PEHIEHUE HA KOMUCUSATA

ot 23 deBpyapu 2004 ronnna

3a omnpe/eJisiHe HA MOAPOOHH pa3nope0u 3a 1eliCTBMETO HA PerUCTPUTeE 32 BIMCBaHe Ha
uH(popMAaUA OTHOCHO reHeTHYHM Moauukanmuu B 'MO, npeaBuaenu B {upexruna

2001/18/EO na EBponeiickus Ilapiament n Ha CbBera
(romuguyupano noo Ne C(20004) 540)
(Texct ot 3Hauenue 3a EUIT)

(2004/204/EO)

KOMMCHSATA HA EBPOIIEMCKUTE OBI[HOCTH,

kaTo B3¢ npensua JloroBopa 3a cb3naBane Ha EBpomneiickara oOmHOCT,

karo B3e npensun Jupextuna 2001/18/EO na EBpomneiickust mapnamenT u Ha CpBera oT 12
MapT 2001 1. OTHOCHO CBH3HATETHOTO OCBOOOXKJAaBaHE HA TEHETHYHO MOJUPUIIUPAHHU
OpraHM3MH B OKONIHaTa cpena u 3a oTMmsiHa Ha JupektuBa 90/220/EMO nHa CeBera’ u 10-
CTenMaHo wieH 32, maparpad 2 oT He,

KaTO UMa MpeBUJ, Ue:

(1)

)

CerinacHo upexktuna 2001/18/EO ce u3uCKBAT pa3iIMyYHU TUIIOBE MHpOpMAIUS 3a
HOTU(UIMPAHETO Ha TEHETUYHO MOJU(PHUIMPAHU OPraHU3MH, HApUYaHU OTTYK
Hatatek ,,] MO”. M3uckBaHUTE OaHHH ce OTHAcAT A0 camusa otaeieH 1 MO, mo
OKoJHarta cpenaa, B kosto I'MO ce ocBoOOX/aBa W J0 B3aUMOJEHCTBHETO MEXIY
I'MO u npuemaniara OKoJIHA Cpe/a, BKIFOYUTEITHO BCHUKH MOCIIEIUIH 32 YOBEIIKOTO
3/pase.

Nudopmanusara, u3uckgamia ce B HOTUGUKAUUTE 32 ocBoOOkaaBane Ha ['MO, e
ornucana B npuioxenue Il xpm JupextuBa 2001/18/EO. Ilpunoxenue IV kbm
ChIllaTa IUPEKTHBA OMKCBA OOIIO TOMBIHUTEIHATA HHPOPMAITUS, KOSTO Ce/IBa Ja ce
npenocTaBu B HoTU(UKauuTe 3a nmyckane Ha I'MO Ha mazapa. To cbmio Taka
yTOYHsIBa MH(OpMALIHUATA 32 €TUKETUPAHETO, u3KckBaia ce 32 MO karo nmpoaykTu
WIK B TPOAYKTH, KOMTO IIE ce MyCHAaT Ha ma3apa. YacT OT Ta3u AON'BJIHUTEIHA
nHpopmanus cienBa na Obe BKIOYCHA B €IUH WIIN HIKOJIKO PETHCThpPa, 8 UMEHHO —
nH(popManuaTa, OTHACAIIA C€ IO TEHETUYHNUTE MOJAU(PUKAINK, KOSITO MOXKE J1a ObJIe
W3MON3BaHa 3a ACTeKIHs W uiaeHTHuduImpane Ha ompenenenn [MO mnpomaykTH,
BKJIFOUMTETHO METOJIUTE 3a IETeKIUsl, CBbP3aHH C IparoBeTe, yCTAHOBEHU IO CHUJlaTa
Ha JlupextuBa 2001/18/EO, ¢ ornmen obnek4yaBaHe Ha KOHTPOJA U MPOBEpKaTa Clel
MyCKaHeTO UM Ha Ia3apa.

