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L 350/59

PE[TIAMEHT 3A U3IITBJIHEHUE (EC) Ne 1238/2012 HA KOMUCHUATA

or 19 pexkemspu 2012 roguHa

3a oroOpsiBaHe Ha akTMBHOTO BemectBo Trichoderma asperellum (mam T34) B chorBercTBue ¢ Pernament

(EO) Ne 1107/2009 Ha Espomeiickus napnameHT M Ha CbBeTa OTHOCHO NYCKAHETO Ha Ma3apa Ha

NPOIYKTH 33 PACTUTENTHA 3allIMTa, M 32 U3MEHeHMe Ha NMPWIOKEHMeTOo KbM PernmamMeHT 3a M3IbIHeHHe
(EC) Ne 540/2011 na Komucusra

(rekcr or 3Hauenue 3a EUII)

EBPOITEMICKATA KOMUCHS,

Kato B3e mpemsua [loroBopa 3a PyHKLUMOHMpPaHeTO Ha EBporerickus
CbI03,

karo B3e mpemsun Permament (EO) Ne 1107/2009 Ha Esporesickus
napnamenT u Ha Cpsera or 21 okrompu 2009 1. oTHOCHO
IYCKaHETO Ha Iasapa Ha NPOHYKTM 3a pacTUTeIHA 3allUTa M 3a
orMsiHa Ha pupektusu 79/117[EMO u 91/414/EMO Ha Cosera ('),
u mo-crielmaHo wiel 13, maparpad 2 u wien 78, maparpad 2 or
Hero,

KaTo MMa MpenBum, dve:

(1) B coorsercrue ¢ wien 80, naparpadp 1, Oyksa a) or
Permament (EO) Ne 1107/2009 [upekrusa 91/414/EMO
Ha CbBeTa () ce mpuiiara 1o OTHOLICHYE HA MPOLEIypaTa 1
yCIOBMSATA 32 OHOOpeHMe 3a aKTMBHM BELIECTBA, 33 KOMTO €
NPUETO pelleHNe B ChOTBETCTBUE C WieH 6, maparpad 3 or
cbulara nupektusa npem 14 roun 2011 1. [lo oTHOWEHNME
Ha Trichoderma asperellum (mam T34) ycrmosusra, mpen-
puneny B wieH 80, maparpad 1, Gyksa a) or PermameHt
(EO) Ne 1107/2009, ca wm3mbiHeHu ¢ Peuenue
2010/132/EC na Kommcnusra (3).

() B cporserctBue ¢ wieH 6, maparpa¢p 2 or IupekTusa
91/414/EMO ma 22 ampun 2010 1. ObeanHeHoTO
KpancTBo nonyun 3assieHue ot Biocontrol Technologies
S.L. 3a Bxmousane Ha Trichoderma asperellum (wam T34)
KaTo akKTMBHO BEIIECTBO B Ipuiioxenue I kbM [npextusa
91/414/EM0. C Pemenne 2010/132/EC 6e moTBbpHEHO,
ue JOKYMEHTalMATa € ,ITbIIHA“, TOeCT MOXKe Jla Ce CUWTa, ue
NPYHUMIIHO OTTOBapsl Ha NpemsuiueHuTe B npunoxenus 11 u
Il koM [upextysa 91/414/EMO m3MCKBAHMSI OTHOCHO
[aHHMUTE Y MHOpPMALATA.

(3) B cpotBercTBUE € pasnopenOuTe Ha wieH 6, maparpagu 2 u 4
ot [upektusa 91/414/EVO Gewre oleHeHO Bb3NECTBUETO Ha
TNIOCOYEHOTO aKTMBHO BELIECTBO BBPXY 3[IPAaBETO Ha YOBEKa U
Ha OKMBOTHMTE M BBPXY OKOJIHAaTa Cpefja 3a BMIOBETE
ynotpeba, npemnoxenn or 3assutens. Ha 16 mait 2011 T
onpepenieHaTa 3a IOKIAMUMK TbpKaBa WIeHKA IIPENCTaBy Ha
KomucyaTa mpoekT Ha JOKIIaf 3a OLEHKA.

(4)  IIpoeKTbT Ha IOKIIaNa 3a OLCHKA Gellle MOMIOXKEH Ha Iperyel
OT JbpXaBuTe WIeHKM u oT EBpomeiickus opran 3a
6esomacHocT Ha xpaHute (HapyuaH mo-goiy ,Oprambr?). Ha
20 anpun 2012 r. Oprawbr npepcrasu Ha Kommcnsra
3aKJIIOYECHMETO CU BHB BPB3KA C IIperfieNa Ha OLGHKAaTd Ha
pucka or ymotpebata Ha aKTMBHOTO BeliectBo Trichoderma
asperellum (wam T34) (*) kato mectmumm. [IpoeKTONOKITAIBT

) OB L 309, 24.11.2009 r., crp. 1.
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(3 OB L 230, 19.8.1991 r., ctp. 1.

