PEHIEHUE HA KOMUCUATA
ot 20 r0au 2004 roguna

OTHOCHO pe(])epeHTHnTe OﬁmHOCTHH naﬁopaToplm 3a CMUACMHUOJIOIUs HA
300HO3MTE U 3a CAJIMOHEINTEC U peq)epeHTHnTe HAalIlUOHAJIHHA naﬁopaTopI/m 3a
CaJIMOHCJIUTE

(Homuguyupano noo nomep C(2004) 2781)
(Texct oT 3Ha4eHue 3a EUII)

(2004/564/E0)

KOMUCHSTA HA EBPOITEMCKHUTE OBIIHOCTH,
Karo B3e npeasun Jlorosopa 3a ch3naBane Ha EBporelickara oOnIHOCT,

kato B3e npensu Hupextusa 2003/99/EO na EBpomneiickus napiameHT U Ha ChBeTa
ot 17 HoemBpu 2003 r. OTHOCHO MOHUTOpPUHIA HAa 300HO3UTE U 3apa3HUTE areHTH,
NPUYUHSBAIM 300HO3H, U 32 M3MeHeHne Ha Pemenne 90/424/EMO na ChBeta u 3a
ormsina Ha [upektmBa 92/117/EMO Ha C’bBeTal, u 1o-cnenuaiHo uieH 10,
naparpadu 1, 2 u 4 ot Hes,

karo B3e npeasua Permament (EO) Ne 2160/2003 na EBporielickusi mapiaMeHT U Ha
CopBera or 17 HoemBpu 2003 r. OTHOCHO KOHTpOJIa Ha CaJMOHENa M JIPYrH
cnenu(UYHN areHTH, MPUYMHSIBAIINA 300HO3HM, KOWTO MPHCHCTBAT B XPAaHUTEIIHATA
BepHraz, U no-cnenuanto wied 11, naparpadu 1, 2 u 4 ot Hero,

KaTo UMa MPEABHIL, Ye:

(1) JlupextuBa 92/117/EMO na CsBera® ompemens pedepeHTHa OGLIHOCTHA
naboparopuss 3a €NMJIEMHUOJIOTHS Ha 300HO3UTE M pedepeHTHa OOUIHOCTHA
nabopatopust 3a canmonenute. JupexktuBa 2003/99/EO mnpenswxkna JupexkTuna
92/117/EMO na 0bae orMeHeHa, cunuTaHo oT 12 rouu 2004 r.

(2) [To cunmata Ha dupextuBa 2003/99/EO, EBpomneiickusT opran 3a 6€30macHOCT
Ha XpaHUTC Tpr6Ba Ja OTToBaps 3a 3aa4YUTC, paBHO3HAYHU HA TC3U, U3IIBJIHABAHU OT
pedepenTHUTE OOUTHOCTHH JabOpaTOpWU 3a EMHIAEMHOJIOTHS Ha 300HO3UTE. 3a Ja
Oble ocurypeH obOaye O€3MpEnATCTBEHUAT IMPeXoj KbM HOBaTa OpraHM3alus, ce
HaJlara Jia ce TIOTBBP/H 32 OTPaHUYEH MEPUOJ OT BPEME OINPENIEIISTHETO Ha CeralrHaTa
pedeperTHa mabopaTopHsi 3a CNMHUISMHOJIOTHS Ha 300HO3MTE. YMECTHO €
CJIEZIOBATEITHO Jla C€ TPECTHIM KBM HOBO OMNpEIENsTHE — BPEMEHHO — Ha Ta3u

1 OB L 325, 12.12.2003 r., ctp. 31.

20B L 325, 12.12.2003 r., ctp. 1.

*0OBL62,15.3.1993 ., ctp. 38. Mupektusa, nocienuo uzmenena ¢ Permament (EO) Ne 806/2003 (OB
L 122, 16.5.2003 r., cTp. 1).
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nabopaTtopus KaTo pedepeHTHa OOIIHOCTHA jabopaTopus 3a EMUAECMHUOJIOTHS Ha
300HO3HUTE.

