19921.0066 — BG — 01.01.2007 — 004.001 — 1

To3u NOKYMEHT e CpeAcTBO 3a JOKYMEHTHpaHe U He 00BbP3Ba MHCTHTYLHHTE

»B JAUPEKTUBA 92/66/EMO HA CBHBETA
ot 14 wam 1992 roauna

3a BbBeX/IaHeTO Ha Mepku Ha OOIIHOCTTA 32 Oopda ¢ HIOKachbJcKaTa 0oJecT

(OB L 260, 5.9.1992 r., c1p. 1)

W3meHeHa ¢

OdurmaneH BECTHHK

Ne  crpanuna JaTa
» M1 Permament (EO) Ne 806/2003 nHa CobBera or 14 ampun 2003 roguna L 122 1 16.5.2003
» M2 Hupektua 2006/104/EO na CobBera ot 20 HoemBpu 2006 romauna L 363 352 20.12.2006
W3meHeHa ¢
> Al AKT 3a npucwsenuHsaBaHe Ha Apcrpus, Ounnannus u IIsenus C 241 21 29.8.1994
» A2 AKT OTHOCHO YCIOBUSITA Ha TMPUCHEOWHSIBAHETO Ha uyemkara L 236 33 23.9.2003

penyOnuKa, penyOliMKa eCTOHHWs, penyOnuka KHIbp, pemyOinka
JIaTBUA, penyONMKa JIMTBA, pPENyOJIMKa YHrapHs, pemnyOiuKa Maira,
penyOarKa IMoJa, penyOliMKa CIOBEHHsS M CIIOBAIlKaTa pernyOnuka u
NPOMEHHUTE B YUPEAUTEIHUTE JAOTOBOPH Ha EBPONEHCKHUS CHIO3
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JAUPEKTHUBA 92/66/EMO HA CBbBETA
ot 14 o 1992 roauna

3a BBbBeKIaHeT0o Ha Mepku Ha OOmHocTTa 3a 06opba
HIOKAChJCKATa 00J1ecT

CBBETHT HA EBPOITEMCKUTE OBIIHOCTH,

Kato B3e mpensun JloroBopa 3a cp3maBane Ha EBpormelickata MKOHO-
MHYECKa OOIIHOCT, W IO-CIICHHAIHO 4WicH 43 OT Hero,

Karo B3e npeasui npemioxennero Ha Komucusra (1),
KaTo B3€e IMpPEABH CTAHOBWINETO Ha EBpomeiickus mapiament (2),

Karto B3€ MpPENBHI CTAHOBHINETO Ha VIKOHOMHMYECKHS M COLMAJIEH
xommurer (3),

KaTto MMa MPeJBHUJ, Y€ JOMAIIHUTE MTUIM ca M30pPOCHH B TPUIIOKCHHE
II xpMm JloroBopa; karo MMa NpeABH/l, Y€ THProBUATA C JOMAIIHU MTHIN
MIpPE/ICTaB/IsABa BaKEH M3TOYHUK Ha JIOXOAM 32 HACEJIEHHETO, KOETO Ce
3aHMMAaBa ChC 3eMeJIEIINE;

KaTo MMa IIPeJBHJ, Y€ ¢ HeOOXOAMMO Jia Ce YCTAHOBAT Ha OONIHOCTHO
HUBO MEpKHTE 3a 00pOa, KOUTO TpsOBa Ma OBJIAT B3eMaHU B Cllydyail Ha
BB3HHKBaHEe Ha HIOKAChJCKa OOJIECT, 32 Ja Ce OCUT'YPU Pa3BHTHETO Ha
NTUIEBBACTBOTO HAa HAMOHAIHO HHMBO M 3a Ja ce JONpHHEce 3a
3alMTaTta Ha 3ApaBeTo Ha xuBoTHUTE B OOIIHOCTTA;

KaTo MMa NpeABHJ, Y€ MHHHUMAIHH OONIHOCTHHM MEPKH 3a KOHTPOII
clefiBA OCBEH TOBa Jia ObJAT NPEABHICHHU CpEIly HIOKAChIICKAaTa
OosecT, 3a Aa ce mpuiaraT KbM OIPENeNIeHH JIPYTU BHIOBE;

KaTo HMMa MpeABUJ, 4ye H30yXBaHETO HA HIOKACHJICKa OOJECT MOKe
O0Bp30 12 mpuIOOWe eMM300THYHU Pa3MepH, Ja MPUYNHH CMBPTHOCT U
3aryOu, KOUTO Ja JOBeIaT JI0 PsI3KO CIaJaHe Ha IedanOuTe Ha NTHILle-
BBJICTBOTO M Ha 3€MEIENHETO KaTo LisIo;

KaTO MMa MPE/BH, Y BB3MOXKHO Hai-Obp30 TpsOBa Ja ce mpemmpueMar
JeHCTBHA, KOTaTO CBIIECTBYBAa CHMHEHHE 3a HAJIMYHETO Ha Ooectra,
Taka 4ye He3a0aBHM M e(EKTUBHM MEPKH 3a KOHTPOJI Ja Morar ja
OBbJIaT MPUIOKEHU, KOTaTO Ce MOTBBPIM HEHHOTO HAIMYHE; KaTo MMa
OpeBHA, Y€ TAKUBA MEPKH TpsAOBa Ja OBIAaT M3MCHSHH OT KOMIIe-
TCHTHHUTE OpraHW, KaTo ce B3eMe MPEABUJ JAM CTpaHaTa H3ITbIIHSIBA
WIM He TMporpama 3a OpodHIaKTHYHA BaKCHHALMS Ha IpUIaTa CH
TEPUTOPUSI WM Ha 9acT OT Hes,

KaTo ¥Ma IIPEABHUJ, Ye € HeoOXOAUMO Ja ce MPEeNOTBPAaTH pasmpocTpa-
HEHHEeTO Ha OO0JeCTTa, OIlE LIOM TS Ce MOSIBU, Upe3 CTPUKTEH KOHTPOI
BBPXY MBIDKCHHETO HA JXMBOTHM W WH3MON3BAHETO HAa MPOMYKTH, 3a
KOMUTO C€ CuMTa, 4e Morar aa ObJaT 3apa3eHH, U KOraro € HeoOXoJuMo,
Jia ce M3BBPIIBA M BAKCHHALS,;

KaTo MMa IPe/IBH/, e ITOCTaBsIHETO Ha JIarHo3a Ha OoxectTa Tps6Ba 1a
ObZic HM3BBPUICHO TMOJ KOHTPOJAa HAa HAMOHAIHHUTE JIA0OPaTOPHH,
OTFOBOPHM 3a TOBA, KAaTO KOOPJAMHALMITA MEXAy TAX TpsOBa ma ce
rapaHTupa oT pedepeHTHaTa gabopaTopust Ha OOLIHOCTTA;

Karo uMa TpEeABHI, Y€ € HeoOXOIMMO Ja Ce M3rOTBH pasnopeada 3a
JIbP)KABUTE-WICHKH, KOWTO BAaKCHHHPAT, Jia CBCTaBIT IUIAHOBE 3a
BakcHHanus W jga uHGopMmupar KoMucHATa W JAPYTHTE IbpiKaBH-
YJIEHKH 33 TE3H IUIAHOBE;

(') OB C 146, 5.6.1991 ., c1p. 12.
() OB C 280, 28.10.1991 r., ctp. 174.
() OB C 339, 31.12.1991 r., c1p. 14.
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KaTo uMa npeasun, ye wied 4 ot Jupexrusa 90/424/EVO nHa CbBera oT
26 rouu 1990 r. OTHOCHO pas3xoauTe BBHB BeTepuHapHata obmact (1) ce
IpUiIara B CIy4ail Ha BB3HHKBaHE Ha HIOKACBHICKA OOJIeCT;

KaTo0 HMMa npeaBua, 4€ € IMoAXOodImo Ja €€ IIOBEpU Ha Komucusita
3agadara 3a B3CMAaHC Ha HCO6XOHI/IMI/ITC MEPKH 3a IpujaraHe,

ITPUE HACTOAIIATA JUPEKTHUBA:

Ynen 1

bes na ce 3acarar pasmopenboute Ha OOIIHOCTTA, peryJIupaniy
TBpProBusATa B pamkure Ha OOIHOCTTa, HACTOSMIATa IUPEKTHUBA
ompenens MepkuTe 3a Oopba Ha OOMHOCTTa, KOMTO TpsOBa 1a ce
npHaraT B Cly4yail Ha BB3HHKBAaHE Ha HIOKAChICKa OOJECT MpH:

a) JIOMAIIHUTE NTHIIY;

0) chCcTE3aTeNHM THIBOM M JAPYTM TNTHIHM, OTIVICKIAHW B 3aTBOPEHH
TIOMETICHUSL.

HacTosmaTa nupekTHBa He ce NpHiara, KoraTo HIOKAachlICKa OOJECT €
OTKpHTa MPHU JUBHU NTHUIIM, KUBEEIIN Ha CBOOOIA; BBIIPEKH TOBA B TO3M
CIy4ail CBOTBETHATa JbpiKaBa-wieHKa wHHpopmupa Komucusara 3a
BCHYKH MEPKH, KOMTO B3eMa.

Ynen 2

3a menuTe Ha HACTOSIIATa AUPEKTHBA OINpPEACNICHHATA B WICH 2 OT
Hupextua 90/539/EMIO nHa CwBera ot 15 oktomBpu 1990 r. 0THOCHO
BETCPHHAPHO-CAHUTAPHUTES M3UCKBAHUs 3a Thprosusra B OOLIHOCTTA M
BHOCA OT TPETH CTPaHW Ha JOMAIHU NTUIM W sidla 3a jrornexe (%) ce
npHiaraT mpu HeoOXOAUMOCT.

CrnenHuTe OmnpesieieHus ChIO Ce MpHiiaraT:
a) ,,3apa3eHH JOMAIIHH NTUIM ca BCUYKH JAOMAIIHHU ITHIH:

— TIpH KOUTO O(HUIMATHO € MOTBHPAECHO HATMYHETO Ha HIOKAChICKA
0oJiecT ciiell MpoBepKa OT 0700peHa J1abopaTopus, WK

— B cnyqaﬁ Ha BTOPUYHO HMIIK IOCJICABANIO BB3HHKBAHC Ha 3a00151-
BAaHCTO Ca YCTAHOBCHU KIIMHUYHU NPU3HAOU WK I1aTOJIOTOaHa-
TOMHUYHN U3MCHCHUs, IIPUCHIIN HAa HIOKACBhJICKaTa 6OHECT;

0) ,,JIOMAIIHU MTHUIM, CbMHUTEIHYU 32 3a00JIABaHe ca BCHUKU JIOMAIIHU
OTHIM, TIOKa3Balld KIMHUYHU TPH3HAIM WA MATOJOT0aHATOMUYHH
M3MEHEHHSI OT TaKOBa €CTECTBO, Y€ ChHIIECTBYBA OCHOBATEIHO
CHMHEHHE 3a HaJIMYMETO Ha HIOKACHJICKAa OOJIECT;

B) ,,JIOMAITHU NTHIHM, CBMHHUTEITHA 32 3apa3sBaHe’ ca BCUYKU JTIOMAITHU
MTHIH, 32 KOUTO MMa JaHHW 3a MPSK HIM HENMpsSK KOHTaKT C BHpYca
Ha HIOKachJICKaTa OOJIECT;

r) ,KYXHEHCKH OTMAmblM ca OTMaAbIM OT KyXHH, CTOJIOBE,
PECTOPaHTH WM KBJAETO € MPUIOKHMO — OT TPESAIPHUSITHS, TIpepa-
OOTBAIIM MECO;

1) ,,KOMIIETEHTEH OpraH € KOMIIETEHTHHSAT OpraH II0 CMHChJIA Ha WICH
2, maparpa¢ 6 ot Jdupextusa 90/425/ENO (3);

(") OB L 224, 18. 8. 1990 r., crp. 19. Pemenue, usmeneHo c¢ Perrenne

91/133/EMO (OB L 66, 13.3.1991 r., ctp. 18).

(®» OB L 303, 31.10.1990 r., ctp. 6. JlupekTHBa, TMOCIEIHO W3MEHEHA C
Hupexrusa 91/496/EMO (OB L 268, 24.9.1991 r., ctp. 56).

JupextuBa 90/425/EMO na CpbBera or 26 1oHE 1990 T. OTHOCHO BeTepH-
HapHUTEe W 300TE€XHHYECKUTE IPOBEPKH, NPUIOKHMU IIPH THPrOBHATA B
OOIHOCTTa C ONpPEAENICHH BMAOBE XMBH JKMBOTHU U IPOLYKTH C OLJIEH
3aBbpIIBaHE M3rpaXkaaHeTo Ha BbTpemHus nasap (OB L 224, 18.8.1990 r.,
ctp. 29). HdupekruBa, mocnenno usMeHeHa ¢ [upexrua 91/496/EMO (OB
L 268, 24.9.1991 r., c1p. 56).

~
[
~
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e) ,,opuIanes BeTepUHApPEH JIeKap* € BETEepUHApHUAT JIeKap,
OMpE/IeNIeH OT KOMIICTeHTHHSI OpraH;

X) ,,CbCTE3aTEIHU THIBOU ca T'BIBOM, TPAHCIIOPTUPAHU HIIH TIpE/IHA3-
HadeHH Aa ObJaT TPAHCIIOPTHPAHU OT MSICTOTO UM 3a OTIVICXKIAHE, 3a
na ObIaT MmycHaTH, Taka 4e Ja JOJeTAT oOpaTHO A0 MSCTOTO UM 3a
OTIJISKJAHE WJIM JIO BCSAKO APYTO ONPEIETICHO MSCTO;

3) ,,MACTO 3a OTIJISKIAHE Ha I'bILOM € ChOPHIKEHHE 33 OTIVICKIAHE U
pasBBKIaHE Ha CHCTE3ATETHU I'bILOM.

Ynen 3

JIbp)KaBUTE-WICHKH TapaHTUpaT  3aJb/DKUTEIHOTO U He3abaBHO
o0siBsIBaHE TpeJ] KOMIIETEHTHHS OpraH Ha ChMHEHHE 3a HAIMYHE Ha
HIOKachJICKa OOJIECT.

Ynen 4

1. Koraro B JafeHO CTONAHCTBO C€ HAMHPAT JOMAIIHU NTHUIH,
CBMHHTENTHMA 3a 3a00JsiBaHE WIIM 3apa3sBaHe C HIOKAChJcKa OOJecT,
IbP)KABUTC-WICHKM TapaHTHpaT, Ye OQHUHAIHUTS BETCPUHAPHH
JeKapu e MpeanpuemMar O(MUIHATHK pa3Cle[BaHus, UEIAN 1a
TMOTBBPIT WM M3KIIOYAT HAIMYUETO Ha OOJNeCTTa, U B YaCTHOCT Ye
e B3eMaT HeoOXOAUMHUTE MPOOH 3a Ja0OpPaTOPHH W3CIICABAHUS.