() OB L 52, 3.3.2010 r., c1p. 51.

() EFSA Journal (bronernn na EOBX), 2012 r,; 10(1):2666. ITy6nukysano
OHJIAiiH Ha ajpec: www.efsa.europa.eu

3a OLIEHKATa M 3aKioueHyeto Ha OpraHa 0sixa pasrienaHyt ot
IbpXKapute unleHKM ¥ oT KommcuAta B pamMKmTe Ha
[locTosIHHMA KOMUTET 1O XpaHUTENHAaTa BEPUra U 3[PaBeTo
Ha XKMBOTHMTE U 0sXa OKOHUYATETHO mpyeT Ha 20 HOEeMBPH
2012 r. mon ¢opmara Ha moknan Ha Komucnsra 3a mpepas-
mexiane BB Bpb3ka ¢ Trichoderma asperellum (wam T34).

(5)  Pa3nuuHMTE aHANM3M I0KA3aXa, Y€ MPOMIYKTHUTE 3d PACTUTEIHA
saumra, cbubpxaum Trichoderma asperellum (wam T34),
OTIOBAPAT Haif-00MIO HA M3MCKBAHMATA, MPEIBMICHM B UIIeH
5, maparpa 1, 6yksu a) u 0) u B wien 5, maparpag 3 or
[upekrysa 91/414/EMO, mo-crieumanHo mo OTHOLICHME Ha
yrorpeOute, KOUTO Ca pasIiiefaHi M OMMCAHU NOIPOOHO B
noknaga 3a nperne Ha Komucusra. [lopagyu ToBa e wLernecs-
obpasto BemectBoto Trichoderma asperellum (wam T34) ma
Obie 0o0peHo.

(6) Ha mbpxasute 4ileHKM ¥ Ha 3aMHTEPeCOBaHNTE CTPaHM CIeBa
ma Gble NPeIocTaBeH pasyMeH CPOK Ipemu OmoOpeHMeTo, 3a
la MOraT Jia Ce IOMrOTBAT 3a CIIa3BAHETO HA HOBUTE M3MCK-
BaHMsL, IIPOM3TMYALIN OT OLOOPEHMETO.

7) Bes ma ce 3acarar mpemsupenmte B Permament (EO) Ne
1107/2009 3ambiKeHus, TPOM3TMYALM OT ONOOPEHNETO,
TIpefBUL CH3HANIOTO Ce CIELMPUUHO MONOXEHUEe BbB BPb3KA
¢ npexoma or upekrnsa 91/414/EMO xbm Permament (EO)
Ne 1107/2009 crnensa ofaue f1a ce mpeImpueMar ONMMCAHNTE
no-nony neicteus. Ha mppxasuTe unieHKM criefpa fa ce mpef-
OCTaBM IEPUOI OT LIECT Mecela Ciiel ONOoOpeHNero, 3a Ia
TpepasriefaT paspelieHnsaTa 3a IPOLYKTM 3a PacTUTENHA
sammra, cbubpxaum Trichoderma asperellum (wam T34).
Korato e wuenecbo0pasHo, HbpxKaBuTe WUICHKM CrelBa Ha
V3MEHST, 3aMEHAT UM OTHeMaT —paspemeHmsaATa. Upes
JIeporaiysi OT IOCOYEHMSI CPOK CIIelBa Ha Ce IIPENOCTaBy
IMO-IbITBI CPOK 34 mpensuuernte B Qupekrnsa 91/414/EMO
NONaBaHE M OlEHKA HA aKTyalyM3MpaHaTa ITbJIHA IIOKY-
MeHTaums 1o npuioxenme III 3a Bceku npomykT 3a
pacTuTenHa 3alMTa M 3a BCEKM OTHENEH BMI ymorpe0a
CBITIACHO €IVHHUTE MPYMHLMIIA.

