PEHIEHUE HA KOMUCUSATA
ot 4 sinyapu 2006 roquna

OTHOCHO YCTAHOBSIBAaHE HA M3MCKBAHUS 32 3[PaBHO U BeTEPUHAPHO cepTuduuUpaHe
npu BHOC B OOIIHOCTTA HA eMOPHOHH OT eIbP POrat A00MTHK M 32 OTMsiHA HA Pemenue
Ne 2005/217/EO

(romucghuyupano noo nomep C(2005) 5796)

(Texct ot 3nauenue 3a ENII)

(2006/168/EO)

KOMUCHUSTA HA EBPOITEMCKUTE OBIIIHOCTHU,
Karto B3e npensun JloroBopa 3a ch3naBane Ha EBporielickara oOnIHOCT,

karo B3e npeasun JupekruBa 89/556/EMO na CoBera oT 25 centemBpu 1989 r. oTHOCHO
BETEPHHAPHO-MEIUIIMHCKUTE W3UCKBAaHMATA NPH THProBHATa B pamkuTe Ha OOmHOCTTA M
IIPH BHOC OT TPETH CTPAHH HA eMOPHOHM OT )KHBOTHH OT POJA HA GAPHS POraT T0OHTHK W
Ho-crenuanHo 4wieH 7, naparpad 1 u unen 9, naparpad 1, Oyksa 0) ot Hes,

KaToO uMa MpeaBun, 4uc:

(1) HupextuBa 89/556/EMMO omnpenens BeTepUHAPHO-MEAMIIMHCKUTE W3HCKBAHUS MPH
THproBusi B paMkutre Ha OOIIHOCTTAa W NMPU BHOC OT TPETH CTPaHU Ha HE3aMPa3eHU WU
3aMpa3eHyd eMOPHOHU OT KUBOTHU OT poJia Ha eIpHsl porat JOOUTBHK.

(2) Lurupanarta nupekTuBa mpeaBWkAa, inter alia, ye eMOpHOHU OT KHUBOTHH OT poja Ha
enpusi poraT JOOMTHK MOraT Ja ObJIaT MPEHACSHU OT €IHa JbpKaBa-wiIeHKa B JPyra, camo
aKo ca 3a4eHAaTH Ype3 H3KYCTBCHO OCEMEHSIBAaHU WM dYpe3 OIUIOXKIaHe in VIitro mpu
W3IIOJI3BaHE Ha CIiepMa OT JOHOp, KOHTO ce HaMupa B IEHTHP 3a ChOMpaHe Ha crepma,
0J100peH OT KOMIIETEHTHHUSI OpTaH 3a chOnpaHe, 00pabOTKa U ChXpaHsIBaHE Ha CliepMa, WIK Ha
BHeceHa cniepma B choTBeTcTBUE ¢ JupektnBa 88/407/EMMO Ha CobBeta oT 14 tonu 1988 r.
OTHOCHO OTpe/eIsTHE Ha 3/[paBHUTE U3UCKBAHUS 3a )KHUBOTHH MPH BHOC U ThPTOBHS B PAMKHTE
Ha OO1IHOCTTa Ha criepMa OT JIOMAIIHU KUBOTHU OT POJia Ha €pUsl poraT JOGHUTBK?.

(3) Pemenne 92/452/ENO ua Komucusra ot 30 roiau 1992 1. OTHOCHO ChCTaBsIHE Ha CITUCHIIN
Ha CKHMITUTE 3a ChOMpaHe Ha eMOPUOHH, OJI00OPEHU B TPETH CTPAHH 110 OTHOIIEHHE M3HOCA HA
eMOPHOHH OT ebp porar JoOUTBK 3a OGIIHOCTTA®, IPEABIK/IA, Ue AbPKABATE-UICHKH MOTAT
Ja BHACAT TaKWBa €MOPHOHU OT TPETH CTPaHH, CaMO ako Te ca ChOpaHH, 0OpabOTeHH,

loBL 302, 19.10.1989 r., ctp. 1. Jupekrura, nocienHo usmenena ¢ Permament (EO) Ne 806/2003 (OB L 122,
16.5.2003 r., c1p. 1).

20B L 194, 22.7.1988 r., ctp. 10. Jupekrura, nocneaHo usmenena ¢ Permenue 2004/101/EO wa Komucusita
(OB L 30,4.2.2004 r., ctp. 15).

*OBL 250, 29.8.1992 r., ctp. 40. Pemenue, mocnenno nsmeneno ¢ Pemenue 2005/774/EO (OB L 291,
5.11.2005 r., ctp. 46).
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BKJIFOUMTEIIHO OCEMEHsBaHe IN VItro, u ChbXpaHsIBaHU OT CKUIIM 32 ChOMpaHE Ha eMOPHOHH,
BKJIFOYEHU B CIIUCBHUUTE KbM LIMTUPAHOTO PELICHUE.

(4) TlpemBun mpoOiieMuTe B THPrOBHsATa, KOMTO BBH3HHKBAT BHB BpPB3Ka C HOBHTE, IIO-
CTPUKTHM W3WUCKBaHHWS KbM CIEpMara OT J>KMBOTHH OT poOjAa Ha eapusi poraT TOOUTBK,
M3II0JI3BaHa 3a OIoXkaaHe, BbBenenu ¢ Pemenne 92/471/EMO na Komucusara 4, Komucusra
npue Pemenune 2005/217/EO ot 9 wmapt 2005 r. 3a ompenensHe Ha BETEPUHAPHO-
MEIUIIMHCKUTE YCIOBUS WM HW3MCKBAHUATA Ha BETEpPHHApHATAa cepTU(]HKanMs 3a BHOC B
OGIHOCTTa Ha eMOPHOHH OT KHBOTHH OT POJIa HA JPHs PoraT 100HTHK.’

(5) Pemenue 2005/217/EO mo3BossiBa 3a €MH BPEMEHEH MEPUOJ, U3THYAIl Ha 31 TeKeMBpU
2006 r., BHOC Ha €eMOpPUOHHM OT >KMBOTHH OT pojia Ha elpHs poraT JOOUTHK, CbOpPaHU WU
npousBeaeHn npeau 1 sHyapu 2006 r. ¥ 3ayeHaTH ¢ U3MOJI3BAHE HAa CIEpMa, KOSITO HE
CHhOTBETCTBA HAI'BJIHO Ha m3uckBaHuATa Ha J(upextua 88/407/ENO, npu ycnoBue 4e TakuBa
eMOpPHOHM ce UMIUIAHTHUPAT B )KEHCKH KUBOTHH OT pOJIa HA €APUS poraT JOOUTHK, HAMUPAIIX
ce B IbprKaBaTa-wiIeHKa 10 MECTOHA3HAYCHHE U C€ U3KIIIOUBAT OT ThPrOBUATA B PAMKHUTE Ha
OO6mHocTTA.

(6) MexayHapoaHoTo ApykecTBo 3a TpaHchep Ha emOpuonu (IETS) e omenwmno karto
HE3HAYUTENIeH PUCKa OT MPEHACSHE Ha OINpeAeNieHH 3apa3Hu OO0JIeCTH 4pe3 eMOpPHUOHH /10
PEIUIMECHTH WJIA TIOTOMCTBO, TPU YCJIIOBHE Y€ €MOPHUOHHTE CE TPETHUPAT MPABWIIHO MEKIY
TAXHOTO chOMpaHe u TpaHcdepa uM. TakaBa e u no3unusaTa Ha CBEeTOBHATa OpraHu3anus 3a
3apaBero Ha xuBoTHHUTE (OIE), m0K0IKOTO TOBa ce OTHACS 10 €MOPHOHUTE, MOJY4YCHH IN
Vivo. Bbripeku TOBa, ¢ 1€l OMa3BaHe 37PABETO HA XKMBOTHUTE, CIEIBA Ja C€ MpeArnpreMar
HEOOXOJMMHUTE HACPEIIHU TpEArna3Hd MEpPKH 10 OTHOIIEHWE Ha ClepMa, HU3MO0JI3BaHA 3a
OTUTOK/IaHe, O-KOHKPETHO 32 eMOPHOHHTE, Ch3AaAeHH IN Vitro.

(7) CnenmoBarenHo cnemsa ga ObAaT MpHeTH W3WCKBaHWMsA Ha OOIIHOCTTa 3a BHOCA Ha
eMOpPHOHH OT €Ibp poraT JOOMTHK, MOJydeHH Ype3 ecTecTBeHO (IN VIVO) OIUIoXkIaHe U
MPOM3BEICHN Ype3 OIUIOKAaHe iN Vitro, 0coO0eHO 10 OTHOIIIEHHE Ha CliepMaTa, W3IM0JI3BaHa 3a
OILJIOK/IaHe.

(8) Karto ce mma mpeaBua oleHKaTta Ha pHcKa, u3BbpuieHa oT IETS u B choTBEeTCTBHE C
npenopwskute Ha OIE, ycioBusiTa 3a BHOCA Ha IN VIVO moTydyeHn eMOpHOHH OT TOBe/a, TPAOBa
1a OBJaT ONMPOCTEHH, JTOKATO MO-CTPOrUTE U3UCKBAHUS KbM 3IPaBETO Ha XMBOTHUTE CIIEIBA
na ObJaT 3ama3eHd 3a BHOCA Ha iN Vitro monydeHn eMOPHOHH OT €Ibp porar J0OUTHK, ChC
CIeUAIHA OrpaHUYeHus, Korato zona pellucida e mapyiena mo Bpeme Ha mporieca.

(9) C men mocruraHe Ha SACHOTAa Ha 3aKoHoaarencTBoTo Ha OOmHOCTTa, Permenue
2005/217/ENO cnenBa 1a 6b7ie OTMEHEHO U 3aMEHEHO € HACTOSIIOTO PELICHHE.

(10) Bwmpeku TOBa, 32 Ja ce MO3BOJIM HA HKOHOMHYECKHUTE OIEPaTOpH Ja Ce aJanTupaT KbM
HOBHTE W3HMCKBaHMS, ONpPEIEICHH B TOBa PemieHue, yMECTHO € Ja ce NMpeaBUIu NPEeXOAeH
NepuoJl, C KOET0 €MOPHMOHM OT JOMAIIHM >KUBOTHU OT POJa Ha €ApHUs porar JOOUTHK,
cbOpaHu wiM npousBeneHu npeau 1 sayapu 2006 r. morar, mpu cra3BaHe Ha OIpe/eTeHH
yciaoBusa, Aa ObaaT BHacsiHU B OOIIHOCTTA, CBIVIACHO W3MCKBAHUATA, ONpEACTICHU B
IIPWIOKEHHE V KbM HACTOSIIOTO PELICHHUE.