2. Or MoMeHTa Ha OOSBSBAaHETO Ha CBbMHCHHUCTO, KOMIICTCHTHHAT
OpraH IoCTaBs CTOIIAHCTBOTO IIOJ 0(bHHHaH€H HaA30p U HU3HUCKBaA IIO-
CIICITMAJIHO:

a) CIUCBHK Ha BCHYKH KAaTETOPHU JOMAIIHU NTUIM B CTONAHCTBOTO, OT
KOMTO /1a € BUAHO KOJKO NTHUIU OT BCSKA KaTEropusl ca yMpeu,
KOJIKO TIOKa3BaT KIMHWYHU TNPHU3HALK Ha 3a00JIBaHEe M KOJIKO He
[OKa3BaT TaKWBa INPHU3HALM; TO3U CIMCBK CE aKTyalU3Hpa, KaTo B
HETo ce BKJIIOYBAT MNTUIUTE, KOUTO Ca M3JIIONECHU, WM Te3U OT TiX,
KOHWTO Ca yMpENH Tpe3 BBIPOCHUS TEPHOI; MHPOPMAIHUATa B TO3H
CIMCBK TpsiOBa BHHAru Ja ObJe aKTyanHa, Jla ObJie IperoCTaBsHA
IpU TIOMCKBaHE, KaTo T MOXe jAa ObJe MpoBepsBaHa HPH BCIKO
HOCEIIECHUE;

0) BCHYKHM JOMAIlHM MNTHIM OT TOBA CTONAHCTBO Jia OBJAT IbpKaHH
TaM, KBJAETO T€ Ce€ OTIJEeKIaT, WIM Ha JAPYro OrpaHHYEHO MsICTO,
KBIETO T€ MOrar na ObJaT Ibp)KaHU W30JIMpaHH W 0Oe3 Jocer ¢
JIPYTH JTOMAIIHU TTHIIN;

B) JIOMAIHWTE MTHUIM Ja HE BIM3aT WM @ M3JIHM3aT OT CTOIMAHCTBOTO;
I') BCSKO JIBUXKCHHE:

— Ha JIMIa, APYTH )KHBOTHHU W TIPEBO3HM CPEICTBA OT M 3a CTOIAH-
CTBOTO,

— Ha MeCO OT JOMAIHH NTHIY WX Ha TPYINOBE Ha YMPEIH INTHIIH,
Ha XpaHa 3a )KMBOTHH, Ha MaTepualid, OTHAIbLHTe, QypakKuTe U
TOpOBaTa TOCTEIs WM Ha BCHYKO, KOETO MOXKE Ja MpeHacs
3apaza OT HIOKAachjJcKa OoJiecT, 1a MOKe Aa ObAe U3BBPIIBAHO
camMo ¢ pa3pelieHHe Ha KOMIIETEHTHHsS OpTraH;

I) siata Ja He Morar Jga ObJaT HM3HACSHU OT CTOMAHCTBOTO, C
M3KIIFOYCHHE HA SINATa, W3MPAIlAaHd HANPaBO B MPCINpPUSITHE 3a
MPOM3BOJICTBO W/WIH MpepadoTKa Ha silia mo wieH 6, maparpad 1
or [upextuBa 89/437/EMO ('), u KOMTO ca TPaHCIOPTHPaHH C
paspelieHne, TMPEIOCTABEHO OT KOMIICTCHTHHS OpraH; TOBa

(") Oupexrusa 89/437/EMO na Coeera ot 20 roHu 1989 I. OTHOCHO XHUTMEHHHTE
U CaHWTApPHUTE NMPOOJIEMH, CBBP3aHU C IPOU3BOACTBOTO U INpEIJIaraHeTo Ha
nasapa Ha sigHu npoxyktu (OB L 272, 22.7.1989 r., ctp. 87). Aupekrusa,
nocneaHo m3Menena ¢ Jupekrusa 89/662/EMO (OB L 395, 30.12.1989 r.,
ctp. 13).
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paspelieHue TpsOBa Ja OTroBapsi Ha W3UCKBAHMATA, OIPEICIICHU B
npuioxxenue [;

e) H3IO0JI3BAHETO Ha MOAXOoAdAmr CpeACTBa 3a ,IIe3I/IH(1)eKHI/IH Ha
BXOIOBETC M U3XOAUTEC Ha Crpaaure, KbIACTO CC€ IIOMEIIaBaT
NTHIMTC, KAKTO U HA CaMOTO CTOIIaHCTBO,

K) U3BBPLIBAHETO HA €MHM300THYHO MPOYYBaHE CHIVIACHO WiIeH 7.

3.  Jlokarto o(UIMATIHUTE MEPKH, NMpeaBUAcHH B maparpad 2, Obaar
TIPUIIOKEHU, COOCTBCHUKBT WIIM OTTOBApPSAIIUAT 32 JOMAIIHUTE MTHUIIH,
3a KOHMTO CBIICCTBYBa ChMHCHHE, Y€ Ca OOJIHH, MpeaIpueMa BCHUYKH
pa3syMHHU JIeHCTBHS, 3a Ja TapaHTHpa Cla3BaHeTo Ha maparpad 2, c
U3KIIFOUeHHEe Ha OyKBa k) OT HEro.

4. KoMmeTeHTHHAT OpraH MOXKE Ja IPHIOXKHU KOSITO M Ja € OT
MepKuTe Mo maparpad 2 W 3a APYTH CTONAHCTBA B CIyYauTe, KOTaTo
MECTOTIOJIOKEHNUETO, KOHPUTYpaIUsITa UM KOHTAKTUTE UM ChC CTOIIAH-
CTBOTO, 33 KOETO CBILECTBYBAa CBMHEHHE 32 HATMYMETO Ha OOJIeCT, 1aBaT
OCHOBAaHHUS J]a ce MOJ03Mpa BB3MOXKHO 3apa3siBaHe.

5. Mepkure mo maparpadu 1 u 2 He ce mpekparsaBar J0 MOMEHTa, B
KOWTO OQHUIMATHUAT BETEPHHAPEH JIeKap He OTTEIIM ChbMHEHHMATA CH 32
HaJIM4Me Ha HIOKACHJICKA OOJIECT.

Ynen 5

1. Koraro HanuuueTo Ha HIOKAchICKa OOJECT 3a €IHO CTOIAHCTBO €
ouIManHO TOTBBPACHO, ABbpP)KABUTE-WICHKH TapaHTHUPaT, de KOMIIe-
TEHTHUST OpraH IIe HM3KCKAa B JIONBJIHEHHE HAa MEpPKUTE 10 4WieH 4,
naparpad 2, B3UMaHETO U Ha CJIEIHUTE MEPKU:

a) He3a0aBHOTO YHHWINO)KaBaHE B CTOMAHCTBOTO Ha BCHYKU JOMAIIHU
NTHLM; SlaTa HA YMPEJIUTEe WIM YHUIIOKEHHUTE JIOMAIIHU IMTHIH
ChI0 TpsiOBa Ja OBJAT YHHUIIOKEHH, BCHYKHA TE3U JCUCTBHS
TpsiOBa na OBIAT M3BBPUICHU 10 HAYMH, KOWTO HaMalsiBa PUCKA OT
pasnpocTpaHeHne Ha 0oJecTTa;

0) BCAKO BELICCTBO WJIM OTNAAbK, KaTO XpaHa 3a XMBOTHH, TOPOBA
MOCTENSL U JIPYyro, KOETo MOXke na ObIe 3apa3eHo, TpsOBa na Obae
VHHIOXKEHO HMJIM CBOTBETHO 00paboTeHO; Ta3um 00paboTka,
W3BBPIIBAHA CHITIACHO MHCTPYKIMUTE Ha O(UIMATHHS BETEpHHAPEH
nekap, TpsOBa Ja TapaHTHpa YHHUINOKCHHUETO Ha BCHYKH HATUIHU
BHPYCH Ha HIOKAachjJcKara 0OJecT;

B) KOraTo AOMAIIHUTE NTHIM ca OWIM 3aKIaHU [0 BpEME Ha IIPEAIo-
JaraeMus WHKyOalioHeH IIepHo] Ha OO0JecTTa, MEcOTO OT Te3H
JIOMAIIHU TTUIM TPsOBa Ja ObE, MTOKOJIKOTO € BB3MOXKHO, TPOC-
JIENICHO W YHHIIOKEHO;

T) silata 3a JIONeHe, CHECEHH 110 BpeMe Ha INpeJroiiaraeMus HHKyOa-
LIMOHEH MNepHoA, TpsdBa Aa ObAAT MPOCIENCHW U YHHUILOXKEHH, HO
OTHIATE, KOUTO Ca Ce M3IIONWIN OT TaKWBa siila, TpsOBa ma ObaaT
MOCTaBeHHU 101 O(UIMATICH HAa30p; AilaTa 3a KOHCyMalusl, CHECEHH
Mo BpeMe Ha MpenanonaraeMus MHKYOallMOHEeH Iepuoj, TpsOBa na
ObJaT OTCTPAaHEHW OT CTOMAHCTBOTO W Ja OBJAT TPOCICNCHU H
YVHHIIOKEHH OCBEH B CIydYaWTe, KOraTo ca OWIM NpeaBapUTETHO
HAUISKHO Je3MH(PEKINPAHH;

Jl) cliell WU3BBPIIBAHETO HA JICHCTBHATA, TPEIBHICHU B OYKBU a) u 0),
CrpajinTe, U3IMOJI3BaHH 32 OTIVICK/AHE Ha IOMAIIIHU MTHIIH, OKOJHUTE
TUTONIH, TPEBO3HUTE CPEINCTBA M O0OPYIBAHETO, KOUTO BEPOSTHO
MOXeE Ja ca 3apa3eHH, TpsOBa Aa ObJAT MOYUCTEHU U Ae3UH(EK-
LUpaHU CHIVIACHO pa3rnopenduTe Ha uieH 11;

€) B paMKHuTe Ha 21 JHU cieJ] NPUKIIOYBAaHE Ha JCHWCTBHSTA MO OyKBa
) B TOBa CTONMAHCTBO HE TpsOBa Na OBJAT BBHBEXKIAHU OTHOBO
JIOMAITHU NTHLH;

JK) eMU300THYHOTO MPOYUYBAaHE CE W3BBPIIBA B CHOTBETCTBHE C WIEH 7.



19921.0066 — BG — 01.01.2007 — 004.001 — 6

2. KoMIeTeHTHHMST OpraH MOXe Ja pa3npocTpe MeEpKHTE, Ipe.-
BuieHH B maparpad 1, W BBPXy JAPYTM CBCEIHH CTOINAHCTBA, B
CllydauTe  KOTaTo  MECTOMOJIOKCHUETO,  KOH(QUTypamusTa  WIU
KOHTAaKTUTE UM CbC CTOIAHCTBOTO, B KOETO € IOTBBPAEHO HAJIUYUETO
Ha OollecT, JaBaT OCHOBAaHHS 32 ChbMHEHHE 332 BB3MOXKHO 3apa3siBaHe.

3. Koraro mam ot BUpyc Ha Hiokachicka Oosect ¢ ICPI (unTpare-
peOpaneH maroreHeH uHpaekc), nmo-rojsMm ot 0,7 u mo-manek oT 1,2, ce
n30JIMpa B CTANO JOMANIHU ITUIH, KOETO HE IPOSBIBA KIMHUYHH
MpU3HAIM Ha HIOKAchjJcKa OoJyiecT, U € OWJI0 YCTaHOBEHO OT pede-
peHTHara maboparopus Ha OOIMHOCTTa, MOCOYEHa B WIeH 15, de
BBIIPOCHUAT W30JIMPAaH BHPYC MPOM3IN3a OT OTCIAa0eHAa JKMBA BaKCHHA
3a HIOKAachJCcKa OOJEeCT, KOMIIETEHTHHAT OpraH MOXKE [a MpeaoCTaBH
Jeporanys OT W3HCKBaHWATAa ChIVIACHO maparpad 1, Oyksum a) — e),
OpU  YCIOBHE Y€ CHOTBETHOTO CTONAHCTBO € IIOCTaBEHO O[T
otunmaner Hax3op 3a 30 mHU U TPsAOBA a4 M3HMCKBA ITO-CHEIHATHO:

— TpUJIaraHeTo Ha pasnopendute Ha wieH 4, naparpad 2, Oyksu a), 0),
), I) 1 ¢€),

— JOMAallH! ITHUIX Ja HE MOraT Ja HaIlyCKaT CTOIIaHCTBOTO, OCBCH 3a
Ja 6T)I[aT OTBCACHU NUPCKTHO B KJIaHWLATa, OIPEACICHA OT KOMIIC-
TCHTHUS OpPTaH.

KoMnereHTHHAT opraH, OTTOBOpPEH 3a Ta3u KJaHWIa, TPsOBa na Oble
uH(OpMHpaH 32 HAMEPEHHUETO TaM Ja Ce M3MpaIlar JOMAIIHH NTUIH 32
KJIaHe Y BEJHAara clieJl MPUCTUraHeTo B KJIaHUIATa Te TpsOBa na Obaar
Ibp)KaHU U KIIAHW OTHENHO OT JPYTUTE JOMAIIHU ITHIIH.

4.  TIpscHOTO Meco OT JOMAIIHWTE NTHUIM, TOCOYEHHU B maparpad 3 ot
HACTOSIIMS 4ieH, TPOBa Jja HOCH 37paBHAaTa MapKHPOBKA, IPEABHICHA
B wieH 5, maparpad 1 ot Jdupexrusa 91/494/EUO.

5. Pasmopentute, mpeaBuaeHu B maparpad 3, moJuiexaTr Ha mpepas-
rIeKAaHe, Karo Ce B3eMe TMPEABHA  pPa3BUTHETO B  HAYIHHTE
W3CIIEIBAHUS C OTJIe] IpUeMaHe Ha XapMOHU3MPAHHU TPaBHJIa 3a H3I0J3-
BaHETO Ha BAaKCHMHM 3a HIOKachickaTa Oojiect B OOIIHOCTTA.

Ynen 6

B ciyyaute Ha CTOIAHCTBAa, B KOMTO MMa J[BE WM IOBEYE OTIEIHU
CTaja MNTHIM, CHIJIACHO KpHUTEpUHTE, ompenelcHn or Komwucusirta, u
CBITIACHO TpOIeAypara, TMpelBHIACHA B WieH 25, KOMIICTCHTHHAT
OpraH MOXe Ja paspelid IeporupaHe OT HM3UCKBAHETO Ha HIeH 5,
maparpad 1 ma He ce mpuiara MO OTHOLIEHWE Ha 3APaBOTO CTalo,
HAMUPAIIO Ce B 3apa3eHO CTOMAHCTBO, NPU YCIOBUE Y€ O(UIMATHHAT
BeTEpUHAPEH JIeKap € MOTBBPIWI, Y€ MPOBEACHUTE TaM JEHHOCTH ca
Taka M3BBPIICHHU, Y€ CTAJaTa Cca HAIBJIHO OTACIHH, IIO CE OTHACS 0
MOZICTIOHA, TJIEJaHeTO U XPaHEHETO MM, TaKa ye BUPYCHT HE MOXKe Ja ce
IpeHece OT eIHOTO CTano Ha JIPYyroTo.

Ynen 7
1.  ENM300THYHOTO MpOY4YBaHE CE OTHACS JO:

— mepuoja, mpe3 KOWTO HIOKAChICKara OOJECT € ChIISCTBYBala B
CTOIaHCTBOTO WJIM B MSCTOTO 32 OTIVISKIAaHE Ha I'bIbOU;

— BCPOATHUSA MPOU3XOA Ha HIOKAChJICKATa 00JIECT B CTOMAHCTBOTO WJIH
B MACTOTO 3a OTIVICKIAHE Ha rbIBOHN U ONIPEACIIAHETO Ha APYru
CTOIIAaHCTBA HWJIM ME€CTa 3a OTIIICKIAHEC Ha F'LJIT)GI/I, B KOUTO HMa
JOMalllHW IITUIIH, rBIE0M  UIH Apyru nOTUlH, OTTJIC)KIAHU B
3aTBOPEHHU IIOMCIICHHA, KOUTO MOXKE nOa ca (970151 3apa3€Hu OT
ChIIIHUA HU3TOYHHK;

— JIBIDKCHUETO Ha JIMIA, JOMAIIHU NTULHM, I'bIBOM WIM OPYTH NTHLH,
OTIVIKJAHW B 3aTBOPEHM IIOMEILICHUS, WIM JPYTH >KUBOTHH,
MPEBO3HU  CpPEICTBA, sWIAa, MeCO WIH TPYNOBE W BCHYKH
WHCTPYMEHTH WJIM JIPYT'H BELIECTBA, KOUTO MOXKE Ja ca IPEeHecIu
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BHUpYyCa Ha HIOKaChJICKa 00JIeCT 10 WM OT BBIIPOCHOTO CTOIIAHCTBO
WIH MSCTOTO 3a OTIVIEXKOaHE Ha I'bIbOH.

2. C ormen mbiiHa KOOPIMHAIMS Ha BCUYKHA MEpPKH, HEOOXOIMMH 3a
JIMKBHIMPAaHETO HAa HIOKAChJCKaTa OOJIECT BB3MOXKHO HAi-0Bp30, U C
[eJ W3BBPIIBAHE HA CMH300THYHOTO MPOYYBAHE CE Ch3laBa KPU3HCHA

rpymna.

OOurTe npaBuia 3a HAIMOHAJIHUTE KPU3UCHU TPYNH U 32 KPU3HCHHUTE
rpynu Ha OOIIHOCTTA Ce ONMPEnesAT ¢ KBATH(GUIMPAaHO MHO3WHCTBO OT
CsBera 1o mnpempioxxkenne Ha Komucusra.

Ynen 8

1. Koraro o¢unuaiHuAT BeTEpUHAPEH JICKap WMa OCHOBATEIHU
CBMHEHHs, 4Ye JIOMAIlHH NTUIM B JaJeHO CTOMAHCTBO ca OwWin
3apa3eHH B pE3yNTaT Ha [BIKEHHETO HA JIMIA, >KABOTHUA WIH
TIPEBO3HU CPEJCTBA WM IO HAKAKBB APYr HA4YMH, TO CHOTBETHOTO
CTOIAHCTBO c€ MOCTaBs 0] oduIManeH KOHTPOJI ChIIacCHO maparpad 2.

2. llenta Ha oduIMaNHUS KOHTPOJ € He3a0aBHO Ja ce MpOBEpU
BCSAKO €IHO CHhMHEHHE 32 HAIMYMETO Ha HIOKachicka Ooiect, ja ce
mpeOposiBaT JAOMAIHWTE TTHIH, Ja C€ CIeId JBIKEHHETO HM U
KOrato ce Hajara, Ja Ce MpemlpueMe HIKOe OT ACiCTBUSTA, Mpes-
BUJIeHH B maparpad 3.

