PernameHT (EO) N2 1981/2006 Ha KomucusaTa

ot 22 pekemspu 2006 rogmHa

OTHOCHO NoApPOBHM NpaBMAa 3a NpunaraHe Ha yieH 32 ot PernamenT (EO) Ne 1829/2003 Ha
EBponelickusa napnameHT 1 Ha CbBeTa No oTHoWeHWe Ha pedepeHTHaTa nabopaTtopma Ha O6LWHOCTTa
33 FeHETUYHO MOANDULIMPAHN OPraHU3MU

(TekcT oT 3HaueHMe 3a EUM)

KOMWCUATA HA EBPOMENCKUTE OBLLLHOCTMW,

KaTo B3e npensua [loroBopa 3a cb3gaBaHe Ha EBponeiickata obLHOCT,

KaTo B3e npeasua PernamenT (EQ) Ne 1829/2003 Ha EBponeiickuna napnameHT u Ha CbeeTa oT 22
centemBpu 2003 r. OTHOCHO rEHETUYHO MoaUdULMpPaHUTE XpaHu n dypaxku [1], u no-cneumnanHo
yneH 32, netaTta aJIMHEA OT HETO,

KaTo MMa npeaBua, ye:

(1) PernamenT (EO) Ne 1829/2003 npeasuKaa HAKOM 3a4b/KEHUA U 3a4a4u, OnpeaesieHm B Hero, Aa
6bAaT OCblLEeCTBABaHM OT pedepeHTHa nabopatopus Ha ObwHocTTa (P/10). PernameHTbT CblLo Taka
npeasukga P10 ga 6bae nognomaraHa oT HauMoHaNHUTE pedepeHTHU TlabopaTopun.

(2) MeToguTe 3a OTKpMBaHe U ugeHTUGUUMpPaHe, KOUTo TPaAbBa Aa 6bAAT U3NUTAHU U BaIMAMPAHU OT
P/10, 1 npobuTe 1 KOHTPONHUTE NPOOU TPAGBA Aa OTrOBAPAT HAa U3NUCKBAHMATA, MOCOYEHM B
PernameHT (EO) Ne 641/2004 Ha KomucuaTta ot 6 anpun 2004 r. 3a onpeaensHe Ha noapobHu
npasuna 3a npunaraHe Ha PernamenHT (EO) Ne 1829/2003 Ha EBponeickua napaameHT 1 Ha CbBeTa
OTHOCHO 33sB/IEHMETO 3a pa3peLleHme 338 HOBU FrEHETUYHO MOAMOULMPAHN XPaHU U dypaku,
HOTMOUKAUMATA Ha CbLLECTBYBALLM NPOAYKTU, MHUMAEHTHOTO UAN TEXHUYECKM HEU3BEKHOTO
Hanuyme Ha reHeTUYHO MmoandUUMPaH maTepman, KOMTO e BUN NpegMeT Ha OLEeHsABaHe Ha
CbLLLECTBYBALUMA PUCK M € NoAYyYMn 6aaronpuAaTHO cTaHosMLLe [2].



(3) Heobxoammo e aa ce npeaBMAAT NOAPOGHN NpaBKUAa 3a MPUAAraHeTo Ha YieH 32 oT PernameHT
(EO) Ne 1829/2003.

(4) duHaHcoBaTa BHOCKa, KOATO TpAbBa Aa 6bAae 3annaTeHa oT 3aABUTEINTE B CbOTBETCTBUE C YNeH
32 ot PernameHT 1829/2003, cneasa aa 6bae M3non3BaHa camo 3a NoemaHe Ha pa3xoauTe BbB
BPb3Ka C OCbLUECTBABAHE Ha PYHKLUNTE U 3a4a4nTe, onpeaeneHn B NPUIOKEHNETO KbM MOCOYEHMUS
pernameHT. Cneaga Aa 6bae paspelieHo Ha P/10 ga usmckea GMHAHCOBM BHOCKM OT 3aABUTE/IUTE 33
HOBW paspeLleHns, 3a NOAHOBABAHE HA PA3pPELLEHMSA U B C/Iyd4al HA MPOMAHA Ha paspeLleHus.

(5) Npu onpegenaHeTo Ha pasmepa Ha dMHAHCOBaTa BHOCKa cneasa Aa bbae B3eTa npeasus
TeXecTTa Ha 4eiHOoCTTa, KoaTo TpabBa Aa 6bae ocblecTBeHa oT P/1I0 BbB BCeKkM cyyait. Tasu TexkecT
3aBWCKM OT CTEMEHTa Ha M3NUTBAHETO M BaAMAMPAHETO Ha MeToAa, KOATO Beye e A0CTUrHaTa npeau
noJaBaHeTo Ha 3asABNEHMETO 3a paspeLleHue.

(6) 3aaBuTenute Tpabsa Aa 6bAAT HaCbPUYEHM Aa NPEAOCTABAT AAaHHU, OTHACALLM CEe A0 MOAYAUTE,
KoWTO Beye ca 6unm BanmaupaHu v nybamkysaHu ot P10, c ornes Aa ce yNecHAT KaKkTo
KOHCTUTYMPAHETO Ha JJOCUETO Ha 3aABUTENSA, TaKka M BalIMAMPaHETO Ha METOZa 3a OTKpMBaHe.

(7) Chepnga na 6bvae onpegeneHa ¢pMHaHCOBa BHOCKA B e4HaKbB 32 BCUYKM 3aBUTENN TBbPAO
YCTaHOBEH pa3mep, KOATO [a AoNpUHece 3a NOeMaHEeTOo Ha PasxoauTe BbB BPpb3Ka C Mb/IHUA aHaNMU3
Ha AaHHWUTE 1 BepudMKaLMATa Ha METOANUTE W NoyYeHuTe Npobu, KomTo Tpabea Aa 6baat
0CblUEecTBeHM BbTpelHo oT P/10 3a BCEKMN HOB NPeaJioXKeH MeToa,

(8) OonbnHuTenHa puHaHCOBA BHOCKA cneABa Aa bbae U3MCKBaHa OT 3aaBUTENTE, B Cydail ye
Ba/IMAMPAHETO HA NPEANOKEHMA METOA U3NCKBA M3BbPLUBAHETO HAa CbBMECTHO M3CneaBaHe C
HauMoHanHU pedepeHTHU nabopaTopum, 3a Aa 6bAAT U3NBAHEHM KPUTEPUUTE, MOCOYEHMN B
npunoxerue | kbm PernamenHT (EO) Ne 641/2004.