“ OB L 270, 15.9.1992 r., crp. 27. Pemenne, mocneano msMeneno ¢ Pemrenme 2004/786/EO (OB L 346,
23.11.2004 r., ctp. 32).
*OB L 69, 16.3.2005 r., ctp. 41.
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(11) MepkuTe, npeABUICHN B HACTOAIIOTO PEIICHHE, Ca B ChOTBETCTBHUE ChC CTAHOBHUIIIETO HA
[TocTostHHUS KOMUTET 110 XpaHUTEIHATA BEPUTa U 3/IPABETO HA KUBOTHUTE,

PEIIMN:

Ynen 1
OO01mM M3MCKBaHUSA NIPU BHOCA HA eMOPHOHH

JIbpKaBUTES-WICHKH pa3pemiaBaT BHOCA Ha eMOPHOHHM OT JIOMAIllHU >KHBOTHU OT poja Ha
enpus porat A00UTHK (eMOpHOHM), ChbOpaHHM WM MPOU3BEACHU B TPETa CTpaHa, M30pocHa B
npwiokeHne | KbM HACTOSAIMIOTO pEHICHHE OT OJOOpEHW eKWIU 3a ChOMpaHe WIN
MIPOU3BOJICTBO Ha eMOPHOHH, U30pOEHU B puiiokeHueTo koM Permenne 92/452/ENO.

Ynen 2
BHoc Ha in ViVO moJiyuenn eMOpuoOHH

JIbpKaBUTE-YWICHKH pa3peliaBaT BHOCA HA eMOPUOHM, MOJYYCHH 4Ype3 OIUIOKIaHe iN VIVo u
CbOTBETCTBAIM HA W3UCKBAaHUATA KbM 3PABETO HA JKUBOTHUTE, ONPEIEICHU B TUIIOBUSA
BeTepuHapeH ceptudukar B [Ipunoxenue I1.

Ynen 3
BHoc Ha in Vitro mosyyeHn eMoOpuoHu

1. JIppxaBuTe-4wiE€HKH paspeliaBaT BHOCA Ha €MOPHOHHM, KOMTO Ca HpPOHM3BEACHU Ype3
orioXxaane in Vitro ¢ usmon3BaHe Ha criepMma, choTBeTcTBama Ha Jupekrusa 88/407/ENO u
KOSATO OTroBaps Ha BETEPUHAPHOMEIMLIMHCKUTE W3UCKBAHUSA, OIPENEICHH B THUIIOBUSA
BeTepuHapeH cepTudukar B npuioxenue Il kbM HacTosAMIOTO penieHue.

2. JlppkaBUTE-WwIEHKH pa3pemaBaT BHOC Ha €MOpPHWOHHM, KOUTO ca TIPOW3BEIEHH 4pe3
omyIoXkaaHe IN Vitro, ¢ u3moyi3BaHe Ha crIepMma, MPOM3BEIECHA B OJOOPEHM IIEHTPOBE 3a
cbOMpaHe Ha CriepMa WM ChXpaHsBaHA B IIEHTPOBE 3a CHhXpaHsSBaHE Ha CIiepMa B TPETH
cTpanu, u3dpoeru B mpuinoxenue | kpm Pemenue 2004/639/EO na Komucusra ® u kouro
OTrOBapsAT HA BETCPUHAPHOMEIUIIMHCKUTE U3UCKBAHUS, ONPECIICHU B TUIIOBUS BEeTEPHHAPEH
ceprudukar B mpuwiokeHue |V KbM HACTOAIIOTO peElIeHHe, MPH YCIOBHE, Y€ TaKhBa
eMOpHOHH ca:

a) U3KJII0YEHU OT ThProBus B paMkuTe Ha OOIIHOCTTA; U

0) €IMHCTBEHO MMIUIAHTUPAHU B KEHCKH I'OBEJa, HAMHpAIIU C€ B JbpKaBaTa-wiIEHKa IO
MECTOHa3HaueHHe, TOCOYCHA BbB BETEPHUHAPHUS CepTU(UKAT.

® OB L 292, 15.9.2004 r., ctp. 21.
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Ynen 4
IIpexoaHu Mepku
Upes neporainus ot wieHoBe 2 U 3, IbpKaBUTE-WIEHKH paspemiasar, 10 31 gexemspu 2006 r.
BHOCAa Ha €MOpHOHM OT TPETU CTpaHH, M30pOEHM B NpuiiokeHue I, mpu ycioBue ye Te3u

eMOpPHOHU CHOTBETCTBAT:

a) Ha BETEPUHAPHOCAHUTAPHUTE W3UCKBAHUS, OINPEJCICHU B THUIIOBUS BETEPUHAPEH
cepTuduUKar B MpuiiokeHue V; u

0) Ha CIIEIHUTE YCIOBUSI:
(1) TpsiOBa 1a ca crOpaHu wiu npousBeneHu npeau 1 sayapu 2006 r.;
(if) TpsiOBa ma OBAAT W3MOI3BAHM EIAMHCTBEHO 3a MMILIAHTALMS B JKEHCKH TOBEJA,
HAMUpAId C€ B JObpKaBaTa-wiCHKa 10 MECTOHA3HAYeHWE, O3HaueHa BHB
BETCpUHAPHUS cepTUDUKAT;

(ii1) Tpsi6Ba na OBAT U3KIIOYEHU OT THProBUs B paMkuTe Ha OOIIHOCTTA;

(iv) TpsiOBa fa ObAT NPUAPYKEHH OT TaKbB CEPTUDUKAT, HAJIC)KHO MOIBIHEH MPeId
1 snyapu 2007 r.

Ynen 5
OTmana

Pemtennie 2005/217/EO ce oTmens.

Ynen 6
IIpuiaarane

Hacrosmoro pemenue ce npuiara ot 1 ssuyapu 2006 r.

Ynen 7
Anpecatu

A,ZIpecaTI/I Ha HACTOANIOTO pCHICHUE Ca AbPKABUTC YJICHKH.

CscraBeno B bprokcen Ha 4 snyapu 2006 roguna.
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3a Komucusama
Markos KYPRIANOU

Ynen na Komucusma
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1IPHJIO’KEHUE 1

Ko HbpxaBa [Tpunoxxum BeTepuHapeH cepTudukar 3abenexku
pi |
1o
IS
O
A | ApxeHtuHa [MPUJIOXKE | [TIPUJIOXKE | [TPUJIOXE
R HUE 11 HUE 111 HUE IV
A | ABcrpanus [NPWJIOXE | ITPUJIOXKE | ITPUJIOXKE | lonbjiHUTENHUTE
U HUE Il HUE Il HUE IV rapaHIy,
OTIPEJICTICHU B
touka 11.5.2 ot
cepTuduKaTa B
npuioxenue Il u
touka 11.6.2 ot
ceptudukaTure B
npuioxxenus 11
ulVca
3aIbJKUTEITHH.
C | Kanama [MPUJIOXKE | ITPUJIOXKE | ITPUJIOXKE
A HUE 11 HUE 111 HUE IV
C LHBeﬁHapHH* ITPUJIOXKE | ITPMJIOXKE | ITPUJIOXKE
H HUE 11 HUE 111 HUE IV
H | XbpBatus I[TPMJIOXE | ITPUJIOXKE | ITPUJIOXKE
R HUE 1 HUE 111 HUE IV
IL | Uspaen [MPUJIOXKE | [TIPUJIOXKE | [TPUJIOXE
HUE 1 HUE 111 HUE IV
M | buBma rorocnascka | [IPUJIOXKE | [TPUJIOXE | ITPUJIOXKE
K | penybnuka HUE 11 HUE 11 HUE IV
MaKe,Z[OHI/ISI**
NZ | HoBa 3emanaus ITIPUJIOXKE | ITPMJIOXKE | ITPUJIOXKE
HUE 1 HUE 111 HUE IV
R | PymbHUs [MPUJIOXKE | [TIPUJIOXKE | [TPUJIOXE
O HUE Il HUE 111 HUE IV
US | Coenunenu ITPUJIOXKE | ITPMJIOXKE | ITPUJIOXKE
amepukancku matu | HUE 1l HUE 111 HUE IV

*

be3 na ce HakbpHABAT cieLUPHUIHNTE CEPTUDUKALMOHHN U3UCKBAaHUS, IIPEBUICHN B KOCTO U J1a €
HIPWIOKUMO criopazymeHue Ha OOIIHOCTTa ¢ TPETH CTPaHH.
**

BpeMeHeH Kona, KOITO HE OKa3Ba BIIMSHUE BBPXY OKOHYATCIIHOTO HAMMCHOBAHUEC HA CTpaHaTa, KOCTO LIC
6’bﬂe OIPCACIICHO CJICA NPUKIIFOYBAHC HA MMPETOBOPUTE, KOUTO C€ OCHUICCTBABAT IIOHACTOALICM B OOH.
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1IPHJIOKEHUE 11

EmOpuonn, mosiyveHnu in Vivo oT I0MAaIIHH ;KHBOTHHU OT POJIa HA eIPHUs porat
J00UTHK, NPeIHA3HAYEHHU 32 BHOC, CbOPaHHU B CbOTBeTCTBHE ¢ {MpekTHBa
89/556/ENO na CnBera

JbpxaBa Berepunapen ceprudukar 3a EC
L. 1. U3npamag 1.2 [.2.a. MecteH pedepeHTeH
o Hwme HOMEP
Anpec 1.3. llenTpasien KOMIETEHTEH OpraH

ITomencku xonq

[.4. MecTeH KOMIIETEHTEH OpraH

L. 5. Ionmy4uaren 1.6.
HNwme
Anpec
Ilomencku xKox
1.7. Kox | 1.8. Kon | 1.9. Crpana mo | Kox | 1.10. Paiion mo | Kox
Crpana no | Paiion Ha MECTOHA3HAUEHUE | 0 | MECTOHA3HAYCHHE
Ha ISO | mpousxon ISO
IPOU3X0]T

[.11. MsicTo Ha npousxon
Exurn 3a emOpuonu O

1.12. MecroHa3zHaueHue
0O CTOMAHCTBO [ €KHI 3a EeMOpHOHM O ojo0peHa

Nwme Howmep Ha ogobOpenue OpraHH3aIHs
Anpec

Nwme Howmep Ha onoOpenue | me Howmep Ha ogo0penue
Anpec Anpec

Nwme Howmep Ha oobpenue | [omencku ko

Anpec

1.13. 1.14. OuakBaHa faTa ¥ 4ac Ha NPUCTUTAHE

[.15. TpancnopTHHu cpencTBa
OcaMmosieT O Kopa®d O Bilak
O IIBTHO IPEBO3HO CPEJCTBO

O Apyro

# Unentudukanus:

1 IIpenpaTku KbM JOKYMEHTH:

1.16.

1.17.

1.18. Onoucanue Ha cTokara

IX

.L19. Koxm w©Ha crokara
XapMOHU3HMpPAHATA CUCTEMA

10

1.21.

[.20. KonnuectBO

1.23. Unentudukamnus Ha koHTeitHEpa/ HoMep Ha mevara

1.22. bpoii maketn

1.24.

