
L 228/70 BG 0(J)MUManeH BCCTHMK Ha EBponeiicKmi ctK)3 31.8.2010 r. 

HACT 2 

06pa3eu Ha 3npaBeH cepra<JMKaT 3a BHOC Ha MueKJieTim M eM6pMOHM OT XMBOTHM OT pona Ha KOHCTC, ci6paHM, o6pa6oieHM M 
cixpaHeHM B cioTBCTCTBMe c ]],MpeKTMBa 92/65/EMO Ha CiBda cnen 31 aBrycT 2010 r. M eKcneHMpaHM OT ono6peH eKMn 3a 
ci6MpaHe/npoM3BOHCTBO Ha eM6pMOHM 



31.8.2010 r. BG 0(J)MUManeH BCCTHMK Ha EBponeiicKmi CMO3 L 228/71 



L 228/72 BG 0(J)MUManeH BCCTHMK Ha EBponeiicKmi ctK)3 31.8.2010 r. 

CTPAHA: FlML^eK/ieTKM/eM6pMOHM OT KOHe 

3flpaBHa MH(|)opMai4Mfi .a. PectiepeHTeH HOMep Ha 
cepTwtMKaTa 11.6. 

11.1.6.4. 

.1.6.5. 

11.1.6.6. 

.1.6.7. 

11.1.6.8. 

11.1.6.9. 

.1.7. 

11.1.8. 

II.3. 

3a6enemKM 

Had I: 

K/ieTKa 1.11: 

K/ieTKa 1.22 

K/ieTKa 1.23 

K/ieTKa 1.28 

B npofl"b^>KeHMe Ha 30-Te AHM npeflu c"b6npaHeTo ca 6ki/in fl-bpnoHM B cTonaHCTBa, BTJB BCAKO OT KoeTo He e mvia/io K^MHMHHM 
npn3Hai4M Ha 3apa3eH MeTpm no KOHeTe OT Hatf-Ma/mo 60 AHM; 

He ca 6ki/in M3no/i3BaHn 3a eciecTBeH pa3n/ioA no Bpeivie Ha Hatf-Ma/mo 30 AHM npeflu flaiaia Ha c"b6npaHe Ha m\\&Kj\&iKvn& M/IM 
eivi6pMOHMTe M MewAy flaiaia Ha n-bpBMTe npo6n, noconeHM B 11.1.6.6 M 11.1.6.7, M flaiaia Ha c"b6npaHe Ha m\\&KJ\&iKvn& M 
eivi6pMOHMTe; 

ca 6ki/in nofl̂ o>KeHM Ha arap-re/i MMyH0flM(|)y3M0HeH TecT (TecT Ha KornHc) M/IM Ha TecT ELISA 3a MH(|)eKi4M03Ha aHeMMfi no KOHeTe 
c oTpnuaTe-neH pe3y/iTaT, KaTo TecTvr e 6M/I M3B-bpLueH B-bpxy Kp-bBHa npo6a, B3eTa Ha (4), B paMKMTe 
Ha 30-Te flHM npeflu flaiaia Ha n-bpBOTO c"b6npaHe Ha FMu,eK/ieTKkiTe M/IM eM6pnoHHTe, a noc/ieflHMfiT TecT e 6M/I M3B-bpLueH B-bpxy 
Kp-bBHa npo6a, B3eTa Ha (4), B paMKMTe Ha He noBene OT 90 
flHM npeflu c"b6npaHeTO Ha m\\&KJ\&iKvn& M/IM eivi6pMOHMTe (5); 

ca 6ki/in nofl/ioweHM Ha TecT 3a oTKpuBaHe Ha areHTM Ha 3apa3eH MeTpm no KOHeTe npe3 M30/inpaHe Ha Taylorella equigenitalis 
c/ieA nocfiBKa OT 7 flo 14 AHM, M3B-bpLueH c OTpkmaTe/iHM pe3y/iTa™ BTJB BceKM OT c/iynakiTe B-bpxy npo6n, B3e™ npe3 30-Te AHM 
npeflu n-bpBOTo c"b6npaHe Ha m\\&Kj\&iKw M/IM eivi6pMOHM, OT ^uraBnunTe Ha K/ikrropHkrre 4>OCM M Ha K^MTopHMTe cnHycn npe3 flBa 
noc^eflOBaTe^HM nepnofla Ha pa3roHBaHe Ha (4) M Ha (4), M B-bpxy 
flon-b^HMTe^Ha npo6a OT Ky/iTypa, B3eTa npe3 eflMH OT nepnoflUTe Ha pa3roHBaHe OT MaTOHHaTa LUMMKa Ha (4); 

AOKO/1KOTO MM e M3BeCTH0 M MOra fla KOHCTaTMpaM, HiMBOTHMTe He Ca 6k1/lM B KOHTaKT C flpyrM eflHOKOnMTHM HiMBOTHM, CTpaflaLflM 
OT MH(|)eKi4M03HO M/IM 3apa3H0 3a6o/ifiBaHe npe3 15-Te AHM HenocpeACTBeHO npeAH c"b6npaHeTo; 

B AeHfi Ha c"b6npaHeTo Ha FMu,eK/ieTKkiTe (1)/eM6pnoHHTe 
3a6o^fiBaHe; 

