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PEITIAMEHT (EO) Ne 1168/2009 HA KOMUCHSATA

ot 30 HoemBpu 2009 ropuHa

3a OTXBBbpJIsiHE HAa 3[IpaBHA NMPETEHLIUS 3a XPaHU, PAa3IMYHM OT OHE3M, KOUTO C€ OTHACAT OO HaMajlsiBaHe
Ha puCKa OT 3a0onaBane u OO0 pa3sBUTHUETO U 3[PaBeTO Ha Jerara

(rekct or 3Hauenue 3a EWII)

KOMUCUATA HA EBPOIEMCKUTE OBLIHOCTH,

Kato B3e mpensui Joropopa 3a chasaHe Ha EBporneiickata oOmHOCT,

karo B3e npensua Permament (EO) Ne 1924/2006 na Esporerickus
napnameHT 1 Ha Cbeera or 20 pekemspu 2006 TI. OTHOCHO

XpaHMTENIHM UM 3OpaBHM IpeTeHumu 3a  Xpauute (1),

n 1o-

crenyanHo uneH 18, maparpa 5 ot Hero,

KaTo yMa TIpEenBuM, ve:

Mo cumara Ha Permament (EO) Ne 19242006 sppasmute
NpETEHIMM 33 XpaHWTe ca 3a0paHeHM, OCBEH aKO He ca
paspemieHn or Komucudra B CHOTBETCTBME C IOCOYEHMS
perlaMeHT M He ca BKIIIOYEHM B CINMCHKA HA paspellieHuTe
TIpeTeHINI.

B Permament (EO) Ne 1924/2006 ce mpemsykma cChbilo, de
3asBIEHMSATA 32 pa3pelleHne Ha 3[PaBHM IMPETeHLMM MOTAT [a
ObIaT MOaBaHM OT PHKOBOMMTENNTE HA XPAHUTEIHM IPel-
NpUATUS [0 HAlMOHANHUS KOMIICTEHTCH OpraH Ha JaleHa
IbpXkapa-ufieHKa.  HalMOHanmHMAT =~ KOMIETeHTeH — OpraH
Tpenpana BaIMIHUTE 3asBleHNs Ha EBpomeiickus opraH 3a
OesomacHoct Ha xpanute (EOBX), Hapuuan mo-mony
»Opransr®.

Cren momyuaBaHero Ha 3asBreHnme OpraHsT —He3a0aBHO
uHGOPMMPA 32 HEr0 OCTAHANIATE ObPXKABU-UICHKM U
Kommensara m m3nmsa CbC  CTAHOBMIIE IO  BBIPOCHATA
31paBHa NPETEHLMSL.

Komucnsata ce mnpomsHacsi OTHOCHO —pa3pellaBaHETO Ha
3IPaBHM NPETEHLMM, KATO B3eMa IIPENBMH CTAHOBMILETO Ha
Oprana.

Cnen nopmasanero Ha 9 okromspu 2008 r. Ha 3asBneHME OT
ctpara Ha Brudy Technology S.L cbrmacHo witen 13,
naparpad 5 or Permament (EO) Ne 1924/2006, Oprambr

() OB L 404, 30.12.2006 r., ctp. 9.

TpsiOBalie [Ja M37Ie3e CbC CTAHOBMILE [0 3IPaBHA MPETEHLNS
OTHOCHO BB3elicTBieTo Ha Algatrium® BbpXy AaHTHOKCH-
mantHus  otroop  (Bempoc  Ne  EFSA-Q-2008-705) (2).
V3paseHara or 3asBUTENs IpeTeHIMs Oemre (popMmymmpana
10 CrenHns Haume: ,Algatrium® sacuiBa aHTMOKCHIAHTHIUS
OTIOBOpP Ha BAlIMs OPTaHM3bM: HEOOMKHOBEHO XPAHUTETHO
BEIIECTBO, 3 KOETO € HAYYHO [0KA3aHO, Y€ CTUMYIMPA aHTH-
OKCUMOAHTHUTE 3allUTHU CWIIM HaA KIIETKUTE B YOBELIKNSA
OpraHu3bM®.

Ha 16 mapr 2009 r. Kommcuara M HbpKaBUTe-UIIEHKU
NOJy4uXa HAyyHOTO cTaHoBMue Ha OpraHa, KOWTO Bb3
OCHOBA Ha TIPENIOCTABEHMTE JAHHM CTUIA [0 3aKIIOYEHMETO,
ye He € YCTaHOBEHAa IIPUUMHHO-CTIENCTBEHA BPH3KA MEXIY
ynorpebara Ha Algatrium® u npummcBaHmst My edekr.
CBOTBETHO, Tbif KaToO MpeTeHLMsSTa He OTrOBaps Ha M3MC-
kBaHmsita Ha Permament (EO) Ne 1924/2006, 1 He crempa
ma Gble paspelieHa.

Ilpu ompeensHeTo Ha MepKuTe, TPEABUICHN B HACTOSLIMS
pernameHT, 6s1xa B3eTM I0I BHMMAHIE KOMEHTapyTe Ha 3asiBl-
TeNATe M Ha OTHENHM IPaxIaHu, noiydyeru B Kommcusra no
cwiata Ha wieH 16, maparpad 6 or Permament (EO) Ne
1924/2006.

