUKyBaHE.
VYcioBuATa U peAbT HAa IO30BABAHE CE€ ONPEEINIAT OT AbPKABUTE-WICHKH.

2. He3aBucMMO OT TOBa, IO CE€ OTHACS IO pAa3IJIekKJAaHETO HA ChHIICCTBYBAIUTE
BPEMEHHH pa3pelIeHusi, KOUTO ca OWIM MpPEJOCTaBeHHM B CBETJIMHATA Ha aHAJIM3HUSA
JIOKJIaJI, BPEMEHHUTE pa3pelieHusl ce€ OTHeMaT W IMPH HYXJIa Ce 3aMEHST C IThJIHO
pazpemenue 10 30 HoemBpu 2002 ronuHa.

3. HeszaBucumo ot TOBA, II0O OTHOIICHHUC TMPUIIAraHETO Ha CAWHHWU IIPUHIUIIN,
ABPIKABUTC-YICHKHW MPCPpa3rickKaar MPEAOCTABCHUTEC pPaspCHICHUA BB3MOXHO Hal-
CKOpPO CJIeq TAXHOTO IMPUCMAHC U Hali-KbCHO B ABAHAJIECCT MECCUYCH CPOK, CYUTAHO OT
Jarata Ha IPpUEMAHETO HAa TC3HU MPHUHIUIIHA.

4. He3zaBucMMO OT TOBa, 3a TPOMYKTH 3a pAacTUTENHA 3alllUTa, KOUTO ChIbpPXKAT
Paecilomyces fumosoroseus (pasuoBumnoct Apopka, PFR 97 wmm CG 170,
ATCC20874), kakTo 1 APYro akTUBHO BEIIECTBO, KOUTO (pUrypupat B nmpuiiokeHue |
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kM [lupexktuBa 91/414/EVIO, mepmonsT, mocodeH B maparpad 1, ce yawbmkaBa
JIOTOJIKOBA, JOKOJIKOTO €IWH IO-ABJIBI IMEPHOJ 3a H3MBIHCHHE € NPEIBHICH OT
pasnopenduTe Ha AMPEKTHBATa 33 M3MEHEHHME Ha mnpuwiokenue | kpM JlupektuBa
91/414/EMO, 3a na ce BIHIIE B HETO Ta3u APYroO BEIIECTBO.

5. JIbprkaBUTE-4ICHKH IbPKaT Ha pa3ojoKeHUe aHaTUu3HKs Tokaan 3a Paecilomyces
fumosoroseus (pasunosuaHoct Apopka, PFR 97 wiu CG 170, ATCC20874), (ocBeH
MOBEpHUTEIHATA MHPOPMAIIUS TI0 CMUCHJIA Ha WIeH 14 OT IMpEeKTHBAaTa) 32 €BEHTYyaIHa
CIIpaBKa OT 3aMHTCPCCOBAHUTC CTPAHU WUJIM UM I'O ITPEAOCTABAT IIPHU ITOMCKBAHEC.

Ynen 3

Hacrosimata nupextuBa Biau3a B cuiia Ha 1 toinu 2001 ronuna.

Ynen 4

AnpecaTI/I Ha HaCTOAIIaTa JUPCKTHUBA Ca AbPKABUTC-UJICHKHU.

CnbcraBeHo B bprokcen Ha 25 ronu 2001 roguna.

3a Komucusama:
David BYRNE

Ynen na Komucuama
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1IPHJIO’KEHUE

AKTHUBHO BEHIECTBO 3A TOBABSHE B TABJIMIIATA, KOUTO ®UT'YPUPAT B IIPUJIOKEHUE I KbM JIUPEKTUBA 91/414/EMO

OO6monpuero ume,

Homep| wuaentudukanoHHu Hamveroanue 1o Yucrota Buusane s | M3ndane Ha Crneuunannu pasnopeadu
IUPAC(MCHUIIX) cuia BITMCBAHETO
HOMeEpa
18 Paecilomyces He ce npuinara Jluncara Ha BTOpUYHU 1 rorm 2001 | 30 rorm 2011 | Camo ynmorpebaTa KaTO WHCEKTHIUL
fumosoroseus MeTtabonutu TpsiOBa 1a Obe | T. T. MOJKe Ja ObJIe pa3pemnieHa

pasHoBuaHOCT Apopka 97,
PFR 97 uau CG 170,
ATCC20874

MpOBEpeHa BbB BCSKA
(dbepMeHTalMOHHA cpejia ¢
HPLC-texnuka ()

Beska  ¢gepmeHTanmonHa  cpena
TpsiOBa na 6bae npoBepena ¢ HPLC-
TEXHWKa, 3a Ja € CHUTypHO, de
JWIICBAaT KakBUTO MW Ja OWIo
BTOPUYHU META00IUTH

Jlata Ha W3roTBSIHE Ha AHAIM3HUSA
nokaan oT IToCTOSTHHUS KOMHUTET IO
3IpaBETO Ha pacTeHusTa : 27 anpui
2001 roguna

HPLC — BucokoehekTnBHa TeUHA XpoMaTorpadus .
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