(8)  Harpymammar ommr OT BKIIIOUBAHETO B HpMIIOXKeHME | KbM
[upexrsa 91/414/EMO Ha akTuBHM BellecTBa, KOMTO ca
Own o6ekT Ha omeHKa B pamkmre Ha Permament (EMO) Ne
3600/92 na Komucusra or 11 nexemspu 1992 r. oTHOCHO
OTIpefieNisiHe HA TMOAPOOHNM MpaBMIA 33 W3IBIHEHMETO Ha
IbPBUSL eTall OT pabOTHATA NPOrpaMa, IOCOYEHA B WieH 8,
naparpa¢ 2 or upekrtusa 91/414/EVO Ha CbBeTa OTHOCHO
IyCKAHETO Ha [a3apa Ha IPOIYKTH 3a pacTUTeNHA 3aumra (°),
T0Ka3a, Ye € Bb3MOXKHO J1a Bb3HMKHAT TPYIHOCTU IIPU THIKY-
BAHETO HA 3aIB/LKCHMATA HA IPUTEXATENIMTE HA ChIIECT-
BYBAllM pa3pelleHNs] BbB BPb3KAa C MOCTbIA HO [AHHM.
TMopamu ToBa, ¢ 1en [a ce u30ETHAT NOMBIHMTEIHN 3aTpYll-
HEHIS, € HeOOXOOMMO [a Ce YTOUHST 3abKeHMsSTa Ha

() OB L 366, 15.12.1992 r,, ctp. 10.
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ITbp3KABUTE UNEHKM, OCOOEHO 3aIBIIKEHMETO A Ce IpOBEpH
[IaJ IIPUTEKATENAT Ha paspelleHne MOXe a IOKaxe, ye MMa
IIOCTBI [0 IOKYMEHTAlMs, KOATO OTrOBAps Ha M3MCKBAHMATA
Ha npuioxenue II KpM nocoueHata pmpekTuBa. Tosa
yTOuHeHMe of0aue He HAJlara HOBM 3aIbIDKCHUS HA
IIbpKaBUTe WIEHKM WM Ha NPUTEXATeSIMTe Ha paspelieHus
B CpaBHEHME C NPUETUTE JOCera MMPEKTUBM 33 M3MEHEHVe Ha
npwioxenue I KbM mocoueHaTa OMPEKTMBA MIIM C perfia-
MEHTUTE 3a ONOOpSIBAHE HA AKTUBHM BELIECTBA.

9 B cvotsercTBye ¢ uneH 13, maparpad 4 ot Pernament (EO) No
1107/2009 crensa ma Obe CHOTBETHO M3MEHEHO MPUIIO-
KeHMeTo KpM Permament 3a mambnaenue (EC) Ne 540/2011
Ha Komucmsita or 25 wmait 2011 r. 3a npunaraHe Ha
Permamvenr (EO) Ne 1107/2009 ©a  Espomerickus
naprnameHT 1 Ha CbBeTa 10 OTHOLICHME HA CIMCHKA HA O100-
peHuTe akTMBHM Belectsa (1).

(10) Mepkute, npegBMOEHM B HACTOSWINMS peITIaMEHT, Ca B CbOT-
BETCTBME CBC CTAaHOBMUIETO Ha IlOCTOSIHHMS KOMMTET IO
XpaHUTEIIHATa BEPMUIa M 3[PABETO Ha XKVUBOTHUTE,

[TPUE HACTOALINSA PEITIAMEHT:

Ynen 1
Ono6pﬂsaﬂe Ha aKTUBHOTO BellIeCTBO

AxtngHOTO BewectBo Trichoderma asperellum (wam T34), cneumdu-
LMPaHo B IpuiloxeHyie [, ce ogobpsiBa py yCIoBMSITA, IIPEBUIEHN
B CBILIOTO MPUIIOKEHNE.

Ynen 2
IToBTOpHa OLEHKa Ha MPOXYKTUTE 3a PACTUTENIHA 3allUTa

1. o 30 moemspu 2013 r. mpyu HeOOGXODMMOCT IbpKABUTE
WIEHKM M3MEHSIT JWIM OTHEMAaT B CHOTBETCTBME C pasmopenbure Ha
Permamenr (EO) Ne 1107/2009 cbluecTByBammre paspelreHns 3a
TIPOIYKTY 3a PaCTUTENHA 3AIUMTA, CBIBPKAIIM AKTUBHOTO BEIIECTBO
Trichoderma asperellum (wam T34).