(9) PaamepsbT Ha PpUHAHCOBUTE BHOCKM CNeABa Aa NOKPUBA PasxoauTe, MPSKO CBbP3aHU CbC 3aa4nTe
no BanugupaHe, KouTo Tpabea Aa 6bAAT ocbluecTBeHW. Te BKAOYBAT NO-CNeLuansHo pasxoauTe 3a
TPYA, 3@ PEAKTUBU U APYrY CBbP3aHWU KOHCYMaTUBM, Pa3npoCTpaHEHUETO HAa MaTepman o Y1eHOBETe
Ha EBponeiickaTa mperka Ha nabopatopunte 3a FMO (ENGL), KoraTo ToBa ce Hanara, u
aAMMHUCTPATUBHUTE pa3xoau. Tesm BHOCKM Tpabea ga 6baat onpeseneHn Ha 6asata Ha onuTa Ha
CbBMECTHUA U3CeL0BaTENCKU LEHTBbP Ha KOMUCKATA NPY OCbLIECTBABAHETO HA BaMAMpaHe Ha
MEeTOAM 33 OTKPUBAHE, BKIOUYUTENHO CbTPYAHNYECTBOTO C YieHoBeTe Ha ENGL npu HeobxoammocT, 1
He TpabBa Aa HAAXBbPAAT AENCTBUTENIHUTE PAa3XO4M NPU OCHLLECTBABAHETO Ha BaIMAMPAHETO.



(10) KoraTo pasxoguTe No BaAnAMPAHETO, CBbP3aHM C 4aAEeHO 3asAB/IeHNe 3a pa3pelleHue,
HaAXBbPAAT YYBCTBUTENIHO Pasmepa Ha GUHAHCOBUTE BHOCKW, NPeABUAEHN B HACTOALLMA PETNIAMEHT,
P10 TpabBa Aa MoXe Aa M3MCKa AOMbAHUTENHA BHOCKA OT 3aABuUTeNA. B TO3M cnydall 3aaBuTenaT
cneaBa Aa MMa nNpasBoTo Aa 6bae 0cBo6OoAEH OT 334b/IKEHNETO 3a NialaHe Ha AOMbAHUTENHAT]
BHOCKA, aKO TOW OTTEr/iM CBOETO 3asAB/IEHNE B PaMKMUTE Ha onpeaeneH Nepuoa.

(11) Cnenpa ga 6bae 06bPHATO HaAIEKHO BHUMaHUE Ha cCneunduyHus ciyyait Ha BUOTEXHONOTUYHU
n3cnepnBaHNA, OCbLLECTBEHW B Pa3BMBALLYM ce cTpaHu. ChegoBaTesniHo Tpabea ga 6bae npeasuaeHo
HamMa/fABaHe Ha pasmepa Ha GpMHAHCOBaTa BHOCKA, KOraTo OCHOBHOTO CeAa/InLLIE Ha 3aABUTENA 33
paspelleHuMe ce HamMpa B pa3BMBaLLa Ce CTpaHa.

(12) C uen pa 6bae ynecHeHo y4acTMETO Ha MalkuTe U cpegHuTe npeanpuatus (MCH) B
npoueaypata Ha OBLHOCTTa 3a pa3pelleHmne 3a reHeTMYHO moguduumparn (FTM) xpaHu u Gypaku,
npenopbYMTE/IHO € Aa ce NpeABUan HamaseHa GpUHAHCOBA BHOCKA B C/ly4anTe, KOrato 3asBuTenunTe
ca MCI. O6paseL, Ha AeKknapaums, CbabpsKall, MHGopMaLuma 3a onpeaenaHeTo Ha AadeHo
npegnpuatne kato MCI [3], MoKe Aa Cy»KM KaTo MMCMEHO 40Ka3aTe/ICTBO, MOArOTBEHO OT
3aABUTeNA, 3a YA0CTOBEPABaHe Ha HeroBuA ctatyc Ha MCII.

(13) PernameHT (EO) N2 1829/2003 Beye BbBeAe NpaBUIOTO, Ye 3aABUTENAT TpAGBa Aa Hanpasy
dMHaHCOBa BHOCKA, TaKa Ye BCUYKM 3aABUTENN, KOMTO Ca AENO3MPANN 3aABAEHNA NPean BAM3AHETO B
CMNa Ha HaCTOALMA PErNaMEHT, Ca U3BECTEHM 3a TO3M NPUHLMN. BcneacTeme Ha ToBa GUHAHCOBM
BHOCKM TPsbBa Aa 6bAaT CbLLO Taka U3NCKAHM 3a 3aAB/IEHWNA 33 paspeLleHne, KOUTOo ca NoJaneHM
npeau BAM3aHETO B CMAA HA HACTOALMA PEFNAMEHT.

(14) HaumoHanHuTe pedepeHTHU NabopaTopum, Kouto nognomarat P/10O npu ocbLECTBABAHETO Ha
HelHUTe GYHKUUKM 1 334a4m, ONpeae/ieHn B NpuaoskeHneTo kbm PernamenHT (EOQ) Ne 1829/2003,
cnenBa ga 6baar yacT ot EBponeiickaTa mperka Ha nabopatopuute 3a TMO (ENGL), unitto uneHose
npunarat nocaegHnTe OCTUMKEHUA HA HAyKaTa M TeEXHUKATA Npu OTKpuBaHeTo Ha TMO,
BK/IIOUYUTE/THO C EKCMEepPTM3a OTHOCHO Pa3paboTBaHETO Ha MeToAM, TAXHATa ePUKaACHOCT U
Ba/IMANPAHE, B3MMAHETO Ha NPO6M M yNpaBAEHMETO HA BUONOIMYHUTE U aHANIUTUYHU
HeonpegeneHocTu. Te OCBEH TOBa c/1e4Ba Aa OTroBapAT Ha cneuuduyHM 3MCKBaHMA, KoraTo Tpabea
Aa nognomarat P/10 cneumanHo npu N3NUTBaHE W BaiMgMpaHe Ha MEeTOAM 33 OTKPMBAHE B KOHTEKCTA
Ha CbBMECTHM NPOYYBAHUA B CbOTBETCTBME C MEXAYHAPOLHUTE CTaHAAPTH.