! OB L 106, 17.4.2001 r., ctp. 1. [lupektusa, mocneano u3meneHa ¢ Pernmament (EO) Ne 1830/2003 (OB L 268,
18.6.2003 r., cTp. 24).
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©)

(4)

(5)

(6)

(7)

Cwraacuo unen 31, maparpad 2 ot Jupexrusa 2001/18/EO Kommucusra cnensa aa
Ch3JIaJIc €ANH WM HSAKOJKO PErHCThpa, OTTYK HAaTaThK HapW4YaHU ,,peTUCTPHUTE”, 3a
[[eIUTe Ha BOHCBaHE Ha MHQpopMaIusATa 3a reHeTmuyHuTe Moamdukaimuu B MO,
MocoYeHa B pazzaen A, Touka 7 ot npujioxenue [V kbM chliata TUpeKTUBa.

Tasu nnpopmarms ciaensa Ja BKIIOYBA, KBICTO € MOAXO/AIIO, MPEIOCTABEHUTE Ha
KOHTPOJHUS opran npodu ot I'MO kaTo uiau B NPOAYKTH WM HA TEXHUS T€HETHYEH
MaTepuall ¥ MoIpoOHOCTH 332 HYKJICOTUAHUTE ITOCIIEI0BATETHOCTH WU IPYTH BHOBE
uHpopmanus, Heobxomuma 3a uaeHTu(uuupane Ha MO npoxykra ¥ HErOoBOTO
MOTOMCTBO, BKJIIOUHTEITHO METOJMKa 3a JAeTeKIHs W wuieHTudukanus Ha MO
MPOAYKTA, KAKTO U €KCIIEPUMEHTAIHU JaHHH, TIOKa3Balld KOHTPOJIHHUTE MapaMeTpu
Ha [IPEOCTaBEHHUS METO/I.

IIpy M3roTBSHETO Ha CHUCHKA ¢ MH(pOpPMaLUATA, KOSATO CleABa Ja Cce BIIUCBA B
perucTpuTe, ciefpa ga ce oTyuTa (aKThT, Y€ APYTUTE TUIOBE MHPOpPMALUS KaTO
OLIEHKaTa HA CEKOJOIMYHMS PUCK, HAYYHUTE U3CIEIBAHMS, BKIFOYUTEIHO
IIPOYYBAaHUSA, KOUTO JEMOHCTpUpaT Oe30macHOCTTa Ha NPOAYKTa, KaKTO U
[1030BaBaHUs, KOraTo ca HAJIWYHM, HA HE3aBUCHUMM IPOYYBAHUS U NAPTHHOPCKHU
NPOBEPKH M HA METOIM 3a HISHTH(UKAIMs W JETEKIMs, W BCSIKaKBa Jpyra
uHpopManus, NoJaJeHa OT HOTHU(GUUUPALIOTO JMILE, METOAM U IUIaHOBE 3a
Habmonenne Ha MO wm 3a cnemHW JEHCTBUS TPH aBapud M PE3yiATaTd OT
HaOIloZeHWe clieJl IyckaHe Ha Mas3apa, ca [0 MPUHLUUI JOCTBIHH ChIJIACHO
cboTBeTHHTE pasnopendu Ha Jupextusa 2001/18/EO, Pernmament (EO) Ne 1946/2003
Ha Esponelickus napinamenT u Ha CpBera or 15 romm 2003 r. oTHOCHO
TPAaHCTPAHWYHHTE JBIKCHWS Ha TEHETHYHO MONM(DUIMPAHH OpPraHM3MH® W
Pernament (EO) Ne 1049/2001 na EBponelickus nmapiamenT u Ha CbBerta ot 30 Mait
2001 r. oTHOCHO MyOJMYHUS AOCTHI 10 TOKYMEHTH Ha EBporelckus mapiaMeHr,
CsBera 1 Komucnsira® u ciie1oBaTeNnHO He € HeOOXOIMMO J1a Ob/IAT BIIHCBAHH.