Mo Tasu paTa Te NO-CNELMaNHO NPOBEPSABAT [AllM Ca V3IIBIHEHM
YCIIOBUSATA, TIPENBUNIEHM B IIPUIIOKeHNME | KbM HACTOAIIMS PETTIAMEHT,
C VBKIIOYCHME HA YCIIOBUATA, ONpEHeNieHM B Ipaata CbC CreLy-
duuHMTE pasmopembu B IOCOUEHOTO MPWMIIOKEHNME, KAKTO ¥ Mam
TNIPUTEXATENAT Ha PA3PELIEHMETO PasIoNiara € JOKYMEHTauus Wim
IOCTBII [0 MOKYMEHTALMs, OTTOBapsAlla Ha M3UCKBAHMATA, MpeM-
Buienn B mpuoxkenne 11 koM [upekrusa 91/414/EVO, cbrmacHo
ycrosusita Ha wieH 13, maparpagu 1—4 oT cbluata AMpeKTMBa 1
yied 62 ot Permament (EO) Ne 1107/20009.

2. Ypes meporauyst oT pasnopenbute Ha maparpad 1 3a Bceku
paspelleH MPOIYKT 3a pacTMTENHa 3ammTa, chabpxkaui Trichoderma
asperellum (wam T34) KaTo eIMHCTBEHO aKTMBHO BELIECTBO WIM KATO
€[IHO OT HAKOJKO aKTVMBHM BEWIECTBA, IPY TOTIOXEHME Ye BCUUKM Te
ca BKJIIOYEHNM B IPMIIOXKEHMETO KbM Permament 3a m3mbinenne (EC)
Ne 540/2011 Hait-kbcHO mo 31 Mait 2013 1., IbpKaBUTE WICHKN
V3BbPUIBAT TOBTOPHA OLEHKa Ha IIPONYKTa CBINIACHO eIMHHUTE
NPUHLMIN, MOCOYeHy B uieH 29, maparpad 6 or Permament (EO)
Ne 1107/2009, Bb3 OCHOBA Ha HOKyMEHTAllVs, OTIOBapsiia Ha
u3nckBanusita Ha npuioxenne 1[I koM Tupekrusa 91/414/EMO,
KaTo0 OTYMTAT TPEABMICHOTO B rpadara CbC  CreLmUIHNTE
pasmopen6u B mpunoxenyue | KbM HACTOSIIMS perflAMeHT. Bs3
OCHOBA Ha Ta3u OLEHKA Te ONPENENAT MNanyu MPOIYKTHT OTroBaps
Ha YCIOBUATA, MOcoueHM B wieH 29, maparpad 1 or Permament
(EO) Ne 1107/20009.

Cren Kato OIPENETIAT TOBA, TbPKABUTE UIICHKI:

a) B CIyyail Ha mpomykt, cembpxawt Trichoderma asperellum (wam
T34) KaTo ENMHCTBEHO aKTHBHO BEIIECTBO, IPU HEOOXOMMMOCT
VIBMEHAT WIIM OTTENNIAT Pa3pelleHneTo Hai-KbcHo 1o 30 HoeMBpu
2014 r.; umn

0) B ciayuait Ha mpomykt, cembpxaw Trichoderma asperellum (wam
T34) Karo €IHO OT HSKONKO AKTMBHM BELICCTBA, IPY HEOOXO-
IMMOCT M3MEHST WIIM OTHeMaT paspelleHyuero no 30 HoeMBpu
2014 r. wam 1o narata, ONpedeneHa 3a TAaKOBA M3MEHEHMeE MIIn
OTHEMaHE B CHOTBETHIS KT MIIM aKTOBE, C KOMTO/KOUTO CHOTBET-
HOTO(MTE) BeuecTBo(a) efca BKIIOYEHO(M) B MpuiioxeHue | KbM
[upexrysa 91/414/EVO nmn efca omoGpero(u), B 3aBUCHMOCT OT
TOBA KOS OT JBETE [IaTU € IO-KbCHA.

UYnen 3

Vzmenenns Ha Permament 3a usmpiHenue (EC) Ne 540/2011

Tpunoxenviero kpM Permament 3a mmpnuenve (EC) Ne 540/2011
ce u3MeHA B CHOTBETCTBME C mpwioxenue II KpM HacTosmms
peryiaMeHT.
Ynen 4
Bnm3ane B cuila M [aTa Ha NpuiaraHe
Hacrosmsr permamMeHT Biamsa B CUIIa Ha [OBaleceTys IeH CIIel

nyonukysaero My B Oduyuanen secmuur Ha Eeponeiicrus csio3.

Toit ce npunara or 1 roun 2013 r.

Hacrosimmst PpernaMeHT € 3aIbJIKUTEIIEH B CBOATA LIAJIOCT M CE Tpuiiara IpsAKO BbB BCMUYKM TbpPKaBU

YJICHKU.

Cncrageno B bprokcen Ha 19 mexkemspy 2012 romura.