(15) C uen pa ce rapaHTUpa CTabUAHOCT M ePUKACHOCT U 3a Aa MOXKe NpoLeaypaTa Ha BauampaHe
Aa 6bae npunaraHa B CbOTBETCTBME C HACTOALLMA pPerameHT, Heobxoanmo e fa ce onpeaenat
HauWoHaNHU pedepeHTHU N1abopaTopmm, KOUTO UMAT NpaBo Aa nognomarat P/10 npu U3NUTBAHETO U
Ba/IMAMPAHETO HAa METOANTE 32 OTKPUBAHE.



(16) OTHOWeEHMATA MexAay HauMoHanHUTe pedepeHTHU nabopaTtopuu, noanomaraiwm P10 npu
M3MNUTBAHETO M BaIMAMPAHETO HA METOAM 33 OTKPUBAHE, U MeXAay TAX U PJ10, Tpabea ga 6baar
npegmeT Ha MMCMEH L4O0roBop.

(17) NpunoxeHmneTto Kbm PernameHT (EO) Ne 1829/2003 cneapa aa 6bae CbOTBETHO U3MEHEHO.

(18) MepKuTe, NpeaBUAEHM B HACTOALLMA PEF/TAMEHT, Ca B CbOTBETCTBME CbC CTAHOBULLETO Ha
MOCTOAHHMA KOMUTET MO XPaHMTE/IHaTa BEPUra U 34PaBETO HA KUBOTHUTE,

MNPUE HACTOALLWMA PETNAMEHT:

Ynen 1

MpeameT 1 06xBat

HacTtoawumaT pernameHT BbBeXaa NogpobHU NpaBuaa 3a NpuaaraHeTo Ha yneH 32 ot PernameHT (EO)
Ne 1829/2003 no oTHOLEHME Ha:

a) y4acTMeTO B MOEMAHETO Ha PasXxoauTe, CBbP3aHu C U3MbAHEHUETO Ha 3aZa4nTe Ha pedepeHTHaTa
nabopatopusa Ha O6wHocTTa (P/10) 1 Ha HauMoHanHUTe pedepeHTHM NabopaTopmmn, KaKTo ca
MOCOYEHM B NPUNOKEHNETO KbM NOCOYEHUA PETNAMEHT; U

6) KOHCTUTYMpPAHETO Ha HaUMOHaNHU pedepeHTHM nabopaTopuu.

Ynen 2

OnpepeneHunsa

Mo cmmcbna Ha HacToALWMA pernameHT ce npunaarat chegHuTe onpeaeneHuA:



a) "nbnHa npoueaypa Ha BaangmpaHe" o3HayaBa OLEHKaTa B PAMKUTE Ha Npoy4YBaHe, B
OCbLLECTBABAHETO Ha KOETO Ca BK/IIOYEHU HAUMOHANHWN pedepeHTHM NabopaTopumn, Ha KpuTepuuTe 3a
edUKACHOCTTa Ha MeTOA, NPeANOKEHM OT 3aABUTENA KaTO CbOTBETCTBALLM HA AOKYMEHTA, O3ar/i1aBeH
"OnpeaensHe Ha MUHMMAIHN U3UCKBAHMA KbM e(dMKACHOCTTa Ha aHa/IMTUYHUTE METOAM 33
nsnuTteaHe Ha FMO", Ha KoWTO ce NpaBu No3oBaBaHe B ToUKa 1, byksa b) oT npunoskeHume | Kbm
PernameHTt (EO) Ne 614/2004, 1 oueHKaTa Ha NOBTOPAEMOCTTa M UCTUHHOCTTA Ha MeToAa,
npeanoXeH OT 3aABUTENS;

6) "manku u cpegHu npeanpuatua (MCHM)" o3HaYaBa MasiIkM U cpeaHU NPeanpUATUSA, KaKTo ca
AeduHnparn 8 MNpenopbka 2003/361/EO0 Ha Komucusara [4];

B) "pa3BuBaLLM ce cTpaHM" 03HayaBa CTpaHU beHedULMEPU, KAKTO Ca NOCOYEHMU B YNeH 2 OT
PernameHTt (EO) Ne 980/2005 Ha CbBeTa oT 27 toHM 2005 r. 3a npuaaraHe Ha cxema Ha o6y TapndHm

npedepeHunn [5];

r) "sasBneHue", KoraTo e M3noa3BaHo 6e3 Apyro yTouHeHMe, 03Ha4YaBa 3aAaB/IEHME 33 paspeLleHne,
noAafeHo B CbOTBETCTBME C U/ieH 5 nam unen 17 ot PernamenT (EO) Ne 1829/2003, BKAtOUUTENHO
3aAB/ieHNA, NoAafeHM B CbOTBETCTBME C APYro 3aKoHoAaTencTso Ha O6LWHOCTTa, KOUTO ca
TpaHcHOPMMUPaHU MM AONBJHEHN B CbOTBETCTBUE C YeH 46 OT nocoveHusa pernameHT. OcBeH ToBa
TO O3Ha4yaBa 3aABNEHMA 338 NOAHOBABAHE Ha pa3peLleHna B CbOTBETCTBME C unieH 11 namyneH 23 ot
PernameHT (EO) Ne 1829/2003 1 npomeHU Ha pa3peLleHns B CboTBETCTBME C YneH 9, naparpad 2,
yneH 10, uneH 21, naparpad 2 uam yneH 22 oT NOCOYEHUA pernameHT, korato ot P/10 e nsmckaHo ga
M3NuTa U BaAnAMpa MeToZ, 3a OTKpuBaHe U ngeHtTnduumpaHe.

Ynen 3

BHOCKM

1. 33 BCAKO 3aaB/eHMe 3aaBMUTeNAT 3annawa Ha PJ/10O sBHocKa oT 30000 EUR. PasamepbT Ha Ta3mn BHOCKA
€ eJHAaKbB 33 BCUYKM 3aABUTENN U € TBDPAO YCTAHOBEH.