3 Pernament (EO) Ne 882/2004 na EBporneiickus napiamenT u Ha CbBera ot 29
anpuit 2004 r. OTHOCHO O(UIIMATHHS KOHTPOJ, MPOBEXKIAH C I OCUTypsiBaHE Ha
CBHOTBETCTBUETO CHC 3aKOHOJATEIICTBOTO B 00JacTTa Ha (DypaKMTe U XPaHUTE U
npaBuiiaTa 3a Ola3BaHE 3/PABETO Ha JKUBOTHUTE M XYMAHHOTO OTHOIICHUEC KbM
KHBOTHHTE', Ompenens pedepeHTHAa OOIIHOCTHA J1AGOPATOPHS 33 CATMOHEINHTE,
onpexaenena ¢ Jlupextusa 92/117/ENO karo pedeperTHa obmHOCTTa 1ab0paTopus 3a
aHaJIu3 ¥ ONMUTH 32 300HO3UTE (CaIMOHENuUTE), cuuTaHo oT 1 siuyapu 2006 r. o Ta3u
JaTa, 3a Ja ce u30erHe mrcara Ha TakaBa pedepentHa Jaboparopus B OOmHOCTTa, €
YMECTHO JIa C€ OIpEJIeNIi, OTHOBO — BPEMEHHO, Ta3Hu J1abopaTopus Kato pedepeHTHa
OOIIHOCTHA JIAOOPATOPHS 32 CAIMOHEIUTE.

(4)  VYmectHO e Aa ce YTOYHHM 3a HYKAUTE Ha (DUHAHCOBOTO YIIPABICHUE, YEC
HOBOTO OIpenesieHHe Ha pedepeHTHUTE OOIMIHOCTHH J1abopaTopuu, 3a KOETO CTaBa
JyMma Io-rope, Iie Bie3e B CHJa Ha Jlarara, Ha KOSATO e IPEyCTaHOBH ACHCTBUETO CH
Hupexrtusa 92/117/EO.

(5) Hamara ce ma ce peduHUpaT OTHOBO OTIFOBOPHOCTUTE M 3aJauydTe Ha
pedepentHara oOuHOCTHA JabopaTopus 3a CAJIMOHEIUWTE M Ha CbOTBETHHUTE
HAIlMOHAJTHU pedepeHTHH 1adopaTopuu MpH HOBaTa IpaBHA PaMKa, YCTAaHOBEHA C
HupexktuBa 2003/99/EO u ¢ Permament (EO) Ne2160/2003. Pedepenrnara
OOIIHOCTHA JTabOPaTOpHs 32 CAIMOHEIUTE Pa3BUBA CBOSTA JACHHOCT MPEAN BCHYKO B
00I1acTTa Ha KMBUTE KUBOTHU M HE CE HaJara Jia ce IpoMeHs paboTHaTa M mporpama
3a 2004 r. Pedepenrnara oOmHOCTHA j1abopaTopusi U peepeHTHUTE HALMOHATIHU

nabopaTopuy 3a CAJIMOHEIUTE 1€ NOEMaT HOBUTE CH KOMIETEHLMH OT 1 sHyapu
2005 .

(6) [IpenBuaeHuTe B HACTOAIIOTO pPEIICHHE MEPKA Ca CHhBMECTUMHU ChC
CTaHOBMIIETO HA [IOCTOSSHHMS KOMHUTET IO XpaHHWTEIHATa BEpUTra U 3APABETO HA
JKUBOTHUTE,

PEIIU:
Ynen 1

Bundesinstitut fiir Risikobewertung, bepnun, 'epmanusi, e onpenenen 3a pedepeHTHa
001IHOCTHA JTabopaTOpus 3a eMUIeMHOJIOTH 3a 300H03UTE 10 31 nexkemBpu 2004 T.

Ynen 2

1. Rijksininstitut voor Volksgezodheid B Milieu, Bilthoven, Xonangus e

ompenesneH 3a peepeHTHa 0OIHOCTHA JIA0OpaTOPHs 3a caaMoHenata 10 31 nekeMBpu
2005 .

