PETJIAMEHT (EO) Ne 2154/2003 HA KOMUCHSITA
ot 10 nexemBpu 2003 roguna

OTHOCHO BPEMECHHO pa3peliaBaHe HA HAKOU MUKPOOPIraHU3MH B XPAHUTE 3a
JKUBOTHH

(Enterococcus faecium u Lactobacillus acidophilus)
(Tekct ot 3naueHue 3a EUII)
KOMUCHSTA HA EBPOITEMCKUTE OBLITHOCTH,
kato B3¢ npensua JloroBopa 3a cb3naBane Ha EBpomneiickara oOmHOCT,

karo B3e npeasuna JupextuBa 70/524/EMMO na CobBera or 23 nHoemBpu 1970 T.
OTHOCHO JI0GaBKHTE KbM XpPaHHTE *, mocieHo n3Menena ¢ Jupekrusa 2003/7/EO Ha
Komucusita 2, i mo-crienuaito wieHose 3 u 91 naparpadl ot Hes,

KaTo uMa npCaBuia, 4c:

(1) cernacuo HupektuBa 70/524/EMO Hukos mo0aBka He MOXe Ja Obje MmycHara B
oOpbIeHue, 0e3 Ja € MoJydnIa 3a ToBa pa3pemuTesHo oT OOnrHoCTTa;

(2) B ciiyuast ¢ mobGaBkute, mocoyeHu B yact Il Ha mpunoxenue B kM JlupektuBa
70/524/E1O, xoWTO BKIIOYBAT MMKPOOPraHM3MH, MOXke Ja Obae H3AaJeHO
BPEMEHHO pa3pelIuTeNHO 3a e€lHa HoBa J00aBKa WM 3a HOBa ymorpeba Ha
nobaBka, KOSITO Beue € Onia paszpelieHa B XpaHUTe, IPU YCIIOBUE Y€ U3JI0KEHUTE
B Ta3W JMPEKTHBA YCJIOBHUS Ca YIOBJICTBOPEHH, M aKO, MPEIBUI HA HATHYHHUTE
pe3yaTaTtd, MOXKe Jla ce JIOIyCHe, ue Koraro ObJie ymoTpeOeHa B XpaHUTe 3a
YKUBOTHUTE, TS II€ UMa €UH OT ePEeKTUTEe, TOCOYCHHU B WieH 2, OyKBa a) OT Ta3u
IUpeKTuBa. TakoBa BpEeMEHHO pa3peluTesIHO MoXke J1a ObJe U3/1aIeHO 3a CPOK He
MO-ABIBT OT YETHPH TOJIUHH;

(3) omenkara Ha 3asBICHMATAa 3a Pa3pEIIUTEIHO, IIOJAJCHH IO OTHOIICHHE Ha
MHUKPOOPIaHU3MUTE, TOCOUYEHU B MPUIIOKEHUETO KbM TO3M pErjaMeHT, IOKa3Ba,
4ye u3joxkeHuTe B wieH 91, maparpad 1 ot Hupextua 70/524/ENO ycnoBus ca
YJIOBJIETBOPEHH;

(4) ynotpebata Ha Enterococcus faecium Oe Bede paspelieHa 3a CPOK OT YETHPH
roquan ¢ Pernmament (EO) Ne 666/2003 na Komwcusara 3 IIpyU TpaceHna Hu
npacerara 3a yrosiBaH,

(5) 6sixa moayUYeHH HOBHM JaHHH B TOJAKpENa Ha 3asBICHHE 3a pa3lIMpsBaHE Ha
pa3pelnmMTeTHOTO 3a u3MoI3BaHe Ha Enterococcus faecium npu cBuHETE-MalKH.
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(6) Osixa moNydeHM JAHHM B TOJAKpeNa Ha 3asBJICHHUETO, 3a HOBaTa o0aBKa
Lactobacillus acidophilus, mpu KOKOIIKATE-HOCAYKH;

(7) mo Te3m mpuumHU ymoTpedara Ha mocoueHHTe B mpuiaoxkenuero Lactobacillus
acidophilus mpu xokomkuTe-HOCauku u Ha Enterococcus faecium mpu
CBHHEMaMKHTE TPsiOBa J1a Objie BPEMEHHO paspelieHa 3a CPOK OT YETHPH TOIMHH
u 1a 6p7e BKIIIOYeHa B T71aBa [V Ha ciMcbKa ¢ pa3perieHu 100aBKH;