3. Koraro egHO CTOMaHCTBO € OOEKT Ha O(UIMATHHA KOHTPOJ O
maparpadpu 1 W 2, KOMIOETSHTHHAT OpraH 3a0paHsBa W3BO3BaHETO Ha
JMOMAlIHA MTHIX OT CTOMAHCTBOTO OCBEH TOA OQHIMAICH HAA30p
HAMpaBO KbM KJIAHWIATA, KBICTO C€ MPUCTHIBA KbM HE3a0aBHO
knane. [Ipeny na name TakoBa paspenieHue, OQUIHATHAAT BETSPUHAPCH
Jekap TpsiOBa Aa € M3BBPLIMI KIMHWYEH Iperie]] Ha BCHYKU JOMAIIHH
NTHIY, 332 Ja U3KII0YM HATMYUETO Ha HIOKACHJICKa OOJIECT B CTOIaH-
cTBOTO. OrpaHnuveHHsATa 3a JIBWKECHHE, TOCOYCHH B HACTOSIINS UJICH, Ce
HajaraT 3a mepuox oT 21 IHM, CYMTAHO OT IOCIEAHHS NeH Ha IOTCH-
[MATHOTO 3apa3sBaHe. BbIpekH TOBa OrpaHUYCHHUSITA OT TaKoOBa
€CTEeCTBO TpPsIOBa Jia ce MpHJIaraT 3a MEepHoj| MOHE OT CeleM JIHH.

4. Koraro CUETE, Y€ YCIIOBUATA IIO3BOJIABAT, KOMIICTCHTHUAT OpPTaH
MOXKE Ja OrpaHh4yd MCPKUTE IO TO3U WICH A0 YacT OT CTOIIAaHCTBOTO U
0 OTOMAIIHWUTE NITUIHW, KOUTO CC HaMHpaT TaM, IIPU YCIOBHUE Y€ TE3U
JAOMAIlHA NOTUOA Ca NOACIOHCHU, TJIICAaHW W XpaHCHU OTACIHO U OT
OTHCJICH IICPCOHAJ.

5. Koraro oduimamHusT BeTepUHApPEH JieKap MMa NpPUYHMHA Ja Cce
CBbMHSIBA 3a 3apa3sBaHe HA CBbCTE3aTENHU T'BIBOM WM Ha MSCTO 3a
OTINICKJAaHE Ha THIBOM C BUpyca Ha HIOKachjickarta OoJiecT, TOU
B3eMa BCHYKM TMOAXOMSIIM MEPKH, 3a Jia TapaHTHpa, 4e MCTOTO 3a
OTIJIeXKIaHEe Ha TBHIBOM IONIEKH HA OrPAaHUYEHMs, BKIIOYMTEITHO
3a0paHa 3a BCSKaKBO JBW)KEHHE HAa CBHCTE3aTENHH T'BIBOM W3BBH
MSICTOTO 3a OTIVIeXkKJaHe Ha T'byibOu 3a 21 mHU.

Ynen 9

1. Koraro pguarHo3ara 3a HIOKachicka OoJiecT ce TOTBBPAU
ouIManHo, IbpKaBUTE-WICHKH FapaHTHPAT, 4¢ KOMICTCHTHUIT OpraH
ompezels Mpejna3Ha 30Ha OKOJIO 3apa3eHOTO CTOMAHCTBO, KOSATO TPsOBa
Jla ce MPOCTHpa B pajuyc OT TMOHE TPU KWIOMETpa, KaTo camaTa Ta3H
30Ha CE BKJIIOYBA B HAJ30pHA 30HA C pajdyC OT JIECET KHUJIOMETpA.
OnpenesstHETO Ha TE3W 30HU TPsiOBa Jia OTUMTA reorpadckute, aiMUHH-
CTpaTHBHHUTE, €KOJIOTHYHUTE W EeMH300TUYHUTE (PAKTOpH, CBBP3aHU C
HIOKachJICKaTa 0oJiecT U ¢ 000pyIBAaHETO 32 KOHTPOIL.

2. MepKI/ITe, npujlaraii B IIpEAIlia3HaTa 30H4, BKIIOYBAT:
a) I/IHCHTI/I(i)I/IHI/IpaHC Ha BCHUYKHU INTHLOCBBAHM CTOIIAaHCTBA B 30HATA,

6) NEPUOANYHU TIOCCUICHUA BBB BCHYKU TNITULUEBBAHU CTOIIAHCTBA,
KIIMHUYHA TPErjIcad Ha AOMAIIHUTE ITHIA W aKO € HeO6XOZ[I/IMO,
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B3MMAaHETO Ha MpoOu 3a JabOpaTOpHHU M3CIIENBAHUA, KaTo 3a Ioce-
HICHUATA ¥ 3a HAOJIOJICHHUATA TPIOBa Ja C€ BOIM PETUCTHD;

B) I'bp)KaHETO HA BCHYKHU JOMAIIHM NTHIM B TOMEUICHUATA, KBIETO
’KUBEAT, WK Ha JAPYro MsCTO, KbAETO T€ MOTaT Aa ObJaT H30IHPaHH;

I) M3MOJI3BAHETO Ha TMOAXOJIIM CpeACTBa 3a JAe3MH(pEKIUsS Ha
BXOJIOBETC M HA M3XOIHMTEC HA CTOMAHCTBOTO;

J) KOHTPOJI BBPXY JABM)KEHMETO Ha JIUMIA, KOUTO C€ 3aHUMaBaT C
JIOMAalllHA [THLHY, TPYNOBETE HAa YMpEIH MAOMAIIHM OTUIM H C
Aia, KaKTO ¥ BbPXY IPEBO3HUTE CPEACTBA, KOUTO TPAHCIIOPTHPAT
JIOMAIITHU NTUIH, TPYIOBETE HAa JOMAIIHHU NTHLH U SHIa B PaMKHUTE
Ha 30HATa; IO IPUHUUII TPAHCHOPTHT HA JOMAIIHM HOTULH Ce
3a0paHsABa OCBEH B CIy4YaWTe Ha TPAH3HUT IO TOJEMUTE MaruCTpalik
WM KENE30IbTHYU ITBTHUILA,;

e) 3abpaHa 3a IpEeMeCcTBaHE Ha JOMAIIHU NTHLU W sSdla 3a JIONEHE OT
CTOIIAHCTBOTO OCBEH B CIydYaWTe, KOTaTo € JAJCHO paspelieHHe OT
KOMIIETCHTHHSI OPraH 3a TPAaHCHOPT Ha!

1) Ha JOMAIlHK OTHIK 332 He3a0aBHO KilaHe B KIAHWIA, Pa3Iio-
JIO)KEHA 32 TPENIOYUTaHe B 3apa3eHaTa 30HA, WIM B CIydYauTe,
KOTaTo TOBa HE € BB3MOXKHO, B KJIaHHIA, HAMHpaIla Ce W3BBH
3apa3eHara 30Ha M OIpe/eNieHa OT KOMIIETCHTHHUSI OpTaH; BBPXY
NITHYETO MECO TpsAOBa Ja ObJie TOCTaBEHA CIelMalIHATa 3[[paBHA
MapKHpOBKa, TpeaBUjcHA B wieH 5, maparpad 1 ot Jlupektusa
91/494/ENO (1),

il) HA €IHOJHECBHM IWJIETA WM Ha SPKHU, TOTOBU Ja CHACST, IO
CTONAHCTBO B pPaMKHTE Ha HaJ30pHATa 30HA, B KOETO HsIMa
JOPYTH JOMAIIHA MTHIM;, BBIPEKH TOBA HA IbPIKaBHUTE-UJICHKH,
KOMTO HE MOraT Ja MpPeAOCTaBsIT TPAHCIOPT 3a €IHOIHEBHU
MUJIeTa WM TOTOBH 32 CHACSHE SPKU B CTOMAHCTBO B PAMKHUTE
Ha Haa30pHATA 30HA, CE paspeliaBa CBIIACHO MpoIeaypara,
IpeABUIcHa B WieH 25, 1a TPaHCIOPTHPAT IMOCOYCHUTE ITHIETA
U SPKH IO CTOTAHCTBO M3BBH HAI30pHATA 30HA; TE3W CTOMAHCTBA
TpsiOBa 1a OBJAT TMOCTaBEHH TOJ OQUIHATHHUS KOHTPOII,
mpeaBUieH B wWwieH 8, maparpad 2;

iil) Ha sifa 3a JOTNICHE 10 JIFONMJIHA, MOCOYEHAa OT KOMITCTCHTHHS
opraH, KaTo Mpeay U3MpallaHeTo UM sIaTta ¥ OMaKoBKaTa UM ce
rnojyiarat Ha Je3uH(eKuus.

JIBwkeHusTa, TIO3BOJICHH 10 1), ii) W iil), ce M3BBPIIBAT TUPEKTHO,
non oduimaneH KoHTposl. Te ce pa3pemraBaT caMo Cliel Karo
OpUIMANTHUAT BETEPHHAPEH JICKap € M3BBPIIMI 3paBHA MHCIICKIIHS
Ha CTONAHCTBOTO. V3mon3BaHWTE TNPEBO3HM CpPEACTBAa TpsAOBa 1a
ObJaT TOYMCTCHU U JC3WH(EKIUPaHU MPEAN U CIIeN yrnoTpeda;

) 3a0paHa 3a OTCTpaHsSBaHE WM Pa3NpPbCKBaHE HA OTHAIbIM WIH
NTHYU TOp 0€3 pa3pelleHue;

3) 3abpaHa 3a OpraHM3UpaHE HAa MAHAWPH, IIa3apH, MPEACTABICHHS H
JPYTH CTPYMBaHWS HA JIOMAIIHH MK IPYTH TTHIH.

3. TlpwioxeHuTe B MpenanasHata 30Ha MEPKH TpasT MHHUMyM 21
JIHU, CUMTAHO OT JCHsI, KOTaTo Ca W3BBPIICHUA HPEIBAPUTEIHOTO MOYH-
CTBaHE ¥ JIe3MH(EKIMATA Ha 3aPa3CHOTO CTONAHCTBO CBHIVIACHO WieH 11,
Clie]] KOeTO Mpera3HaTa 30Ha CTaBa 4acT OT HaJ30pHATa 30Ha.

4. MCpKI/ITe, npujlaraHd B HaJA30pHaTa 30HA, BKJIHOYBAT:
a) I/IlICHTI/I(i)I/IHI/IpaHe Ha BCHUYKHU ITHLOCBBAHH CTOIIAaHCTBA B 30HATA,
6) KOHTPOJI BBPXY MABWXCHHUCTO B PAMKUTE Ha 30HATa Ha JOMAalIHU

NTHIM ¥ Ha SHIA 3a JIIOIEHE;

(") HupexruBa 91/494/EMIO na CsBera oT 26 1oHM 1991 r. oTHOCHO Bere-
pHHApHO-CAHUTAPHUTE YCIIOBHS, PEryIHpamy Thprosusra B OOIIHOCTTA U
BHOCA OT TpeTH CTpaHWM Ha mpscHo nrude meco (OB L 268, 24.9.1991 r.,
ctp. 35).
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B) 3a0paHa 3a W3HACSHE Ha [OMAIlHA MTHIM H3BBH 30HATa IIpe3
oppBUTe 15 OHM C U3KIOYCHHE HA OTBSKIAHETO HA [OMAIIHH
OTHIA JUPEKTHO JO MOCOYEHATa OT KOMIIETCHTHHUSI OpraH KJIaHWIIA,
BBPXY ITHYETO Meco TpsiOBa Ja ObJe MOCTaBEeHA CICIMATHATA
3IpaBHa MapKHpOBKa, TpenBHIeHA B WieH 5 or JlupektuBa
91/494/ENO;

r) 3abpaHa 3a M3HACSHE Ha SIa 3a JIOICHE W3BBH HAJ30pHATA 30HA,
OCBEH JI0 JIIOTWIIHS, OIpEAeNeHa OT KOMIICTEHTHHs opraH. [Ipemu
M3IpallaHe sillaTa ¥ TEXHUTE OMAaKOBKU TPsiOBa J1a ObJat ae3uHQpeK-
UPaHH;

1) 3abpaHa 3a WM3HACSHETO HA OTMAABIM HIM HAa NTHYH TOP H3BBH
30HaTa;

e) 3a0bpaHa 3a OpraHM3UMpaHe Ha MAHAWPH, Ma3apu, MPEACTABICHHUS WU
JIpyTU CTpyNBaHUSA Ha JOMAIllHU U Ha APYTH NTHULY;

K) TIpU Clia3BaHe Ha pasnopenouTe Ha OykBW a) U 0), 3a0paHa 3a TpaHC-
MOPTUpPAHE HA JOMAIIHHM NTHIXA OCBSH B CIyYaWTe Ha TPAH3UT IO
FOJICMHTE MArMCTPaId WIH JKEIC30MbTHH ITBTHUIIA.

5. IlpunoxeHurte B HaJ30pHATa 30HA MEPKH TpasT MUHUMYM 30 1HH,
CUUTAHO OT JIeHS, KOraTo Ca U3BBPIUECHU MPEIBAPUTEIIHOTO ITOYHCTBAHE
¥ Ne3uH(EKIUATa Ha 3apa3eHOTO CTOMAHCTBO ChITIACHO wieH 11.

6. Koraro 30HHTE ca pa3lOJIOKEHU Ha TEPUTOpUSATA Ha IIOBEYE OT
eHa JbpXKaBa-WwIEHKA, KOMIIETCHTHHTE OpPraHH Ha CBHOTBETHHUTE
IbPXKABU-WICHKA CH CHTPYAHHYAT IPH OIpPEIeNsHeTO Ha 30HUTE,
ommcany B naparpag 1. Berpeku ToBa npu HEOOXOIMMOCT IIpejIa3HaTa
30Ha M HaJ30pHATa 30HA Ce ONPEIEIST 10 NpoLeaypara, MpeJBuieHa B
uieH 25.

7. Korato emmM300THYHOTO TpOydYBaHE, I[IOCOYEHO B 4ieH 7,
MOTBBP/HU, Y€ BBH3HUKBAHETO CE IBDKM HAa WHQEKIUs M KOraTo HsIMma
JIOKA3aTeJICTBA 32 CTPAHUYHO Pa3IpOCTpaHEHHE, Pa3MEPBT U MPONBIDKU-
TEJIHOCTTAa Ha TpeANa3HUTe 30HM M HaJ30pHHUTE 30HM Morar ga Obaar
HAMaJICHU CBIVIACHO IPOLEAypaTa, OlpeAeneHa B wieH 25.

Ynen 10
JbpxaBUTE-4JICHKH TrapaHTHparT, 4e:

a) KOMIICTCHTHUSAT OpraH OIpPEAC/sl IpaBuiaTa, 3a 1a MOXE Ja C€ IpPOoC-
JensaBa  JABWXKCHHETO Ha )IfIL[a, JOMAIlHKU TITUIKM MW ITUIH,
OTIVICKAAHU B 3aTBOPCHU INOMCIICHUA;

0) COOCTBCHHUKBT WJIM OTFOBAPSIIMAT 32 JAOMALIHUTE NTHUU H/HIH
CBCTE3aTEIHUTE TBIBOM, W/WIH MTUIMTE, OTTICKIAHH B 3aTBOPCHH
TIOMEIICHHsI, TIPH TMOWUCKBAHE OT KOMIICTCHTHHUSI OpPTaH IPEIOCTaBs
uHbOpPMANKs 32 JIOMAIIHWTE NTHALM M SHIAra, KOHTO BIM3AT M
M3IIH3aT OT HETOBOTO CTOIAHCTBO, a CBHINO M MH(OPMAIHS 33 ChCTe-
3aHMATA WM HW3IOXKOWTE, B KOUTO ChCTE3aTEHUTE TI'BIBOM ca
y4acTBamy,

B) BCHYKH JIMI[A, QHTXXUPAaHU B TPAHCIOPTa HIM B THProOBUATA Ha
JOMAIIHU TITHIH, AN, ChCTE3aTeNHA ThIBON U MITHIH, OTIIICKIaHU
B 3aTBOPEHU IOMEILIEHUs, MOraT Ja IIPEAOCTaBIT HA KOMIIETEHTHHUS
opran uMHGOpManus 3a OBIDKCHHE Ha JOMAIIHWUTE NTUIM, sSinara,
CBCTE3aTeIHUTE THIBOM U NTHIHTE, OTIJICKIAHA B 3aTBOPEHH
MIOMEIIEHUs], KOUTO TE€ Ca TPAHCIOPTUPAIM WM YUSTO THProBUS ca
OpraHM3MpaNH, KaKTO M Oa TIPENOCTAaBAT BCHYKH IOAPOOHOCTH,
CBBP3aHU C Ta3u UH(oOpMaLus.