2. KoraTo ce n3uncksa ga 6'b,£l,e M3BbpLIEeHa Nb/IHA Npoueaypa Ha BaangnpaHe Ha MeTo[ 3a
OTKpUBaHe U VI,CI,EHTVI(I)MLI,MpaHe 3a yHMKanHo FMO cbbuTMe B CbLOTBETCTBME C MU3NCKBAHUATA,



nocoYeHu B npunoxeHune | Kbm PernamenT (EOQ) Ne 641/2004, P/1O n3nckea oT 3aaBUTeNA Aa 3ani1ath
AONb/IHUTENHA BHOCKa oT 60000 EUR.

Tasu cyma ce ymHOaBa no 6pos Ha TMO cbbuTuATa, KouTo TpA6Ba Aa NpeMuUHaT Npes Nb/Ha
npoueaypa Ha Banmgupate.

P10 HamansABa pasmepa Ha AOMb/HUTE/IHATA BHOCKA NPOMNOPLMOHA/IHO Ha CNIEeCTEHUTE Pa3Xxoau:

a) KoraTo MaTepmanbT, HEObX04MM 33 OCbLLECTBABAHETO HA MbJ/IHATA NPOLLEAYpPa Ha BaMANPaHe, e
npenocTaBeH OT 3aABuTeNs; u/man

6) KoraTo 3asBUTENAT NPEAOCTaBM AaHHUW, KOUTO Ce OTHACAT [0 MOZY/N, TaKMBa KaTo NPOTOKO/IM 3a
nssanyaHe Ha OHK v go cneumounyHm cuctemum 3a onuceBaHe Ha BUAOBE, KOMTO Beye ca BaMampaHm
n nybaunkysaHm ot P/10.

3. KoraTto pa3xoauTe 3a BafivaMpaHe Ha MeToAa 3a OTKPMBaHe, NPeaJ/ioXKeH OT 3aABUTeN ,
HaAXBbPAT CbLLECTBEHO pasmepa Ha GMHAHCOBUTE BHOCKK, COMeHaTH B naparpadu 1 un 2, Tpabea
Aa 6bAe M3nCcKaHa AoNb/HUTEIHA BHOCKA.

JonbaHuTenHaTa BHOCKa TpabBa Aa nokpuea 50 % OT YacTTa OT pasxoAuTe, HaABULLABALLA pa3mepa
Ha BHOCKWTE, NOCOYeHM B naparpadpu 1 un 2.

4. BHOckuTe, NpeasuaeHy B naparpadu 1 v 2, octaBaTt Ab/IKUMM B Cly4all HA OTTErNIAHe Ha
3asB/IeHUNETO.

YneH 4

HamaneHuna un nsknoyeHua

1. KoraTto 3asasutenat e MCI nan HeroBo 0OCHOBHO CceganulLe ce Hamupa B pa3BUBaLLLA Ce CTPaHa,
dUHaHCOBUTE BHOCKK, MOCOYEHM B YneH 3, naparpadu 1 n 2, ce HamanasaT ¢ 50 %.



2. KoraTo CbLUMAT METOA 32 OTKPMBaHE U naeHTUOULMpPaHe e U Beve BKAKOYEH B NPEANLLHO
3aAB/IEHME OT CbLLUA 3aABUTEN 32 NPOAYKTU, CBbP3aHM CbC cblumTe MO, 1 Korato To3m meToz e bun
Ba/IMANPAH M Ny6anKyBaH oT P/10 MAn HEroBoTo BaiMANPaHE € BUCALLO, TO3M 3aABUTEN ce
0cB06OXKaBa OT NALWAHETO Ha PUHAHCOBUTE BHOCKM, MOCOYEHM B YieH 3.

He3aBMCMMO OT TOBa, ako U3Mb/HEHMETO Ha 3a4a4MTe No BaanaupaHe, nocovyeHun B PernamenT (EO)
Ne 1829/2003, Hanara U3BbPLUBAHETO Ha Pa3xoam OT cTpaHa Ha PJ10, P/10 moske aa U3mncka ot
3aABUTENSA Aa 3an1aTv Ha MaKcumasiHa BHocKa ot 30000 EUR.

3. YneH 3, naparpad 3 He ce npwunara, Korato 3aasutensat e MCI uam Korato HeroBoTo OCHOBHO
cefanuLLe ce HamMpa B pa3BMBaALLLA CEe CTPAHA, KAKTO M KOraTo 3aAB/eHMETO e NOA3ALEHO Npeam
B/IU33HETO B CUJ/1A HA HACTOALMA pPernameHT.

Ynen 5

Mpoueaypa

1. KoraTo 3asaBuTenaT npeaasa Nnpobute oT XxpaHu U Gypaxku U TEXHUTE KOHTPOJIHM Npobu Ha P/10 B
CbOTBETCTBME CUfieH 5, naparpad 3, 6ykea ) unm uneH 17, naparpad 3, 6yksa ) ot PernameHT (EO)
Ne 1829/2003, Toi TpabBa aa NnpeAcTaBy A0Ka3aTe/ICTBO, Ye TBbPAO yCTaHOBEHaTa U efHaKBa 3a
BCUYKM 3asBUTeIN BHOCKa oT 30000 EUR, nocoyeHa B uneH 3, naparpad 1, e 6una nnateHa Ha P/10.

2. KoraTo, B CbOTBETCTBME C YfieH 3, naparpad 2, ce M3MCKBA M3BBPLUBAHETO Ha MbJ/IHA NpoLeaypa Ha
Banngmupare, P10 cbobuiaBa odumLmManHo Ha 3aaBuTeNa B nMcMeHa Gopma OT To3m GaKT U U3UCKBA
nNnallaHeTo Ha cymaTa, Ab/XKUMA B CbOTBETCTBME C Ta3u pasnopeaba.

3. KoraTo, KaKTo e npeasuaeHo B uneH 3, naparpad 3, P/10 o4yaKBa pasxoguTe no BangMpaHeTo Ha
MEeTO/a 33 OTKPMBAHE, NPEeSNOXKEH OT 3aABUTENSA, Ad HAAXBbPAAT CbLLECTBEHO Pa3Mepa Ha
dUHaHCOBUTE BHOCKK, MOCOYEHM B YeH 3, naparpadu 1 v 2, Ta HOTUdMUMPA Ha 3aaBUTENS B
nucmeHa popma o4akBaHMA pasMmep Ha AOMbAHUTENHUTE Pas3XoaM.

