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Odurimanen BecTHuK Ha EBpomeiickus cpro3

14.12.2010 .

PELLIEHME HA KOMUCUATA

ot 13 pexkemspu 2010 roguna

OTHOCHO u3MeHenne Ha Pemenume 2009/980/EC mo oOTHOIIEHMe Ha YCIOBMATA HA M3MOJI3BaHE Ha
paspellieHa 3IpaBHa NpeTeHLNS OTHOCHO Bb3[ENiCTBIETO Ha BOTHOPA3TBOPMM [OMareH KOHLEHTPAT
BBpPXy TPOMOOLMTHATa arperauust

(nomuuyupano nod nomep C(2010) 8828)

(CaMO TEKCTHT Ha aHIJIMICKM e3UK e aBTeHTM‘[eH)

(rekct ot 3Hauenme 3a EMII)

(2010/770/EC)

EBPOITEMICKATA KOMMCHS,

KaTo B3e mpemsui [10roBopa 3a ¢yHKUMOHMpaHeTO Ha EBpomerickis
CBI03,

karo B3e npemsun Permament (EO) Ne 1924/2006 na Epormeiickus
napnamedT 1 Ha Cveeta or 20 pekemspu 2006 . OTHOCHO
XpaHUTeIIHM ¥ 3[paBHM IpeTeHuuu 3a xpammre (1), ¥ 1o0-
cretpantio une 18, maparpad 4 u wien 19 or Hero,

cren KOHcynrauyu ¢ EBpomeiickust opraH 3a  6e3omacHOCT Ha
XpaHMUTe,

Cred KOHCynTauum ¢ JIbpKaBUTe-UIIeHKH,
KaTo MMa Ipensup, 4e:

(1) Bcrmepcteme Ha craHOBMIIETO Ha EBpomejickms opraH 3a
OesomacHoct Ha xpanurte (EOBX), mo-Hatatbk Hapuuan
»OpraHbT“, OTHOCHO BB3NENCTBMETO HAa BOXHOPA3TBOPYUM
nomared koHueHTpar (WSTC) I u Il BbpXy akTMBHOCTTa Ha
TpoMOOLIMTITe B KPBBTA Ha JMIA C TOOPO 3APaBOCIOBHO
cpcrosiue  (Bempoc Ne  EFSA-Q-2009-00229) (3),
3UpaBHAaTa  IpETeHLMs, INacAlld, 4Ye  BOXHOPA3TBOPUM
nomateH Konuentpar (WSTC) I u II ,cnomara 3a mommbp-
XKAHETO HA HOpMalHa TPOMOOLMTHA arperauus, KOETO
mompuHacst 3a JHoOpus KpbBOTOK®, Gemle paspemreHa c
Pewervie Ha Komucusita 2009/980/EC (3). B choTBerBercTBUE
¢ wnen 16, maparpad 4 or Pernament (EO) Ne 19242006
Pewenne 2009/980/EC BKIIOUM CIIEHOTO YCIOBME 3a
M3MON3BAHE Ha 3[paBHaTa mpereHuwns: JIHpopMammst 3a
noTpeOUTENSL 32 TOBA Ye MOJIE3HOTO MEIiCTBME HACTBIBA MU
nHeHa KoHcymauma Ha 3 ¢ WSTC I umm ma 150 mg WSTC
II B Hait-MHOro 250 ml MITOIOB COK, apOMATM3MpaHa HATIMTKA
WM KUCENO-MIeUHA HamMTKa (OCBEH CHMITHO IacThOPU3M-
panuTe)”.

(2) [Ipu Te3u 0OCTOSITENCTBA MONATENAT HA 3asBIIEHNETO Provexis
Natural Products Ltd. momame wa 31 wmapr 2010 .
3asiBJICHME 3a M3MEHEHVME Ha Pa3pelieHNETO Ha CHOTBETHATA

() OB L 404, 30.12.2006 r., ctp. 9.
(%) Bronemun na EOBX Ne 1101 (2009 r.), crp. 1—15.
() OB L 336, 18.12.2009 r., ctp. 55.