1.25. Croxkara e cepruduimpana 3a

N3KkycTBEHO pa3MHOKaBaHe O

TpeTa cTpaHa

[.26. 3a Tpan3ur 3a Tpera ctpaHa Vis-d-vis EC
Kox o ISO

O [.27. 3a BHOC WM JOMyCKaHe
B EC O

OKOHYATEJIEH BHOC O

Bun (Hayuno HamMmeHOBaHUE)

1.28. Unentudukamnus Ha )KUBOTHUTE/ IPOIYKTUTE
Nnentudukammonen Kareropus
3HAK

Homep Ha
0JIOOPEHHUETO
Ha EKHIa
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JIpprxaBa In vivo moydenu eMOpHOHH

I1. 3npaBHa nHGOpPMALIHS I1.2.a. Pedepenten I1.6. Mecten pedepenten
HOMEp Ha HOMED
ceprudukara

A3, JOnymoAmHMCaHWAT, O(QUIMAICH BETePUHAPEH JIeKap Ha MPABUTEICTBOTO HA
................................................................................... , (mobaBs ce mMeTO Ha JbpKaBaTa Ha
M3HOCA)

Y nocroBepsBam, ye:

1.1. ekunbT 3a cHOMpaHe HA EMOPUOHU, UACHTHUPUIIMPAH TTO-TOPE:

- € 07100peH B ChOTBETCTBUE C TJ1aBa | ot mpunoxkenne A kpM Jupektua 89/556/ENO,

- € OCBIIECTBIII ChOMpPaHETO, 00paboTKaTa, ChbXPaHsSBAHETO M TPAHCIIOPTA HA OMKCAHUTE TI0-
rope eMOpHOHU B ChOTBETCTBUE ¢ r1aBa Il ot npunoxxenue A xkpm Jupextuna 89/556/ENO,
- ¢ Omn 0OCKT Ha HWHCICKIWH OT OQUIIMAIICH BETCPUHAPCH JIeKap Hail-MajaKo JBa ITBTH
TOJTUIIIHO;

1.2. emOpuoHHTE, KOUTO CE M3HACAT ca ChOpPaHHW B CTpaHaTa Ha M3HOCA, B KOSATO CHIVIACHO
opUIMATHUTE 3aKITIOYCHHUS:

1.2.1. He e wumamo ciyyad Ha 4YymMa @O roBejara mpe3 mocienaHute 12 wMecena
HEMOCPEACTBEHO MPEIH TIXHOTO ChbOUPAHE;

122

Yacr II: CepTudukanus

1.2.2.1. unum He e uUMajo ciy4au Ha IIan MOpe3 nocieaHure 12 mecela HENOCPeICTBEHO
IIPE/I TAXHOTO CHOUPAHE U HE ¢ U3BBPIICHA BAKCHHALS IPOTHB LIl IIpe3 To3H meprox (1);
1.2.2.2.unm e umano ciy4yau Ha LA [Ipe3 MocIeqHUTe 12 mMecela HEMOCPEACTBEHO NPeau
TSXHOTO ChOMpaHe W/WIH € U3BBHPIICHA BAKCHHALIUS MPOTHUB IIAM MPe3 TO3H MEePUo, U

- eMOpHOHHUTE He ca OmTM 00eKT Ha mpoHuKBaHe B zona pellucida,

- eMOpHOHUTE ca CBbXpaHSBaHM TpPU OJOOPEHH YCIOBHS 3a Hai- Manko 30 1HH,
HEMOCPEACTBEHO Clie]] TIXHOTO ChOUpaHe, U

- )KEHCKUTE JJOHOPH UBAT OT MPEANPHUSATHS, B KOUTO HUTO €IHO )KUBOTHO HE € BAKCHHUPAHO
MpOoTUB mian mnpe3 mnocneanute 30 AHU Tpeau ChOMPAHETO U HHUTO €JHO >KUBOTHO OT
MOAATIIUB BUJI HE € TOKA3aJl0 KJIMHWYHU MPU3HAIK Ha 1mian npe3 30-Te JHU Tpeau U Hai-
Maiko 30 JHH cles KaTo eMopuonnuTe ca 6utu cropanu(’);

1.3.

1.3.1. B pamkute Ha paguyc oT 10 Km oT momerineHusTa B KOUTO eMOPUOHHUTE, MO UIEKAIITN
Ha W3HOC ca Omin chbOpaHu U 00pabOTEeHH, CHITIACHO OPUITMATHUTE 3aKIIIOUCHUSI, HE € UMaJIo
Clly4ail Ha IIam, eMU300THMYHA XeMoparmyHa OoJecT, BE3WKYJIO3€H CTOMATUT, TPECKa OT
nonvHata Pudt (wnm 3apa3Ha mHEBMOHHS 1O ToBenata mpe3 30-Te AHH HEMOCPEICTBEHO
MpeIn TSIXHOTO ChOMpaHe W B ciydas Ha eMOpuoHH, cepTuduuupanu no 1.2.2.2, cbiio u
npe3 30-Te THU Clien TAXHOTO ChOMpaHeE;

1.3.2.0r BpemeTo Ha cwOupane a0 30 mHU cied ToBa (WM B clydas Ha He3aMpa3eHHU
eMOpHOHHU, 70 JCHS Ha W3MpallaHe), eMOPHOHUTE, KOUTO CE M3HACAT ca OWJIM ChXpaHsSBaHU
npe3 IUIOTO BpeMe B 0/00peHH momerneHus, B pamguyc oT 10 Km or kouTo, ChriacHoO
ouIIMaTHUTE 3aKIIOYCHHS, HE € MMAJIO CTydJaid Ha IIall, Be3UKYJI03€H CTOMATUT win Tpecka
oT nonuHaTa Ha Pudr;

1.4. )KeHCKUTE IOHOPHU:

1.4.1. ca O6unu pasnonoxxkeHu, npe3 30-Te THU HEMOCPENCTBEHO NpPEIH CHOMpPAHETO Ha
eMOPHOHHUTE, KOUTO CE M3HACAT, B MOMeIIeHus1, B paguyc or 10 KM or kKowWTo, ChriIacHO
opUIMaTHUTE 3aKJIIOYEHUs, HE € HMalo Cllyyail Ha Imam, CHH e3WK, eMU300TUYHA
XeMoparuyHa 0oJIecT, BE3UKYJI03€H CTOMATUT, Tpecka OT JojimHaTa Ha PudT mim 3apasHa
ITHEBMOHMS 110 TOBEJIATa;
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1.4.2. He ca nmoka3aiay KIMHUYHY MPU3HALM Ha OOJIECT B JIeHs HA ChbOUpaHe:

1.4.3. mpekapanu ca mecTTe Mecela HeoCPEICTBEHO MPel ChOUPAHETO Ha TEPUTOPUSATA HaA

CTpaHaTa U3HOCHUTEJ B HE MTOBEYE OT JIBE CTaJIa:

- KOWUTO, CBIITACHO O(QUIMATHUTE 3aKJIIOYCHUS, HE Ca UMM CIy4ad Ha TyOepKylio3a Ipe3

TOBa BpEME,

- KOUTO, ChIIACHO O(PUIIMAIHUTE 3aKIIFOYCHHS, HE ca UMaJli Cllyyad Ha OpyIenos3a npe3 ToBa

BpeMme,

- KOMTO HE Ca MMaJli CIydau Ha €H300THYHA JIEBKO3a 0 TOBEIaTa WIM B KOUTO KHUBOTHHUTE

HE ca IMOKa3alu KIMHUYHU TpPU3HALKM Ha EH300THYHA JIEBKO3a [0 TroBeAara Ipe3

MIPEeIXOTHUTE TP F'OJIMHH,

- B KOMTO HUTO €/IHO TOBEJO HE € MOKa3al0 KIMHUYHM IPU3HAIM Ha 3apa3eH PUHOTPAXEHUT

10 roBe/laTa /3apa3eH MyCTyJapeH BYJIBOBATMHUT Mpe3 Mpeaxoauute 12 mecena;

1.5 3a emOpuoHHTE, KOMTO IIe C€ HW3HACAT, CE NPEAOCTABST CIEAHUTE IOMBIHUTCITHH

rapaninn (°):

1.5.1. um emOpuoHHUTE ca cChOpaHH B CTpaHATA U3HOCUTEI, B KOSITO CHIIIACHO O(QHUITUAITHATE

3aKITFOYEHHS HIMa CiTydan Ha 6onecrta Akaban (1),

1.5.2. umm emOpuoHuTE ca cChOpaHU B CTpaHATA U3HOCHUTEI, B KOSTO CHIIIACHO O(PUITHATHUTE

3aKJIIOUEHUs UMa ciiydau Ha Oosiectta AkabaH M, u

- eMOpHOHHUTE HE ca Omin 00CeKT Ha mpoHukBaHe 10 zona pellucida,

- eMOpHOHUTE ca CbXpaHSBaHM TpU OAOOpeHW YycioBua 3a Hai-Manko 30 1HU

HETIOCPEICTBEHO CJIE]l TIXHOTO ChOUpaHe, u

- JKEHCKHUTE JIOHOPHM ca MpEeMHUHAIN CEepyMEH HeyTpajau3upail TecT 3a Oosiectta AkabaH,

M3BBPILICH BbPXY KpbBHA IIP0o0a, B3€Ta HE 1MO- MAJIKO OT 21 AHU Ciiell TAXHOTO C’b6I/IpaHe(l) u

Jana oTpUIaTeNieH pe3yiTar;

1.6. eMOpHOHUTE, KOUTO C€ M3HACAT ca OWUIIM 3au€HATH 4Ype3 M3KYCTBEHO OCEMEHsSIBAHE C

U3IIOJI3BaHE Ha CHepMa IMPOU3XOXKAalla OT LIEHTPOBE 3a ChOMpaHE WM ChbXpaHEHUE Ha

cniepma, o00peHu 3a ch0upane, o0paboTKa M/WiHM ChbXpaHEHUE Ha CIiepMa OT KOMIIETEHTHHS

oFraH Ha cTpaHaTa, u3bpoeHa B npuioxenue I keM Pemenne 2004/639/EO na Komucusira
) WM OT KOMIIETEHTHHS OpTaH Ha Jbp)KaBa-uieHKa Ha EBporelickaTa 0OIIHOCT.

3abenescku:

(') HenyKHOTO 71a ce 3auepKHe

(®) (Knerkara otroeaps Ha Ne 1.28 B wacr 1):

WnenTndukanmoHeH 3HaK: OTroBapsil Ha UJIeHTH(HKAMATa HAa KpaBUTe JJOHOPH U 1aTaTa Ha chOupaHe.
Kareropusi: na ce yTouHu: a) MpOHHUKBaHe Wik 0) IHUIICBa MpoHMKBaHe 10 zona pellucida.

Homep na 0000penue na exuna: oa ce nonviHu ako e paziuden om Homepa 6 kiemxa Ne I.11.