Ynen 11
JbpxaBuTe-4JICHKH TrapaHTHpart, 4e:

a) M3MOJ3BAHUTE JE3MH(DEKTAHTH W TEXHHTE KOHIIGHTpPAaTH ca
Oo(pUIUAITHO OJJOOPEHH OT KOMIIETCHTHHUS OpraH;
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0) JedcTBUsTA TIO TMOYHUCTBAHE WM JE3MH(EKIUS Ca MU3BBPIIBAHU MO
ounmazeH Haa30p B CHOTBETCTBHE ChHC:

(1) ykaszanusTa, JaJicHH OT O(QHIMAIHUS BETCPHHAPEH JIeKap;

(i1) mpomemypaTa Mo TMOYUCTBaHE U JAe3MH(EKIMpaHe Ha 3apa3eHo
CTOIaHCTBO, TaKa KAaKTO € M3JIOKeHa B mpriiokenue 1.

Ynen 12

B3emaneto Ha mpobu M J1abOpaTOPHUTE TECTOBE 3a OMpEJENsIHE
HAJIMYMETO Ha HIOKACBHICKAa OONECT ce U3BBpIIBAT  CHITIACHO
npunoxenue III.

Ynen 13

JbpkaBuTe-4IeHKU TapaHTUpPaT, 4Ye KOMIIETEHTHUSAT OpraH B3eMma
BCHUYKH HEOOXOIMMH MEPKH OTHOCHO TOBA JIMIATa, YCTAHOBEHH B MPE.-
nazHata 30Ha W HaJ30pHaTa 30HA, Ja ca HMHQOpPMUpPaHH OTHOCHO
JICHCTBAIUTE OTPAaHHYCHHS M Ch3/1aBa BCHYKH HEOOXOIUMH pasnopenon
3a HaJUIKHOTO NMpUJIaraHe Ha BBIPOCHUTE MEPKU.

Ynen 14

1. JIppKaBUTe-4IECHKH IapaHTHpAT, Y€ BbB BCSKa Jbp)KaBa-wieHKa ca
OIIPEICIICHHU:

a) HaIMOHATHA JTa0OpaTOpHs, B KOSITO MMa HEOOXOAUMOTO 00OpyIBaHE
U EKCIIepTeH MepCoHak, 3a Ja Ce MO3BONM IBIHO AHTUTCHHO H
OHMOJIOTUYHO 3alMCBaHe Ha BHpPyca Ha HIOKAChJICKaTta OOJIECT IO
BCSIKO BpeMe W 3a Ja ce MOTBBPXKIABAT PE3yNTATHUTE, MOJYYCHH B
perroHaJHUTE TUArHOCTHYHU J1abOpaTopHy;

0) HanMoHalHAa J1a0OpaTopHsi, B KOSTO C€ TECTBAaT pPEAarcHTHTE 3a
yrnoTpeba B pEerHOHATHHUTE J1abopaTopuuy,

B) HAMOHAJICH WHCTHTYT WJIM JadopaTtopus, KbJIETO BaKCHHHUTE,
MO3BOJICHN 3a MNpodWIaKTHYHA yrmoTpeda B CTpaHaTa WIM CKIa-
MUpaHK 3a ymoTpeda MO CIEHIHOCT, MOrar Ja ObJaT TEeCTBaHU 3a
e(pHUKacHOCT, JACHCTBHE W YHCTOTA.

2. Hammonamaure mabopaTopum, H30pOoeHHM B mpuioxenune 1V,
OTroBapsAT 3a KOODJMHHUPAHE Ha CTaHAApPTUTE U METOAUTE 33 JUArHo-
CTHUIUpaHe, yrnoTpebara HAa peareHTH M TECTBAHETO HAa BaKCHHU.

3. Hamuonannute maboparopuu, W30poeHH B mpuiIokeHue IV,
OTroBapsT 3a KOOPJHMHHpAHE Ha CTAHAAPTUTE U METOAUTE 33 JUAarHo-
CTULIMPaHe, ONpEICICHA BBB BCsKa J1abOpaTopusi 3a AMACHOCTHKA Ha
HIOKAChJICKa OOJIECT Ha TEPUTOPHATA HA JIbplKaBaTa-wieHKa. 3a Ta3d
Hei:

a) Te MOraT Ja IpelOCTaBAT Ha HAILMOHAIHHTE JIAOOPaTOPUU peareHTH
3a TUarHOCTHLIMPAHE;

0) Te ynmpakHsIBaT KOHTPOJ 3a KAYECTBOTO Ha BCHYKU PEarcHTH 3a Juar-
HOCTHUIIMPaHe, W3IOJI3BaHU B Jbp)KaBaTa-4JICHKA;

B) TC MEPUOAUYTHO MNPOBEKAAT CPABHUTCIIHU TECTOBEC;

I) Te NpUTEKaBaT NpoOM OT BHUPYCa HA HIOKACBICKAaTa OO0JECT OT
Clly4yad, IOTBBPJECHHU B IbPKaBaTa-uIICHKA;

I) Te TapaHTHpaT NOTBBPXKIABAHETO Ha IIOJIOXKUTEIHU pe3yJTaTy,
MOJIYYeHN B PETHOHAJIHUTE JHATHOCTHYHU JaO0OpPaTOPHH.

4. Hamwmonannute mnaboparopuu, wu30poeHM B npuiIoxkeHue IV,
HOABPKAT BpPB3Ka C pedepeHTHaTa nabopatopus Ha OOIHOCTTa,
rnocoyeHa B wieH 15.
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Ynen 15

Pedepentnara nmaboparopuss Ha OOIIHOCTTa 3a HIOKachjiCcKa OoJiecT e
mocoueHara B mpuioxerune V. be3 ma ce 3acsrar pasmopeabute Ha
Pemenne 90/424/ENO (1), u mo-cneruandHo wieH 28 0T Hero, mpaso-
MOIIMATA U 33Ab/DKCHHsATa Ha Jaboparopusita ca Te3d, KOUTO ca
“30pOCHH BHB BBIIPOCHOTO NPHUIOKECHHE.

Ynen 16
1. JIbppaBuUTe-wiIEHKU TrapaHTupar, ye:

a) BaKCHHAIMS CpEIly HIOKAChJICKa OOJNIECT C BaKCHHH, Pa3pelieHd OT
KOMITETEHTHHSI OpraH, MOXe /ia Ob/ic U3I0I3BaHa 3a MPOGHIaKTHIHH
IeNM WK 32 Jia ce JOMBJIHIAT MEpPKHUTe 32 60p0Oa, B3ETH MU MOsIBAaTA
Ha 00JIeCTTa;

0) €IMHCTBEHUTE pAa3pEIICHH BaKCHHU Ca TE3U, KOUTO Ca MOJY4HIIH
paspelleHue 3a ThProBUsS OT KOMIIETEHTHHS OpraH Ha JbpkaBaTa-
YJIeHKa, B KOSATO C€ M3II0J3Ba BAKCHUHATA.

2. JIOWbJHUTETHH KPUTEPUH 32 H3ION3BAHETO HAa BAKCHHU CpPELLy
HIOKachiicka 0O0JecT Morar jJa ObAaT YCTaHOBSIBAHM CBHIVIACHO IIPOIie-
Jypara, IpeABHJeHa B 4iieH 25.

Ynen 17

1. IppxaBa-wieHKa, B KOATO CE€ M3BBPIIBA JOOPOBOJIHA WM 3aIbi-
JKUTENTHa NpPOQUIAKTHYHA BaKCHHALMS Cpelly HIOKAachlICcKa O0JecT,
uHbopMupa KoMucusra u IpyruTe AbprKaBH-YICHKH.

2.  HWudopmanmsTa, npefoctaBeHa chrilacHO maparpad 1, TpsOBa ma
OmpeerIs:

— XapaKTCPpUCTUKUTC U ChCTaBa Ha BaKCHHaATa, KOATO CC M3II0JI3Ba,

— MPOLEAypUTE 3a HAI30p Ha pasMpe/iefiCHHETO, CHXPAHCHHETO U
ynotpebara Ha BaKCHHHUTE,

— BHJOBETC W KaTCTOPUHUTEC JOMAIIHU ITUIOH, KOUTO MOrar HuiIu
MOJIC)KAT Ha BaKCHHalWs,

— 30HHUTC, B KOUTO BAaKCHHAIIWUA OH MOrja WM Ce W3BBPINBA,
— IIPAYHUHHUTEC, ITOpagul KOWUTO C€ HU3BbPIIBA BaAKCHHAIIMA.

3. JIppXaBHTE-4WICHKHA MOTAT Ja TPEIBUAAT Ch3JaBaHE Ha MpOrpama
3a BaKCHHHpPAHE Ha ChCTE3aTeNIHU T'hIBOH. B To3M ciydwail Te TpsiOBa na
unpopmupar Komwucusta. bes nma ce 3acsra momoOHa mporpama,
IbP)KABUTE-WICHKH TapaHTUpaT, Y€ OPraHW3aTOpHTE Ha CHCTE3aHUS U
U3JIOKOU TpennprueMar HEOOXOIMMHTE MEpKH, Taka 4e CaMO ChCTe-
3aTeNHHU T'BIBOM, KOUTO Ca BAKCHHUPAHH CPEILy HIOKACHJICKAa OOJecT,
Jla MOTraT Jla y4acTBaT B ChCTE3aHUS U H3JIOKOU.

4. TlogpoOHuTe npaBWwia 3a TMpUiaraHe Ha HACTOSIIMS YJIEH, IIO-
CIELMATHO OTHOCHO KPHUTEpUHTE, KOMTO TpsiOBa da ce mpuemar, U
BCSAKAKBH JIPOTAllMM, KOMTO MOTaT Ja ObJaT IpaBeHH C OIJIe]
3[PaBHUS CTAaTYC Ha Ibp>KaBUTE-UICHKH, C€ ONPEAENIAT ChITacCHO Ipolie-
IypaTta, IpeaBUAeHa B WieH 25.

Ynen 18

1.  IbpxaBUTe-wICHKH TapaHTUpAT, Y€ KOTaTo Ce MOTBBPIU HIOKa-
ChJICKa 0OJiecT, KOMIICTCHTHHAT OPraH, 3a [a JONBIHH JPYTUTE MEPKH
3a Oop0a, MPENBUIICHN B HACTOSINUS PErJIaMEeHT, MOXE Jia OINpeein
TePUTOPHATHATA 30HA W IEPUO/A, B KOHTO Ce W3BBHPIIBA CBOCBPEMCHHA
U CHCTEMAaTHYHa BaKCHHAUUs (CIICUIHA BAKCHUHAIWMSA) HA OIMPEACICHHUTE

(') OB L 224, 18.8.1990 r., ctp. 19.
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BHUJIOBE JIOMAIIIHK MTHUIM N0 oduiraneH KOHTpoJl. JIbpikaBaTa-uieHKa,
mpuiarama CreliHa BakcuHauus, mHpopmupa Komucusta u apyrure
JbP)KABU-WICHKH B paMkuTe Ha [IOCTOSIHHUMS BETCpHUHAPEH KOMHTET,
ce3aanen ¢ Pemerne 68/361/ENO (1), 3a mMomoXeHHETO ¢ HIOKACHJICKAaTa
OoJiecT W CrieniHara mporpama 3a BaKCHHAIIUS.

2. B cnyuyas, nocoyeH B maparpad 1, ce 3abpaHsBa BaKCHHAIMTa
WIA PEBaKCHHALMATA HA JOMAIIHA [NTHIOM B  CTOIAHCTBOTO,
[IOJUISKAMO HA OTPAHUYCHHATA, TOCOYCHH B WieH 4.

3. B cmyuwas, nmocouen B maparpad 1:

a) ONpENeNICHUTE BUIOBE JOMAIIHM NTHIM CE BAKCHHUPAT KOJKOTO €
BB3MOXHO MO-0BP30;

0) BCHYKM JOMANIHK NTHIM OT ONPEICICHUTE BUIOBE, POACHU WIIH
MPEHEeCeHN B CTONMAHCTBO BBHTPE B 30HATA 332 BaKCHHUpaHE, TPsIOBa
Ja ObIaT WM Ja ca OWiM BaKCMHHUPAHU;

B) IO BpeME Ha OIepanusra [0 BAaKCHHHPAHETO, NpEIBHICHA B
naparpad 1, BCHYKM IOMAlIHM NTHIM OT OIpEIEICHUTe BHUIOBE,
IIbp)KaHU B CTOIIAHCTBA BBTPE B 30HATA 32 BaKCHMHUpaHe, TPsiOBa lia
OCTaHaT TaM OCBEH:

— CIOHOOHCBHMU ITWJICTA, MPEMECTCHNU B CTOIIAHCTBO BBHTPEC B 30HATa
3a BAKCHMHUPAHE, KBJACTO CC€ BAKCHHUPAT,

— JIOMAIIHM NITHULH, IPEMECTEHH AUPEKTHO B KJIaHHLA 32 He3a0aBHO
KJIaHE; aKo KJIaHHWIaTa ceé HaMHUpa U3BBH 30HATA 3a BaKCHHHpPAHE,
JIBIDKEHUETO Ha JOMAIIHU NTULM CJl€ABa Ja Ce pa3pelld camo
cren KaTo OQHUUMATHUAT BETEPHHAPEH JeKap € M3BBPIINT
3/[paBHa MHCIEKIYS Ha CTOIIAHCTBOTO;

I) KOTraTo ONepaliuTe 10 BaKCHHHPAHETO, MPEIBHUICHH B OyKBa a), ca
3aBBPIICHH, JABIKCHHE M3BBH 30HATA 3a BaKCHHHUpPAHE MOXe 1a Oble
paspereHo 3a:

— ©IHONHEBHU NHJIETa, MPEAHA3HAYCHH 32 TPOU3BOJCTBO HA MECO,
KOMTO MOTraT 1a ObJaT MpeMeCTeHH B CTOIAHCTBO, KBAETO 1A
ObJaT BaKCHMHUpAHU; BHIPOCHOTO CTOMAHCTBO TPsOBa aa Obae
oy HaOJIIOJEHUE, JOKATO JOMALIHUTE IITUIM, KOWTO ca
MpeMeCTeHH, OBbaT 3aKJIaHH,

— JIOMAIIIHU MITUIY, BAKCHHUPAHU TIPEIu moBede oT 21 mHu u npea-
Ha3HAYCHM 3a He3a0aBHO KIIaHE,

— sia 3a JIIoNeHe, KOUTO IMPOU3XO0XKIAT OT JOMAllHH NTHIU 3a
pa3BBXkAaHe, BaKCHHUPAaHU TMOHe 21 1HU TpeaBapUTENHO;
sillaTa ¥ TEXHUTE OMAaKOBKM TPsAOBa na ObIaT Ae3uHQEKIHpaHH
Ipean NPeMeCTBAHETO.

4.  Mepkute, npeasuaeHn B OykBu O0) u T) or maparpad 3, ce
MpuJIaraT 3a MeproJ OT TPH Mecella CJIe/l 3aBbPIIBAHETO Ha OMEPaIlMUTe
M0 BAKCHMHUPAHETO, MpEABUACHU B maparpad 1; Te morar jga Obaar
paslIMpeHH 3a CIWH WIM [0BEYe JOMBJIHUTEIHU IEPUOAa OT TPH
Mecerna.

5. Upes meporauus ot OykBu a) u 0) oT maparpad 3 KOMIETEHTHHUTE
OpraHd MorarT fa OCBOOOZST ONpENeieHH CTala ChC crenupuyHa
Hay4YHa CTOWHOCT OT CHUCTEMAaTH4YHATa BAaKCHHAIIWS, NPU YCIOBHE Ye
BCHYKH HEOOXOIMMH MEPKHM Ca B3€TH OT KOMIIETEHTHHs OpTraH, 3a 1a
Ce TapaHTHpa 3alluTaTta Ha TAXHOTO 3/IpaBe M Y€ ca IMOUIOKCHH Ha
MIEPHOINYHN CEPOIOTHYHN MPOBEPKH.

6. Kommucusra mpocnensBa pa3BUTHETO Ha CUTyalusTa Ha OoJjecTra u
aKo € HeoOXOIMMO, MOXEe CHIVIACHO TPONEAypaTa, MpeABUICHa B WICH
25, ma B3eMe pelleHHe, MO-CIELHMaNTHO BbB BPb3Ka C KOHTpOJNA Ha
JBIDKCHUE W BAKCHHAIIHATA.

(') OB L 255, 18.10.1968 r., ctp. 23.
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Ynen 19

1. Koraro mo OTHOLIEHHE HAa TMOUICHCKH TI'bIBOM WIM NTHUIH,
OTIJICHK/IAHA B 3aTBOPCHHU IIOMEIICHHS, CBHIICCTBYBa ChbMHEHHE, Y€ Ca
3a00JIeNM OT HIOKAchICKa OOJECT, Abp)KaBUTE-WICHKH IapaHTHpaT, de
OQUIIMAIHUAT BETEPUHAPEH JIeKap He3abaBHO MpeanpueMa O(UITHATHO
pascienBaHe 3a TOTBHPXKIABaHE WM YBEJIOMSBaHE 332 HATMYHETO Ha
0oJecTTa; Mo-CreHUaiHO TOW B3eMa MOJIXOASAIIM PoOH 3a 1abopaTopHO
U3CIeBaHE WM MPOCIEIIBa, Y€ TE Ca B3ETH.