3mpaBHuTe IpeTeHLMM, MOCodeHM B wieH 13, maparpad 1,
Oyksa a) or Permament (EO) Ne 1924/2006, ca npemmer
Ha MPEXOIHMUTE MEPKM, M3NOXKeHM B uneH 28, maparpad 5
OT TMOCOYEHMs pEerIaMeHT. 3a  3[paBHaTa  NpeTeHUVsA
,Algatrium® 3aciiBa aHTMOKMIAHTHYS OTTOBOP HA BAIMS
OPraHM3bM: HEOOMKHOBEHO XPAHMTEIHO BEIIECTBO, 33 KOETO
€ HayyHo [IOKa3aHO, Ye CTMMYIIMpa aHTMOKCUIAHTHUTE
3ALMTHM CUITYM HA KIIETKMTE B YOBELUKMS OPraHuM3pM* obaue
Opra”bT [OCTUTHA [I0 3aKJIIOYEHVETO, 4Ye He € Hanmue
IPUUMHHO-CTICACTBEHA  BPb3KA ~ MeXHy ymotpe6ata Ha
Algatrium® n 3asBerns edexr. [lopamyu TOBa MpeTeHUMATA
He orrosaps Ha Pernament (EO) Ne 19242006 u crep-
OBaTeJIHO NpPEXONHMAT IepuoNl, MNpelBuieH B uileH 28,
naparpad 5 OT IOCOYCHMsSI PEITIAMEHT, He € MPIIOKMM. 3a
Ia ce fame Bb3MOXKHOCT HA CTONAHCKUTE CyOeKTM B XpaHu-
TelHATa IPOMUIUIIEHOCT [a Ce ChOOPAa3siT C M3MCKBAHILSTA,
YCTAaHOBEHM C HACTOSILMSA ~ pEITIaMeHT, criefa  Ja  ce
TIIPEBUIN IPEXOHEH MEPYOM OT IIECT MeCela.

MCpKI/ITC, NPENBUOEHN B HACTOALUMA PEINIAMEHT, Ca B CHOT-
BETCTBME CbC CTaHOBMILETO Ha [lOCTOSIHHMSI KOMUTET 110
XpaHNUTETIHAaTa BEpUTA M 3[OPABETO HA KMBOTHMUTE,

(%) The EFSA Journal (2009) 942, crp. 1—9.
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[TIPYIE HACTOALLNSA PEITIAMEHT: Ts obaue Moxe [1a MPOIBIKM JId CE M3MON3BA B MPOIbIKEHME HA

LIECT Mecena CIIeN BIVM3AaHETO B CMJIA HA HACTOALIMA PETIIAMEHT.

UYnen 1

3npapHaTta NpeTeHUMs, NO0COYeHa B IIPUIIOKEHMETO KbM HACTOSWIMSA
peryaMeHT, He ce BKIIIOYBA B CIMCbka Ha OOMHOCTTa Ha paspe-
LIeHNTE TPETEHINMI, KAKTO ¢ MpeaBuieHo B unmeH 13, maparpad 3
ot Pernament (EO) Ne 1924/2006.

Ynen 2

Hacrosmmsr pernaMeHT BIM3a B CWIa HAa [IBameceTus HeH CIed
ny6rukysadero My B Oduuyuanes secmuur Ha Esponeiicrus catos.

Hacrosimmst pernaMeHT € 3aIbIKUTENIEH B CBOATA LSAJIOCT M CE Mpuiiara MpsKO BbB BCMUKM ObpXKaBU-
YJIEHKI.

CocraBeno B bprokcen na 30 noemspyu 2009 rommna.

3a Komucuama
Androulla VASSILIOU
UYnen Ha Komucuama

TIPUTTOKEHME
OTXBBPJIEHA 3[IPABHA IPETEHLIVA

XpaHUTENHO

3asiBlieHMe — MMAIIM OTHOLICHME PA3NOPENOM | BEIIECTBO, BEIIECTBO, Homep Ha cramo-

Ha Permament (EO) Ne 1924/2006 XpaHa WM KaTeropyst Mpereruui sumero Ha EOBX
XpaHa
3npasHa nperentys o wiex 13, naparpad | Algatrium® JAlgatrium® 3acunsa anTnokunantaus | Q-2008-705

5 — Bb3 OCHOBAa Ha HOBU HayyHM TIOKa-
3aTeIICTBA I/I/MJ’[I/I BKJIIOUBalId MCKaHE 3a
3alluTa Ha YaCTHU HAHHU

OTTOBOp Ha BALIMsI OPrAHM3bM: HEOOMK-
HOBEHO XPaHUTEITHO BELIECTBO, 33 KOETO
€ Hay4yHo JI0Ka3aHO, 4e CTUMYIIMpa aHTH-
OKCUIAHTHWUTE  3allMTHM  CWIIM  Ha
KIIETKMTE B YOBEUIKVS OPTaHM3bM"