(3) Bk 3abenexxkuTe 3a ChOTBETHATA CTpaHa M3HOCHUTEIN B npuiioxenue I Ha Pemenne 2006/168/EO

() OB 292, 15.9.2004, ¢.21

(°) TIoAMHUCHT U MeYaThT TPAOBA Aa GBIAT C PA3THUEH UBST OT TO3M HA OTIEYATaHHs QOPMYIp.

NB: Hacrosimusr cepruduxar tpsoBa:

a) Ja ObJIe TIOMBJIHEH HA MOHE €IMH OT O(PUIIMATHNUTE €3UIM Ha bpiKaBaTa-ujeHKa 10 MECTOHA3HAYEHUE U Ha
JbpKaBaTa-4JeHKa, OT KbJIETO EMOPHOHHUTE 1€ BISA3aT Ha TepuTopusrTa Ha OOMIHOCTTa;

0) 1a Obe U3TOTBCH 3a CAMHCTBEH MOyYaTed,;

B) Jla MPUAPY’KaBa eMOPHOHUTE B OPUTHHAI

Odunmanen BeTepuHap
Nwme (c rngstin OyRRM): KBanudukarus u JIbxKHOCT:
Mara: IToanuc:
Ileuar
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1IPUJIO’KEHUE 111

EMOpuonu, nmosxy4eHu in vitro oT JoMaliHu KHBOTHHU OT PO/Ia HA ePUsl porat
A00MTHK, NPEeJHAZHAYEHH 32 BHOC, 32a4€HATH ¢ U3M0JI3BaHe Ha cliepMa, B
cboTBeTcTBHE ¢ JlupexkTuBa Ha CbBera 88/407/ENO

JbpxaBa

Berepunapen ceprudukar 3a EC

UYacr I: [eraiinu 3a uznpareHara rnpaTka

I. 1. M3npamau
o Hwme
Anpec

IMomencku xox

1.2. [.2.a. Mecten
pedepeHTeH HoMeED

1.3. llenTpasieH KOMIETEHTEH OpraH

1.4. MecTeH KOMIETEHTEH OpraH

L. 5. [Tonyuaren 1.6.
Nme
Anpec
IlomeHcky KO
1.7. Kox | 1.8. Koa | 1.9. Crpana mno | Kox | [.10. Paiton mno | Koa
Crpana no | Paiion nHa MECTOHA3HAYEHHUE | 10 | MECTOHA3HAYEHUE
Ha ISO | mpousxon I1ISO
IPOU3X 0T

[.11. Msacto Ha npousxon
Exun 3a emOpuonu O

1.12. MecTtoHa3zHaueHUE
O CTOMAHCTBO [ €KW 3a eMOpHOHM O o00peHa

Nwme Howmep na ogoOpenue OpraHu3alus
Anpec

Nwme Howmep Ha onoOpenue | me Howmep Ha o106penue
Anpec Anpec

Hwme Howmep na ogobpenue | [lomeHcku koa

Anpec

1.13. 1.14. OvakBaHa naTa ¥ 4ac Ha MPUCTUTAHE

I.15. TpancnopTHHU cpencTBa

O caMoleT OKopad O BJaK
O I'bTHO IIPEBO3HO CPEACTBO

O Apyro

Wnentuduxarus:

[TpenpaTku KbM JOKYMEHTH:

1.16.

1.17.

1.18. Onucanue Ha cTokara

1.19. Kom Ha crokara 110
XapMOHU3HMpPAHATA CUCTEMA

1.21. 1.20. KonnuecTtBo
1.23. Unentudukanus Ha koHTelHepa/ Homep Ha meuara 1.22. bpoii nakern
1.24.
1.25. Ctokara e cepruduimpana 3a
M3KyCTBEHO pa3MHOXaBaHe O
1.26. 3a TpanH3uT 3a Tpera crpana Vis-a-vis EC m [.27. 3a BHOC WK
Tpera CTpaHa Kona o ISO nonyckane B EC O

OKOHYATEJIEH BHOC O

1.28. nentudukanus Ha KUBOTHUTE/ IPOLYKTHTE
Bun (Hayuno HammeHOBaHUE) Nnentudukannonex
3HaK

Kareropust
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JlbpxaBa In vitro nmonyuenu eMOpHOHU

Yacr II: Cepruduxarnms

II. 3npaBua naopmarus I1.2.a. Peepenten I1.6. Mecren pedepeHTen
m HOMeEp Ha HOMEp
cepTuduKaTa

A3, J#odynoanucaHusT, OQUIMAIEH BeTEpUHApPEH JieKap Ha MPaBUTEICTBOTO Ha
................................................................................... , (mobaBst ce WMeTO Ha IbpKaBaTa Ha
H3HOCA)

Y ocrosepsiBam, 4e:

1.1. exunbT 3a chOMpaHe HA eMOPUOHU, UACHTUPHUIIMPAH TO-TOPE:

- € 0J100peH B chOTBETCTBHE ¢ TJaBa | ot mpunoxxenue A kbM Jupekrusa 89/556/ENO,

- € OCBIIECTBUI IPOU3BOJCTBOTO, OOpadOTKaTra, ChXpaHSBAHETO M TpaHCIOpPTa Ha
ONMCAaHHUTE IMO-rOpe eMOpPHOHHM, B CHOTBETCTBHE C ryaBa Il oT mpuioxenue A KbM
Hupexktusa 89/556/ENO,

- ¢ Oua OOeKT Ha MHCIEKIUH OT OQHUIMAJICH BETEPUHAPEH JIeKap, Hall-MaJKo JBa IIbTH
TOJTUIIIHO;

1.2. emOpHOHHTE, KOUTO CE€ HM3HACAT, Ca MPOM3BEJACHH B CTpaHAaTa Ha M3HOCA, B KOSTO
CHIJIACHO O(PUIIMATTHUTE 3aKITFOUCHUS:

1.2.1. He e wuManmo ciIy4ad Ha 4Yyma IO ToOBegaTa IMpe3 mnociaeaHuTe 12 wmecema

HEMNOCPEJCTBEHO MPeJIU TAXHOTO ChbOUpaHe;
1.2.2

1.2.2.1. wiu He € UMaJIo Ciiydau Ha IIam npe3 TMOociIeAHUTe 12 mecerna HemocpeICTBEHO
Ipeard TAXHOTO MPOU3BOJCTBO M HE € W3BBPIICHA BAKCHHALIMS MPOTHUB IHAl IMPe3 TO3U
neproa(’);

1.2.2.2.unm € UMaso cirydad Ha Iam Impe3 MOcCIeIHUuTe 12 mMecena HEMOCPEACTBEHO MPEan
TSXHOTO IPOM3BOJICTBO W/WJIM € U3BHPIICHA BAKCHHAIUS TIPOTHB IIAIl TIPE3 TO3U NEPUO.), U
- eMOpHOHHUTE ca MpoM3BeIcHN Oe3 mpoHnKBaHe 10 zona pellucida,

- eMOpUOHWTE ca CBhXpaHSIBaHU TpPU OJOOpPEHU YyCIOBUA 3a Hai- manko 30 gHU
HEMOCPEACTBEHO ClIe]] TIXHOTO IPOU3BOCTBO, U

- )KEHCKHTE JOHOPH UBAT OT MPEIIPHUATHS, B KOUTO HUTO €HO XHBOTHO HE € BAKCHHUPAHO
npoTuB man npe3 30-Te AHU MpeAr CbOMPAHETO U HUTO €THO )KMUBOTHO OT MOAATINB BUJl HE
€ MOoKa3aJI0 KIMHWYHU TPU3HANK Ha 1man npe3 30-te gau npeau u none 30 AHU ciex KaTto
OLIUTUTE ca OMIH ChOpaHu (1);

1.3. U3non3BaHuTe OIUTH B TPOHM3BOJCTBOTO HA EMOPHOHHU, KOUTO C€ M3HACST ca ChOpaHH
OT EHCKH JIOHOPH, ChOTBETCTBAIIM HA CIICHUTE U3UCKBAHMUS:

1.3.1. )KeHCKUTE TOHOPH:

- ca OwIM IbpKaHH B CTpaHa WM 30HA, B KOSITO HE MMAJIO CIy4Yal Ha CHH €3MK 3a Hail-Mallko
60 1HM TIpenu U 1o BpeMe Ha ChbOMpaHeTo Ha OHI/ITI/ITe(l),

W

1.3.2. — ca Ouyu OTIUICXKTaHU CBOOOHO TIPE3 CE30HEH MEePHO]] MITH 3alIUTCHA OT ChOTBETHHS
Hocuten Ha Culicodes 3a Haii-manko 60 JHU IPEIU U IO BpeMe Ha ChOMPAHETO Ha OLUTH, U
eMOpHoHHTE ca OuiK mpou3BeeHn O0e3 mpoHukBaHe 10 zona pellucida, ocsen ako goHopHTE
ca MpeMHUHATU CEPOJIOTHYEH TECT 3a OTKPHBAHE Ha aHTHUTEINA 32 BUPYCHATa Ipyma CUH €3WK,
U3BBPIICHH B CHOTBETCTBHE C PBHKOBOJCTBOTO 3a JAMATHOCTUYHH TECTOBE M BAKCHHU 3a
CYyX03eMHH XUBOTHH Mexny 21 um 60 muHu cien chOMpaHEeTO W J1aBaHE Ha OTPHIATEIHU
Pe3yIITaTH i eMOPHOHHTE ca OUIH ChXPAHsBaHM 3a Haii-Maiko 30 xuu (1),

W

1.3.3.

- ca MPEeMHHAJIM CEpOJIOTUYEH TECT 32 OTKpPUBAHE HA aHTHUTENA 33 BUPyCHATa rpyla CHH €3UK,
V3BBPIICHH B CHOTBETCTBHE C PBHKOBOJCTBOTO 3a JAMATHOCTUYHM TECTOBE W BAKCHHU 3a
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CyX03eMHHM XHUBOTHU Mexay 21 m 60 mHuM cien cbOMpaHETO M ca JaJid OTPHUIIATEITHU
pe3ynTaTé ¥ eMOPHOHUTE ca OWIIM ChXpaHsIBaHU 3a Hali-Mainko 30 qHu A,

Wi

1.3.4.

- ca IpeMHUHAIM HJECHTU(PUKALMOHEH TECT 3a areHTH, HU3BBPIIEH B CHOTBETCTBUE C
PBKOBOICTBOTO 32 JAMArHOCTUYHM TECTOBE M BAKCHMHHM 32 CYXO3€MHHU >XUBOTHH, BBPXY
KpbBHA Ipo0Oa, B3eTa B JCHS HAa CHOMpPAHETO WU B JCHS Ha KJIAHETO M Jaja OTPHUIATeTHU
pe3yNTaTH - KaTo B MOCJICTHUS CIy4ail eMOPHOHUTE ca MPOU3BEACHH O€3 MPOHUKBAHE 0
zona pellucida (%);

14.