2.  BepHnara cnen o0sIBSIBAHETO HA CBMHEHHMETO KOMITETCHTHHST OpraH
IOCTaBsl CTONAHCTBOTO WM MSCTOTO 3a OTIVIEKIAHE Ha T'BbIBOM IO
oduIMaieH HAI30p, 32 Ja HE MOXE T'blb0 MM NTHUIIA, OTIJICKIAHU B
3aTBOPEHH TOMEIICHUS, U HHUKaKbB OOCKT, KOHTO MOXeE Ja MpeHece
HIOKachjJickata OOJIeCT, Ja HallyCHE MSCTOTO 3a OTIVIeKJaHe Ha
I'BIB0M HIIM CTOIAHCTBOTO.

3. Mepkure, npeasuiieHu B naparpadu 1 u 2, He ce OTMEHST, JOKaTO
ChMHEHHMETO 3a HIOKAChJICKa OOJIECT HE Ce OTMEHH OT OQHIMATHUS
BETEpUHAPEH JIeKap.

4. BeﬂHaI‘a ciaen 0¢)HHH&J’IHOTO MOTBBPKAABAHC Ha HAJIWMYHUCTO Ha
HIOKAChJICKa 00JIeCT KOMIIETCHTHHST opras, inter alia, Hajiara:

a) MPHUJIAaraHeTo Ha KOHTPOJ M MEPKH 3a JIMKBUIUpAHE, MPEABUICHH B
uneH S5, maparpad 1, OykBu a), 0), 1) U €), COPAMO TMOIIECHCKH
TBIBOW WM TITHIH, OTIJICKIAHU B 3aTBOPEHU IMOMEIIEHUS U MECTa
3a OTIVICKAHE Ha I'BJIBOM, 3apa3eHU C HIOKAchICKa OOJIECT; WM

0) Haii-MaJKo:

1) 3abpaHa 3a JBW)KEHHE Ha TI'bIbOM WIM NTHUIM, OTIJICKIAHH B
3aTBOPEHH TMOMEIICHUs, W3BBH MSCTOTO 3a OTIJIOKIAHE Ha
BIBOM WJIM CTOMAHCTBOTO 3a MOoHE 60 MHU Cliel HW34e3BAHETO
Ha KIMHWUYHUTE MPHU3HAIM Ha HIOKACHJICKaTa OOJeCT;

ii) pa3pyliaBaHe WJIH TPETHpAaHE Ha BCSIKA MaTepHs WM OTIAJbK,
KOMTO MOXE€ Ja ca 3apa3eHd; TpeTupaHeTo TpsOBa Ja
rapaHTUpa pa3pylIaBaHETO Ha BCSKAaKbB HAJIMYEH BHPYC Ha
HIOKachJICKaTa OONECT M BCHYKH OTHAIBLH, CHOpaHH IO Bpeme
Ha 60-IHEeBHMS TEPHOJ, MOCOYEH B 1);

B) CIIM300TUYHOTO IMPOYYBAHC B CHOTBETCTBUC C YJICH 7.

5. o cremeHTa, KOSTO C€ W3WCKBA 3a IPABWIHOTO TpWJIATaHE Ha
pasnopenduTe, IOCOYEHH B HACTOAMIMS WICH, JbpXKaBUTE-UIECHKH
npenoctaBiT Ha Kommucusra B pamkure Ha [locTOSHHHS BeTepHHAapeH
KOMHUTET WH(pOpMamus 3a CHTyalUsTa BBB BpB3ka C Oomectra o
KOHTPOJIHUTE MEpKH, MpWIaraHu CbIVIACHO oOpasela, IOCOYeH B
npunoxenue VI

Ynen 20

1.  H3nomsBaHeTo Ha KYXHEHCKH OTIAABIM OT CPEICTBA 332 MEXKIY-
HapoAeH TPaHCIOPT, KaTo KopaOu, HA3eMHH WM BB3AYIIHH MPEBO3HU
CpencTBa ce 3a0paHsBa 3a XpaHEHE Ha JIOMAIlHW NTHUIM; TaKHUBa
KyXHEHCKH OTHaIblld C€ ChOUPAT W YHHIOXKABAT IMOJA OQUIHAICH
KOHTPOJL.

2.  Ymorpebara Ha KyXHEHCKH OTHAIbIIM, PA3IUYHU OT TE3H, OIpe-
JenieHu B maparpad 1, win mapuyera OT JOMAIIHU NTHIM MOXe 1a Obie
paspelieHa 3a XpaHEHe Ha JOMAIlHM NTHUIM caMo clie[] TOIUIMHHA
00paboTka B MOAXOMAINIA ChOPBKEHHUS, rapaHTHpaila, 4e OojiecTTa He
ce IpeHacsd U BUPYCHT Ha HIOKAChJICKaTa OOJIECT € YHUIIOXKEH.

3.  Axo e nHeoOxomumo, Komucusita ChIIIaCHO Mpoleaypara, Mpen-
BUJICHA B WieH 25, ompexens MOIPOOHUTE NMpaBHiIa 3a IpHJIaraHe Ha
naparpad 2.
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M1

Ynen 21

1. Bcska nbprkaBa-uieHKa U3rOTBA IUIAH 3a JEUCTBUE B MU3BHHPEIHHU
CHTyalli{, B KOMTO OIpezeNis HAIMOHAJTHHATE MEPKH, KOUTO Ine ObIar
MPUIOKEHU B CIydaidl Ha BBb3HMKBaHE Ha HIOKAchJcKa OoJiecT.

To3u maH TpsOBa 1a HO3BOJISIBA AOCTHII 1O CHOPHIKEHUSATA, 000PYIBAHETO 1
MepCOHANA, KAKTO M J0 BCHYKH JPYTH MOJXOMISIINM MaTepHaN C OIJIE
OBp30TO U eUKacHO JHMKBUAMpaHe Ha Oojectra. ToW TpsaOBa na mane
TOYHO OIMCAHKE HA HYXKIUTE OT BAKCHHH, C KOUTO BCSIKA JbPKaBa-uIICHKA
cuuTa, Ye TpsAOBa Ja pasmonara MpH CrelllHa BAKCHHALIHSL.

2. Kpurepuure, OpuIoKUMHU 33 U3TOTBIHETO HA TO3M ILIAH, €a yCTa-
HOBEHH B npuioxkenue VI

3. IInanoBere, W3TrOTBEHHU CBHIVIACHO KPUTEPUUTE IO TMPUIOKEHHE
VII, ce mpencraBat Ha Komucusta B mIiecTMecedeH CpOK OT 3aroy-
BaHETO Ha NPUJIAraHETO Ha HACTOSINATA JUPEKTUBA.

4. Kowmmcusata pa3riexja IUIaHOBETE, 3a Ja TMPOBEPH JaId Te
MO3BOJISIBAT JIOCTUTAHETO HA JKeJaHaTa IIejl, ¥ Mpejylara Ha ChbOTBETHATa
Jbp)KaBa-uJIicHKa M3MEHEHHs C OIJIe]l ChITIACYBAHETO C IJIAHOBETE HA
OCTaHAJIMTE JbPIKaBU-UICHKH.

Komucusara ono0psiBa IiaHOBeTe, aKO € HEOOXOIMMO, Clie]l Karo ca
W3MEHEHH, ChIIIACHO MpOIeAypara, NpeIBHIcHa B WieH 25.

BriociencrBue IUIaHOBETE MOraT ja ObJaT M3MEHSHH WM JIONBJIBaHU
CBIJIACHO ChINATA IPOIIEAYPa, 32 Ja CE OTUETE Pa3BUTHETO HA 0OCTAHOBKATA.

Ynen 22

C ornen emHaKBOTO MNPHWIOKEHHWE HA HACTOsIIATa AUPEKTHBA U B
CHTPYAHUYECTBO C KOMIIETEHTHUTE OpraHu ekcrneptd Ha Kommucusra
Morar Ja W3BBPIIBAT NPOBEPKHM Ha Mscto. C Ta3W LeNl Te Morar ja
TIPOBEPAT TMpPEJCTaBUTENICH IIPOLIEHT CTOIAHCTBA, 3a Ja YCTaHOBAT
AT KOMIIETEHTHUTE OpraHH IIpOBEpsBAT JaJld Te3H CTONAHCTBA
crasBaT H3WCKBaHHWATa Ha HacrosAmiara jaumpexkruBa. Kommucusra
YBEIOMSIBA JTbPKABUTE WICHKH 32 pe3yiraTa OT Te3H HpPOBEPKH.

JbpxaBaTa uiIeHKa, Ha TEPUTOpPHATa HA KOSITO C€ M3BHpIIBA
MpoBepkara, TpsOBa Na OKaxe IBUIOTO HEOOXOIMMO ChJACHCTBHE Ha
€KCIIepTUTE NPU U3IBJIHEHHUE HA 33JauuTe HM.

OOmuTe pasnopeadu 3a MPUIOKEHWETO HA TO3W WIEH Ce ONpPEHeNsT
CBITIaCHO IIPOLeypaTa, YCTAHOBCHA B WICH 25.

Ynen 23

[onpoGHuTe yCNOBUS, peryiupamy (HHAHCOBOTO Y4YacTHe Ha
OOmHOCTTa B MEpPKUTE, CBBP3aHM C MPWIAraHETO HA HACTOSIIATA
TUPEKTHBA, ca ycraHoBeHU B Pemenne 90/424/ENO.

Ynen 24

ITpunoxeHusTa ce U3MEHAT, akO M Korato ¢ Heobxoaumo, ot CbBeTa ¢
KBATM(UIMPAHO MHO3WHCTBO IO MpemiokeHne Ha Kowmwmcusta, B
YacTHOCT 3a Ja C€ OTYeTe Pa3BUTUETO B M3CleIOBaTelcKara AEWHOCT
U B MPOIEIypUTE 10 TUATHOCTHULIMPAHE.

Ynen 25

1. Komumcusara ce mommomara oT [lOCTOSHHHS KOMHTET MO XpaHU-
TeJHATa BEpHIa M OIa3BaHE 3PABETO HA XXMBOTHHUTE, YUPEHCH C WICH
58 ot Permament (EO) Ne 178/2002 (V).

() OB L 31, 1.2.2002 r., ctp. 1.
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2. Koraro ce mpaBu 1M030BaBaHe HA HACTOSIIMS YICH, CE MpHJarar
qienoBe 5 u 7 ot Pemenne 1999/468/EO (V).

[epuonsT, mpeaBuaeH B wieH 5, naparpad 6 ot Pemenne 1999/468/EO,
ce ompenelsi Ha TPH Mecella.

3. KomuteThT mpuema CBOH NpolenypeH IpaBUIHUK.

Ynen 26

1. JIppxaBHUTe-WICHKH BBBEKAAT B CHJIA 3aKOHOBHTE, OJ3aKOHOBHTE
U aJIMUHUCTPATUBHUTE Pa3NopendH, HEOOXOIUMH, 3a Jja ce ChoOpassT ¢
HacTosimara gupektiBa npead | okrtomBpu 1993 r. Te HezabaBHO
nadopmupar Kommucusara 3a Tosa.

Koraro ABPIKABUTC-UJICHKN IHpUEMAT TC3U MCEPKH, B TAX CC€ CbAbpiKa
IIO30BAaBaHC Ha HacTosdllaTa IUPEKTHBA HWIM TO CC€ HU3BBPIIBA IPHU
0(1)I/IHI/IaJ'IHOTO M Hy6J’II/IKyBaHe. VcnoBusita u PEABT Ha IIO30BaBaHE
CC€ OIpCACIIAT OT AbPIKABUTC-YJICHKU.

2. JIwppxaBuTe-wieHKH yBeaoMsiBaT Kommucusita 3a TeKCTa Ha pasmo-
pendute OT HAMOHAJIHOTO 3aKOHOJNATEICTBO B 00JACTTa, ypeAeHa C
HACTOsIIaTa TUPEKTHBA.

Ynen 27

Anpecam Ha HacTosdIaTa JUPCKTHBA Ca ObPKaBUTC-YJICHKH.

(') OB L 184, 17.7.1999 r., ctp. 23.
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HIPUJIOKEHHUE 1

PASPEIIEHUE 3A M3HACSAHETO HA SHIIA OT CTONAHCTBO,
KOETO E OBEKT HA YCJIIOBUATA IO YJIEH 4, IAPATPA® 2,
BYKBA JI) OT HACTOSAIIATA JUPEKTHUBA

V31aneHoTo OT KOMIICTCHTHHUS OpraH pa3pelleHHe 3a H3HACSHETO Ha siIa OT
CTOIIAaHCTBO, 3a KOETO CBHIIECTBYBAT CHMHEHHUsS, OOCGKT Ha pasIopenduTe II0
unieH 4, naparpag 2, Oyksa 1), 10 OPENpUsITHE, 0Z0OPEHO 3a MPOU3BOACTBOTO
U TpepaboTKaTa Ha SIMYHM TIPOIAYKTH CBIVIACHO pasmnopenduTe Ha WICH O,
naparpad 1 or Jlupexrusa 89/437/EMO, Hapu4aHO HO-IOINY ,,0pEIENCHO Ipea-
npusitHe”, TpsibBa ja OTroBapsi Ha CICJHHUTE YCIOBHSL:

1. 3a ma ObJe TO3BOJEHO Ja HAIyCHAT CTONAHCTBOTO, 3@ KOETO ChHIIECTBYBAT
CBhMHEHHUsI, stiiliata TpsioBa:

a) Ja OTroBapsT Ha M3UCKBAHMATA, IIPEABHUACHY B I1aBa [V OT mpuiiokeHneTo
xbM [upexrusa 89/437/EMO;

0) ma ObAAT M3MPATEeHH TUPEKTHO OT CTONAHCTBOTO, 332 KOETO CBIIECTBYBAT
CBbMHEHUS, /IO ONPENEICHOTO MNPEINpPUsITHE, KAaTO IMPeAd H3IPAIIAHETO
BCsIKA MapTuja TpsOBa jga Obae 3amedaTaHa OT OQHLIUATHHS BETEpHHAPECH
JIeKap, OTroBapsill 3a CTOIAHCTBOTO, 32 KOETO CBIIECTBYBAaT ChbMHEHHS, U
TpsiOBa J1a OCTaHe 3arevaTaHa Mpe3 Hesrs MEePUo Ha TPAHCIIOPTa J0 MOCo-
YEHOTO NPEANPHATHE;

2. opUIMANTHUAT BETEPUHAPEH JIeKap Ha CHOTBETHOTO CTOINAHCTBO TpsOBa Jia
OCBEZIOMU KOMIIETEHTHHs OpraH Ha OIpPEAENCHOTO NpeANpHUsITHE 3a HaMe-
PEHHETO CH Jja M3INpaTH siia Tawm;

3. KOMITCTCHTHHST OpraH Ha OHNPEACIJICHOTO IPECAIIPUATHC Tp}I6Ba Jla rapanTupa:

a) siilata, MOCOYeHH B Touka 1, OykBa 0), ;a ObJAT IBbpIKAHU OTACIHO OT
MOMEHTA Ha MPHCTUTAHETO MM JI0 MOMEHTAa Ha MpepaboTKara hM;

6

=

YepyNKUTEe Ha Te3W siflia 1a ce PasrIekKAaT KaTo BHCOKOPHCKOB MaTepHal
cprlacHO wieH 2, maparpad 2 ot JupektuBa 90/667/EMO (') u 1e nma
ObaaT 00pabOTBaHM CHIVIACHO HM3HMCKBaHMATAa Ha miaBa Il oT mocodeHara
JIMPCKTHBA;

B

~

OTIAaKOBBYHHAT MaTE€pHaJl, TPAHCIIOPTHUTE CPEACTBA, M3MIOI3BAHHU 33 TPAHC-
MOPTHPAHETO Ha sila, MOCOYeHH B Touka 1, OykBa 0), M BCHYKH
TIOMEIIEHNUS, ¢ KOWTO sIiaTa BIM3aT B JIOCET, J]a CE IOYNCTBAT M JIE3HH-
(exkuupar Mo TaKbB HAYMH, Y€ Jla CEe YHMINOXKaBaT BCHYKM BHUPYCH Ha
HIOKachJICKaTa OOJIeCT;

r) OQUIHATHUAT BETEPUHAPEH JIeKap Ha CTOMAHCTBOTO, 3a KOETO Chllle-
CTBYBaT ChMHEHHs, ha ObJe MHOOPMHUpAH 3a BCHYKH MAPTHIH C IIpepa-
0oTeHHu sifIa.

(") HupextuBa 90/667/EMO na CobBera or 27 HoemBpu 1990 r. OTHOCHO BETEpHHAPHUTE
MpaBUJIa 33 YHUIIOKABaHE M MPepaboTKa Ha SKMBOTHHCKH OTMANbLM, TAXHOTO IyCKaHE
Ha Tasapa M MPEeIOTBPATABAHE HA MATOrCHH BBB (yPKUTE OT )KMBOTHHCKU WM pUOEH
npou3xoJ, M 3a m3MeHeHue Ha [upextuBa 90/425/EMO (OB L 363, 27.12.1990 r.,
ctp. 51).
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HIPUIIOJKEHUE 11

IOPOLEAYPA 3A TIOYUCTBAHE M JE3MH®EKIHMUPAHE HA

L

I1.