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

3a Komucuama
Tpedcedamen
José Manuel BARROSO



ITPUTTOKEHME 1

[lomymnspHO HAMMEHOBAHME, MICHTH(UKALIOHHN
HOMepa

Hanmenosauue no [UPAC

Yucrora (1)

Iara Ha omoGpeHMeTo

Mstuuane cpoka Ha OIOGPEHMETO

Creunduunm pasnopenom

Trichoderma asperellum (wam T34) He ce mpuara
CECT Howmep: 20417

1x10'% CFU/g

1 toun 2013 1.

31 wmait 2023 1.

3a mpuIIaraHeTo Ha CMHHUTE NPUHLMIN, YIOMEHATH B wieH 29, naparpad
6 or Pernament (EO) Ne 1107/2009, ce B3emar 1o BHMMaHue
3aKIIIOUCHNSITA OT JOK/Iala 3a mperyien oTHocHo Trichoderma asperellum
(mam T34) u no-cnetmanuo gomsiseHns | u Il KkbM Hero, BbB BUfa, B
KOITO ¢ QuHamanpad oT [TOCTOSHHMS KOMUTET [0 XPAaHMTeNHATA Bepura
n 31apaBeTo Ha KuBoTHUTE Ha 20 Hoemspu 2012 r.

IIpy Ta3u LATOCTHA OLEHKA IIbPXKABUTE WICHKM TPsiOBa a 0ObpPHAT
CIIELMATIHO BHUMAHME HA 3aLIMTATA HA ONEPATOpUTE ¥ PabOTHMINTE, KATO
ce uMa npensuy, ue Trichoderma asperellum (wam T34) ce cumra 3a
TOTEHUMANICH CeHCHOMIU3ATOP.

Koraro e uenec1>06pa31-10, ycnosuATa 3a yHOTpe6a BKJIIOYBAT MEPKM 3a
HaMaJlsiBaHE Ha pucka.

(1) TombnHuTeNnHN! IIOIIPO6HOCTM 33 MOEHTUYHOCTTA U cneum(})mxaunm‘a Ha aKTMBHOTO BEIIECTBO Ca IPENOCTaBEHM B JIOKJIAIAa 3a ITPEITIEM.

TT10TCI 0T

od

q BH MMHLI4 HQU’BI/ITII/I(I)O

£0190 BIdMAL0de

19/0s¢ 1



ITPUTTOKEHME 11

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

HOHYH}IPHO HanMEHOBaHME, MIEH-

Home;
p TUPUKALMOHHN HOMepa

Hanmenosanue no IUPAC

Yncrora (*)

[ata Ha omobpe-
HIETO

Vstiuane cpoka Ha
0noOpeHeTo

Cretmuury pasnopenon

.29 Trichoderma asperellum (wam
T34)
CECT nowmep: 20417

He ce npunara

1x10'° CFU/g

1 ronn 2013 1.

31 mait 2023 T

3a nmpwsiaraHeTo Ha EOMHHMTE NMPUHLMIM, YIIOMeHaTH B wieH 29, maparpad 6
ot Pernament (EO) Ne 11072009, ce B3emar 1oj BHUMaHMe 3aKIIOYEHMSITA OT
nokiaga 3a mperien ortHocHo Trichoderma asperellum (wam T34) u no-
creuyaso nombiHenns 1 u II KbM Hero, BbB BUIA, B KOWTO € (QUHAIM3MPAH
or [ToCTOSIHHMSI KOMUTET 10 XPaHMTENIHATAa BEpMUIa M 3IPaBETO HA XMBOTHUTE
Ha 20 noemspyu 2012 r.

[Ipy Tasy UANIOCTHA OLEHKA [IbPXKABUTE WICHKM TPsOBA 1 OGbPHAT CIIELMATHO
BHMMAHJNE Ha 3alIMTaTa Ha OlepaTopute M pabOTHULMTE, KATO Ce MMA MPEMBUI,
ue Trichoderma asperellum (wam T34) ce cunura 3a noTeHUMANeH ceHCUOMIN-
3aTOp.

Korato e 1erecbo0pasHo, ycioBusTa 3a ynorpeba BKIFOUBAT MEPKM 33 Hama-
JsBaHe Ha puCKa.”

(*) dombnHuTeNHN MOTPOGHOCTM 33 MACHTUYHOCTTA M XapaKTePUCTUKUTE HA aKTMBHOTO BELIECTBO €A NMPEIOCTABEHM B OKIIANA 3a MpEryef.

79/0s¢ 1

od

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

£0190 BudMaLodg

1101 0T
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