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(HesaroHodamenHu armose)

PETTTAMEHTU

PEITIAMEHT (EC) Ne 375/2010 HA KOMUCHUATA

ot 3 Mait 2010 roguHa

3a OTXBbpPJIAHE Ha 3[paBHA NpPETEHIMs 3a XpaHW, pa3InNYHa OT NPETEHIMUTE, KOUTO Ce OTHACAT 0
HaMajsiBaHe Ha pUcCka OT 3a0onsaBaHe u 10 pasBUTHETO M 3[pPaBE€TO Ha Jenara

(Tekct or 3Hauenme 3a EMII)

EBPOITEVICKATA KOMMCU,

Kato B3e mpemsun [loroBopa 3a QyHKLUMOHMpPaHeTO Ha EBporerickus

CBIO3,

Kkaro B3e mpempuy Permament (EO) Ne 1924/2006 Ha Espomeiickus
napnamedT 1 Ha Cweera or 20 pekemspu 2006 TI. OTHOCHO

XpaHUTETIHU U

3npaBHM npereHumu 3a  xpanumre (1), u mo-

CreyanHo uneH 18, maparpa 5 ot Hero,

KaTto uMma Ipensuf, ye:

1)

[lo cwrara Ha Permament (EO) Ne 1924/2006 sppasHute
NpETeHLMM 3a XpaHMTe ca 3a0paHeH:, OCBEH aKO He ca
paspemiennt ot Komucusita B CBHOTBETCTBME C IOCOUEHMS
PeINIaMeHT M He Ca BKIIIOYEHM B CIChKA Ha paspeuleHuTe
TIPETEHLINN.

B Pernament (EO) Ne 1924/2006 ce mpemsikia Chbilo, de
3asBIICHNMATA 33 pa3pelllaBaHe HA 3[IPAaBHM IIPETCHLMM MOTaT
a ObOAT [OaBaHM OT CTONAHCKUTE CyOeKTM B XpaHUTENHATA
NPOMMIIIEHOCT 1O HAIVMOHATHMS KOMIIETGHTEeH OpraH Ha
IajieHa  [IbpXaBa-ulleHKa. HalmoHanmHmaT — KOMIeTeHTeH
OpraH mpempaiia BalWIHWUTE 3asBleHns Ha Eppomerickus
opran 3a GesomacHoct Ha xpanmre (EOBX), Hapuuan mo-
HaraTbK ,Opransr®.

Cnen mnomyuasaHero Ha 3asiBneHme OpraHsT —Hesa0aBHO
MHQOPMMPA 3d HETO OCTAHAIINTE [IbPXKABU-UIICHKM U
Kommucyuata m masa CTaHOBMUIE IO BBIPOCHATA  3[IpaBHA
TIpeTeHIMs.

Kommcnsara ce mpomsHacss OTHOCHO —pa3pellaBaHETO Ha
3IPaBHM INIPETEHLMM, KATO B3eMa IIPEMBMI CTAHOBMILETO Ha
OpraHa.

Cnen nopasanero Ha 22 nexemspu 2008 1. Ha 3asBieHue 10
cwlata Ha wien 13, maparpad 5 or Permamenr (EO)
Ne 1924/2006 or crpana na PROBI AB, Opraubr
TpsibBae 1a ce IPOM3HECE CbC CTAHOBMILE IO 3IpaBHA
IpETeHLMsT  OTHOCHO  Bb3ueiictBuero Ha  Lactobacillus
plantarum 299v Bbpxy mnomoOpsiBaHero Ha abcopOumsita Ha
xersso (Bbrpoc Ne EFSA-Q-2008-785) (?). Uspasenara or

() OB L 404, 30.12.2006 r., ctp. 9.
() The EFSA Journal (2009) 999, ctp. 1—9.

3asBuTEN MpeTeHIMst Oewe GOpMyTMpaHa IO  CIEIHNS
saund: Lactobacillus  plantarum  299v  (DSM  9843)
nonoGpsiBa abcopOumsaTa Ha XKems30“.

Ha 6 anpun 2009 r. Kommcmara m mbpKaBuUTe-UIIEHKM
NOJIyYMXa HAyyHOTO cTaHOBMule Ha OpraHa, KONTO Bb3
OCHOBa Ha TIPEIOCTABEHMTE HaHHM CTMIA 1O 3aKIIOYEHMETO,
Ye He € YCTAaHOBEHa IIPUUMHHO-CIIEHCTBEHA BPb3KA MEXIY
yrorpebata Ha Lactobacillus plantarum 299v (DSM 9843)
¥ npumycBanus My edekT. ChOTBETHO, Thil KaTO IpeTeHLNsTa
He OTroBaps Ha U3KMCKBaHMATa Ha Permament (EO)
Ne 1924/2006, Ts He cnensa ma Obie paspelieHa.