3APA3EHO CTOIIAHCTBO

IpenBapuTe/HO MoYKMCTBaHe M Ae3uHbeKMpaHe

a) Cren kato TpymoBeTe Ha JOMAlIHM NTHIM Ca OTCTPAHEHH 33 YHHMILO-
’KaBaHe, TE3M YacTH OT IOMCIICHHATA, KBIETO Ca OWIM IOACIOHCHH
JNOMalIHUTE NTHIW, W JPYTHTE YacTH OT CrpajuTe, OT IBOPOBETE MU
JPYTH, KOWUTO €a 3apa3eHH IO BpeMe Ha KJIaHe M IO BpeMe Ha Clel-
KJIaHWYeH TIIperjiesn, TpsOBa pa ObJaT HampbCcKaHM ¢ OROOpeHH 3a
ynoTtpeda ae3MH(EKTAHTH CBHIVIACHO wWieH 11 OT HacTosmiaTta IUPEKTHBA.

6) Besxa ThKaH OT JOMallHa NTHI[A WIM OT fiflla, KOSATO MOXeE Ja 3apasu
CrpajuTe, MABOpOBETEe, MHCTPYMEHTHTE M JApYyru, cueaBa pa Obrae
BHUMATEHO ChOpaHa M YHHINOXXCHA 3a¢IHO C TPYIOBETE.

B) U3nomsBanusaT nesuHdekTaHT TpsiOBa Ja ce 3aAbpKU BBPXY MHOBBPX-
HOCTHTE B IPOJBIDKEHHE Ha ToHe 24 yaca.

OKOHYATEIHO MOYNCTBAaHE U }Ie3l/ll-lq)elﬂll/lﬂ

a) MasHuHHTE M MpPBCOTHATA ClieqBa Ja OBJAT OTCTPAaHEHH OT BCHYKU
MOBBPXHOCTH TIOCPEICTBOM 00e3MaciuTen U Ja ObJaT M3IIIaKHATH C BOJA.

0) Cnen W3IJIaKBaHETO C BOJA, KAKTO € ONMUCAaHO B OyKBa a), Clie[Ba OTHOBO
Jla ce HamnpbCcKa C Je3MH(EKTaHT.

B) Cneq M3THYaHETO Ha CeleM JHU IOMENICHHsATa cienBa na ObaaT olOpa-
OoTeHn c obOe3macnuTen, na OBJAT M3IUIAKHATH CHC CTyAEHAa BOja, Ja
ObJaT HampbCKaHH C AC3MH(EKTAHT M ClIeJ TOBAa OTHOBO Ja Obnar
M3IUIaKHATH C BOJA.

r) OTnagslMTe U TOPBT Clie/iBa J1a ObJaT 0OpabOTeHU 1O HAYMH, MPU KOWTO
ce YHHMINOXKaBa BHPYCHT. TO3M MerToa TpsAOBa Ja BKJIIOYBA €HA OT
CIICIHUTE TIPAKTHKH:

1) m3rapsiHe wim oOpaboTka Ha mapa npu Temneparypa ot 70 °C;

il) TOCTaTHYHO ABIOOKO 3aKOMABAHE B 3€MSTA, 33 Ja C€ U30ETrHE TOCThIIBT
Ha BPEIUTENH W [UBH NTHIIH;

iil) CTpyNBaHETO M OBJIAKHSIBAHETO (aKO € HEOOXOIMMO 33 YCKOpsIBaHE Ha
(hepMeHTaLMATA), TOKPUBAHETO, 3 Jla Ce 3ala3u TeMIepaTypara, KaTo
TpsiOBa J1a ce momabpxka temmeparypa ot 20 °C u 1a ce ocTaBsT Taka B
MIpOIBJDKEHNE Ha 42 JTHH, 3a Ja ce U30erHe JOCTBIIBT Ha BPEAUTENIN U
JIABH TITHIIH.
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HIPHJIO’KEHUE 11

JUATHOCTUYHM TIPOLHEAYPHU 3A NOTBBPXKIABAHE H
JUPEPEHIIMAJTHA TUAT'HO3A HA HIOKACBJICKA BOJIECT

H30poenuTe no-10iy Mpoueaypy 3a M30JAlUs U XapaKTepH3UpaHe Ha BUPYCUTE
Ha HIOKachlicka OosecT TpsOBa na ObJAT pa3MIEKIaHH KaTO HACOKH U
MHHHUMAaJIHU M3UCKBAaHUs, KOUTO ClefBa Ja ObAaT MpUIAraHd MPU JUAarHOCTHIH-
paHeTo Ha GoJecTTa.

BupychT, 0TroBOpeH 3a HIOKachbickara OosecT, € NPOTOTUIHUAT BUpyc Ha Para-
myxoviridae. [ToHacTOsIIEM CBIIECTBYBAT AEBET CEPOJIOTMYHO PATUYUMH IPYIH
MapaMHUKCOBHPYCH IO TNTHILHUTE, KOMTO ca OTKputH, or PMV-1 no PMV-9.
Bceuukn Bupycu Ha HIOKackjickaTa Ooiect ce HamupaT B rpymara PMV-1. 3a
LeJUTe Ha JMArHOCTUYHM IPOLEAYPU 3a IOTBBPXKIaBaHe U Ju(epeHLranHa
JIMarHo3a Ha HIOKACHJICKA OOJIECT € MPUIIOKUMO CIIETHOTO OIpeiesIeHHE:

,,HFIOKachJcka Ooyiect” e MH(EKIUs Ha JAOMAIIHHM NTHIH, MPUYMHEHA OT BCEKU
1aM Ha MapaMUKCOBUpYC | MO NTUIMTE ¢ MHTpalepeOpalieH MaToreHeH MHICKC
(ICPI), npu enHomHEeBHU nwIera, mo-roisimM ot 0,7.

TJIABA 1
B3emane u 00pa6oTka Ha npoou
1. IIpobu

B3ern ¢ mamyk KJOakajqHM CMHUBKH (MJIM NMPOOM OT M3NPaKHEHUSTA) M OT
Tpaxesta Ha OOJHHM TTHIH, H3MPaKHEHUS, BBHTPEUIHOCTH, TpaxeH, Oesn
npoboBe, YepeH Opod, Manak WM OT APYTH BHIMMO 3aCETHATH OPraHd OT
HACKOPO YMpENH MTHLIH.

2. Paspabomeane nHa mamepuanume

Opranure ¥ TbKaHuTe 1o maparpad 1 morar ma ObaaT cOOpHH, HO IIPU
BCHYKM Cllydau (ekanuure ca B OTAenHa npoda. CMUBKUTE ce INOCTaBAT B
cpena ¢ aHTUOMOTHUIIM, OCUTYpsBallla IBJIHOTO UM moTamnsHe. IIpobure ce
XOMOTCHH3UPAT 4pe3 CTPUBAHE MM B XaBaH C IIECTHK U CTEPIJICH IICHK,
nm upe3 xomorenuszarop. Usrorss ce 10 — 20 % w/v cycneH3ust B aHTH-
onotnuHa cpena. CycreH3usra ce MHKyOHMpa 3a OKOJIO 2 4aca IpHU CTaiiHa
temriepatypa win Ha 4 °C 3a 12 — 24 wyaca. ['pybure chcTaBKH B
CyCHeH3UATa ce OTCTpaHSABaT 4pe3 HeHTpodyrupane Ha 800 — 1000 T 32
10 muH.

3. Aumubuomuuna cpeda

PasnuunuTe s1abOpaTopuu ca M3ION3BAIM YCIEIIHO Pa3IMYHU Pa3TBOPH Ha
aHTHOMOTHIM ¥ JlabopaTropuuTe, MOCOYEeHH B npmiaoxeHue II, morar ma
NpPEeNOCTaBAT CHhBET Ha HAKOS CTpaHa. 3a (exaaHu mnpodu ce H3UCKBa
BUCOKa KOHLIEHTpALKs Ha aHTHOMOTHIM — Haii-dyecTo 10000 MexayHapoaHu
eananiy neHunwmH, 10 mr crpenromunumH, 0,25 mr rearamummH u 5000
€IMHUIIM MHUKOCTAaTHH 3a 1 M cycnensus BbB (ocdaren Oydepen paszrBop
(PBS). Te3u HuBa Ha aHTHOMOTHIM MOTaT Ja OBJAT HAMAIECHH S5-KPaTHO 3a
OCTaHAIUTE THKAHW M TpPaXEaJHUTE CMHUBKH. XIIAMUAWHUTE ce 00e3Bpexaar
ype3 mpobaBka Ha 50 MI/MII OKCHUTETPALMKINH. AOCOIIOTHO 33JBDKUTEIHO €
kucenuuHoctta (pH) Ha cpemara ciex mpuOaBsiHe HA aHTHOMOTHIM A CE
kopurupa 1o 7,0 — 7.4.

I'JIABA 2
H3ompane Ha Bupyca
M3onupane na eupyca 6 3apoouwume 6 auyama

W3zonupanero Ha Bupyca ce u3BbpiuiBa B 8—10-1HeBHH Kokoum emOpronu (KE),
KaTo oOpaboTeHaTa cycHeH3usi (CylnepHaTaHTBT) Ce€ WHOKYJIMpa aJaHTOUCHO B
obem 0,1 — 0,2 mi/KE. 3a Besika mpoba ce m3nomssar munumyM 4 KE. Tlpen-
mountar ce KE ot crama, cBob6oauu ot matorerna ¢uopa (CIID). [Ipu numca Ha
takuBa ce m3non3Bar KE OT crama, KOMTO He TOKa3BaT HaIMYHE Ha aHTHUTENA
cpeuly Bupyca Ha HIOKacwhickata Ooiect. VIHOKynupaHute eMOpHOHH ce
nHKyOupar Ha 37 °C U ce OBOCKONHMPAT €KEIHEBHO. YMPEIHTEe M yMHPAIIUTE
KE u BcHYKM OCTaHamu KUBHU Cliel 6-Ws IeH Ha HHKyOalusATa ce moyiaraT Ha
oxnaxnaane npu 4 °C. AnaHTO-aMHHOHOBHTE TEYHOCTH C€ H3CJIEIBAT 3a XeMa-
TJIyTHHAIIMOHHA aKTUBHOCT (XA). AKO He ce YyCTaHOBH XeMarjyTHHALus,
OITKCaHaTa Mpoleaypa ce MOBTaps, KaTo 32 MHOKYJIYM ce M3I0J3Ba HepaspelneHa
QJIAHTO-aMHUOHOBA TEYHOCT OT MPEIXOAHHS Macax.
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Ilpn monoxuTenHa XeMarTyTHHAIUS TpsAOBa Ja Ce U3KIIOYH IPHUCHCTBHETO B
KyATypaTa Ha XeMaIyTHHUpamy Oaxtepud. [lpy Hammume Ha OakTepHu
TEYHOCTTa Ce MpoIycka mpe3 (uiarbpHa MeMOpaHa ¢ pasMep Ha mopure 450
HaHOMETPH (nm), ciel KOeTo KbM Hesd ce 00aBAT aHTHOMOTHIM H C Hes ce
HMHOKYJIUpAT eMOPUOHUTE [0 HAYHH, OCOYEH IHO-TOpE.

TJIABA 3
Judepenunanna quarsosa
1. Ilpeosapumenna oughepenyuayus

l'lpeanKna C€, UC BCUYKHU XEMarlyTUHHUPpAIIU BUPYCH CJI€/IBa [1a 6’blIaT npen-
CTaBCHU Ha HallMOHalIHaTa na60paTopHﬂ, Ioco4yeHa B IPUIIOKECHHUE H, 3a
II'bJIHA I/II[CHTI/I(l)I/IKaHI/ISI, Xapakrepusanusls W TECTOBE 3a MAaTOrCHHOCT.
B'I)HpeKI/I TOBa € BaXXHO Ja C€ npuiaarat KOJKOTO € BB3MOXHO I10-CKOPO
MEXIAWMHHUA KOHTPOJIHU MEPKHU 3a HIOKACBHJICKa GOHCCT, HaCcoO4YCHH KbM OI'paHU-
YaBaHE pa3lpOCTPAaHCHUETO Ha BUPYCA, U PErHOHATHUTE na60paTopHH ciaeaBa
Jla ca B CBCTOAHHUEC Ja HI[eHTHqJHHPIpaT HaJIMYMUETO Ha BHUpPYCa Ha HIOKa-
chiickaTa Oonect. M3momssar ce C’b6paHI/ITC XeMarlyTHHallHOHHU TEYHOCTU
1 CTaHAAPTHU ITOJIOKUTCIIHU U OTPULATCIHU CEPYMHU CBIVIACHO TIJIaBU Sué6.
OCHOBaHUSATA 3a HaJlaraHe Ha BPEMCHHHU OI'paHUYUTCIIHU MEPKU Ha TEpPCHa Ca
MOJIOXKUTEITHUTE 32 HIOKAChJICKa 00JIeCT TUTPU 24 WX TIOBECYEC ITOJIMKIOHCH
AHTUCEPYM OT TEPEHHH H30JIaTU, KOUTO OOHMKHOBEHO ITOKa3BaT TUTPHU 29 u
ToBEYE.

2. Iomewvpoicoasawa uoenmughuxayus

Hanunonanuara nabopartopus ciiefiBa Ja HampaBd IbjlHA Ju(epeHLuaisa
JIMarHo3a Ha BCEKM XeMariyTHHUpall areHT. [IoTBbpKIaBaHETO Ha BUPYC
Ha HIOKachicKa Oomect OuM OWIO OTHOBO upe3 HHXHMOMpaHe B HMHXUOH-
LIMOHHUTE XEMAarilyTUHUpAIM TECTOBE C MOHOCHEUU(UYEH IHIICIIKU
anTHcepyM. TecToBeTe 3a MHTpalepeOpanHUs INATOreHEH HHJEKC, KaKTO ca
OIMCaHU B IJaBa 7, clie[iBa Ja ObJaT M3BBPILIEHU BbPXY BCHUKH NO3UTUBHU
nsonary. [larorennu wuHuexkcw, no-rogemu ot 0,7, yka3sBaT HaJIUYHETO Ha
BUPYC, M3UCKBALL ITHJIHOTO TPUJIAraHe Ha KOHTPOJIHU MEpPKH.

[Nocnennute OTKPUTHS TPH OTKPHBAaHE BUPYCH HA HIOKACHICKA 0OJIECT, IMo-
CIIEIIMATHO TE€XHUKHA C MOHOKIIOHAJTHMA AHTUTENA, Ca MOJIOMOTHAIHM TpYIH-
paHeTo Ha mamoBeTe U u3onaTtute. [lo-crennanHo ChIIeCTBYBAT HIKOU MOHO-
KJIOHAJHM aHTUTENa, KOWUTO ca crneuuduYHd 3a BaKCHHHHTE IIIaMOBE,
M3M0J3BaHN Ha TepuTtopusita Ha OOHIHOCTTa, U MOrar qa ObBAaT M3MOJ3BaHU
IpY €AMHUYHU XEMArllyTHHUPAIIN HHXUOUI[OHHU TECTOBE.

Twil KaToO KUBH IIAMOBE HAa BAKCHHH MOTAT 4YeCTO jJa ObJAT M30JIMPAHH OT
npoOu OT JOMAIIHK NTHUIIM, OYEBUIHO € MPEHMYIIECTBOTO 3a TAXHOTO OBP30
uaeHTHGHUIEPaHe B HALOHAHATA JabopaTopus, MocoueHa B npuioxenue I1.
TakuBa MOHOKJIOHAJHM aHTHTENa cle[Ba Ja OBJAaT IOJNYYeHH OT pede-
peHTHaTa Jaboparopust Ha OOIIHOCTTA, TOCOYEHa B WieH 14, U IpeocTaBeHN
Ha HAlMOHAIHUTE JIAbOpaToOpuy, 3a Ja Ce MOANOMOTHE H30JHPaHeTO Ha
BaKCUHHHTE BUPYCH.

Haupnonanuurte nabopaTopuu cieiBa JAa HW3MNpaTAT Ha pedepeHTHaTa jado-
patopust Ha OOIIHOCTTa BCHYKH XEMAITy THHUPAIIH arcHTH.

3. ﬂon'b/mumefmo OmMKpuearne u xapakmepusayus Ha usolamume

Pedepentrara maGopartopust Ha OOGIMIHOCTTA Cle[Ba [a TOYYH BCHYKH XeMa-
TIYTHHUPAIM BHPYCH OT HAIMOHAIHHUTE J1a0OpPAaTOPUH 32 MO-HATATHUIHK
AQHTUTCHHHM W TCHETHYHM W3CIEOBaHWs, 3a Ja CE IOIMOMOTHE MO-1006poTo
pasOupane Ha emm300TOJOTHATA Ha Ooiectra (GosiecTuTe) B paMKUTE Ha
O6mHoCcTTa, ¢ ornen (DYHKIMHTE M 3aab/DKEHUATa Ha pedepeHTHarta J1abo-
patopusi.