* OB L 165, 30.4.2004 r., ctp. 1.
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2. OTroBopHOCTHTE W 3aJauuTe Ha pedepeHTHaTa OOIIHOCTHA Jaboparopus,
nocoyeHu B maparpad 1, ca ompenenenu B npuioxenue . Te ce mpmiarat 1o
OTHOILIEHHE Ha 00JaCTH, PA3IUYHU OT Ta3M HA )KUBHUTE JOMAIIHU NTHIIH, CIUTAHO OT
1 anyapu 2005 r.

Ynen 3
OTroBopHOCTUTE M 3aJadyuTe€ Ha HALMOHAJIHUTE JIA0OpaTOpUM 3a CajJMOHENa ca
omnpenenenu B npuioxkenue II. Te ce mpuiarar no otHomeHne Ha 0071aCTH, pa3IUYHH
OT Ta3u Ha )KUBMUTE JOMAIIHU IITULIH, cUUTaHO OT 1 ssHyapu 2005 r.

Ynen 4
Hacrosimoro pemenune ce npuiara ot 12 rouu 2004 r.

Ynen 5

AIIpCCElTI/I Ha HACTOALIOTO PCHICHUEC Ca ABbPIKABUTC-YJICHKU.

CscraBeno B bprokcen na 20 ronu 2004 roguna.

3a Komucuama
David BYRNE
Ynen na Komucusma
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1IPHJIO’KEHUE 1

OTtroBopHocTd W 3agayd Ha pedepeHTHATa OONIHOCTHA JadopaTopusi 3a
caaiMoHesuTe B cboTBercTBHe ¢ JlupektuBa 2003/99/EO u Peraament (EO)
Ne 2160/2003

1.

3.

Obnacmu no KomMnemeHmHocm

a) Unentudunupane u pa3paboTBaHe Ha OAKTEPUOIOTHYHU METOAM 3a JETEKIUS
U, NPH HEOOXOIUMOCT, OIpPE/CIsIHE Ha KOJMYECTBOTO HA 300HO3HU CaJIMOHEIN
npu I[O6I/IT'bKa, B XPAaHUTC 3a )KUBOTHU U B XPAHUTCIIHUTC MMPOAYKTHU, KAKTO U BbHB
B3CTHUTE B OKOJIHATA Cpe/ia MpooH.

0) IlogTunu3upane Ha 300HO3HUTE CAJIMOHENH, I0-KOHKPETHO CEPOTUIIN3UPAHE, U
JPyro TOATHIH3MPAHE, BKIIOYUTEIHO MOCPEACTBOM (PEHOTHITHM M TE€HETHYHHU
METO/IH.

B) AHajM3 Ha aHTUMUKPOOHATa YYBCTBHTEIHOCT HAa OWOJIOTHYHHUS MaTepHaj OT
300HO3HH CAJIMOHEIIN.

r) Unentudunupane u pa3padboTBaHe Ha UMYHOJIOTMYHH METOAM 32 300HO3HUTE
CaJIMOHEIIH.

n) Unentudunmpane u pazpaboTBane Ha METOJH 3a B3eMaHe Ha IPOOH.
Obwu ynkyuu u 3a0aqu

a) llompoOHo 3amo3HaBaHe Ha pedepeHTHUTE HAIMOHAIHHU JIA0OpaTOPUH C
METOJNTE 32 aHAJIM3, TO-KOHKPETHO C pehepeHTHUTE METOIH.

6) Koopaunupane Ha mpuiaraHeTo OT peepeHTHUTE HAlMOHAIHU J1abopaTopuu
Ha METOJIUTe, MpeIMeT Ha TOYKa a), MO-KOHKPETHO Ype3 OpraHu3upaHe Ha
CpPaBHUTEIHU OMUTH M Ype3 MOAXOIANI0 HAOMIOEHWEe Ha TEe3W OIUTH, B
CBOTBETCTBUE C MIPUETUTE B MEXKAYHAPO/ICH TJIaH IPOTOKOJIM, B CIIy4ail Y€ TaKWBa
uMma.