C nen npo3paunoct u B cboTBeTcTBUE ¢ Permament (EO) Ne 1049/2001, peructpure
CJIeJIBa Jla ca Ha PasMoJIOKEHHE Ha OOMIECTBEHOCTTa, KAKTO U HA JIbPIKABUTE-UICHKH
u Ha Komucusra. Peructpure cienoBaTeHO cie/iBa Aa ChIbPKAT JBE TPYIU TaHHU:
eIHaTa € JOCTBITHA 3a OOIIECTBEHOCTTA, a Jpyrara € JOCThITHA caMO 3a JIbpyKaBUTeE-
uynenku, Komucusita u EBpomnelickust opran 3a 6e3omacHOCT Ha Xpanute. [IspBata
rpyna JaHHU Cclie[iBa J1a ChIbpKa BCUYKH JIAHHW, BIUCAaHH B PETHCTPHUTE, C
M3KJIIOYEHHE Ha JaHHHUTE, KOUTO HE MOraT Ja ObJaT pa3KpUTH MOpaayd MPUYUHU Ha
MMOBEPUTETHOCT, B CHOTBETCTBHE ¢ wieH 25 ot MupextuBa 2001/18/EO, mo-
CHEIMATHO MOPaJIK 3alUTa Ha THPIOBCKU HHTEPECH; BTOpaTa rpyma JaHHU CleBa Aa
oOXBaIa JOMbJIHUTESIHN TOBEPUTEITHU JaHHH. VIHIUBUTyaTHUTE UCKAHUS 32 JIOCTBIT
cienBa ga ObaaT Tpetupanu B cboTBeTcTBUE ¢ Permament (EO) Ne 1049/2001, koiito
o0ade B CBOMTE M3KJIFOYCHHS TIPEIBUK/IA 3aIIMTA HAa CHITUTE WHTEPECH, KaKTO UICH
25 ot [Jupextuna 2001/18/EO.

IIo BpEMC Ha NEpuoJa Ha CbINIACUC W 3a NOAXOJAI IEpHUoA CICA HU3TUYAHC Ha
ChI'IaCUCTO KOMIICTCHTHUTE OpraHd, HHCICKOWUOHHUTC CJ'Iy>K6I/I U KOHTPOJIHUTC
J'IaGOpaTOpI/II/I Ha ObPKABUTC-HYJIICHKU U Komucusra CJICABa Oa pasnojiarat ¢ MEeToanu

20B L 287,5.11.2003 r., ctp. 1.
® OB L 145,31.5.2001 r., cTp. 43.
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3a NETEKIUs W HICHTU(PUKALKS, BKIIOUUTEIIHO METOIU 32 JETEKIUs, OTHACSIIU Ce
JI0 TIparoBeTe, ycTaHoBeHH 1o criiata Ha Jlupektusa 2001/18/EQO.

(8) [Ipu mpenocraBsiHe Ha JaHHUTE OT KOMIIeTeHTHUs opraH Ha Komucusara c ornen
BKJIFOYBAHETO MM B PETUCTPUTE, HAKOM JIaHHU KAaTO JaTaTa Ha pa3perieHUueTo WIIU
BaJIMAMpAIINTE MapaMeTpu Ha HJeHTU(UKALUATA U METOAA 3a JETeKUHUs JUICBAT
uinu Moxe na surncaTr. OCBeH TOBa, 10 BPeME Ha MEPHOJa HAa ChIIIACHETO U JOPHU
M3BECTHO BpeME€ Cliel M3THYAaHETO Ha ChIVIACHETO, aKTyalu3HpaHe HampuMmep Ha
METOJIUTE 3a UACHTU(DUKAIKS U IETEKIIUS, THPTOBCKM HAMMEHOBAHUS WM OTTOBOPHU
nuna moraT aa Obaar HeoOxonumu. CrefoBaTenHO crleiBa Ja ce MNpeABUAU
pasmopenoda 3a akTyaIu3upaHe Ha PErUCTPUTE.