I'TIABA 4

Bbp3n TecToBe 3a OTKPHBaHe HAa BHpYca Ha HIOKAChJICKa Goject H
aHTHTelIA

Bwp3ute TectoBe 3a OTKpHUBaHE BUpYyca HAa HIOKACHJICKA OOJNECT BbB BAaKCUHUPAHU
NTHIM U OTKPHBAHE HA aHTHTEa B HEBAKCMHMPAHU NTHULM ca N30POEHU MO JO0JY:

1. Omxkpuseane na supyca ma Hiokacwvickama Oonecm

Hsixonmko OBp3M TecTa, KOUTO IMPEKTHO OTKPHBAT AHTUTCHUTE Ha HIOKA-
chickara OonecT, ce H3MOoN3BaT IPU JAUACHOCTHULMPAHETO Ha HMHQEKIHMUTEe
IpU BakCHMHUpaHM nrtuny. Haili-gyecTo wu3momsBaHM KbM MOMEHTa ca
TecToBeTe 3a ()IYOPECLECHTHH aHTUTENIAa 10 HA/UIBKHH CeKLIMM OT Tpaxesra
U TECTOBE C MPEKHCHHU aHTUTENIa Ha Mo3bKa. V3rmexna, dye HAMa MpUYMHA 32
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ChbMHEHHE, 4e IPYTH JUPEKTHH TeCTOBE 3a OTKPHBAHE HAa aHTUTENA TPsAOBa ma
ce IpmiaraT KbM HH(EKIUUTEe ¢ BHpyca Ha HIOKAChJICKaTa OOJECT.

HenocrarbkbT Ha HOIIO6HI/I TECTOBC €, Y€ HC € IMPAKTUYHO Ja C€ U3CJICABAT
BCHUYKH IMOTCHIHWAJIHU MECTa Ha PCIJIMKHMPAHC Ha BHpYyCa Ha HIOKAChJICKaTa
00JIeCT BBB BaKCUHUPpaAHU NTHUIIA. Taka ue HaINpuMep Jijricata Ha HaJIMYUC Ha
BHUPYC B TpaxesTa HE O3Ha4aBa PCIIJIMKUPAHE B YEPBOTO. He ce npenopbruBa
HUKAaKbB NUPEKTECH METOA 3a pYyTHHHaA yHOTpCGa IIpyu JUArHOCTHUIIMPAHE Ha
HIOKaCbhJICKa 60J'[CCT, BBIIPEKU Y€ IIpU CHCI_[I/Ili)I/I‘IHI/I 00CTOsATENICTBA HO[[06HI/I
TECTOBE MOrar Ja urpast II0JIE3Ha pOJIsi.

2. Omkpusaye Ha anmumend 6 He8aKCUHUpanu nmuyu

BonumHcTBOTO N1ab0OpaTOpUM, BKIIOYEHH B JUATHOCTHIMPAHETO Ha HIOKA-
chbicka OonecT, ca 3alo3HATH C XEMarIyTHHHPAIIUTE WHXUOUIMOHHU
TECTOBE M IpernopbKara, OMNUCaHa IO JONy, Ce OTHAcs 10 TO3M TeCcT 3a
u3MepBaHe Ha aHTUTeNnaTa Ha BuUpyca. OOade €H3MM CBBpP3aH HMYHOCOp-
o6enten Mmeron (Emaiiza) moke ma ObJe YCHEHIHO HM3MOJ3BaH 3a OTKPUBAaHE
Ha aHTHTeNa Ha BUpyca. IIpenopbuBa ce, ako MMa JKeJaHHWE 3a M3IOJI3BaHe
Ha Emaiiza Tect B pernoHanHa 1abopaTopusi, TeCThT Aa Obje HaOIomaBaH OT
HalMOHANTHATa JlabopaTopusi, mocoueHa B mpuioxerue 1.

a)lpobwu

Koraro cramoro ce chcron OT mo-Manko oT 20 NTHIM, KPBBHU MPOOH 3a
71a00paTOPHO M3CNIeBaHE Ce B3eMaT OT MOJKPHIIHATA BEHA, KAKTO Clie/Ba:
OT BCHMYKM NTHIM Ha cTaga 1o 20 Op.; mo 20 mpoOu OT mo-rojieMuTe 10
pasmep craga (TOBa rapaHTHpa OTKPHMBAaHE MOHE Ha €IHA IIOJOXKUTEIHA
npoba ¢ BepostHocT 99 %; mpu 3apaseHoct Ha 25 % OT OTHLUTE B
cTajara TO3M Opoi NpoOM € JOCTaThUeH 3a CHUIYpHO OTKpHUBAaHE Ha
MHOQEKIMATa HE3aBUCHMO OT rojemuHara uM). Creq cbcupBaHe
(koarynanus) Ha KpbBTa B IIPOOMTE CepyMUTe Ce€ CbhXpaHsiBaT 3a
n3cie/BaHe.

0) U3cnenBaHe Ha aHTHTeNa

VHauBuayaaHu cepyMHH NpoOM cieiBa ja ObJAT TECTBAHM 3a TIXHATA
BB3MOKHOCT JIa 3a0paHsAT XeMarlyTHHHpAI] aHTUTeH Ha BHpyca Ha HIOKa-
chJIcKaTa OOJIECT B CTAHAAPTHH XeMarjyTHHHpaIll 3a0paHUTEIHA TECTOBE,
KaKTO € OIpe/IeIeHOHO B IiiaBa 6.

Hma criop mo Bwmpoca gamu 3a tecrosere H1 3a moruckane Ha Xxemariry-
THHAIUATa TpsA6Ba na OBIAT M3MOM3BAHH 4 WM 8 XeMarllyTHHAI[MOHHHU
equHUNU. [lo BCsIKa BEpOATHOCT U ABAaTa HAYWMHA Ca BAMOHU U U300PBT
Tps6Ba na ObJe HAIpaBCH IO IpEIeHKa Ha HAIlHOHAIHUTE JIAOOPAaTOPUH.
Bbopekn ToBa M3IOI3BaHHAT AHTUTEH IIE 3aceTHE HHUBOTO, IIPU KOETO
eauH cepyM ce cuuTa 3a nojoxuteneH: 3a 4 HAU monoxwurenen cepym
¢ Bceku ¢ THTBP 2% unm moseue, a 3a 8 HAU monoKuTeeH cepyM € BCeKH
¢ TuTep2® WM moBede.

I'JIABA 5
XemarayTunauuoHnu (XA) tecroBe
Peazenmu
1. U3zotonnuen ¢ocdar-Oydpepupan pazrsop (0,05M) ¢ pH 7,0—7,4 (PBS).

2. CMec OT epUTPOLMTH, B3€TH OT MOHE TPH IMIIETa, CBOOOAHH OT CHEU(UUHU
[aToreHu (ako TOBa HE € BB3MOXHO, KPbB MOXE 1a ObJe B3eTa OT NTHUIIH,
KOUTO Ca PEJOBHO CIEIEHH M KOMTO HSMAT aHTHTeNa Cpelly BHpyca Ha HIOKa-
chlCKaTa 0O0JIECT), Ce€ IOCTaBsS B PAaBHU KOJIMYECTBA pa3TBOp Ha AuiceBep.
Ipemu ynorpeba kierkute TpsibBa na Obmar m3MuTH Tpu nbTH B PBS. 3a
npyrus Tect ce npenopwsuBa 1 % cycnensus (obem/odem) B PBS.

3. Illam Ulster 2C Ha BHpyca Ha HIOKachJIcKata OOJIECT ce MpenopwyBa Ja ce
M3II0JI3Ba KaTO CTAHAAPTEH AHTUICH.

Ipoyeoypa

a) ITocrassr ce 0,025 min PBS BBB Bcska siMKa Ha MHUKPOTHTPOBA IIIACTMAacoBa
mIaka (Morar Jja ce M3IOJ3BaT SIMKA U ¢ V-00pa3HO IBHO).

0) IoctaBsar ce 0,025 mn BupycHa cycreH3us (T.€. aJaHTOMYHA TEYHOCT) B
mbpBarTa sIMKa.

B) IlocraBs ce Mukpomumera 3a mojiydyaBaHe Ha majgaui paspexianus (1:2 mo
1:4096) Ha BHUpyca B sIMKara.

r) ITocraesr ce ome 0,025 mumunurpa PBS BbB Besika siMKa.
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)

e)

X

a7

3)

Jo6assr ce 0,025 mummutpa ot 1 % cycleH3us Ha 4epBEHHM KPHBHH TelIa
BBB BCSAKA SIMKa.

Pa30bpkBa ce ¢ JieKo MOTyNBaHe M ce MOCTaBs HpH Temmeparypa ot 4 °C.

IInakure ce mpernexxaar 30—40 MHHYTH ciel KaTO EpUTPOLMTUTE ca ce
yramwa. IIperieast ce ChCTOM B HAKIAHSHETO HA IUIakata M B THPCEHETO
Ha HaJIM4YMe WIM Ha OTCHCTBHE HA IOTOLM OT €PUTPOLUTH Hoxa (opmara Ha
MOBJIEKIa. B sIMKUTE, KOMTO HAMAT XeMarilyTHHUH, epUTPOLUTHTE TPsOBa 1a
Ce CTHYaT CbC ChIIATA CKOPOCT KAaTo B KOHTPOJHMTE SIMKHM, KOUTO HeE
CBABPXKAT BHPYCH.

XeMarilyTHHUHOBHAT TUTBP € HAi-TOJsIMOTO pa3pexJaHe, KOeTO NpPUYHHSIBA
CIICTIBAHETO HA YepBEHWUTE KPHBHU Tenua. To3u pa3rBop Moxke na Obuae
pa3riekaaH Karo chabpikail enHa xemarnytuHuHoBa enunuiia (HAU). ITlo-
TOYEH METOJ 3a ONpEeAeNIsIHE Ha XeMarlyTHHHMHOBATa TUTPOBKA € HM3BBPII-
BaHETO HA XEMarlyTHHALMOHHM TECTOBE HA BUPYC C OJIM3KM pa3pexmaHus
Ha I'bpPBOHAYaJNHUTE pasrBopu, T.e. 1:3, 1:4, 1:5, 1:6 u 1.H. ToBa ce
MPernopbuBa 32 TOYHOTO NPHUIOTBSHE HA AHTHI'CHHM 32 MHXUOMIMOHHM XeMa-
TJIyTHHUHOBH TECTOBE (BIK TJaBa 6).

I'JIABA 6

NHXuO0MIMOHHH XeMarIyTHHHHOBH TeCTOBe

Peazenmu (Bux rnaBa 5)

a)
0)

B)
r)

)

Dochar-6ydepupan ¢usunonorndeH pazreop (PBS).

Cbappkallla BUPYCH aJlaHTOMYHA TEYHOCT, pazTBopeHa ¢ PBS, Taka ue na
cpappxka 4 wm 8 equaunm xemartyrtanud B 0,025 mumimtpa.

1% CyCII€H3Us OT IHWJICHIKH CPUTPOLUTH.
TTunemku cepyMm 6e3 aHTHTENA (KaTO OTpuLlaTeIIHA KOHTpOJ'Ia).

CprM, CbhAbpIKalll aHTUTEIA, KAaTO ITOJIOKUTCIIHA KOHTPOJIA.

Ilpoyedypa

a)

6)
B)

r

~

)

e)

3)

TTocraesr ce 0,025 munmunutpa PBS BBB BCsika ssMka Ha MUKPOTHUTPOBA IUIACT-
MacoBa miaka (¢ V-o0pa3Ho ABHO).

IToctaBst ce 0,025 muwmmnuTpa cepyMm B IbpBaTa sSIMKa Ha IUIaKaTa.

W3non3Ba ce MHOrOKaHajlHA [MIIETAa 3a I[OJydaBaHe Ha JBYKpaTHH
paspexIaHus Ha cepyMa B SIMKHTE Ha ITaKaTa.

Jlo6asst ce 0,025 MumnuTpa paspeieHa alaHTOWYHA TEYHOCT, ChbpiKamia 4
wm 8 emuanim HAU.

Pa30bpkBa ce upe3 MOTyNnBaHE U IUIAKaTa Ce MOCTaBsl IpH TeMrepaTypa ot 4 °C
3a Haii-Masko 60 MUHYTHM WIM Ha CTailHa TeMmIeparypa 3a Hail-maiko 30
MHHYTH.

Jlo6assat ce 0,025 mmmmmtpa 1 % cycneH3us 4epBeHH KPbBHU Telllla BbB
BCHYKH SIMKH.

Pa30bpkBa ce ¢ JIeKO NOTyNBaHE M Ce INMOCTaBs Hpu Temreparypa ot 4 °C.

ITnaxute ce npernexaar 30—40 MUHYTH CiI€/ KaTO YEPBEHUTE KPBBHH Tella
ca ce yramwu. IIperyensT ce ChCTOM B HAKJIAHAHETO HA IUIAKATa H THPCEHETO
Ha HaJIM4YMe WIM Ha OTChCTBHUE HA IOTOLM OT YEPBEHH KPBBHU TeJNla MOX
¢dopmara Ha CBI3H, KOHUTO C€ CTHYAaT CBC ChIaTa CKOPOCT KaTo B
KOHTPOJIHUTE SIMKH, Chabpkamm camo eputpouutu (0,025 mumnmmmmrpa) u
PBS (0,05 mummanutpa).

TuTbp Ha aHTU-XEMArNyTHHHHHUTE € HaH-TOJSIMOTO paspexJaHe Ha H3CIe[-
BaHHUTE CEPYMHM, IPUYHMHIBAINO ITBJIHO MOTHCKAaHE HA AarjyTHHALUATA,
NpUYMHEeHa OT 4 Wi OT 8 eQWHUIM OT BUPYCHUS XEMariyTHHHH. BbB
BCEKU TecT TpsiOBa Jla ce BKIIOYBA TUTPUpPAHE HAa XeMarilyTHMHMHA, 3a Jia ce
MOTBBPAU NPHUCHCTBHETO Ha M3MCKBAHUTE XEMAryTHHAIMOHHHU CIUHHUIIM.

BanuaHocTra Ha pe3yiTaTUTe 3aBHCH OT IOJyYaBaHETO HA THTBP C MO-MAJIKO
or 23 3a 4 XEMarllyTaHUHOBH E€IWHUIM WJIH 24 3a 8 XeMarilyTaHHHOBH
SIMHUI C OTPHIATEIICH KOHTPOJICH CEpyM U C TUTHP B PaMKHUTE Ha €IHO
pa3pexaHe OKOJO M3BECTHHS TUTHDP HA MOJOXKUTEIHHS KOHTPOJICH CEepPyM.
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I'JIABA 7
TecT 3a mHTpanepedpajeH NaTOreHeH MHIEKC

Hudexrupana, npsicHo noiydyeHa anantonyHa tedHocT (HA TuTepbT TpsiOBa
na e mo-romsam ot 2* u ce paspexaa 1:10 B cTepuieH M30TOHUYEH (H3HO-
JIOTHYEH Pa3TBOp (He TpsiOBa 1a ce W3IOI3BAT AHTUTENA).

0,05 Mt oT pa3peneHuss BUPYC C€ MHKEKTUPAT BBTPEMO3BYHO BBHB BCAKO OT
10-te eqnomHeBHU muiieTa (Hanpumep 24 vaca; 40 waca cied W3JIONBAHETO).
IMunerata cnena na ObAAT M3IMIONCHH OT siflla, HOJNYYEHH OT CTAJo,
CBOOOIHO OT crienu(UYHNA MATOTCHH.

IItunure ce mpernexaar Ha Bcekd 24 dyaca B NPOABIDKCHHE Ha OCEM JIHHU.

3a BCcsKO HaOmIONeHWME Besgka NTHHA ce ompexens karo: 0 = 3gpasa; 1 =
OosHa; 2 = MBpTBA.

HunekcsT ce H3YHCIIABA, KAKTO € MOKa3aHO B CJICAHUA NMPUMEP:

JleH ciex BakCHHALHS
Kiuauunu (Opo#t mrHIH)
MpU3HALN
1 2 3 4 5 6 7 8 obmio | pesyarar
37paBu 10 4 0 0 0 0 0 0 14 x0 =0
60tHH 0 6 10 4 0 0 0 0 20 x 1 =20
MBPTBU 0 0 0 6 10 10 10 10 |46 x2 =92
O6mo = 112

WHaeKkchT e cpeqHusT pe3ynTar 3a NTHia Ha Habmoxenue = 112/80 = 1,4

I'JIABA 8
IIpeenka Ha CMOCOOGHOCTTA 32 MJIAKOOOpa3yBaHe

OOHMKHOBEHO € Hai-7Io0pe Ja ce M3IO0JI3Ba paspekaHe Ha BHPYCa, KOETO
OCHTypsiBa JJOCTATHYHO KOJHMYECTBO METHA B KIETHYHHUs CJIOH. J[ocTaThyHM
ca JIECeTKPaTHU pa3pexIaHus /10 107 8 PBS.

