NMpomaHa B raBa 5.2.8 Ha EBponeunckata ¢apmakones OTHOCHO
TpaHCcMUCUBHU cnoHrucpopmum eHuedanonatmum (TSE)

OTr 01.07.2011 r. npepaboreHata rnaea 5.2.8. Ha EBponenckata
dapmakones, naeHTU4YHa C Bepcus 3 Ha PbKOBOACTBO 38 MUHUMU3MPAHE Ha pUCKa
OT npefaBaHe Ha XWBOTUHCKW CAOHIMAPOPMHU eHuedanonaToreHHW areHTn 4ypes
NleKapCTBEeHW MPOAYKTU 3a XyMaHHa M BeTepuHapHa ynotpeba (EMA/410/01 rev.
3), e B cuna mn Ha TeputopusaTa Ha P. Bbnrapusa cvrnacHo 3anosea N2 P[1-09-
164/28.0602011 r. Ha MMHUCTbPA Ha 34paBeona3BaHeTo, obHapoaBaHa B 1B 6p.
51/5.7.2011 r. CbOTBETCTBMETO Ha M3MOS3BaHMUTE MaTepuanum Ha BCEKW eTan oT
NMpPOM3BOACTBEHMA MNpouec C akKTyasHata Bepcms 3 HA PbKOBOACTBOTO,
nybnnkyesaHo oT EBponenckata Komucusa B OppuymnaseH BECTHUK Ha EBpornenckus
Cbl03, € 3aAbJKUTESTHO.

TuM KaTo MOHorpadgpumTe Ha EBponenckaTta ¢gapmakones ce npwunarat 3a
BCUYKM BeELLeCTBa M npenapaTtu, BKAOYEHN B Hed, npepaboTeHaTta rnaea 5.2.8. ce
OTHAcs A0 BCUMYKM MpPoAyKTM B obxBaTa Ha MoHorpadwmsaTta 1pogyKTv C pUCK OT
npegaBaHe Ha TMPUYNHUTEIN HA XXMBOTUHCKU CMOHIMGPOPMHN €eHueganonatmm
(Products with risk of transmitting agents of animal spongiform encephalopathies
01/2008:1483), T.e. 3a BCMYKMN BeLLeCTBa U npenapatu, NOJy4YeHU OT TbKaHU UIn
CeKpeumnm Ha XKMBOTHW, NOAATAMBM HA  TPAHCMUCUBHWU  CMOHIMGOPMHMK
eHuedanonaTMm He caMo Ype3 eKCnepuMeHTasIHO 3apa3siBaHe, KakTo M 3a BCUYKMU
NpoAYKTW, B KOUTO TaKMBa BeLLeCTBa WM MpernapaTy Ce CbAbpPXAT KaTO aKTUBHU
WAX NOMOLLHW BELWeCcTBa, WK Ca U3MON3BaHW Npu NPOM3BOACTBOTO MM Hamnp. KaTo
CYPOBUHU, U3XOAHU MaTEpPUANN UIN peareHTw.

HoBuTe wu3MUCKBaHMA HanaraT npepasrnexaaHe W nNpuBexaaHe B
CbOTBETCTBME B CTaHAapTHUS 6-MecedeH CPOK Ha pa3pelweHuTe 3a ynoTtpeba
neKapcTBeHW NMpoAyKTu, nonagalin B To3u obxBaT, Hanp. 3a KOUTO MaTepuanuTe
¢ puck ot TCE ca:

e OT CTpaHM, nNnonagaui B JApyra KaTeropus Ha pPUCK CbrnacHo
npepaboTteHarta rnasa 5.2.8 (Hanp. bpa3unusa, Kutan n gp.);

e OT TbKaHW C NpekaTeropusmMpaHa MHPEKLUMO3HOCT;

e XenaTuH OT KOCTU U ApYyrn MaTtepuanu, NojayyeHu OT roBeXAW KOCTU
(Hanp. KkonareH, NenToH u ap.);

e roBexjaa KpbB MM OT roBexaa KpbB;

e EenTOHMK;

e OBYE WIN KO3e MASIKO WIWN MPOAYKTM, NOSy4YEHN OT TaKoBa MJISAKO.

MpepaboteHaTa rnaesa 5.2.8 we ce oTpa3m Ha HAKOW cepTudukatu 3a
cboTBeTCTBME Ha  EBponencka ¢dapmakones  OTHOCHO  TPaHCMUCUBHUTE
cnoHrndopmMHum eHuedanonatum (TSE certificates of suitability). EBponenckusaTt
AVpeKTopaT Mo Ka4yecTBO Ha siekapcTeaTta 1 3apaBeona3saHe (EDQM) e usnpatun
00 npuTexartenmTe Ha TakmBa CepTUdUKATU UCKaHe Aa aKTyanu3aumpaTt gocueTtaTa
CN B CbOTBETCTBME C HOBUTE M3NCKBAHWUSA, KATO cneaBaT yKalaHuaTa, AadeHU B
n3npaTeHoTo Ao Tax nucmo ot EDQM. (circular letter)