31paBHA NpeTeHUMs cbraacHo wieH 19 or Pernament (EO)
Ne 1924/2006. V3MeHeHMeTo ce OTHACS 3a paslMpsIBAHE
Ha yCIOBMATAa Ha M3ION3BaHE, NPUIPYXKaBallM paspeuleHaTa
3[paBHa MPETEHLMs, KaTo Ce Pa3peliyt MO-CIeUMaIHO HEMHOTO
M3MONI3BaHE B XPAHMTEITHM TOOABKML.

(3) Or OpraHa Oeme TNOMCKAHO [ TPENCTABM CTAHOBMILE
OTHOCHO M3MEHEHVMETO Ha YCJIOBMSTAa 3a WU3MOJ3BaHE Ha
30paBHaTa IPETEHLMs, TpemIoxkeHo OT mopjatend. Ha
23 jom 2010 1. KommucuaAra u  ObpXKaBUTE-WIEHKU
nojyuuxa HayuyHo craHosmmie Ha Oprana (Bempoc Ne
EFSA-Q-2010-00809) (¥, koero ctura [0 3aKITIOYEHNETO,
ye Bb3 OCHOBA HA IIPENOCTABEHMTE MAHHM € YCTaHOBEHA
IPMUMHHO-CTIEACTBEHA BPb3Ka Mexy ymorpebara Ha WSTC
[ u Il B xpanurenuu no0aBKM KaTo MpaxoBe, TAONETKM 1
KAICyIM ¥ NPUINCBAHNS MM eQeKT.

(4) [IpemBun HayuHoTo cTaHOBMule Ha OpraHa M ¢ uen Ha ce
paswMpy  M3ION3BAHETO HA 3OpaBHATa IPETEHUMA 110
OTHOLIEHWE HA XPaHWUTE, Pa3lIMUHM OT Beue paspelleHuTe, €
HEOOXOMMO [1a Ce M3MEHST YCTIOBUAITA 33 M3IOI3BAHE.

(5)  Tlopamm ToBa Pemenme 2009/980/EC cmempa fna Obe
CBOTBETHO M3MEHEHO,

[TPUE HACTOAIIOTO PELUEHME:

Ynen 1

B nmpwioxenvero kbM Pemenme 2009/980/EC  TekcTsT Ha
yeTBbpTaTa KONOHAa (YCTIOBMSL 3a M3MON3BAHE HA  3[IpaBHaTa
MPETEHINS) Ce 3aMECTBA CbC CIEIHOTO:

JMHpopMalms 3a moTpeOuTeNsl 32 TOBA Ye IMOJIE3HOTO JIECTBME
HacTblBa HpM [HeBHAa KoHcyMauus Ha 3¢ WSTC I wm Ha
150 mg WSTC II B Haii-MHOro 250 ml mIomoB oK, apoMaTu-
3MpaHa HATMTKA MM KUCENO-MJIeYHA HAMUTKA (OCBEH CHUITHO
MACTHOPM3MPAHNTE) M TPU JHHEBHAa KOHCyMaums Ha 3 g
WSTC I wmm wa 150 mg WSTC I B xpanurenuu mo6asku,
HpUETH C Yalla BOIA WM Jpyra TeYHOCT.”

() Bronemun na EOBX (2010 r.); 8(7):1689.
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UYnen 2

Aqpecar Ha HacTosinoTo peurenne e Provexis Natural Products Ltd., Thames Court, 1 Victoria Street, Windsor,
Berkshire, SL4 1YB, ObenmueHO KparncTeo.

CpcraBeHo B bprokcen Ha 13 nexkemspu 2010 romuna.

3a Komucuama
John DALLI
UYnen Ha Komucuama