[Ipy WM3roTBSHETO HA MepKUTE, IPENBUIEHM B HACTOSIINS
pernaMeHT, Oewie OOBPHATO BHNMAHME Ha MOJYUCHUTE OT
Kommensita mo cwnata Ha wien 16, maparpap 6 ot
Permament (EO) Ne 1924/2006 koMeHTapy Ha 3asiBUTEIHTE
Y Ha TpaxIaHML.

3npaBHuTe npereHuMM, mocoueHn B wieH 13, maparpad 1,
Oyksa a) or Permament (EO) Ne 1924/2006, ca mpemmer
Ha NPEXOIHNUTE MEpKHU, ompelelieHy B wieH 28, maparpad 5
OT MOCOYEHMS PEINIAMEHT, CaMO aKO OTrOBapAT Ha M3NIO-
KEHHUTe TaM YCIIOBMs, MEXIy KOMTO M TOBa, ue TpsiOBa ma
ca B CBOTBETCTBUME C IOCOYeHMs perlameHT. Thil  Kato
OpranbT [IOCTUTHA IO 3aKIOYEHNETO, Ye He € Hajuue
IIPUYMHHO-CICCTBeHA BPb3Ka Mexny ymnorpebata Ha Lactoba-
cllus plantarum 299v (DSM 9843) u npumucsanus My
edekr, mnpereHumsaTa He orroaps Ha Pernament (EO)
Ne 1924/2006 u CregoBaTenHO MPEXOOHMST —IEPHOIL,
npenBuieH B wieH 28, maparpad 5 OT MOCOYEHNS! pErlaMeHT,
He € NPWIOKMUM. 3a Ja ce [Jafe Bb3MOXKHOCT Ha CTONAHCKUTE
cyOeKkTy B XpaHMTEIHATa MPOMMUUIEHOCT [ Ce ChOOPassT ¢
WBMCKBAHMATA, YCTAHOBEHM C HACTOSIIMS PEITIAMEHT, ce
IPEABMKIA MPEXOIEH MEPYOM OT IIECT MECela.

Mepkure, NpeaBUIEHN B HACTOSIIMS pEITIAMEHT, Ca B ChOT-
BETCTBME ChC CTAaHOBMILETO Ha IIOCTOSIHHMS KOMUTET IIO
XpaHUTEHATA BEpUra ¥ 3IPABETO Ha KMBOTHUTE ¥ He Osixa
00eKT Ha Bb3paxeHue OT cTpaHa Ha EBporeiickus maprmameHt
n CobBera,
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[TPUE HACTOALINSA PEITIAMEHT:

Ynen 1

3npaBHaTa MpeTeHINS, MOCOYeHa B TPUIOKEHNETO KbM HACTOSIINS
perfiaMeHT, He ce BKIIOYBA B crmcbka Ha OOIHOCTTAa Ha paspe-
LIEHNTE TPETEHIMM, KAKTO € MpeBUIeHO B wieH 13, maparpad 3

ot Pernament (EO) Ne 1924/2006.

Ta obaue Moxe a MpoOb/IKM Oa C€ M3IO0JI3Ba B IPOIOBIIKEHME Ha
LECT Mecena CIIEH BIM3AaHETO B CMIIA HAa HACTOALIMSA PETTIAMEHT.

Ynen 2

Hacrosumsr permaMeHT BIM3a B CHIa Ha [BajieceTsi I€H CIield
nyomikyBaseto My B Oduuyuaned secmHur na Esponeiicrug cetos.

Hacrosimmsr PpEernaMeHT € 3aIbIIKUTENIEH B CBOATA LSAJIOCT M CE Npyiiara MpsAKO BbB BCMYKM IbpXKaBi-

YJICHKU.

CbcraBeHo B Bprokcen Ha 3 mait 2010 rommsa.

3a Komucuama
Ipedcedamen

José Manuel BARROSO

TIPUTTOKEHUE

OTXBBpIEHM 3[IPaBHM TIpeTeHIUN

3asBiieHe — MMl OTHOLIEHYE
pasniopen6u Ha Pernament (EO)
Ne 1924/2006

XpaHUTETHO BELIECTBO, BEILIECTBO,
XpaHa MIIM KaTeropusi XpaHa

Iperenums

Homep Ha craHoBMIIETO Ha
EOBX

3ppaBHa NpeTEHLMS 10 4ileH
13, naparpad 5 Bb3 OCHOBa Ha
HOBM HAYYHN JIOKA3ATeNCTBA M|
WM BKIIOYBAILA VICKAHE 33
3aLUTA HA YaCTHU [aHHK

Lactobacillus plantarum 299v
(DSM 9843)

Lactobacillus plantarum 299v
(DSM  9843)  nomoGpsiza
abcopOupsiTa Ha KeJsi3o

Q-2008-785