9) bbremoro pasButHe Ha METONOJIOTHSTA HA TEHETHYHATA MOAMQUKAIMS WM Ha
ChOTBETHUTE METOJM 3a HWJICHTU(DHKAIUS M ACTCKIHS, BKIIOUHUTEIHO METOJIUTE 3a
JETEKIIMs, OTHACSIIM C€ JO IMparoBeTe, YCTaHOBEHM MO cwiarta Ha JlupekTuBa
2001/18/EOQ, wmoraT na HampaBsAT HEOOXOAMMO aJalTHPAHETO Ha HACTOSIIOTO
perieHue KbM TeXHU4ecKus nporpec. [lo chiius HauMH, MO-HATATHIIHOTO Pa3BUTHE
Ha 3aKOHO/aTeNICTBOTO Ha OOIIHOCTTAa MOXKE Ja HAJIOXKHU aJanTHpaHe Ha HACTOSIIOTO
pelIeHre 32 [EJINTE Ha HeroBaTa MOCJICIOBATEITHOCT U €)EKTUBHOCT.

(10) Mepkure, nUpEABHACHH B HACTOSAMIOTO PEHICHHE, Ca B CHOTBETCTBUE ChC
craHoBuieTo Ha Komwurera, ydpeneH B choTBercTBHE ¢ wieH 30, maparpad 1 ot
Hupextusa 2001/18/EO,

PEIIU:
Ynen |

Hacrosimoro pemenne ompenenst MOAPOOHH pas3mopendu 3a NEHCTBHETO Ha PETHCTPHUTE
(oTTYK HaTaThK HapHYaHU ,,pETUCTPUTE”), KOUTO ClE/Ba Jia ce ch3aaaar or Kommcusra mo
cunata Ha wieH 31, maparpadp 2 ot JupextuBa 2002/18/EO ¢ men BmnucBaHe Ha
nH(pOpMalMATa OTHOCHO T€HETUYHU MOJU(PUKAINN B TEHETUYHO MOUGDHUIIMPAHHT OpTaHU3MHU
(orTyk HartaThk Hapu4yaHu ,,[ MO”).

Ynen 2

B cvoTBeTcTBHE € pasnopenouTe Ha dieH 3, nHpopMaluaTa, ymoMmeHarta B wieH 1, BKIIIOYBa
MOAPOOHOCTH 3a HYKJICOTUIHHUTE MOCIEAOBATETHOCTH WU JPYTH BUAOBE WHOpMAIus,
HeoOxoauma 3a uaeHTudunupanero Ha MO mpoaykra M HETOBOTO IMOTOMCTBO, Karo
METOJIOJIOTUATA 3a JAeTeKuus u uneHTudukanus Ha MO mpoaykrTa, BKIIOUYUTEIIHO METOIU
3a JIETeKIUs, OTHACAIIM C€ JIO0 TparoBere, ycraHoBeHH cbriacHo dupextuBa 2001/18/EO,
KaKTO M €KCIIEPUMEHTAIHHU JaHHH, TOKa3Ballld BAJIUIMPAHETO HA METOAOJIOTUSITA.

Perucrpurte ca B ChOTBETCTBHE U Ca CHbBMECTUMH C TE€3U, Ch3JaJICHU IO CHJATa HA JPYro
pelieBaHTHO 3aKOHOAaTeNICTBO Ha OOIIHOCTTA.

Ynen 3

B perucrpure ce BmcBa ciemaHOTO:
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a) TOAPOOHOCTH OTHOCHO HOTU(HUIIMPAIIOTO JIHIE U OTTOBOPHUTE JIMILIA!
Q) MMe ¥ ITBJICH aJIpec Ha HOTU(DUIIUPAIIIOTO JIHIIC;

(i) ¥MMe U TIBJICH aJpec Ha omnpeaeneHoTo B OOIHOCTTa JTHUIle, KOETO € OTTOBOPHO
3a MyCKaHEeTO Ha I[asapa, OWJIO TO TPOU3BOAUTE], BHOCHTEN WM
IUCTPUOYTOP, aKO TO € Pa3IMYyHO OT HOTU(HUIMPAIIOTO JIUIIE;

0) obma uadopmarnms otHocHo ' MO:

Q) THProBCKO HamMeHoBaHHe(s)) Ha ['MO mpoayKTHUTe W HAMMEHOBAaHUS Ha
I'MO, chappxamm ce B TIX, BKIIOYUTEIHO HAyYHO HAMMEHOBaHHE(S) H
OOMKHOBCHO HAMMCHOBAHHUE(s1) HA PELMITMEHTA WIH, 0 LEIeChOOPa3HOCT, Ha
poautesnckus opranuzbm Ha ['MO;