1.4.1. B pamkute Ha paauyc oT 10 KM oT momemnieHusTa OT KOMTO OIUTUTE, U3TIOJI3BAaHH B
MIPOM3BOJICTBOTO HA M3HACSHUTE €MOPHOHHM ca OWiM ChOpaHW W 0O0pabOTEHH, CHITIACHO
opUIMATHUTE 3aKIIOYCHHUS HE € WMaJl0 ClIydall Ha Ian, CHH €3WK, eMHW300THYHA
XeMoparuyHa 0oJIecT, BE3UKYJIO03€H CTOMATUT, Tpecka OT JojmHaTa Ha Pudt mnm 3apaszna
MMHEBMOHHMS 10 roBefaTta mpe3 30-Te JHM HEMOCPEACTBEHO MPEIU TAXHOTO ChOMpaHe W B
ciydas Ha eMOpuoHH, cepTudunupanu cwpriaacio 11.2.2.2., u B 30-Te qHU cle TSIXHOTO
crOupane;

1.4.2. ot BpemeTo Ha cwOupane no 30 aHM ciex TOBa, EMOPUOHUTE, KOMTO CE M3HACAT ca
OWIM ChXpaHsIBaHH 110 BCIKO BpeMe B 0J100peHH MmoMeleHus, B paanyc ot 10 Km ot kowuro,
CBIJIACHO O(PUIIMATHUTE 3aKIIOYEHHS, HE € UMajo CIy4ail Ha IIam, BE3UKYJIO3€H CTOMATHUT
WJIH TPecKa OT jJoiuHaTa Ha Pudr;

1.5. JAOHOPUTEC HA OLIMTH, U3IIOJI3BAHU B IIPOU3BOJACTBOTO HA CM6pI/IOHI/ITe, KOUTO C€ U3HACAT.
1.5.1. ca ce namupanu, npe3 30-Te JHM HETOCPEACTBEHO NMpEAU ChOMPAHETO Ha OLMTH, B
noMereHus B paauyc ot 10 kKm ot kouto, chriiacHO opUIIHATHUTE 3aKITIOYCHUS, HE € UMAJI0
ciliyyail Ha Iam, CHH €3HMK, €MU300THMYHA XeMoparuyHa OoJecT, 3apa3eH Be3UKYJIapeH
CTOMATHUT, TPECKA OT AOJIMHATA Ha PI/I(i)T HJIK 3apa3Ha MHECBMOHUS 110 rOBEAAaTa,

1.5.2. He ca noka3aju KIMHUYHU MPU3HAIM Ha 3a00J1BaHe B JIEHs Ha CbOMPAHETO;

1.5.3. npekapanu ca mecTre Mecera HemoCpeICTBEHO Mpear CbOMPaHeTo Ha TEPUTOPUATA Ha
CTpaHaTa U3HOCHUTEN B HE ITOBEYE OT JBE CTaa:

- KOWTO, ChIVIACHO O(QMIMATHUTE 3aK/IIOYEHUs HE Ca UMM CIy4ad Ha TyOepKyno3a Ipe3
TOBa BPEME,

- KOUTO, CBIIACHO O(UIMATHUTE 3aKJIIOYEHHS HE ca MMaJM Clydad Ha Opylieno3a mpe3 ToBa
BpEME,

- KOUTO HE ca MMaJM CIydyad Ha €H300THYHA JIeBKO3a 110 roBe/laTa Uil B KOUTO KUBOTHHUTE
HE ca I[IOKa3aJu KIMHWYHU TpU3HALM Ha CEH300THMYHA JIEBKO3a [0 TroOBeAara IIpe3
MNpEeAXOAHUTE TPHU I'OJAWHHU,

- B KOMTO HUTO €JJHO TOBE/Ia HE € MOKAa3aJl0 KIMHUYHYU MPU3HAIM Ha 3apa3Husl pUHOTpaxeuT/
3apa3eH MycTyJlapeH BYJIBOBarvuHUT Ipe3 npeaxoanute 12 mecena;

1.6. 3a eMOpuOHHTE, KOUTO C€ HW3HACAT CE€ TPENOCTABAT CIEAHUTE JOMBIHUTEITHH
l“apaHI_II/II/I(g):

1.6.1. unu eMOpHOHUTE, KOUTO C€ U3HACAT Ca MPOU3BEJIEHU B CTpaHATa U3HOCUTEIN, B KOSTO
CHITIACHO OUIMATHHTE 3aKII0UCHHS HsIMA Clydan Ha Goectta AkabaH (1),

1.6.2. unu emMOpUOHUTE ca TPOU3BEICHH B CTpaHaTa HM3HOCUTEN, B KOSATO CBHIJIACHO
oduIMaTHUTE 3aKITI0YCHHS UMa CiIydau Ha Oonectra AkabaH M), u

- eMOpHOHHUTE ca Mpou3BeIcHH Oe3 mpoHKuKBane 10 zona pellucida,

- eMOpHUOHUTE ca CBbXpaHSBaHH IIPU OJOOpEHU YyCioBHsS 3a Hai- manko 30 1HH,
HEMOCPEACTBEHO ClIe]] TAXHOTO IPOU3BOCTBO, U

- TOHOPHTE Ha OLIMTH, U3MOJI3BAHH B MPOU3BOJICTBOTO HA eMOPHOHU Ca MIPEMHHAIN CEPYMEH
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HeyTpaJu3upall TecT 3a Oonectra AkaOaH, KOMTO € Aajd OTPULATENIHU DPE3YJNTaTH U €
M3BBPILIEH Ype3 KpbBHA Mpo0a, B3eTa HE MO- MAJIKO OT 21 IHU ciel TAXHOTO ChOMpaHe Win
UACHTU(GUKALIMOHEH TECT 3a areHTH, WU3BbPIIEH B CHOTBETCTBUE C PBKOBOJACTBOTO 3a
JMAarHOCTHYHU TECTOBE M BAKCHHU 3a CYXO3E€MHH >KMBOTHHM BBPXY KpbBHA Ipo0a, B3eTa B
JICHS HA KJ'IaHeTO(l);

1.7. eMOpHOHHTE, KOMTO IIE CE€ M3HACAT ca OWJIM 3adyeHaTd 4pe3 in Vitro orioxiaaxe, ¢
M3IIOJI3BAaHE Ha CIIepMa OT IIEHTPOBE 3a ChOMpPaHe M ChbXpaHEHHE Ha CIIepMa, PA3MOI0KEH! B
nbpxkaBa-uwieHka Ha EBpormelickara oOImIHOCT MM TpeTa cTpaHa U OJ00OpeHH B
CHOTBETCTBUE C WieH 5, maparpad 1 u wien 9, maparpad 1 pecrnektuBHO OT JlMpekTHBa
88/407/EU0O (°).

3abenescku:

(1) HenyxHoTO 112 ce 3auepkHe.

(%) (Knerkata otrosapsi Ha Ne 1.28 B gacr 1):

WnenTndukannoHeH 3HaK: OTroBapsIl Ha HICHTH(HKAIMATA HAa KpaBUTE IOHOPH U JJaTaTa Ha ChOMpaHe.
Kareropusi: yrouHsiBa ce: a) NpOHHKBaHe WM 0) JIUIICBa MpoHHUKBaHe 1o zona pellucida.

(®) Bik 3a6eieKKHTe 32 CHOTBETHATA cTpaHa m3HOcuTeN B pwiokenue | kem Pemenne 2006/168/EO

(*) TloamuchT i neyaTsT TPAOBA Aa GBIAT C PA3THUCH UBAT OT TO3M HA OTIEYATAHHS (OPMYID.

(°) LlentpoBere 3a CHOMpaHE H ChXpAHEHHE HA CIepMa, ONOOPEHH B CHOTBETCTBHE C EBPOIEHCKOTO
3aKOHOJATEJICTBO, ca n30poeHu Ha yeOcaiita Ha EBponeiickara KOMUCHS

http://europa.eu.int/comm/food/index_en.htm.

NB: Hacrosmust ceprudukar Tpsosa:

a) Ja ObJe MOMBJIHEH Ha €IWH OT O(PHIMATHUTE €3WIM Ha Ibp)KaBaTa-ujeHKa M0 MECTOHAa3HAueHHE U Ha
JbpKaBaTa-4ICHKa, OT KbJICTO EMOPHOHHUTE III€ BISI3aT Ha TEPUTOPHATA HA OOIIHOCTTA,;

0) ma OpIe M3TOTBCH 33 CAMHCTBEH MOyYaTed,;

B) Jla MPUIPY’KaBa eMOPHOHUTE B OPUTHHAIL.

Odunuanen BeTepuHapeH JeKap
Nwme (c rnaBau OyKBH): KBanuduxarms u 1rexKHOCT:
Jara: Ioammuc:

Ileuat
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IIPUJIO’KEHUE IV
EMOpunonn, nosxy4yenu in Vitro oT 1oMaliHu KHBOTHHU OT PO/Ia HA ePUs POrat
N00MTBHK, 32a4€HATH C U3M10JI3BaHE HA CIIepMa OT HEeHTPOBe 3a ChOMpaHe H
chbXpaHeHHe Ha crepMa, 0100peHH 0T KOMIIETEeHTHHS OPraH Ha Ibp:KaBaTa

JbpxaBa

MU3HOCHTEJ]
Berepunapen ceptuduxar 3a EC

Yacr [: [leraiinu 3a u3npareHara rnpaTka

I. 1. U3npamau
o Hwme
Anpec

ITomencku xonq

1.2. [.2.a. Mecten
pedepeHTeH HoMED

1.3. IleHTpasieH KOMIETEHTEH OpraH

[.4. MecTeH KOMIETEHTEH OpraH

L. 5. Ionmyuaren 1.6.
HNwme
Anpec
Ilomencku Koz
1.7. Kox | 1.8. Kon | 1.9. Crpana mo | Kox | 1.10. Paiion mo | Kon
Crpana no | Paiion na MECTOHA3HAueHHUE | 0 | MECTOHA3HAYCHHE
Ha ISO | mpousxon ISO
IPOU3X0]T

[.11. MsicTo Ha npousxon
Exurn 3a emOpuonu O

1.12. Haznaueunue
0 CTONAHCTBO [ €KHII 32 EMOPHOHU O of00peHa

Nwme Howmep Ha omobOpenue OpTaHHU3aIH
Anpec

Nwme Howmep na onoOpenue | me Howmep Ha ogo6penue
Anpec Anpec

Nwme Howmep na omobpenue | [lomencku kox

Anpec

1.13. 1.14. OuakBaHa faTa ¥ 4ac Ha NPUCTUTAHE

[.15. TpancnopTHu cpencTBa

O caMmosieT O Kopa®d O BiIak
O IIBTHO IPEBO3HO CPEICTBO

O Apyro

Unentuduxanus:

IIpenpaTku KbM JOKYMEHTHU:

1.16.

1.17.