B) Koopnunupane B o0nactra Mo KOMIETEHTHOCT HAa HEOOXOAMMUTE KOHKPETHU
MEpKH MO pa3paOoTBaHE HAa HOBUM METOAM 3a aHAIW3 M HH(OpMHpaHE Ha
pedepenTHHUTE HaIMOHATHY J1a0OpPaTOPUU 3a HAMpebKa B Ta3u 00JacT.

r) Oprannsupane Ha Ha4aJIHO OOy4eHHE M HENPEKBbCHATO O0Y4YEHHUE 3a IepcoHalla
0T pedepEeHTHUTE HALMOHAIHHU JJAOOPAaTOPHH U 3a €KCIIEPTUTE OT Pa3BUBAIINTE CE

CTpaHH.

1) ChTpyAHUYECTBO C JIAOOPATOPHUUTE HA TPETH CTPAaHU, KOUTO HUMAT E€IHAKBHU
KOMITETCHITIH.

Cneyughuunu ynkyuu u 3aoaqu
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a) IlpenocraBsne Ha TexHuyecka mnomol Ha Komucusta B paMkKuTe Ha
OpPraHU3MpPAHETO Ha TNPOrpaMuUTe 3a HAONIOJCHHE Ha CaJIMOHEIUTe M Ha
AHTHUMUKpOOHATa acoIHpaHa PE3UCTEHTHOCT B CbOTBETCTBUE C WiICHOBE 4, 5 U 7
ot dupextusa 2003/99/EO.

0) IlpenocraBsiHe Ha TexHW4Yecka momoml Ha Komwucusita npu omnpeaensHe Ha
OOIIHOCTHUTE LIeNIU B ChoTBEeTCTBHE C WieH 4 oT Pernament (EO) Ne 2160/2003.

B) Koncynrupane ¢ Komucusita o acnekTure, CBbp3aHM C TAJIOHUTE-BAaKCHHA 3a
CaJIMOHEJNA, 10 JIPYTU Crielu(UIHN METO/IM 32 KOHTPOJ, aKO Ce Hajara.

r) IlpenocraBsae Ha TexHHUecka momoll Ha KomucusTa, ako ce Hajara, 3a yuacTue
B  MEXIyHapogHU (OpymMH, CBBpP3aHH C 0OJacTUTE IO KOMIIETEHTHOCT,
OTIpeNieNIeH B TOYKAa | M OTHACAIIM C€ MO-KOHKPETHO /0 CTaHAapTHU3alusATa Ha
METOAMTE 32 AHAIN3 U TAXHOTO MpHUIIaraHe.

n) CwOupane Ha JMaHHU W WHGDOpPMANMS OTHOCHO PAa3BHBAHWUTE JCHHOCTH W
U3II0JI3BAHUTE METOJIU B pepepeHTHNUTE HAMOHAIHH JaOOpaTOpHH, KaTo 3a TOBA
ce nadopmupa Komucusra.

C) CJIGI[GHG Ha €BOJIIOIIMATA HA CIIMACMUOJIOIuATa Ha CaJIMOHCIIUTC.

k) CBTpyAHHYECTBO, aKO C€ Hajara, ¢ OOIIHOCTHUTE CTPYKTYpPH, KOUTO Ce€
3aHMMAaBaT ¢ HAOJIOACHUETO Ha CaJIMOHEIUTE, MO—CHELMAIHO C MpekaTa 3a
eNUJAEMHUOJIOTMYHO HaONIOIEHHEe M 3a KOHTPOJI Ha 3apa3HuUTe Ooinectd B
Oo6mHocTTa, ch3naneHa ¢ Pemenne Ne 2119/98/EO na EBporneiickus nmapiaMeHT U
Ha CT)BCTaS, BKIIFOYUTCIHO CBC CBOTBCTHUTC CIHCHHUATIM3UPAHU MPECKU 3a
HaOJII0/ICHUE.

4. Pedepentnara oOmHOCTHA TabOpaTOpUs MpHJIara CUCTEMa 3a OCUTYpsIBaHE Ha
KayecTBOTO M € oao0peHa B cboTBercTBHE ¢ Hopma EN ISO/IEC 17025 nmo 12
nexeMBpH 2005 r. Haif-KbCHO.

