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PE[TIAMEHT (EO) Ne 101/2009 HA KOMUCHUATA

ot 3 ¢espyapu 2009 rogmHa

3a usMeHenune Ha Permament (EO) Ne 1800/2004 mo oTHOmEHMe Ha YCIOBMATAa 3a pa3pellaBaHe Ha
¢ypaxHara nobaska Cycostat 66G

(rekcT or 3HaueHme 3a ENII)

KOMUCHATA HA EBPOIEMCKUTE OBLIHOCTH,

KaTo B3€ IpENBUI ﬂOfOBOpa 3a Cb3JaBaHE Ha EBpOHeﬁCKaTa O6HIHOCT,

karo B3e npemsun Permament (EO) Ne 1831/2003 na Epormeiickus
naprameHt i Ha Coeera ot 22 cenremspy 2003 I. OTHOCHO H00aBKM
3a M3IOJI3BAHE IIPM XPAHEHeTO Ha XMBOTHuTE (1), M MO-CIeLMaIHO
urted 13, maparpad 3 or Hero,

KaTo MMa IIpenBsun, ue:

Mobaskara pobermmu  xugpoxopun 66 g/kg (Cycostat
66G), HapuyaHa mno-gomy Cycostat 66G, cBbp3aHa ¢
TUTYIsIpss Ha paspemtenyiero Alpharma (Belgium) BVBA,
NpUHAUIEXKAIA KbM IpyllaTa Ha KOKCHAMOCTATMINTE U
[IPYTM MENMLMHCKM BELIECTBA, € paspellieHa IMPY ONpeeneHy
ycrosust B cvorBercteme ¢ [upektusa 70[524[EMO Ha
Coeera (3. C  Permament (EO) Ne 1800/2004 wHa
Kommcmsita (}) ce paspemaBa ymotpebata Ha mobaBkarta 3a
IepMOI OT MeceT TONMHM 33 IIUIETa 3a YIOsiBaHe, HyJKM U
3aiium 3a yrosipane. [106aBKaTa e MOCOYEHA KATO ChIIECTBYBAIL
nponykT B chotBercTBMe ¢ uwieH 10 or Permament (EO)
Ne 1831/2003. Tsil Kato e [pegOCTaBeHa LsUlaTa
VHQOpPMALIMS, KOSITO Ce W3MCKBA CBITIACHO IOCOYEHATA
pasmopenfa, Tasy mobaBka e BmmcaHa B Permcrspa Ha
dypaxunte mobaskyu Ha OOLIHOCTTA.

C Permament (EO) Ne 1831/2003 «ce mpemocrass
Bb3MOKHOCT N1 Ce M3MEHM pa3spelleHMero 3a JIafieHa
[o0aBKa IO JMCKAaHe HA MPUTEKATENsl Ha PaspeluTesHOTO 1
crien Kato Gblie JameHo craHoBuie ot EBpormeiickus opra 3a
0e30macHOCT Ha XpaHMTe (HApMYaH [MO-IONY ,0praHa‘).
Alpharma (Belgium) BVBA, Turynsp Ha paspeicHue 3a
Cycostat 66G, nopame 3asBleHME C IPENNIOKeHMe 3a
NpOMSHA HAa YCIOBMATA HA paspellieHMeTo 3a MuIeTa 3a
yTOsIBAHE ¥ TYUKM, KaTo Ce BbBede MAKCUMATIHO JOMYCTHMA
TpaHMia Ha ocTaThunuTe BemiectBa (MITOB) u ce m3menn
KapeHTHMAT TepUON CJefl OIEHKa OT CTpaHa Ha OpraHa.
ChllIeBPEMEHHO TUTYIISIPAT HA PAa3pelleHMeTO MpPenoCTaBu
HEOOXOIMMTE JAHHKM B IIOIKpENa Ha OTIPABEHOTO VCKAHE.

268, 18.10.2003 r., crp. 29.
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317, 16.10.2004 r., ctp. 37.

G)

B cBoero cranosuie, npuero Ha 16 centemspu 2008 T. (%),
OpraHbT 3aKJIIOUM, Ue Bb3 OCHOBA Ha ChOOpAXeHMsTA 3a Oe30-
TMACHOCT He ChUICCTBYBA HEOOXOIMMOCT OT BbBEXINAHE Ha
KapeHTed nepuon, kKakto 1 Ha MJIOB 3a muera 3a
yrosisane. Toii JOCTMIHA [0 CBHIUMTE 3aKIIIOUEHMS OTHOCHO
nyiikmte. Bbhpeku ToBa TOM IIpemiara  CTOMHOCTM  3a
ciyyaute, B Kouto ca Heobxomumu MITOB. Toit cbio Taka
npefyiara 1a Obfle 3aMaseH METIHEBHVST KAPEHTEH IEpHON, 3a
ma ce m3berte BIIOLIABAHE HA BKyCA HA SUMBHUTE THKAHM OT
nmuuumre, Tpetupany ¢ Cycostat 66G.

3a [a ce OCMIypH BMCOKA CTeleH Ha 0e30macHOCT 3a MoTpe-
Ourenre ¥ ma ce MOXOOPYM KOHTPONBT HA INPABIIHOTO
mnomseae Ha Cycostat 66G, e uemechobpasHO ma ce
onpegersit MIATOB, kakTo npemiara opransT. IleTnHeBHUAT
KapeHTeH IIepUON CIIeBa [1a ce INOAIbPXKaA, 33 JIa Ce 3amasaT
IPYEMIMBUTE OPTAHONIENTUYHY XapaKTEPUCTUKM Ha MECOTO.

CrenoBatenzo Permamenr (EO) Ne 1800/2004 crempa ma
Oblic CHOTBETHO M3MEHEH.

MCPKVITC, NpenaBuueHn B HACTOAWIMSA periaMeHT, ca B CbOT-
BETCTBME CBC CTaHOBMILETO Ha [locTOSIHHMSI KOMUTET IO
XpaHuTeNHaTa Bepura M 30PaBETO Ha XKMBOTHUTE,

[TPUE HACTOSALUMSA PETTIAMEHT:

Ynen 1

puoxenviero kbM Permament (EO) Ne 1800/2004 ce 3amens c
TeKCTa B IPWIOKEHMETO KbM HACTOSLIMS PEITIAMEHT.

Ynen 2

Hacrosmmsar permameHT BNM3a B Cujla Ha fJBajieceTuss MEH CIel
nyonvkysatero My B Oduyuanen secmuur Ha Eeponeiicrua csio3.

(4) Haquo CTaHOBMILE HaA EKCl'lepTHaTa rpymna 1o JI[O6&BKI/IT€ n IIPOIyKTUTE

WM BELIECTBATA, KOMTO Ce M3MON3BAT B KUBOTUMHCKUTE (ypaxiu
(FEEDAP), msrotseHo mo yckaHe Ha EBpomeiickara KOMMCHS OTHOCHO
TpeUIoXeHNe 32 MAKCUMAIIHO JOMYCTMMM TPAHMIM M CPOK 33 OTKA3 110
ornowenre Ha Cycostatfor 66G npu mmtera u myiiku 3a yrosisase. The
EFSA Journal (2008 r.) 798, ctp. 1—15.
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Hacrosimst PpEeraMenT € 3aIbIIZKUTEIIEH B CBOATA ISJIOCT M C€ Npuiiara MPsKO BbB BCMYKM ObpXKaBi-

YJICHKU.

CnbcraseHo B bprokcen Ha 3 despyapu 2009 romuua.

3a Komucuama
Androulla VASSILIOU
Unen na Komucuama
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