1.18. Onoucanue Ha cTokara

.19. Kom Ha crTokata 10
XapMOHU3HMpaHATA CUCTEMA

1.21. 1.20. KonnuecTtBo

1.23. Unentuduxanus Ha koHTeliHepa/ Homep Ha neuata 1.22. bpoii maketn
1.24.

1.25. Crokara e cepruduimpana 3a

N3kycTBEHO pa3zMHOXKaBaHe O

[.26. 3a Tpan3ur 3a Tpera ctpana Vis-d-vis EC o [.27. 3a BHOC wumM

TpeTa cTpaHa Kon mo ISO nonyckane B EC O
OKOHYAaTEJIEH BHOC [

1.28. Unentudukamnus Ha KUBOTHUTE/ TIPOTYKTUTE

Bun (Hayuno HamMmeHOBaHUE)

nentudukanuoneH
3HAK

Kareropus
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In vitro npousBeaeHn eMOPHOHH OT eIbP
poraTt 100MTHK 4pe3 U3M0J3BaHe HA cliepMa oT
LIEHTPOBE, 0/1I00PeHH OT CTPAHATA U3HOCHTEJI

I1. 3npaBHa nHGOpPMALIHS I1.2.a. Pedepenten I1.6. Mecten pedepenten
i HOMEp Ha HOMEDP
ceprudukara

A3, JONymoANMHMCaHUAT, O(UIMAJICH BETEPUHAPEH JIeKap HAa MPABUTEICTBOTO HA
................................................................................... , (mobaBs ce mMeTO Ha JbpKaBaTa Ha
H3HOCA)

Y nocroBepsBam, ye:

1.1. exunbT 3a cHOMpaHe HA EMOPUOHU, UACHTHUPUINPAH TTO-TOPE:

- € 0100peH B chOTBETCTBUE ¢ I1aBa | ot mpunoxkenue A kbM Jupextusa 89/556/ENO,

- € OCBIIECTBHJ MPOU3BOJCTBOTO, OOpabOTKaTa, CHXpPaHSIBAHETO M TPaHCIOpPTAa Ha
OMMCAaHUTE IMO-TOpe eMOpPHOHH, B CHOTBEeTCTBHME ¢ TnaBa Il or mpunmoxkeHue A KbM
HupextuBa 89/556/ENO,

- ¢ Om1 OOeKT Ha MHCIEKIMH OT O(QUIMANICH BETEpUHAPEH JieKap, Hal-Mallko JIBa MbTH
TOJIUIITHO;

1.2. EmMOpuoHHTE, KOUTO CE€ W3HACAT, ca MPOM3BEACHH B CTpaHaTa HAa W3HOCA, B KOATO
CBIIIACHO O(DHIIMATTHUTE 3aKTFOUCHHUS

1.2.1. He e wumano ciaydau Ha 4YyMa [0 TroBeAaTa Impe3 IMocieaHuTre 12 Mecena
HEMOCPEACTBEHO NPEIU TSIXHOTO ChOUpaHe;
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Yacr II: Cepruduxamms

1.2.2.1. nau He € UMaJO ciydyau Ha LAl Mpe3 MocileqHuTe 12 Mecena HEmoCpeICTBEHO
MpeIrd TSAXHOTO TMPOW3BOJCTBO M HE € M3BBPIICHA BAKCHHAIMS IMPOTHUB AN IMPE3 TO3HU
nepnoz[(l);

1.2.2.2.unm e uMaJio ciayyau Ha IIam npe3 nocieaHure 12 mecena, HEMOCPEACTBEHO MPeau
TAXHOTO MPOM3BOJICTBO W/IIIM € U3BBPIIECHA BAKCUHAIIMS MPOTHUB LIA MPe3 TO3U Mepro), 1
- eMOpHOHHUTE ca Mpou3BeIeHN Oe3 mpoHukBaHe 10 zona pellucida,

- eMOpHOHUTE ca CBhXpaHsSBaHU MpPH OJOOpPeHH YycIoBUS 3a Hai- manko 30 1HU
HEIMOCPECTBEHO CIIE]] TSXHOTO IPOU3BOICTBO, U

- )KEHCKUTE JOHOPHU UIBAT OT MPEINPHUATH, B KOUTO HUTO €IHO KUBOTHO HE € BAKCHHUPAHO
npoTuB man npe3 30-Te JHU npear CbOMPAHETO U HUTO €THO )KMBOTHO OT ITOJATINB BHJI HE
€ TOKa3aJI0 KJIMHUYHU Tpu3Haiy 3a mam npe3 30-te qau npeau u moHe 30 AHU cien KaTto
orurute ca 6um cuopanu (1);

1.3. M3non3BanuTe B MPOU3BOJCTBOTO HA €eMOPHOHU OLIMTH, KOUTO CE M3HACSIT ca ChOpaHU
OT CHCKH JIOHOPH, ChOTBETCTBAIIY HA CJICTHUTE U3UCKBAHUS:

1.3.1. ;xeHCKHUTE JOHOPHU:

- ca OWM Thp)KaHU B CTPaHA WIIM 30HA, B KOATO HE UMAJIO CITydaW HAa CUH €3UK Hai-MaJlko
60 1HM TIpeNin U 10 BpeMe Ha ChOMpaHeTo Ha OI_II/ITI/ITe(l),

WJTH

1.3.2. — ca 6unu OTIIIekKAaHU CBOOOIHO MPE3 CE30HEH MEPHOJ WU 3alIUTEHNU OT ChOTBETHHUS
Hocuten Ha Culicodes 3a Haii-manko 60 THU TIpeu U 1O BpeMe Ha ChOMPAHETO Ha OIUTHUTE,
U eMOpuOHMTE ca Owinm mpou3BeneHH Oe3 mpoHukBaHe jgo zona pellucida, oceen axo
JIOHOPUTE ca TIPEMUHAIH CEPOJIOTUYEH TECT 32 OTKPUBAaHE HAa aHTUTENA 3a BUPyCHATa rpymna
CUH €3MK, U3BBPIICHH B CHOTBETCTBHUE C PBHKOBOJACTBOTO 3a JAMArHOCTUYHH TECTOBE H
BaKCHHH 32 CYX03€MHH )XHUBOTHU Mexy 21 u 60 gHU creq chOMpaHeTo u Aalld OTPUIATEITHU
pe3yaTaTH, KaKTO ¥ eMOPHOHHUTE Jla ca OMJIM ChXpaHsIBaHHU 3a Hai-Manko 30 qau (7,

WITH
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1.3.3.

- ca MPEMUHAJIA CEPOJIOTUYEH TECT 32 OTKPMBAHE HA aHTUTENIA 32 BUpyCHATa Ipyrna CHH €3HK,
M3BBPIICHH B CHOTBETCTBHE C PBHKOBOJCTBOTO 3a JWAarHOCTMYHU TECTOBE M BAKCHHU 3a
CYX03eMHHU JKUBOTHU Mexay 21 u 60 quM cien cbOMpaHeTo U 1anu OTE)I/ILIaTeJIHI/I pe3ynrary,
KaKTO ¥ eMOPHOHUTE Ja ca OWIIM ChXpaHsABaHH 3a Haii-maiako 30 auu (7),

HIIH

1.3.4.

- ca TpeMHUHATM HISHTU(PUKANMOHEH TECT 3a arcHTH, W3BBPIICH B CHOTBETCTBUE C
PBKOBOJICTBOTO 3a JMArHOCTUYHM TECTOBE M BAaKCHHHM 3a CYXO3€MHHU YXHUBOTHH, BBPXY
KpbBHa Ipo0a , B3eTa B JIeHs HAa CbOMPAHETO WJIM B JICHS Ha KJIAHETO W JaJId OTPUIIATEITHU
pe3ynTaTi- KaTo B MOCIEAHHS CIIydaid, eMOPHOHUTE ca MPOU3BEICHU O3 MPOHHUKBAHE 0
zona pellucida (%);

1.4.

1.4.1. B pamuyc ot 10 Km oT momerieHusTa, OT KOUTO OLIUTHTE, U3IMOJI3BAHU B IIPOU3BOICTBO
Ha W3HACAHUTE EMOpPHOHHW, ca OWinM chOpaHHM W O00pabOTeHH, CHINIACHO OQHIMATHUTE
3aKJIIOUEHHUs HE € MMaJlio Cciayyal Ha IIam, CHH €3HK, €MHM300THYHAa XeMmoparuyHa OoJiecT,
BE3WKYJIAPCH CTOMATHT, TPECKa OT JOJMHATa Ha PUQT mim 3apa3Ha MTHEBMOHHUS 110 TOBeIaTa
npe3 30-Te OHU HEMOCPEICTBEHO MpEeAH TAXHOTO ChOMpaHe W B cCiydyas Ha €MOPHUOHH,
cepruduuupanu ceriacHo 11.2.2.2., u B 30-Te AHM ciiel] TAXHOTO ChOUpaHe,

1.4.2. ot Bpemero Ha chOupane n0 30 mHU ciieq TOBa, EMOPHOHUTE, KOMTO CE€ M3HACAT, ca
OWIM ChXpaHsABaHH 110 BCSIKO BpeMe B 0JJ00peHHu moMelieHus, B paauyc ot 10 Km ot kowuro,
ChIJIACHO O(PUIMATHUTE 3aKIIOYCHHS, HE € UMAJIO CIIy4ail Ha IIar, BEe3UKYJIapeH CTOMAaTUT
wm Tpecka ot nonuHara Ha Pudr;

1.5. noHOpHUTE HA OIUTH, U3MOI3BAHH B MPOU3BOJICTBOTO HA eMOPHOHUTE, KOUTO CE U3HACHT:
1.5.1. ca ce Hamupanu, npe3 30-Te THU HEMOCPEICTBEHO Mpeu ChOMPAHETO Ha OLUTUTE, B
noMmerenus, B paaguyc 10 Km ot kouto, chriiacHo oUIIMATHUTE 3aKITIOUCHHS, HE € UMAJIo
ciliyyail Ha Iam, CHH €3HMK, €MU300THMYHA XeMoparuyHa OOJecT, 3apa3eH Be3UKYJIapeH
CTOMATuT, Tpecka oT AonuHaTa Ha PUQT win 3apa3Ha MHEBMOHUS 110 FOBEIATa;

1.5.2. He ca moka3aJiu KJIMHUYHU MPU3HAIM Ha 3a00J1BaHe B JIeHs Ha ChOUPAHETO;

1.5.3. npekapanu ca mecTre Mecera HemoCpPEACTBEHO NMPeAN ChOMPaHETO Ha TEPUTOPUATA Ha
CTpaHaTa U3HOCHUTEN B HE ITOBEYE OT JBE CTaa:

- KOUTO, CBITIACHO O(QUIMATHUTE 3aKJIIOYEHUs, HE Ca UMM CIy4ad Ha TyOepKylo3a Ipe3
TOBa BPEME,

- KOUTO, ChIVIACHO O(PUIIMAIHUTE 3aKJIIOUEHMs], HE ca UMaJli ClIydad Ha Opylenos3a npe3 ToBa
BpEME,