AKO, B paMKWTe Ha eguH mMecel, cneg noJsyyaBaHe Ha opuLMaNHOTO CbobLeHMe, 3aABUTENAT OTTEN
CBOETO 3asB/IeHNe, A0Nb/HUTENIHATa BHOCKA, NOCOYEHa B YnieH 3, naparpad 3, He e Ab/KuMa.



Cnep, 3aBbpliBaHe Ha BanAMpPaHeTo Ha MeToaa 3a oTKkpueaHe P/10 opuumanHo cbobLiasa Ha
3a8BMTENA B NUCMeHa dopMa AeWCTBUTENHUTE U HaA/1eXKHO 06OCHOBAHM Pa3Xxoam, Bb3HUKHAAN Mpu
OCbLIECTBABAHETO Ha Ba/IMAMPAHETO Ha METOa 3a OTKPUBAHE, U M3NCKBA NnalllaHe Ha BHOCKaTa,
Ab/IXMMa B CbOTBETCTBME C YieH 3, naparpad 3.

4. KoraTo, KaKTo e npeasuaeHo B YneH 4, naparpad 2, ca nssbpieHun pasxogm, P/10 HoTudumumpa Ha
3aABuTeNA B NMCMeHa popma pasmepa Ha Sb/IKMMATa BHOCKA, BKIOYUTENHO 060OCHOBKAaTa Ha TO3M
pa3mep.

5. KoraTo e 6110 nogaeHo 3ans/eHWe Npeam AaTaTa Ha BAM3aHe B CUa HA HAaCTOAWMAT PETIAMEHT,
B PaMKuWTe Ha TpW meceLa oT Ta3u gata P10 oduumanHo cbobuiasa Ha 3aaBUTeNA B NTMCMeHa dopma
pasmepbT Ha dUHAHCOBATa BHOCKA, KOATO TpsAbBa Aa 6bae nnaTeHa B CbOTBETCTBME C YeH 3,
naparpadu 1 n 2, B 3aBUCMMOCT OT Cayyas.

6. KoraTo e nonckaHo HamasiABaHe Ha BHOCKaTa B CbOTBETCTBME C uneH 4, naparpad 1, 3aasneHmeTo
TpA6Ba Aa e CbNPoBOAEHO C MMCMEHO A0Ka3aTe/ICTBO, Ye YC/I0BMATA, MOCOYEHM B TO3M U/EeH, Ca
n3nbaHeHn. P/IO moxe A4a noucka AoMbAHUTENHa MHGOPMaLMA, KOraTo ToBa € He0bX0AUMO.

7. BHOCKUTE, ynomeHaTu B naparpadu 2—5, Tpabea Aa 6baaT naaTeHn oT 3asBUTENSA B paMKUTe Ha 45
OHW OT AaTaTa Ha NOJly4aBaHETO HAa HOTUdMKaLMATA.

KoraTto 3asBWUTeNAT He NpeACTaBM A0Ka3aTeCTBO 33 NallaHe B PaMKUTE Ha YCTAHOBEHUA CPOK U
KOraTo AOKNaZbT, ChAbpKall, OLLeHKaTa, MOCoYeH B TOUKA 3, OyKBa A1) OT NPUIOKEHUETO KbM
PernamenTt (EO) Ne 1829/2003, Bce ouie He e U3npaTteH Ha EBponeickmna opraH no 6e30nacHoCT Ha
xpaHuTe (OpraHbT), P10 He n3npalla To3u Aoknag Ha OpraHa Ao NojlydaBaHETo Ha AbAXKMMOTO
nnawaHe. PJ1O He3abaBHO oduMUManHO cbobliaBa Ha OpraHa, Ye To3M AoKNag Wwe bbae 3abaBeH, 3a
[a faae Bb3MOXKHOCT Ha OpraHa ga uHpopmupa 3asasutens n 4a npearnpreme BCUYKU NO-HATaTbLHU
OEeNCcTBUA, N3UCKBAHM CbINAcHO YieH 6, naparpadu 1 v 2, nunen 18, naparpadu 1 n 2 ot Pernament
(EO) Ne 1829/2003.

YneH 6

HaunoHanHu pedepeHTHM nabopatopum, nognomarawm P/1IO npu 3NMTBAHETO M BaANAMPAHETO Ha
MeToAuTe 3a OTKpUBaHe U NAeHTUGULMpPaHe



1. NabopaTopuunte, KOMTO NognomaraT P/IO npu U3NUTBAHETO M BaIMANPAHETO Ha MeToaMTe 33
OTKpMBaHE U MAEHTUPUUMPAHE, KaKTO e NPeaBUAEHO B UneH 6, naparpad 3, 6ykBa r) u uneH 18,
naparpad 3, 6yksa r) oT PernameHT (EO) Ne 1829/2003, TpsabBa Aa OTroBapaT Ha MUHUMaTHUTE
W3UCKBaHMA, MOCOYEHU B MPUIONKEHME | KbM HACTOALLMA PErlaMeHT.

NabopaTopumnTe, n3bpoeHn B NpunoxKeHue ll, oTroBapAT Ha Te3M M3UCKBAHMA M C HACTOALLMA
pernameHT ca onpeaeneHn KaTo HauMoHaNHM pedepeHTHN NabopaTopum B CbOTBETCTBUE C
PernameHT (EO) Ne 1829/2003, kounto aa nognomarat PJ10O npu n3nuTBaHeETo 1 BaAUANPAHETO Ha
MeToaMTe 33 OTKpMBaHE U naeHTUdUUMNpaHe.

2. P/10 n HaunoHanHuTe pedepeHTHN nabopatopun, N3bpoeHn B NpunoxKeHue |, CKnouBaT NUCMEHO
cnopasymeHue 3a onpegensHe Ha TEXHUTE B3aMMOOTHOLLIEHUA, B KOETO ce 0bpblia cneunanHo
BHMMaHMe Ha ¢UHaAHCOBUTE BbMNpOCU. Mo-cneuunanHo, MMCMEHOTO cnopasymeHue Tpabsa Aa
npegsuxaa, ye P/10 Tpabsa ga npefocTasa AAn OT NOyYaBaHWUTE OT Hero GUHAHCOBM BHOCKM Ha
HauuoHanHuTe pedpepeHTHM nabopaTtopum.