(8) HayuHusT KOMHTET TI0 XpaHEHE Ha JKUBOTHHUTE U3Pa3U MOJOKHUTEIHO CTAHOBHIIIE
3a Ge3omacHaTa ynorpeba Ha Te3M MUKPOOPIaHU3MU IIPU YCIOBMATA, U3JI0XKEHU B
IIPUJIOKEHUETO KbM HACTOSIIUSA PETJIaMEHT;

(9) onenkara Ha 3asBJICHHETO MOKa3Ba, Y€ CC M3UCKBAT HAKOM MPOLEAYPH 32 3alluTa
Ha paOOTHULIUTE OT M3JIaraHe Ha MOCOYEHUTE B MPUIIOKEHUETO AoOaBku. TakaBa
3amuTa obade e ocurypeHa oT mpmiaranero Ha [upekrmBa 89/391/EMO nHa
CobBera oT 12 oHu 1989 r. 0OTHOCHO BBBEXKIAHETO HA MEPKM 32 HacChpuaBaHE HA
00OPEHNATA TIPH GE30MIACHHUTE ¥ 3PABOCIOBHH YCIOBHS HA TPYA ", MOCIEIHO
m3MeHeHa ¢ Pernament (EO) Ne 1882/2003 °;

(10) npenBupeHUTE B HACTOSIIUS PErJIaMEHT MEPKH Ca B CHOTBETCTBHE ChC
cTaHOBHUIIETO HA [lOCTOSSHHMSI KOMUTET MO XpaHUTEIHATa BEpUTa M 3PABETO HA
KUBOTHHUTE,

ITPUE HACTOAIIWA PET'TTAMEHT:

Ynen 1
JloGaBkuTe, NpUHAINIEKAINM KbM Tpynara ,,MUKPOOPTraHU3MU~ ¥ TOCOYEHH B
MPUJIOKEHUETO, C€ pasperaBaT 3a ynorpeba kaTo A00aBKH KbM XpaHUTE MpHU
YCIIOBUSITA, U3JI05KEHU B MIPUIIOKEHUETO.

Ynen 2

HacTosmusaT perinaMeHT BIu3a B CHJa HA TPETUs JEH OT JaTaTa Ha MyOJHMKYBaHETO
My B Oguyuanen eecmuux Ha Egponetickus cvio3.

HaCTOSHlII/ISIT PEriIaMCHT € 3aAbJIKUTCIICH B CBOATA IAJIOCT U CC Ipujiara nmpsako BLB
BCHUYKH OABPrKABU-UYJICHKU.

CscraBeno B bprokcen Ha 10 nekemBpu 2003 roguHa.
3a Komucuama:

David BYRNE
Unen na Komucusma
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1IPHJIO’KEHUE

No HobaBka Xumuyecka Bung wnm | Makcumanua | Munaumanno | Makcumanuo | Jpyru ycioBus Kpait Ha
(nmm dopmymna, KaTeropus | Bb3pacT ChIBPKAHUE | ChIBbPIKAHUE nepuoa Ha
EO OIKCaHue KUBOTHH CFU/kr or mbIHOICHHATA pa3penuTeHOTO
Ne XpaHa
MuKpooOpraHu3mMu
22 Enterococcus | Ilpenapam CauHe- - 0,5x 10° 1x10° B wmHCTpykumute | 14.12.2007 r.
faecium om MalKu 3a ymorpeba Ha
DSM7 134 enterococcus no0aBkara u
faecium, peIBapUTEITHO
ChIbpIKAI] MPUTOTBEHATA
MUHUMAJHO: cMec ocovere
IMpax: 1 x TeMmmeparypa Ha
10" CFU/r ot ChXpaHEHHUE,
no0aBkata POJIBIIKUTETHOCT
Ha CbXpaHEHUE U
I'panynu CTaOWJIHOCT — TIpH
(micro- rpaHyJIHpaHe.
encapsulated):
1 x 10% CBunemaiiku 25
CFU/r oT ITHU npean
nobaBkata olpacBaHe U IIO
BpeMe Ha
JIAKTaIusl.
23 Lactobacillus | [Ipenapar ot | Kokoruku- | - 1x10° 1x10° B wuHcTpykumute | 14.12.2007 r.
acidophilus | lactobacillus | Hocauku 3a ymorpeba Ha
D2/CSL acidophilus, mobaBkara 51
CECT4 529 | ceappxain MIpEABAPUTEITHO
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MUHHMAJIHO:
50 x 10°
CFU/r
mobaBka

MPUTOTBEHATA
cMmec rnocouere
TeMmreparypa Ha
ChXpaHCHHE,
MPOIBIDKUTEITHOCT
Ha CBXpaHCHHE U
CTaOWJIHOCT TP
rpaHyJIMpaHe.
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