(i)  ynukanen kox Ha 'MO, chabpiKaIly ce B IPOIYKTa(UTE);
(ili)  mBprkaBaTa-uIeHKA HA HOTH(HUKALIHS;
(iv)  HOMep Ha HOTH(UKAIUATA;
(V) pemeHuero 3a paspemniaBane Ha ['MO.
B) nHdopmarus 3a BMbkHaTata JIHK mocienosareaHoct:

Q) uHpopMalug 3a HYKICOTHIHATa TOCIEeN0BaTeNHOCT Ha BMbkHaTata JIHK,
M3MOJI3BaHA TMpU Pa3pabOTBAaHETO Ha MeETOoAa 3a JETeKIUs, W KOraTo €
MOAXOIANI0, MMBJIHATA TocienoBaTenHocT Ha BMbkHaTata JIHK, kakto u Opos
Ha JTBOMKHUTE 0a3u HA MPUEMAIIUsl OPTaHU3bM, PA3MOJIOKEHH OT JIBETE CTPAHU
Ha BMbBKHaTaTa MOCJIEI0BATEIIHOCT, HEOOXOIUMH 3a Ch3JaBaHe HAa METOH 3a
JETeKIHs, CheruduyYeH 3a KOHKPETHHUS Ciy4dad, KakTo M Ha METOJIU 3a
omnpeJNiesiHE Ha IparoBeTe, YCTAHOBEHM B CHOTBETCTBUE C JlupekTuBa
2001/18/EO, kakTO M HOMepaTa 3a JOCTHII B MYyOJWYHHUTE Oa3u JaHHU U
CIpaBKa 3a M3TOYHMIIM, CBHABPXKALIM JAHHU 3a IslaTa HYKJICOTHIHA
rmociefoBaTeIHOCT Ha BKiroueHaTa JJHK wnm Ha yacTu oT Hes

(i)  mompobna kapra Ha BMbKHataTta JIHK, BKkIrouBama BCHYKH TCHETHYHH
eNIEMEHTH, KOAMPAIIN U HEKOAUPAIIH YYaCThIIH, KAKTO U YKa3aHUS 33 TeXHHS
pell ¥ OpHEHTALHS;

r) “HGOPMAIHsI OTHOCHO METOJUTE 3a JETEKIHS U UIeHTU(DUKAIIHS

(1 ONMCaHWE Ha TEXHUKUTE 32 WIACHTU(UIMpPAHE W NETEKIHs, CICHUPHIHU 32

KOHKPETHHUS CITy4ad, KaKTO M Ha METOAUTE 3a JETEKIUs, OTHACSIIH Ce JIO

IparoBeTe, ycTaHoBeHU B cboTBeTCcTBHE ¢ upektuna 2001/18/EO;

(i) uHbopManKs 3a CpPEACTBATA, M3IOJI3BAHH 3a JETCKIUS W HACHTH(HKAINA,
KaTo npaiMepH 3a nonuMepasHa sepuxkHa peakuus (PCR) u anTutena;
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(i) mo wuenecpoOpasHocT, wuH(pOpPMALUS 3a KOHTPOJHUTE TapaMeTpu B
CBOTBETCTBUE C MEKIYHAPOTHUTE YKA3aHHUS;

1) uHopmanus 3a CKJIaJUPaHETO, ChXPaHSIBAHETO U JOCTAaBSIHETO Ha IPOOUTE:

Q) MMe U aJipec Ha JIuieTo(ara), OTTOBOPHO(H) 3a CKJIaJAUPAHETO, ChbXPaHIBAaHETO
Y JIOCTaBSHETO Ha KOHTPOJIHUTE MPOOH;

(i)  waboOpMmanus 3a chXpaHsBaHMTE NPOOH, KATO BUJ Ha Marepualia, FTeHETHYHA
XapaKTepPHCTHKA, KOJMYECTBO HA CHXPAHsSBAaHMS MaTepHal, CTaOMIIHOCT,
MOJIXOJISIIIHU YCIIOBUS M IPOIBIDKUTEITHOCT Ha ChbXPaHCHUE.