Ynen 7

JoKknagsaHe

P/10 e oTroBopHa 3a NOArOTBAHETO Ha rOAMLIEH AOKNAL OTHOCHO AEMHOCTUTE, KOMTO BCSAKA roAMHa
Ce ¥3BbPLUBAT 3a NpUNaraHeTo Ha HacToAlWMA pernameHT. P10 nanpalua To3m goknag Ha KomucuaTa.
HauunoHanHuTe pedepeHTHM nabopaTopum cbraacHo Pernament (EO) Ne 1829/2003 gonpuHacaT 3a
MoAroToBKaTa Ha TO3M roAMLWEeH AOKNAA.

P10 moxe ocBeH TOBa Aa OpraHn3Mpa roguiiHa cpella ¢ HaumMoHanHuTe pebepeHTHU nabopaTopum
c orfies Ha NoAroToBKaTa Ha roAUWHMA AOKAA4,

Ynen 8

N3meHeHne Ha PernameHT (EO) Ne 1829/2003



MpunoskeHneto kbm PernameHT (EO) Ne 1829/2003 ce n3meHs B CbOTBETCTBME C NpuioxeHue Il Kbm
HACTOALMA pernameHT.

Ynen 9

BausaHe B cuna

HacToawuaT pernameHT BAK3a B CU1a Ha ABaZeceTua AeH cnes nybankysaHeTo my B OdpuumnaneH
BECTHUK Ha EBponenckus cbtos.

Hacroawmar pernameHT e 3a4b/IKUTENIEH B CBOATA LANOCT U Ce Npuaara NnpAKo BbB BCUYKU AbpXKaBu-
YNeHKU.

CbcraseHo B bptokcen Ha 22 pekemspu 2006 roanHa.

3a Komucmsara

MarkosKyprianou

YneH Ha Komucumarta

[1] OB L 268, 18.10.2003 r., cTp. 1.

[21 OB L 102, 7.4.2004 r., cTp. 14.

[3] CvobuieHne 2003/C 118/03 Ha KommcuaTa (OB C 118, 20.5.2003 r., ctp. 5). NonpasKa,
ny6naukysaHa 8 OB C 156, 4.7.2003 r., cTp. 14.



[4] OB L 124, 20.5.2003 r., cTp. 36.

[5] OB L 169, 30.6.2005 r., cTp. 1.
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MNPUNOXEHUE |

M3nckBaHMA KbM nabopatopuuTe, nognomaraim pedepeHTHaTa nabopatopma Ha O6LWHOCTTa Npu
M3NUTBAHETO U BaIMAMPAHETO HA METOAMUTE 33 OTKPMBAHE, KAaKTO e MOCOYEHO B YieH 6, naparpad 1

NabopaTopuunTe, nognomarawm pedepeHTHaTa nabopatopus Ha OBLLHOCTTA NPU U3NUTBAHETO U
Ba/MAMPaAHETO Ha METOAMTE 32 OTKPUBAHE, KAKTO € NOCOYEHO B TOUKa 3, ByKBa r) OT NPUIOKEHNETO
Kbm PernameHT (EO) Ne 1829/2003, Tpsabsa:

a) Aa 6bAaT akpeaMTMPaHU UK Aa ca B NPOLEC Ha akpeauTupaHe B cboteetctame ¢ EN ISO/IEC
17025 oTHOCHO "O6LWK N3NCKBAHMA 33 KOMNETEHTHOCTTA Ha labopaTopum 3a U3NUTBAHE U
KanmbpupaHe" MAn B CbOTBETCTBME C EKBUMBAJIEHTEH MEXAYHAPOAEH CTaHAAPT, KOUTO rapaHTMpa, Ye
nabopartopuute:

- pasnonararT ¢ NoAxXoAAwW0 KBaanduumMpaH NepcoHan, KOMTo e aaeKBaTHO 0by4yeH No OTHOLEHME Ha
aHaANUTUYHUTE METOAM, U3MON3BAHN 32 OTKPMBAHETO U MAeHTUdUUMpaHeTo Ha FTMO 1 TM B xpaHuTe
n pyparkute,

- pasnonaraT c o6opyaBaHeTo, Heo6X0AMMO 33 MPOBEXAAHETO Ha aHanM3a Ha TMO 1 M B xpaHuTe U

dypaxuTe,

- UMaT aeKBaTHa agMNUHUCTPATUBHA CTPYKTYpa,



- UMaT A40CTaTby4eH KanauuTeT 3a o6pa60TKa Ha OaHHUTE 3a M3pa6OTBaHe Ha TEXHUYECKUN OOKNaan u
3a 6'bp3a KOMYHUKauUua C gpyrute na6opaTopMM, y4yacTBalwn B U3NMUTBAHETO U BaIMAUPAHETO Ha
MeToaM 3a OTKPUBAHE;

6) NpeaocTaBAT rapaHLUMU, Ye TEXHUAT NepcoHan cbbaoaasa KoHGUAEHUNANHUA XapaKTep Ha
npegmeTuTe, AaHHUTE, pe3yaTaTuTe nan obmeHa Ha MHGOPMaLMA, KOUTO Ca CBbP3aHU C
obpaboTkaTa Ha 3asB/IeHUATa 3a pa3peLleHne, 3a NOAHOBABAHE Ha Pa3peLIEHME MM 33 NPOMSAHA Ha
pa3pelleHune, nogaaeHun B cboteeTcTeume ¢ PernamenT (EOQ) Ne 1829/2003, 1 no-cneumanHo
nosepuTenHaTa MHPopmaLms, nocoyeHa B 4ieH 30 OT NOCOYEHUA PEFNAMEHT.