B 5-cantmmerpoBu unHHiiku Ha [leTpu ce IpUroTBs CIMBAI CE MOHOCIHOH OT
MOXOAAIIA KIEThYHA JINHUSA (HanpuMep Tasu Ha Magua—/lapOu oT roBexIu
0B0peK).

BwB Besika ot ymHmiikute Ha Ilerpu ce moGaest 0,2 MUIMIMTpa OT BCEKH
pa3TBOp Ha BHPYC M ce ocTaBs Ja ce abcopOupa 3a 30 MHHYTH.

Crnen npomuBaHe Tpu mbTH ¢ PBS KkbM 3apasenure KieTkd ce j100aBst
CHOTBETHATa cpena, Kosito ceabpxa | % w/v arap wm 0,01 % mmmrpama/-
MUJIHJIMTBD TPUIICHH WM TakaBa 0e3 TpuricuH. BaxkHo e ma He ce n06aBst
HUKaKbB CEPyM KbM HaJICJIOCHATa Cpela.

Cren 72-yacoBa WHKyOalust IUIAKUTE TPsIOBa Ja OBIAT AOCTATHYHO rojnemu. Te
ce BIKJAT Hall-100pe Cliel OTCTPAHABAHETO HA HAJCIOEHHs arap M CJel OlBe-
TSBaHETO Ha KJIETHYHHUS MOHOCION ¢ Kpuctan-Buoset (0,5 % w/v) B 25 % v/v
€TaHoIL

KoraTo e n3non3BaH TpUIICHH, BCHYKU BHPYCH TPSOBa Ja JaiaT SCHH IUIAKH.
Koraro He e 1006aBeH TPHUIICHH, TO TOraBa caMo BUPYJECHTHHUTE 3a JOMAIIHUTE
NTHIM BUPYCH IIE JAJaT IUIAKH.
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VAL

HIPHJIO’KEHUE 1V

CIIMCBK HA HAIITMOHAJIHUTE JIABOPATOPHUMU 3A HIOKACBJICKA BOJIECT

BEJIT'UA

Institut National de Recherches Vétérinaires
Groeselenberg 99
B-1180 Bruxelles

JIAHUS

National Veterinary Laboratory
Poultry Disease Division
Hangovej 2

DK-8200 Aarhus N.

OEJIEPAJIHA
PEIIYBJIMKA TEPMAHMWA

Bundesforschungsanstalt fiir Viruskrankheiten der Tiere
Anstaltsteil Riems (Friedrich-Loffler-Institut)
D-0-2201 Insel Riems

DOPAHIIMA

Centre national d'études vétérinaires et alimentaires, Laboratoire
central de recherches agricoles et porcines

BP 53

F-22440 Ploufragan

['BPLUS

Ivetitovto Aowddv kot Mapacitikdv Noonudromv
Neanodremg 25
Ay. IMopackevy — Abnva, EAAGSa

WPJIAHJMA

Veterinary Research Laboratory
Abbotstown
Castleknock, IRL-Dublin 15

HUTAJINA

Istituto Zooprofilattico Sperimentale di Padova
Via G. Orus n. 2
1-35100 Padova

JIIOKCEMBYPI'

Institut National de Recherches Vétérinaires
Groeselenberg 99
B-1180 Bruxelles

HUJEPJIAHUS

Centraal Diergeneeskundig Instituut
Vestiging Virologie

Houtribweg 39

NL-8221 RA Lelystad

TMOPTYT AJIUA

Laboratorio Nacional de Investigacdo Veterinaria (LNIV)
Estrada de Benfica 701
1500 Lisboa

NCITAHHA

Laboratério de Sanidad y Produccion Animal
Zona Franca, Circunvalacion — Tramo 6
Esquina Calle 3

E-08004 Barcelona

OBEJJMHEHOTO
KPAJICTBO

Central Veterinary Laboratory
New Haw, Weybridge
GB-Surrey KT15 3NB

ABcTpusi:

Bundesanstalt fiir Virusseuchenbekdmpfung, Wien-Hetzendorf

Dunnanaus:

Eldinladkintd- ja elintarvikelaitos, Helsinki/ Anstalten for veterinér-
medicin och livsmedel, Helsingfors

IIBenus:

Statens veterindrmedicinska anstalt, Uppsala

Yemka perry6iavka

Statni veterinarni ustav Praha, Sidlistni 24/136, 165 03 Praha 6

Ecronus

Veterinaar- ja Toidulaboratoorium, Viike-Paala 3, 11415 Tallinn
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Kunep

Epyaocmplo Avagopds o tig Acbéveieg tov Zoov, Kmviotpikég
Ymnpeoieg, 1417 Aevkoocio (National Reference Laboratory for
Animal Health Veterinary ServMCEM /MexnyHaponeH ChbBET 3a
ekcruioaraius Ha moperara/, CY-1417 Nicosia)

JlaTBus

Valsts veterinarmedicinas diagnostikas centrs, Lejupes iela 3, LV
1076 Riga

JlutBa

Nacionaliné veterinarijos laboratorija, J.Kairiuks¢io g. 10, LT-2021
Vilnius

YHrapus

Orszégos Allategészségiigyi Intézet (OAI), Pf. 2., Tabornok u. 2., H-
1581 Budapest

Manra

Veterinary Laboratory Agency, Weybridge, O6equHeHOTO KpaJCTBO

TTonma

Laboratorium Zaktadu Chorob Drobiu Panstwowego Instytutu Wete-
rynaryjnego, Al. Hactyzantow 57, PL 24 100 Pulawy

CroBeHust

Nacionalni veterinarski institut, Gerbiceva 60, SI 1000 Ljubljana

CroBarika

peny6ruka Statny veterinarny tstav, Pod drahami 918, SK — 960 86
Zvolen

benrapus

HampioHasieH JTHarHOCTHYEH HAyYHOM3CIICOBATEICKH BETEPHHAPHO-
MEIUIUHCKH HHCTUTYT ,IIpod. n-p I'eoprm IlaBnos®, Harmonamna
pedepenTHa nabopatopusi 3a HIOKachlICKa OOJIECT IO NTHLIUTE H
uaduyeHna A no nrunure, Oyn. ,Jllendo CnaseiikoB” 15, Codust
1606;

(National Diagnostic Veterinary Research Institute ,,Prof. Dr. Georgi
Pavlov®, National Reference Laboratory for Newcastle Disease and
Avian Influenza A, 15, Pencho Slaveykov Blvd., 1606 Sofia);

PymbHus

Institutul de Diagnostic si Sandtate Animald, Strada Dr. Staicovici nr.
63, sector 5, codul 050557, Bucuresti.
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HIPUJIOKEHUE 'V

PE®EPEHTHA JIABOPATOPHA HA OBIIHOCTTA 3A
HIOKACBHJICKA BOJIECT

Hme na nabopamopuama:

Central Veterinary Laboratory
New Haw

Weybridge

Surrey KT15 3NB

United Kingdom

OyHKIMUTE U 3abIDKeHHATa Ha pedepeHTHaTa naboparopus Ha OOHIHOCTTA 32
HIOKaChJICKa 0oJyacT ca:

1. CJIEA KOHCyJTalluu C Komucusara na KOOpAuHHpa M3MNOJI3BAHUTE OT
ABPIKABUTC-YICHKH METOAMU 3a AUArHOCTULIMPAHE Ha HIOKaCcbJICKaTa bonect
TIOCPEACTBOM:

a) 3alIICBaHETO, CHXPAHABAHETO U CHAOAIBAHETO C MOJCIHH BHPYCH Ha
HIOKAChJICKaTa OOJIECT 3a CEPOJIOTMYHM TECTOBE U HM3rOTBIHETO HAa aHTH-
cepymu;

0) cHabnasBaHE HAa HAIMOHANHHTE peepeHTHU JTaOOPATOPUH ChC CTAHIAAPTHH
CepyMH W C Jpyrd pedepeHTHH peareHTH C Lell HM3padOTBaHETO Ha
CTaHAAapT Ha M3MOJ3BaHHUTE B JBP)KABUTE-UICHKH TECTOBE M PEArcHTH;

B) Ch3IABAHETO M IOUIbPKAHETO Ha HAOOP OT BHUPYCH M HM30JaTH HAa HIOKa-
chiicKkaTa 0oJecT;

T

~

OpraHu3VpaHe Ha MEPUOIMYHH CPAaBHUTEITHH TECTOBE HA IHATHOCTUIHHUTE
MPOIEypH HAa OOIIHOCTHO HHBO;

1) chOMpaHe M CHIIOCTABSHETO HA JaHHM M WH(OpMalus 3a H3MOI3BaHHTE
JUAarHOCTHYHA METOJM W PEe3yJTaTUTe OT mpoBexnaHute B OOIIHOCTTa
TECTORBE;

C) XapaKTEpU3MpaHe Ha HU30JIaTUTE OT BUPYCUTC Ha HIOKACbhJICKaTa Gomecr ¢
Haﬁ—CLBpeMCHHH METOOH, KOHTO IIO3BOJIABAT HO—II06p0 pa36npaHe Ha
CIIN300TOJIOTHATAa HAa HIOKACBhJICKATa 6OJ'ICCT;

’K) aHAIM3 Ha CBETOBHOTO pa3BUTHE B O0JACTTa HAa HAA30pa Haja HIOKa-
chJcKaTa 0OJIeCT, Ha €MU300TOJIOTUATa U Ha MPO(UIAKTHKATA,

3

=

3ama3BaHETO Ha OOpasmy Ha BHUPYCH Ha HIOKAachJICKaTra OOJIECT U APYrd
BHUPYCH C IIeJl TIOCTaBSHETO Ha Obp3a Au(epeHINaina IUarHosa;

W) mpuaoOMBaHE Ha IUIOCTHU TMO3HAHMS 32 W3TOTBIHETO M ymoTpebara Ha
MPOAYKTUTE HA BETEPHHAPHATA UMYHOJIOTHS, U3IIOJI3BAHH 33 H3KOPCHSBAHE
M 32 KOHTPOJI Ha HIOKAachJICKaTa GOJIECT;

2. aKTHBHO Ja rnoanoMara AbpKaBUTC-HYJICHKH IIPpH JUArHOCTULHUPAHETO Ha
BBb3HHUKHaJIa nH(bnyeHua II0 NTULIUTE IMOCPEACTBOM I10JIy4aBaHCTO Ha BUPYCHU
3a NOTBBPAUTCIIHU JUArHO3U, XapaKTEPU3UPaAHE U C€IIU300THYHU U3CIICABAHUS

3. 5a yiecHsBa 00yd4EeHHETO M TPEKBATH(HKALIATA HAa EKCIIEPTH B 00JIacTTa Ha
J1a00paTOPHOTO JMATHOCTULIMPAHE C OIJIE/l XapMOHM3ALHUATA HA TEXHHKUTE B
ObmHOCTTA.
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. C'ra'ryc Ha BaKCMHMPAHE KbM MOMEHTA Ha CbMHEHMETO 33 HajlM4Iue Ha Gonecrra:

1IPUJIOJKEHUE VI

HIOKACBIICKA BOJIECT

— CbCTE3ATEITHN I'b/TbBU

— [ITULY, OTITIEXTIAHM B 3ATBOPEHM ITOMELLEHUA

Mecrononoxenne Ha:

— MJCTOTO 33 OTIVICXKHAHC Ha reirsom:

— CTONAHCTBOTO:

Vme(na) n anpec(y) Ha cobcTBeHyKa(wmMTe):

CobMHEHMe 3a HIOKAChiICKa fonect

(a) nara:

(6) mpuumma:

(8) Gpoit: — rbaBOM, OTIIIEKIAHY KBM MOMEHTA Ha ChbMHEHMETO 32 Harlume Ha Gorectra:

— ITALY, OTIIEXTAHY B 3aTBOPEHM ITOMEILICHUA!

HOTB'I)P)K]I&B&HC Ha HIOKAcChIIcKa botect

(a) mara:

(6) moTBBpHEHa OT:

(8) KNMHMYHEM TPU3HALH, HAOTIOTABAHY 11O BPEME HA IIOTBLPXKIABAHETO:

OrpaHquﬂme 3a IBMXKCHUE, HATIOKEHO Ha:

OFP&HI/I‘{CHMC 3a OBICKCHIE, IPEYCTaHOBEHO Ha:

. Bpoﬁ CTapa, pasrooXEHU B PaMKUTE Ha €[IMH KMJIIOMETBP OT MACTOTO 34 OTITICXKIAHE Ha THITHOM MIT OT CTOIIAHCTBOTO, ITIOCO4EHO B TOUKA 1:
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1IPHJIO’KEHUE VII

MUHMMAJIHU KPUTEPUM 3A TUIAHOBE 3A JIENICTBUE B

HU3BBHPEJHU CUTYAIIUU

IInanoBeTe 3a nelcTBHE B U3BBHPCJHU CUTYyalluU TpSIGBa Jla OTroBapsT IIOHEC Ha
CJICIHUTC HU3HUCKBAHUA:

1.

10.

VYupensBaHe Ha KPH3HUCEH IIEHThP Ha HALIMOHAJIHO HUBO, KONTO KOOPAMHHUpA
BCHYKH KOHTPOJHH MEPKH B 3acCerHaraTa JbprKaBa-wICHKA.

. IlpeacraBsiHe Ha CHMCHK Ha MECTHUTE KOHTPOJIHM LIEHTPOBE, KOUTO TPsiOBa

na Obmat cHabpeHM ¢ HEoOXOAMMOTO 00OpyABaHe, 3a Jla MoraT Ja Koop-
JMHUPAT KOHTPOJHUTE MEPKH HAa MECTHO HHUBO.

. Honpo6Ha I/IH(i)OpMaI_II/I}I 3a II€pCOHaNIA, aHTAKUpPaH B OCBHIICCTBIBAHETO Ha

KOHTPOJIHUTE MEPKH, KBATU(UKALKATA U OTTOBOPHOCTUTE MY.

. Bceku mecTeH KOHTpOJIeH LEHTBD TpsiOBa Ja MOXKE [a OCBHIIECTBsSBa Obp3a

BpBb3Ka C JiMuara W/ OpraHu3aluuTe, KOUTO UMAT OTHOIICHUE KbM I/I36yX-
BAHCTO Ha CIIU300THUsATA.

. Hanmume ©Ha pmocraThbyHO CbOPBXKCHUSI W MaTepuajd 3a HOPMaJIHOTO

IIpOBEXKAaHEC Ha KOHTPOJIHUTE MEPKU.

. HpCL[OCTaBSIHC Ha HOHpO6HI/I YKa3aHusa 3a HCﬁCTBHﬂTa, KOHUTO Tp}I6Ba Ja ce

npeanpueMar IpH ChbMHEHHE 32 HAMYMEeTO Ha 0O0JeCT M IPU NOTBBPIKIA-
BaHETO Ha HAIMYMETO Ha WH(EKUUs WM 3apa3sBaHe, BKIIOUUTEIHO U MpPeJ-
JlaraHe Ha CpeJCTBa 33 YHHIIO)KaBaHE Ha TPYIOBETE.

. H3paGotBane Ha mporpamu 3a o0ydeHHe 3a MOANABPIKAHETO U PA3BUTUETO Ha

yMeHust B Tasu cdepa u B chepara Ha aJMHUHUCTPATUBHUTE IPOLEIYPH.

. IlI/IaFHOCTI/I‘{HI/ITe Ha60paTOpI/II/I Tp}I6Ba Ja pasnojiaraT CbC CbOPBKCEHHUS 3a

CICAKIAHMYCH Iperye], KakTo M C HEOOXOAUMHUTE BB3MOXKHOCTH 32
CepOJIOTHsI, XUCTOJIOTWsS M APYrd W TpsiOBa Aa MOJABPIKAT YMCHHSITA 3a
6bp30 muarHoctunupane. TpsOBa na GbJAT B3CTH M CHOTBETHHUTE MEPKHU 3a
OBP30TO TPAHCIIOPTHPAHE Ha HPOOHTE.

. HpeﬂOCTaBHHe Ha OONBJIHUTCIIHU OaHHH 3a KOJUMYECTBATa BAKCHHHU CPEILY

uH(}IyeHIIa MO NTUIXTE, KOUTO Ie OBJAAaT HEOOXOAMMH B CIIy4aWTe Ha
CIEIHN BaKCHHAIUH.

W3rotesiHe Ha CHOTBETHH Pa3nopeadu, KOUTO Ja rapaHTHPAT IPABOMOILHSATA,
HEOOXOAMMHU 3a TPHIAraHeTO Ha IUIAHOBETE 3a JEHCTBHE B HW3BBHPEIHH
CHTYallUH.