OB L 268, 3.10.1998 r., ctp. 1. Pemenne nocnenno usmeneno ¢ Permament (EO) Ne 1882/2003 (OB
L 284, 31.10.2003 r., ctp. 1).
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1.

2.

1IPHJIOKEHUE 11

OTroBopHOCTH M 33/1a4H Ha ped)epeHTHUTE HAIMOHAJIHM J1a00PATOPHUH 32
caaMoHesuTe B cboTBeTcTBHE ¢ [lnpexkTuBa 2003/99/EO u ¢ Pernament (EO)
Ne 2160/2003

Obwu 3a0auu

a) CpTpynHUYeCcTBO ¢ pedepeHTHATa OOIMHOCTHA JTAabopaTopusi B TAXHATA 00JIACT
10 KOMIICTCHTHOCT.

0) Koopnunupasne, ako ce Hajara, Ha ACHHOCTUTE HA JIAOOPATOPUUTE 3a aHAIIU3 HA
B36MAaHETO Ha MPOOHM B CHOTBETCTBHE, MO-KOHKPETHO C wWieHOBE 4, 5 u 7 OT
Hupextusa 2003/99/EO.

B) Koopaunupane neitHoctuTe Ha Js1abopaTOpuUUTE 3a aHAIW3 Ha NpoOUTE B
chOTBeTCTBHUE ¢ wieH 12, maparpad 1 ot Perimament (EO) Ne 2160/2003.

r) AKo ce Hajlara, OpraHu3MpaHe Ha CPaBHUTEIHU OIUTU MEX]IY J1ad0opaTopuuTe,
npeaMer Ha OykBU O) M B), M OCHTYpsIBAHE HAa CHOTBETHO HAOIIOJCHHE HA TE3U
OIUTH.

n) OcurypsiBaHe mpeaaBaHETO Ha HMH(OpPMAIUU, TMPEAOCTABEHH OT OOIIHOCTHATa
nabopaTopus, Ha KOMIIETEHTHHUSI OpTaH U Ha JabopaTopuuTe, MpeaMeT Ha OyKBH 0)
U B).

e) IlpemocraBsiHe Ha HaydyHa M TEXHHMYECKa IOMOII Ha TEXHHUS HAI[MOHAJICH
KOMIIETEHTEH OPTaH B TSIXHATa 00JIaCT MO KOMIETEHTHOCT.

Cneyughuunu ynkyuu u 3aoaqu

a) Yyactue, ako ce Hajara, B MPOTrpaMH 3a HAOJIFOJICHWE Ha CaJIMOHEIWTE W Ha
acolMupaHaTa AHTHMHKPOOHA PE3WCTEHTHOCT B CHOTBETCTBHE C JlMpekTuBa
2003/99/EO, kakTO U B aHajanW3a U B OIMTHUTE 3a CAIMOHEIHNTE B CHLOTBETCTBHUE C
Pernament (EO) Ne 2160/2003.

0) Opranusupane, ako ce Hajiara, Ha oOydeHHE Ha TepcoHaja Ha BBIPOCHUTE
nabopaTopuu.

B) Mndopmupane, ako ce Hanara, Ha pedepeHTHATa OOIIHOCTHA JlabopaTopus 3a
aCIeKTUTE, CBBP3aHU C TaJOHUTE-BAKCMHA 3a CcajiIMOHelara, W 3a Jpyru
cnenupuIHU METOIU 32 KOHTPOI.

r) Cobupane Ha JaHHM U Ha WHG(OpMAaLMsS OTHOCHO Pa3BUBAHUTE JIEHHOCTU M
U3I0JI3BaHUTE METOAM BbB BBIIPOCHUTE JaOOpATOpHUHU, KaTo 3a TOBa ce MHGOopMuUpa

pedepenTHaTa OONTHOCTHA JIA0OPaTOPHS.

}1) CH@}IGHG Ha €BOJIFOIIMATA Ha CIIMACMHUOJIOrNATa Ha CAJIMOHCIIUTC.
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