20061222

NPUNOXEHUE II

HaunoHanHu pedbepeHTHM nabopaTtopun, nognomaram pedpepeHtHata nabopatopusa Ha ObLLHOCTTA
npu U3NUTBAHETO U BaNIMAMPAHETO HAa METOAM 3a OTKPUBAHE, KaKTO e MOCOYEHO B Y/ieH 6, naparpad
1

/Belgié

- CentrewallondeRecherchesagronomiques (CRA-W),

WetenschappelijkinstituutVolksgezondheid (WIV),

- InstituutvoorLandbouw- enVisserijonderzoek (ILVO),

Ceskarepublika



- Statniveterinarniustavlihlava (SVU lJihlava),

- Statnizdravotniustav (SZU), Laboratofpromolekuldrnébiologickémetody (LMBM),
Centrumhygienypotravinovychretézcl v Brng,

- Statnizemédélska a potravinarskainspekce (SZPI),

- Vysokaskolachemicko-technologickd v Praze (VSCHT),

- Vyzkumnyustavrostlinnévyroby (VURV), Praha;

Danmark

- DanmarksFgdevareforskning (DFVF),

- MinisterietforFgdevarer, LandbrugogFiskeri, Plantedirektoratet, LaboratoriumforDiagnostik i
Planter, FrgogFoder;

Deutschland

- BayerischesLandesamtflirGesundheitundLebensmittelsicherheit (LGL),

- BerlinerBetriebfurZentraleGesundheitlicheAufgaben (BBGes) InstitutflirLebensmittel,
ArzneimittelundTierseuchen (ILAT),

- BundesinstitutfurRisikobewertung,

- ChemischesundVeterindruntersuchungsamt (CVUA) Freiburg,



- ChemischesundVeterindruntersuchungsamtOstwestfalen-Lippe,

- InstitutfirHygieneundUmweltderHansestadtHamburg,

- LandesamtfirLandwirtschaft, LebensmittelsicherheitundFischereiMecklenburg-Vorpommern (LALLF
MV),

- LandesamtfirSoziales, Gesundheits- undVerbraucherschutzAbteilung F: Verbraucherschutz,
Veterinarmedizin, LebensmittelhygieneundMolekularbiologie,

- LandesamtfurUmweltschutzSachsen-Anhalt,

- LandesamtfirVerbraucherschutzSachsen-AnhaltFachbereichLebensmittelsicherheit,

- LandesbetriebHessischesLandeslaborStandortKassel,

- LandeslaborBrandenburg,

- LandeslaborSchleswig-Holstein,

- LandesuntersuchungsamtRheinland-PfalzinstitutfirLebensmittelchemieTrier,

- LandesuntersuchungsanstaltfiirdasGesundheits- undVeterindarwesenSachsen (LUA),

- LandwirtschaftlicheUntersuchungs- undForschungsanstaltRostockder LMS Mecklenburg-
Vorpommern,



- NiedersachsischesLandesamtflrVerbraucherschutzundLebensmittelsicherheit (LAVES)
Lebensmittelinstitut (LI) Braunschweig,

- SachsischeLandesanstaltfiirLandwirtschaftFachbereichLandwirtschaftlichesUntersuchungswesen,

- StaatlicheLandwirtschaftlicheUntersuchungs- undForschungsanstaltAugustenberg (Baden-
Wirttemberg),

- ThuringerLandesamtfiirLebensmittelsicherheitundVerbraucherschutz (TLLV);

Eesti

- DNA analiitsilaboratoorium, Geenitehnoloogialnstituut (GTI), TallinnaTehnikaiilikool (TTU),

- KeemilisejaBioloogiliseFuusikalnstituut (KBFI), Molekulaargeneetikalaboratoorium (MG),

- Veterinaar-jaToidulaboratoorium (VTL);

Ellada

- EBviko1dpupaAypotikncEpeuvagEpyaotrplorevetikncTavtonoinongrewpytkwvipoioviwy,
MLKPOOPYOVIOUWVKALEAEYXOUZITIOPWVITOPAGYLATNVAVIXVEUOT, FEVETIKWVTPOTOMOLCEWY,

- YnoupyeioOwkovopuiagkatOwovopkwy, FeviknAtevBuvonlevikouXnueiovtouKpatoug (MXK),
AlevBuvonTpodipwv — ABAva;

Espaia

- CentroNacionaldeAlimentacion, AgenciaEspafioladeSeguridadAlimentartia (CNA-AESA),



- LaboratorioArbitralAgroalimentariodelMinisteriodeAgricultura, Pesca y Alimentacidn (LAA-MAPA);

France

- Groupementd'IntérétPublic — Grouped'EtudeetdecontrdledesVariétésetdesSemences (GIP-GEVES),

- LaboratoiredePhytopathologieetdeméthodologiesdeladétection (INRA Versailles),

- LaboratoireDirectionGénéraledelaConsommation,
delaConcurrenceetdelaRépressiondesFraudesdeStrasbourg (Laboratoiredela DGCCRF deStrasbourg),

- Laboratoire National delaProtectiondesVégétauxd'Orléans (LNPV Orléans);

Ireland

- The State Laboratory (SL), Celbridge;

Italia

- EnteNazionaleSementiElette (E.N.S.E.), LaboratorioAnalisiSementi,

- IstitutoSuperiore di Sanita, CentroNazionaleperlaQualitadegliAlimenti e per i RischiAlimentari
(CNQARA),

- IstitutoZooprofilatticoSperimentaledelleRegionilazio e Toscana, Centro di
ReferenzaNazionaleperlaRicerca di OGM (CROGM);

Kypros



- Tevikdxnuelotoukpdtoug (yxK);

Latvija

- PartikasunveterinaradienestaNacionalaisdiagnostikascentrs (PVD NDC);

Lietuva

- NacionalinéVeterinarijosLaboratorija, GMO TyrimySkyrius;

Luxembourg

- Laboratoire National deSanté (LNS), Divisionducontrdledesdenréesalimentaires;

Magyarorszag

- OrszagosElelmiszerbiztonsagiésTaplalkozdstudomanyilntézet (OETI),

- OrszagosMezG6gazdasagiMindsitSintézet, KozpontiLaboratérium (OMMI);

Nederland

- RIKILT InstituutvoorVoedselveiligheid,

- VoedselenWarenAutoriteit (VWA);



Osterreich

- OsterreichischeAgenturfiirGesundheitundErndhrungssicherheitGmbH —
KompetenzzentrumBiochemie (AGES - CC BIOC),

- UmweltbundesamtGmbH,;

Polska

- InstytutBiochemii i BiofizykiPolskiejAkademiiNauk,
LaboratoriumAnalizModyfikacjiGenetycznychlnstytutuBiochemii i BiofizykiPolskiejAkademiiNauk
(GMOIBB), Warszawa,