- KOMTO HE ca UMaJM Cllydad Ha €H300THYHA JIEBKO3a IO rOBe/laTa Uil B KOUTO KUBOTHUTE
HE ca IIOKa3aJu KJIMHWYHM TpU3HALM Ha CEH300THMYHA JIEBKO3a [0 TroOBeAara IIpe3
MNpEeAXOAHUTE TPHU I'OJAWHHU,

- B KOUTO HUTO €JHO *XMBOTHO OT poaa Ha EPJ/[ He e moka3ano KIMHUYHU NpHU3HALM Ha
3apa3Hus PUHOTpaxeuT/3apa3eH MyCTyJapeH BYJIBO BalrMHUT Ipe3 npeaxoauuTe 12 mecena;

1.6. 3a emMOpHOHHWTE, KOUTO IIE CE€ H3HACAT C€ MPEAOCTaBAT CICTHUTE JOMBIHUTEITHH
l“apaHI_II/II/I(g):

1.6.1. unu eMOpHOHUTE, KOUTO CE M3HACAT Ca MPOU3BE/IEHU B CTpaHaTa U3HOCUTEN, B KOSITO
CHITIACHO OUIMATHHATE 3aKII0UCHHS HIMa Clydan Ha Goectta AkabaH (1),

1.6.2. unu emMOpUOHUTE ca TPOM3BEIACHH B CTpaHaTa HM3HOCUTEN, B KOSATO CBHIJIACHO
oduIIaTHUTE 3aKITI0YCHNUS UMa CIIydan Ha O6ojectra AkabaH M), u

- eMOpHOHHUTE ca Mpou3BeIcHu Oe3 mpoHuKBaHe 10 zona pellucida,

- eMOPHOHHTE Cca ChXPAHSBAHU MPHU OJ00PEHHU YCIOBHUS Hali-Manko 30 THU HEMOCPEICTBEHO
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CIIEJ TAXHOTO IPOU3BOJICTBO, U
- IOHOPHTE Ha OIMTH, U3IOJI3BAHN B MPOM3BOJICTBOTO HA EMOPHOHH, Ca IPEMHUHAIIA CEPYMEH
HEyTpalu3upall TecT 3a Ooiecrra AkabGaH, KOWTO € Haj OTPHUIATEIHM PE3YJITATH U €
M3BBPIIEH Ype3 KPbBHA MPO0a, B3€Ta HE MO-MAIKO OT 21 JAHHU CJe] TAXHOTO ChOMpaHe WiIH
ueHTH()UKAIIMOHEH TECT 3a arcHTH, HM3BBLPUIEH B CHOTBETCTBHE C PBKOBOACTBOTO 3a
JMarHOCTHYHH TECTOBE W BAKCHHM 3a CYXO3€MHH JKHBOTHH BBbPXY KpBbBHA Mpo0Oa, B3eTa B
JICHS HA KJ'IaHeTO(l);

1.7. eMOpHOHHUTE, KOUTO III€ CE M3HACAT, ca OWIM 3a4eHaTH 4pe3 iN VItro omioxmgane, ¢
M3MOJI3BaHE Ha CliepMa OT LIEHTPOBE 3a ChOMpaHE M ChbXpaHEHUE Ha cIepMa, chOupaHe,
00paboTKa W/ ChbXpaHEHHE Ha CliepMa OT KOMIIETCHTHHSI OpTaH Ha CTpaHa, u30pocHa B
npuioxenue | kM Pemenue na Komucusita 2004/639/EMO® wmn or kommerenten oprax
Ha JbpKaBa-wieHKa Ha EBporelickara oOnIHOCT.

3abenexcku:

(*) HenyxHOTO 1a ce 3auepKHe

(®) ( Knerkara otroBaps Ha Ne 1.28 B Yacr I):

WnenTndukanmoHeH 3HaK: OTroBapsil Ha UIeHTH(UKaMATa KpaBUTe JJOHOPH M JlaTaTa Ha chOupaHe.
Kareropus: na ce yTouHu: a) MpOHUKBaHe WK 0) JuIicBa MpoHHKBaHe 10 zona pellucida.

(®) Bk 3a6enexxkuTe 3a CHOTBETHATA CTPAHA H3HOCHTEN B puIoskenue | koM Pemenne 2006/168/EO
(4) [MoamucsT 1 mevyaTsT TpsIOBa 1a ObAAT pa3iuyueH BT OT TO3H Ha OTHeYaTaHUs GOPMYJIp.

() OB 292, 15.9.2004, c.21

NB: HacrosmusT cepruduxar tpsosa:

a) J1a ObJie TIOMBJIHEH Ha MOHE eIMH OT O(QHUIMATHUTE €3ULM Ha bpKaBaTa-ujeHKa 10 MECTOHa3HAYCHUE U Ha
J'bpKaBaTa-4JieHKa, OT KbJIETO eMOPHOHHUTE 111 BIIsI3aT Ha TepuTopusara Ha OOLIHOCTTA;

0) 1a ObJie U3rOTBEH 3a EIMHCTBEH IOJIyYaTet;

B) Jla IpUIPY’KaBa eMOPHOHUTE B OPUTHHAI.

Odunmanen BeTeprHapEH JIEKap
Nwme (c rnaBHU OyKBH): KBanudukanms u 1abxKHOCT:
Mara: Tloamuc:
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1IPHJIO’KEHUE V

Berepunapen ceprudgukar 3a eMOPHOHU OT JOMALIHY *KUBOTHU OT PO/1a HA eIpHUsl porat
N00UTBHK, IPeIHA3HAYEHHU 32 BHOC, CbOPaHU WM npousBeneHu npeau 1 suyapu 2006 r.

1. Ctpana Ha MPOU3X0/1 U KOMIIETEHTEH OpPTraH

2. 3npaBeH cepTudurat Ne

A. ITPON3XOJ HA EMBPUOHUTE

3. Homep Ha oo0peHre HA eKHUIIA 32 CbOMPaHe HA eMOPUOHHU WJIM €KUIIA 32 POU3BOJACTBO HA

em6puonn (1):

4. me u azipec Ha ekuIia 3a cbOMpaHe Ha EeMOPHUOHU WM €KUIla
3a [IPOU3BOCTBO HA eMOpronu(’):

5. lme n agpec Ha mosmyyaTesst:

6. CTpaHa 1 MSICTO Ha HaTOBAapBaHE.

7. TpaHCHOPTHO CPEJICTRBO:

b. MECTOHA3HAYEHUE HA EMBPUOHUTE

8. JIbprkaBa-4JIeHKA 110 MECTOHA3HAYCHUE:

9. me u azgpec Ha MOTy4yaTes:

B. M IHTUOUKALIMA HA EMBPUOHUNUTE

10.1.

W neHTrduKannoHeH
3HaK Ha
emGpuonnte (%)

10.2. Bpotii Ha
eMOpPHUOHHUTE

10.3. TlpousBenenun
em6puonu(’)

a) [lony4yenu upes
in vitro omnoxaane
0) 00eKT Ha
NIPOHUKBAHE 0
zona pellucida

10.4. lata Ha cpOupaHe wiu
IPOU3BOICTBO

a) na/me (V)
6) na/ue (%)

a) na/me (V)
6) na/ue (%)

a) na/ue (V)
6) na/ue (%)

a) na/ue (V)
6) na/ue (%)

a) na/me (V)
6) na/ue (%)

a) na/ue (%)
6) na/ue (1)

a) na/ue (V)
6) na/ue (1)

a) na/ue (V)
6) na/ue (1)

32006D0168.doc — LIITP — pepakTrpax




I'. 3IPABHA UTHOOPMAILINA

11. A3, ponynoamucaHusiT, odUIMAlEH BETEpUHAPEH JeKap Ha IPABUTEJICTBOTO Ha
................................................................................... , (mobaBs ce mMeTO Ha JbpKaBara Ha
H3HOCA)

Y ocrosepsiBam, 4e:

11.1. ekumrsT 3a cCHOMpPaHE (1)/ HpOI/IBBO,Z[CTBO(l) Ha eMOPUOHU, UACHTUDUIIUPAH TIO-TOPE:

- ¢ 000peH B choTBETCTBHE ¢ TaBa | or mpuoxenne A kbM Jupexrusa 89/556/EHO (%),

- € OCBIIECTBWJI CBHOMpaHETO, 00paboTKara, HpOI/ISBOI[CTBOTO(l) U CBbXPaHSABAHETO M
TPaHCIIOPTa Ha OMUCAHUTE TO-TOpe eMOPHOHH, B CHOTBETCTBUE C TaBa Il ot nmpunoxenune A
kbM JupextuBa 89/556/ENO,

- ¢ Om1 00EKT Ha MHCTICKIIUH OT o(HIIMaTIeH BeTepUHAp, Hail-MaJIKO JIBa TbTU T'O/IUIITHO;
11.2. embpuonute, KOuTO ce m3HacaT ca cbopann(’) win npomssexenu(’) B crpaHara Ha
M3HOCA, B KOATO CHIIIACHO OPHUIIMATHUTE 3aKITFOUCHUS:

11.2.1. He e umanmo ciayyau Ha 4Yyma IO roBeAara Ipe3 mnociaegHute 12 Mecena,
HemocpeacTBeno mpean choupanero(’) wm nponssoxcToto (1) Ha EMOPHOHHTE ;

11.2.2

11.2.2.1. unu HE € WUMAJIO CIydad Ha IIaml mpe3 MOceAHUTe 12 Mecerna HemoCpeCTBEHO
npemu cvbuparero (V) win npom3BoacTBOTO (1) Ha eMOPHOHHTE M HE € H3BbpLICHA
BAKCHHAIIMS IPOTHB WIAIl Ipe3 1031 meprox(’),

W

11.2.2.2.m1 e umaso ciaydyau Ha IIar Mpe3 mocienuure 12 Mecera HermoCcpeACTBEHO Mpean
cebupanero(’) win nponssoactBoto(') Ha eMOPHOHHTE W/WIM ¢ W3BBPILICHA BAKCHHALS
MIPOTHB IIAIT TIPE3 TO3M MEPUOJI, U

- eMOpHUOHHUTE ca CBbXpaHSABaHH IMPH OJOOpEHH YycioBHs 3a Hai- manko 30 1HH,
HETIOCPEJICTBEHO Cle] ChOnpaHe, u

- JKEHCKHTE JOHOPH H JIOHOPUTEC HA SMYHUIM, OIUTH M JPYrd THKaHW, H3IOJI3BAHU B
MIPOU3BOJICTBOTO Ha €MOPHOHH, UJIBAT OT MPEANPUATHS, B KOUTO HUTO €IHO KMBOTHO HE €
MOKa3aJI0 KJIMHUYHH TPU3HAIM Ha 1AM, HUTO € OMJI0 BAKCHHUPAHO MPOTHB Ian mpe3 30-Te
JHH TIpean chOupane ()

11.2.3.