He ca noKa3a/in K^MHMHHM npn3Hau,ki Ha nH<t)eKuikio3Ho WVA 3apa3Ho 

ca 6WVA c"b6paHM (1)/npon3BeAeHM (1) c/ieA A^TaTa, Ha KOATO onucaHMfiT B K/ieTKa 1.11 eKnn 3a c"b6npaHe (1)/npon3BOACTBo (1) Ha 
eivi6pMOHM e 6w\ 0A06peH OT KOMneTeHTHMfi opraH Ha cTpaHaTa M3H0CMTe/i; 

ca 6ki/in o6pa6oTeHM M cbxpaHfiBaHM npn oflo6peHM yc/iOBMfi HaM-Ma/mo 30 AHM HenocpeACTBeHO c/iefl TAXHOTO c"b6npaHe 
(1)/npon3BOACTBO (1) M ca 6WVA TpaHcnopTupaHM npn yc/iOBMfi, OTroBapfUflM Ha M3MCKBaHMfiTa, ycTaHOBeHM B vnasa III, pa3fle/i II 
OT npmioweHMe r KTJM flupeKTMBa 92/65/EMO; 

OnucaHMTe no-rope eM6pnoHn ca 3aneHa™ npe3 M3KycTBeHo oceivieHfiBaHe (1)/B pe3y-nTaT Ha on/iowAaHe in vitro (1) npe3 
n3no^3BaHe Ha cnepivia, KOATO OTroBapa Ha M3MCKBaHMfiTa Ha flupeKTMBa 92/65/EMO M MABa OT ueHTpoBe 3a c"b6npaHe Ha 
cnepivia, OAo6peHM cbnnacHO H^eH 11, naparpact) 2 M/IM H^eH 17, naparpact) 3, 6yKBa 6) OT flupeKTMBa 92/65/EMO, M pa3no-no>KeHM 
cbOTBeTHo B Atpx<aBa-H^eHKa Ha EBponeMCKMfi c"bK)3 M^M B TpeTa CTpaHa M^M nacTM OT TepnTopufiTa Ha TpeTa cTpaHa, noconeHM B 
KO^OHa 2 M KO^OHa 4 OT npw/ioweHkie I KTJM PeLueHne 2004/211/EO Ha KoMMCMfiTa, OT KOMTO e pa3peujeH BHOC Ha cnepivia OT KOHe 
OT perncTpupaHM KOHe, perncTpupaHM eAHOKonnTHM M^M eAHOKonnTHM 3a pa3n/ioA M AOOTMe>KAaHe B cbOTBeTCTBue c H^eH 4 OT 
PeLueHne 2004/211/EO Ha KoMMCMfiTa M KOMTO ca noconeHM B KO^OHM 11,12 M 13 OT npn^o>KeHMe I KTJM Hero (6) (7); 

FlMUeK^eTKMTe, M3no^3BaHM 3a in vivo npon3BOACTBo Ha onucaHMTe no-rope eivi6pMOHM, oTroBapaT Ha M3MCKBaHMfiTa, noconeHM B 
npn^o>KeHMe r KTJM flupeKTMBa 92/65/EMO, M no-cneuna^HO Ha M3MCKBaHMfiTa, ycTaHOBeHM B TOHKM 11.1.1—11.1.8 OT HacTOfUflMfi 
cepTwfcMKaT (1). 

MFICTOTO Ha npon3xoA OTroBapa Ha eKuna 3a c"b6npaHe Ha eM6pnoHn WVA Ha eKuna 3a npon3BOACTBo Ha eM6pnoHn, OT KOMTO 
flMi4eK^eTKMTe/eM6pnoHMTe ca c"b6paHn/npon3BeAeHM, o6pa6oTeHM M cbxpaHeHM, M KOMTO e OAo6peH B CbOTBeTCTBue c H^eH 17, 
naparpact) 3, 6yKBa 6) OT flupeKTMBa 92/65/EMO Ha C"bBeTa M e BK îoneH B cnncbUMTe, ny6/ikiKyBaHM Ha ye6caMTa Ha KoMMCMfiTa: 

http://ec.europa.eu/food/animal/semen_ova/equine/index_en.htm 

BpofiT Ha onaKOBKMTe oTroBapa Ha 6poa Ha KOHTeMHepnTe. 

riocoHBaT ce MAeHTuctJUKaunfiTa Ha KOHTeMHepa M HOMepvr Ha n^0M6aTa. 

KaTeropua: nocoHBa ce „eM6pMOHM, no^yneHM in vivo", „flMU,eK/ieTKki, no^yneHM in vivo", „eM6pMOHM, npon3BeAeHM in vitro" M^M 
„MMKpoMaHMny^npaHM eM6pnoHn". 

MAeHTM(|)MKai4MfiTa Ha AOHopa oTroBapa Ha o<J)km,kia/iHaTa MAeHTuctJUKauufi Ha >KMBOTHOTO. 

flaTaTa Ha c"b6npaHe ce nocoHBa B c^eAHMfi 4)opiviaT: AA/MM/rrrr. 

Hoiviep Ha 0A06peHneT0 Ha eKuna: oTroBapa Ha eKuna 3a c"b6npaHe Ha eM6pnoHn M^M Ha eKuna 3a npon3BOACTBo Ha eM6pnoHn, 
OT KOMTO FMu,eK/ieTKkiTe/eM6pkioHkiTe ca c"b6paHn/npon3BeAeHM, o6pa6oTeHM M CbxpaHeHM, M KOMTO e OAo6peH B CbOTBeTCTBue c 
H êH 17, naparpact) 3, 6yKBa 6) OT flupeKTMBa 92/65/EMO Ha C"bBeTa M e BK/uoneH B cnncbUMTe, ny6^MKyBaHM Ha ye6caMTa Ha 
KoMMCMfiTa: 

http://ec.europa.eu/food/animal/semen_ova/equine/index_en.htm 