- InstytutHodowli i AklimatyzacjiRoslin (IHAR);
LaboratoriumKontroliGenetycznieModyfikowanychOrganizmdw, Btonie,

- InstytutZootechniki (National FeedLaboratory — NFL), Lublin,

- PanstwowegolnstytutuWeterynaryjnego — ParistwowegolnstytutuBadawczego w Putawach, Putawy,

- RegionalnelaboratoriumBadarnZywnosciGenetycznieModyfikowanej (RLG);

Portugal

- Direcgdo-GeraldeProtec¢dodasCulturas (DGPC),
LaboratériodeCaracterizacdodeMateriaisdeMultiplicacdodePlantas (LCMMP),

- InstitutoNacionaldeEngenhariaTecnologia e Inovagdo (INETI), Laboratériopara a IndustriaAlimentar
(LIA);



Slovenija

- KmetijskiinstitutSlovenije (KIS), Ljubljana,

- Nacionalniinstitutzabiologijo (National institute of Biology, NIB), Ljubljana;

Slovensko

- Statnyveterinarny a potravinovyustav, DolnyKubin (State Veterinaryand Food Institute DolnyKubin),

- Ustavmolekuldrnejbiolégie SAV (MolecularBiology Institute of theSlovak Academy of Slovakia),

- Ustrednykontrolny a skisobnyustavpolnohospodarsky, OddeleniemolekuldrnejbioldgieBratislava,
(Central ControlandTesting Institute of Agriculture);

Suomi/Finland

- Tullilaboratorio

Sverige

- Livsmedelsverket (SLV)

UnitedKingdom

- Central Science Laboratory (CSL),

- LGC Limited (LGC),



- ScottishAgricultural Science Agency (SASA).

20061222

MNPUNOXKEHUE Il

N3meHeHMA Ha NpunoskeHneTo Kbm PernamenT (EO) Ne 1829/2003

TouKkK 2, 3 1 4 ce 3aMeHAT CbC C/IeAHMNA TEKCT:

"2. 33 U3NbAHEHME Ha 3a4b/IKEHUATA U 334a4nTe, ONpeaesieHN B HAaCTOALW0TO NPUIOXKEHME,
pedepeHTHaTa nabopaTtopumsa Ha O6wHocTTa 6MBa NognomaraHa oT HauMoHanHUTe pedepeHTHM
nabopaTopun, NOCOYEHMU B YeH 32, KOUTO CbOTBETHO CE PA3r/ex4aT KaTo Y/1IeHOBE Ha KOHCOpLMYyMa,
HapwuyaH "EBponelicka mpeka Ha nabopaTopumnte 3a TMO".

3. PedepeHTHaTa nabopatopma Ha O6LLHOCTTa € OTTOBOPHa, MO-CNeunanHo, 3a:

a) Nnosly4aBaHETO, NOAroToOBKAaTa, CbXPaHABAHETO, NOAABPHKAHETO U PA3NPOCTPAHEHNETO KbM
4yneHoBeTe Ha EBpOﬂeﬁCKaTa MpeXXa Ha na6opaTopMMTe 3a 'MO Ha noaxoaALWmnTe NONOKUTENHU U
OoTpUUaTENHU KOHTPOTHU npo6M, npun ycnosune 4e T1e3n YaeHose gaaat rapaHuuu, ye we C'b6IHO,CI,aBaT
KOHCI)M,D,eHLI,VIaIIHMFI XapaKTep Ha nosy4eHUTe AaHHU, KOraTto ToBa € HEO6XO,CI,MMO;

6) 6e3 ga ce HapyLwaBaT OTTOBOPHOCTUTE Ha pedepeHTHaTa nabopaTtopma Ha ObLHOCTTa,
onpeaeneHu B uneH 32 ot PernamenHT (EQ) Ne 882/2004 Ha Esponelickna napnameHT u Ha CbeeTa [*],
Pa3npoCTPaHEeHMETO KbM HaLMOHaIHWUTE pedepeHTHM 1abopaTopmm No CMUCHAA Ha YaeH 33 oT
NOCOYEHUSA pPernamMeHT Ha NoAXOAAMTE NONOKUTENHWN U OTPULLATESIHU KOHTPOHM NPo6bu, Nnpu
ycnoBue Ye Te3un abopaTopun AaaaT rapaHumu, Ye Wwe cbboaaBaT KOHPUAEHLMANHNA XapaKTep Ha
nosyYyeHuTe AaHHW, KoraTto ToBa e Heo6x0AMMO;



B) OUEeHKaTa Ha AaHHUTe, NpeaoCTaBeHU OT 3aABUTE/IA 3a pa3pelleHne 3a NyCKaHe Ha Na3apa Ha
XpaHU n cbypa)KM 3a UennTe Ha U3NUTBAHETO U Ba/IMONPAHETO HAa MeTO4a Ha B3MMaHeE Ha ﬂpO6M n
OTKpUBaHE;

r) M3nNMTBaHe M BasiMamMpaHe Ha MeTOAa 3a OTKPMBaHE, BK/OYMTENHO B3MMaHETO Ha nNpobu u
naeHTMdMLMpaHeTo Ha TPaHCHOPMaLMOHHOTO CbBMTME U B 3aBUCUMOCT OT C/ly4as 3a OTKPUBAHETO U
naeHTMdMLMpaHeTo Ha TPaHCHOPMaLMOHHOTO CbBUTHE B XpaHUTe U GypakuTe;

4) nsnpawaHe Ha OpraHa Ha Nb/IEH AOKNAZ 33 OLEHKa.

4. PedepeHTHaTa nabopatopus Ha OBLHOCTTA Urpae poas NpU yperKaaHe Ha CNopoBe OTHOCHO
pesy/nTaTuTe Ha 3a4,a4nTe, MOCOYEHM B HACTOALLOTO NPUIOKeHWe, 6e3 aa ce 3acAraT OTTOBOPHOCTUTE
Ha pedepeHTHUTe nabopatopun Ha O6LWHOCTTA, NocoYeHn B unieH 32 oT PernameHT (EO) Ne
882/2004.

[*] OB L 165, 30.4.2004 r., cTp. 1, nonpaseH B OB L 191, 28.5.2004 r., cTp. 1."