Ynen 4

Perucrpure ca Ha pasmosiokeHHE Ha OOIIECTBEHOCTTAa B CHOTBETCTBHE C WieH 25 OT
Hupextusa 2001/18/EO u Pernmament (EO) Ne 1049/2001.

Bnucanara I/IH(I)OpMaLII/IH CC pa3aciid, KakTo CJICABA:
a) rpyna JaHHU, JOCTBIIHU 3a O6IJ_[CCTB€HOCTTEI;

0) rpyna JaHHM, ChIbPIKALIM JOI'BJIHUTEIHH MOBEPUTEIHH JaHHHU, JIOCTBIIHU CaMmo 3a
nbpxaBuTe-wieHkn, Komucusta u EBponeiickus opran 3a 6€301MacHOCT Ha XpaHUTE.

Ynen 5

KomnereHTHHTE OpraHu W3BaXAaT OT HOTH(HUKAIMUTE, KOUTO MOJydaBaT B CHOTBETCTBHUE C
yned 13, maparpa¢p 1 or HupextuBa 2001/18/EO, BcHYKM JaHHU, CBBp3aHH C
nHpOpMaNHATa, MOCOYEHA B WIEH 3 OT HACTOALIOTO pemeHne. Te mpeaocTaBaT Te3u JaHHU
Ha Komucusita, nznonspaiiku popMmyisipa 3a npegocraBsiHe, ocurype ot Komucusira 3a ta3u
IeJ1, TT0 BpeMe Ha MPEAOCTaBsSHE Ha JIOKJA/A 3a OIEHKA MM HE MO-KbCHO OT JIB€ CEIMHIN
cliell TOBa, 3a Ja JanaT BB3MOXKHOCT Ha Komucusra na ru BOMIIE B PETUCTPUTE.
@opMyIIpbT MOKE J1a OBJIe MOIMBIHEH OT HOTU(MUIMPAIIOTO JIMIIE W TIOUIeKH Ha TIPOBEpKa
Ha ChABPKAHUETO MY OT KOMIIETEHTHUTE OPTaHU.

Morat ga ce mpeABUASIT BPB3KKM KbM JIPYTH PETHUCTPU WM Oa3W JaHHU, KaTo HampuMep
¢dopmure Ha o0000mena HotudukanumonHa wuHpopmanus (SNIF), cranoBumero Ha
EBporeiickust opran 3a 0€30macHOCT Ha XpaHHTE, JOKJIaJa 3a OIEHKa HAa KOMIIETEHTHUS
oprad, KmupumHroBara KbIa IO OHOJOTHYHA OE30MACHOCT, CH3JaJCHA IO CHIaTa Ha
IIporokona ot Kapraxena mo Ouonornyna Oe3omacHOCT W MOJEKYISIpHUS PETUCTHp Ha
CbBMECTHUS U3CIIEIOBATEIICKH IIEHTH, 3a J1a ce n30erHe qy0aupaneTo Ha HHpopMaIus.

Ynen 6
He mo-kbcHO OT ABe cemMuiM cieja MOJydaBaHETO Ha WHGOpMAaIMs, OTHACAIA C€ 0
aKTyaJIM3UPAHETO Ha PETUCTPUTE, KOMIETEHTHUAT opraH i npenpamia Ha Komucusra. Tazu

nH(pOpMaIus ce BbBEXK/Ia B PETUCTPUTE HE MO-KBCHO OT JIBE CEAMUIIN CJIE]I ITOTy4aBaHETO H.

Ynen 7
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AnpecaTy Ha HACTOSIIIIOTO PEIICHUE CA IbPKABUTES-UICHKH.
CwcraBeno B bprokcen Ha 23 ¢epyapu 2004 roguHa.
3a Komucuama:

Margot WALLSTROM
Ynen na Komucusma

32004D0204.doc - LIITP - penaktupan