11.2.3.1. Vinu He e UMaJo CiIydau Ha CUH €3UK M eNU300THYHa xemoparuuHa 6onect (EHD)
3a 12-Te Mecema HerocpencTBeHo mnpemn chompanero(’) wmm mpomssoxcrsoro(l) Ha
eMOpHOHHTE, KOUTO C€ M3HACAT, U HE € U3BBHPIIBaHA BAKCHHAIIUS MPOTUB Te3H OO0JIECTH Mpe3
to3u nepro(’),

W

11.2.3.2. nu e umaino ciyyau Ha CHH €3HMK M €NMHU300THYHA XeMOoparuyHa Gosect 3a 12-te
Mecel[a HeloCpeaCTBEHO mpean choupanero(’) MM mpom3BoacTBoTo(') Ha eMOPHOHHTE,
KOUTO C€ W3HACAT, W/WIM € WM3BBPIIBaHA BAKCHHAIIUS TPOTUB Te3M OOJECTH Tpe3 TO3H
nepno;[(l), u

- eMOpHUOHHTE ca CHbXpaHSIBaHW B OJOOPEHU YCJIOBUS 3a MUHUMaleH mepuop oT 30 maHu
HETOCPEJCTBEHO CJie]l CbOMpPaHETO,

"

- JKEHCKUTE TOHOPH M JOHOPUTE Ha SWYHHUIM, OIMUTU U JNPYrHM THKAHU, M3IMOJ3BAHH 3a
MIPOU3BOJICTBOTO HAa €MOpHOHM,ca OwiaM OOEKT Ha arap-rel UMYHOIW(Yy3HOHEH TecT U
CepyMEH TeCT 3a HeyTpaM3allys 32 OTKpMBaHE Ha aHTUTENA MPOTUB BUPYyca HA EMU300TUYHA
XxemoparuyHa 0oJiecT, U3BbPIIECHU C OTPULIATEIIHU PE3yNTaTH BbPXY KpbBHa Mpoba, B3eTa HE
110~ MaJko ot 21 xuu ciex cxbupasnero (4);

11.3.

11.3.1 nomMemeHusATa, B KOUTO EMOPHOHHUTE 32 M3HOC MM SWLEKIETKUTE, OLIUTUTE U JIPYTH
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ThKaHH, M3MOJ3BaHU B IPOM3BOJICTBOTO Ha €MOpPHMOHHM, KOUTO ILE CE€ HM3HACAIT, ca OWiH
cbOpaHu U 00pabOTeHH, 10 BpeMe Ha ChbOMPAHETO B IICHTHP Ha paiioH ot 20 KM B quaMeTsp,
B KOWTO CBIVIACHO O(MIMAIHUTE 3aKJIIOYEHUs HAa HE € MMalo ciydyad Ha Iall, CUH €3MK,
eMM300TUYHA XeMOparunyHa 0oJeCcT, BE3UKYI03€H CTOMATUT, TpecKa OT AoiuHaTa Pudt nim
3apa3Ha IHeBMOHUs 10 roBezara 3a 30 THM HEeNocpeICTBEHO Ipean ChbOUpaHe U B ciydas Ha
emOpuonu, ceprudumpanu o 11.2.2.2. u 11.2.3.2., 3a 30 xuu cnex crOupane;

11.3.2 B nmepuoaa Mexny CbOMpPaHETO WJIM IPOM3BOJCTBOTO Ha eMOPHUOHHUTE, KOUTO LIE ce
M3HACHT, U TAXHOTO M3IpalIaHe, T ca ChbXPaHsIBaHU HEMPEKBCHATO B 0JI00PEHU MTOMEIIECHHS,
KOMTO C€ HamMupaT B IeHThpa Ha obimact or 20 Km B nuaMersp, B KOATO CBHIVIACHO
ouLMaNHUTe 3aKII0YEHUS HE € UMAJIO Cllydall Ha IIall, BE3UKYJI03€H CTOMAaTHT WM Tpecka
OT fonuHaTa Ha Pudr;

11.4 >xeHCKUTE NOHOPH U JOHOPUTE HA SHYHUIM, OLUTH U JIPYTU THKAHU, U3MOJI3BAHU B
IIPOU3BOJICTBOTO HA EMOPHOHHU:

11.4.1 ca Ounu pasmonoxkeHn npe3 30-Te JHM HEMOCPEJICTBEHO MpEaud ChOMpaHETO Ha
eMOpPHOHHTE, KOUTO 1€ CE N3HACAT B IIOMEILEHHS, HAMHUPAIIX CE€ B IIEHThpa Ha obaact ot 20
km B amamersp, B KOSTO CHIVIACHO O(UIMATHUTE 3AKIIOYCHHS MpPE3 TO3U MEPUOJ HE ¢©
UMaJlo Cilydail Ha MIam, CHH €3HWK, €MM300THYHAa XeMoparnyHa OoJecT, BE3HKYJIO03CH
CTOMATHUT, Tpecka OT JOJIMHAaTa Ha PudT uiau nueBMOHUS 10 roBesaTa;

11.4.2. He ca nokaszainu KJIMHUYHU IPU3HALM HA OOJIECT B JCHs Ha ChOUPAHETO;

11.4.3. npekapanu ca IIECTTE Mecela HEMOCPEICTBEHO NMPEAN ChOMPaHETO HA TEPUTOpUsTA
Ha CTpaHaTa U3HOCUTEN B HE TTOBEYE OT JIBE CTajla:

- KOUTO, ChITIAaCHO O(UIIMATTHUTE 3aKII0UYCHHUS HE Ca UMM Cllydad Ha TyOepKyJo3a ,

- KOUTO, ChIIIACHO OGUITMAIHUTE 3aKITI0YSHHS HE Ca MMAalli ClIy4au Ha Opy1ienosa,

- KOUTO HE ca MMaJM CIydyad Ha €H300THYHA JIEBKO3a 110 FOBe/laTa UM B KOUTO KUBOTHUTE
HE ca IMOKa3alM KIMHUYHM T[pU3HAIM Ha €H300THMYHA JIEeBKO3a IO TroBeAaTa mpe3
MPEAXOIHUTE TPU TOJIMHU,

- B KOUTO HUTO €THO TOBEJI0 HE € MOKa3a10 KIMHUYHU MIPU3HAIY Ha 3apa3Husi pUHOTPAaXEeUT/
3apa3eH MycTyJlapeH BYJIBOBarvuHUT Ipe3 npeaxoanuTe 12 mecena;

11.5. 3a emOpuOHHTE, KOMTO M€ CE€ H3HACAT C€ MPEAOCTABSIT CIETHHUTE IONBIHUTEIHH
rapanmmn(’):

11.5.1. unu emOpuOHHUTE, KOUTO CE€ U3HACAT, Ca C’b6paHI/I(1) 1581071 HpOI/I3BeI[eHI/I(1) B CTpaHara
M3HOCHUTEI, B KOSITO ChITIACHO OUIIMAIHUTE 3aKJIIOUEHUS HsAMA cllydau Ha Oonectra AkabaH
),

WIn

11.5.2. win eMOpHOHUTE, KOUTO IIE€ CE€ HM3HACAT ca C’B6paHI/I(1) 1581051 HpOI/I3BCILeHI/I(1) B
CTpaHaTa U3HOCUTEJN, B KOATO ChIIACHO O(QUIIMATHUTE 3aKJIFOUEHHUS MMa ciyyau Ha OojecTTa
Akaban (1), 1

- eMOpPHOHUTE ca ChXpaHSBaHU NMPHU O0J0OPEHH YCIOBUS 3a MUHUMajeH nepuon ot 30 nHw,
HETOCPEICTBEHO CJIe]l TIXHOTO ChOupaHe, 1

- JKEHCKUTE JOHOPU U JOHOPUTE Ha SIMIIEKJIETKH, OLUTU U JPYTU THhKaHU, U3MOJ3BaHU B
MIPOU3BOJICTBOTO Ha eMOPHOHM Ca MPEMHHAIM CEpyMEH HEyTpaJu3upall TecT 3a OojecTra
AxkaOaH, U3BBPILIEH C OTPHUIIATENICH Pe3yNITaT BbPXY KpbBHA Mpo0a, B3eTa He Mo-Majko oT 21
nan cren crbupanero ().

11.6. EMOpuonnTe, KOUTO 1€ CE€ M3HACAT, Ca 3a4CHATH 4Ype3 M3KYCTBEHO OTUIOXKIAHE WU
OIUTOJKAaHe IN VItr0 chC crepMa OT JOHOPH, KOMTO ca OMIM B IIEHTHp 3a ChOMpaHe Ha
crepma, OJIOOpEH OT KOMIIETEHTHHUS OpraH 3a cbOupaHe, 0o0pabOoTKa M ChXpaHECHHE Ha
criepMa WM ChC criepMa, BHeceHa oT EBpomneiickara 0OIIHOCT.
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J. BAJIMAHOCT

12. JlaTa u MsCTO 13. Ime u xBanmuukanus Ha | 14. [lognuc wu mnedar Ha
opunMaNHUsA ~ BETEPHHAPEH | OPUIMATHUSA  BETEPHHAPEH
JeKap nexap (°)

Ykazanus:

(') HenyxHOTO 11a ce 3auepKHe

(%) ChoTBeTCTBA Ha MAEHTH(HKAINATA HA KPaBaTa JOHOD M JATaTa HA CHOUpaHE

() OB L 302, 19.10.1989 r., c.1

(%) Bik 3a6erexkuTe 3a ChOTBETHATA CTPaHa M3HOCHTEN B nprrosxkenue | koM Pemenne 2006/168/EO.
(°) TIOAMHICHT U IeYaThT TPAOBA Ja OBIAT C PasTMUYCH LBAT OT TO3H Ha OTIEYaTaHHs GOPMyIp.

3abenexcka: To3u ceprudukar TpsOBa:

a) 1a Ob/ic MOMBJIHCH HA MOHE CIUH OT O(PUIIMATHUTE C3UIM Ha IhpKaBaTa-wICHKA M0 MECTOHA3HAUCHHE U Ha
Jbp)KaBaTa-4wICHKA, OT KbICTO EMOPHOHUTE III¢ BJIsI3aT HA TepuUTOpUATa Ha OOIIHOCTTA;

0) 1a ObJe M3rOTBCH 32 CAMHCTBCH MOJIyYaTed,

B) Jla MPU/IPY’KaBa eMOPHOHUTE B OPUTHHAT,

T) oa He ObJIe M3IOI3BaH CIIe] 1aTaTta, onpenaeicHa B wieH 4 Ha Pemenne 2006/168/EO.

Hngopmayus: B cvotserctsue ¢ wien 3, 6yksa a) ot Jupektusa 89/556/EMO na ChbBera, eMOPHOHH,
BHECCHU CBIVIACHO YCIIOBHUSATA, NMPEABUICHU B HACTOAIIMS cepTH(HKAT, HE MOrar jna ObIaT JOIMYCKaHH 3a
TBHProBus B paMkuTe OOIIHOCTTA.
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